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1

Introduction

A.M. Viens and Peter A. Singer

You probably faced a clinical issue today with an

ethical component. Did you recognize it? Did

you know how to address it? Did you have an

organized framework? Did you know what to say

to the patient and their family? Did you know

what to do? Did you feel comfortable and confident

in this aspect of your clinical practice? This

book seeks to address how greater recognition of

ethical issues and their resolution can improve

patient care, research practices, and institutional

arrangements.

What is bioethics?

Bioethics, while a modern term, is as old as medi-

cine itself. The Code of Hammurabi and the

Hippocratic Oath, for instance, include provisions

concerning the importance of ethical consider-

ations to clinical practice. In addition to its initial

focus on ethical issues relevant to clinical care,

bioethics concerns the moral, legal, political, and

social issues raised by medicine, biomedical

research, and life sciences technologies.

While bioethical considerations will remain a

central aspect of medicine, it can do so at different

levels. One can distinguish between three broad

spheres of bioethics. The first is academic bioethics,

a sphere primarily focused on how theoretical and

practical aspects of medicine affect considerations

such as special obligations or responsibilities of

clinicians, what is valuable, good, right, etc. in the

biomedical context and how one might go about

providing systematic accounts of such consider-

ations. The second is public policy and law bioeth-

ics, where concerns lies in how legal and extra-legal

institutions can and should be involved in the

regulation of clinical and research practices. The

final sphere is clinical ethics, and its focus is directly

related to how the incorporation of bioethics into

clinical practice can help to improve patient care.

Indeed, as a multidisciplinary field, these spheres

are often interconnected, and scholars and clin-

icians can work across multiple spheres. This book

seeks to incorporate the best of all three spheres,

with primary attention paid to clinical ethics.

Audience of the book

This book has been written with practicing clin-

icians (e.g., physicians, surgeons, nurses, dentists,

physical/occupational/respiratory therapists, etc.)

and allied health professionals (e.g., social workers,

bioethicists, healthcare managers/executives, etc.)

in mind, but it can also be invaluable to educators

teaching bioethics in medical schools, residency

programs, and continuing medical education pro-

grams. Additionally, this book will also be relevant

for researchers and students in non-clinical dis-

ciplines interested in bioethics (e.g., philosophy,

law, religious studies, health policy, public health,

health administration/management, etc.) as illus-

trative of how the recognition and management of

ethical issues at the clinical interface relates to

theoretical considerations and organizational

1



structures. As such, we also expect that the book

will serve as a textbook for courses in bioethics.

Finally, since bioethics has moved very much to the

public arena, we also anticipate that the book will

be of interest to patients and the public. Its case-

based approach makes it particularly accessible.

Aims of the book

Firstly, the book is meant to be practical. In par-

ticular, the practical aims of the book are pedagogical

and clinical. The goal is to support performance

(i.e., what clinicians actually do) by helping to

develop awareness and skills in the analysis of

normative considerations that affect clinical and

research practices. All of the chapters provide guid-

ance on applying bioethical concepts in daily prac-

tice and serve to show how the integration of such

bioethical knowledge into clinical practice facilitates

the ability to make well-reasoned and defensible

decisions. Almost 30 years ago, Mark Siegler (1978;

cf. Siegler et al., 1990) emphasized that the goal of

teaching bioethics is to improve the quality of patient

care by identifying, analyzing, and attempting to

resolve the ethical problems that arise in the practice

of clinical medicine. Today, virtually all medical

schools incorporate bioethics into their curricula

and most regulatory authorities require the teaching

of bioethics as a condition of accrediting residency

programs. Clinicians desire and actively seek

help with how to deal with ethical issues in clinical

practice. For instance, the British Medical Associ-

ation (BMA) receives several thousand enquiries

about ethical issues from clinicians – indeed, in just

one week, the BMA’s online ethics guidance was

accessed by more than 1400 visitors (BBC, 2003).

Secondly, the book is meant to be versatile. Each

chapter provides a focused and detailed examin-

ation of bioethical issues, which can be read

sequentially, used as a reference when particular

problems arise, and used as a set text in group

teaching or open learning environments. While

some readers will want to read all of the chapters,

the book is structured in thematic sections that

provide an easy and accessible way of concen-

trating on how ethical issues surrounding a par-

ticular topic are connected. Professional

performance with respect to bioethical matters

depends on many factors, including the clinician’s

values, beliefs, knowledge of ethical and legal con-

structs, ability to recognize and analyze ethical

problems, and interpersonal and communications

skills. Although this book cannot address every

aspect of bioethics in medical practice, the con-

tributors hope that it will provide a helpful starting

point for clinicians, and its versatility will also serve

to complement educational and training initiatives.

Inmany cases, the relevant chapter will be all a busy

clinician needs to read for help in dealing with an

ethical issue faced in patient care.

Thirdly, the book is meant to be comprehensive.

The book is comprehensive in terms of the breadth

and substance of the over 60 chapters that are

organized under 10 key sections presenting the

most vital topics and clinically relevant areas in

bioethics: (I) Information problems, (II) End of life-

care, (III) Pregnant women and children, (IV) Gen-

etics and biotechnology, (V) Research ethics, (VI)

Health systems and institutions, (VII) Using clinical

ethics tomake an impact on healthcare, (VIII) Global

health bioethics, (IX) Religious and cultural per-

spectives in bioethics, and (X) Specialty bioethics.

The book is also comprehensive in terms of its

interdisciplinarity. Chapter contributors have trained

and practiced in a wide spectrum of clinical speci-

alities and academic disciplines (e.g., medicine,

surgery, pharmacy, physical medicine, law, philoso-

phy, theology). This interdisciplinary approach will

help to ensure that concepts are described faithfully

with respect to their empirical context in medicine

and with an understanding of their theoretic roots in

ethics and law. Finally, it is comprehensive in terms

of its internationalism; in virtue of both having expert

contributors from a number of different countries

(e.g., Australia, Canada, China, Israel, Oman, South

Africa, Syria, UK, and USA) and ensuring that the

material is internationally applicable. Clinicians

become involved in healthcare choices as facilitators

of the patient’s decision-making process. As such,
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they need an awareness of the cultural and religious

background that may influence their view of the

patient’s situation, as well as familiarity with reli-

gious and culturally based values different from

their own. Although understanding and accommo-

dating the unique cultural and religious views of

patients – especially in relation to the ethical aspects

of practice – is a critical determinant of quality of

care, guidance for clinicians on how to do so is not

easy to locate in the medical literature.

Structure of the book

Each chapter begins with one or more clinical cases

highlighting the issue under discussion and ends

with suggested approaches to these cases. The

cases reflect the authors’ experience and are not

intended to refer to any particular patient. We have

included clincial cases as a way of presenting eth-

ical dilemmas within a specific, plausible context

and providing a means of contextualizing the

relevant ethical issues in terms of how they related

to clinical practice (also cf. Kimball, 1995; Davis,

1999). These cases illustrate that bioethics is not an

esoteric pursuit removed from the exigencies of

everyday practice; rather, bioethics is in the back-

ground of every encounter between clinicians,

researchers, administrators, patients, and their

families. All clinicians understand why the chapters

begin and end with cases – cases are how we learn

medicine. As the great Canadian physician Sir

William Osler (1906) said: ‘‘ . . . the student begins

with the patient, continues with the patient, and

ends his studies with the patient, using books and

lectures as tools, as means to an end.’’

Each chapter aims to answer three basic ques-

tions about the bioethical issue at hand. Firstly,

what is it? – i.e., how the concept/issue so defined is

to be understood in the context to be discussed and

why it has relevance to clinical practice. Secondly,

why is it important? – i.e., how the concept/issue

has clinical relevance from the perspectives of

ethics, law, policy, and empirical studies. Thirdly,

how should it be approached in practice? – i.e., how

the concept/issue under consideration is applied

and/or can be used in clinical practice to improve

patient care. The chapter concludes by discussing

the resolution of the case(s) introduced at the

beginning of the chapter.

The book is based on the very popular 28-part

series, Bioethics for Clinicians, published in the

Canadian Medical Association Journal between

1996 and 2002 and edited by Peter A. Singer. These

frequently downloaded articles have been used by

clinicians throughout the world and have been

translated into several languages. This collection,

however, provides a far more comprehensive and

up-to-date resource, but with the same spirit of

improving clinical practice. Therefore, our goal in

writing this book is to provide clinicians with the

knowledge and tools they need to provide better

care to patients and research subjects.

Bioethical methodologies and our
approach

There are a number of different bioethical meth-

odologies that have been advanced for the

incorporation of bioethics into clinical practice.

Broadly speaking, there are four such approaches

(Agich, 2005).

The first is practical or applied ethics, or even an

applied philosophy of medicine. This approach

addresses ethical issues that arise in practice

through the application of aspects of particular

ethical theories, or specific notions/concepts (e.g.,

double effect, treatment versus enhancement dis-

tinction, etc.), to concrete clinical or research cases.

The focus is not on providing a decision procedure

for how to solve ethical issues but to provide the-

oretical framework concerning, for instance, what

considerations would make an action good or a

policy right. For more on this approach, see Caplan

(1983), Beauchamp (1984), and Young (1986).

The second is principlism. This approach seeks

to provide ethical guidance in clinical practice

through a specified number of moral principles. By

applying general principles to ethical problems, it
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is argued that such principles do a better job of

obtaining the right answer concerning what one

morally ought to do compared to trying to reason

through what to do in each instance. The most

famous versions of bioethical principlism are

articulated by Beauchamp and Childress (2001),

with the principles of autonomy, beneficence, non-

malfeasance, and justice, or, for instance, some

catholic healthcare institutions, which adopt a

theologically based form of principlism. While

principlism has been notably criticized for being

too blunt an instrument in trying to apply a few

ethical principles to all problems in all circum-

stances, and thus being too insensitive to the

complexities and tensions inherent in morality,

some forms of this approach are more multifaceted

and responsive to the intricacies of moral consid-

erations related to medicine. For more on this

approach, see Clouser and Gert (1990), Daniels

(1996), Richardson (2000), and Beauchamp and

Childress (2001).

The third is casuistry. This case-based approach

addresses ethical problems by guiding clinicians

through specific issues via paradigm cases that

have come up in clinical education or practice –

something analogous to the use of case-based rea-

soning in the process of differential diagnosis. As

opposed to theory-laden or top-down approaches,

which apply general frameworks or concepts to par-

ticular issues when they arise, casuistry provides

a bottom-up approach where clinicians use case-

based reasoning to identify the morally relevant

features of a situation and relate it to the specific

circumstances of a previous case and its resolution.

Given the prominent use of cases in clinical practice

(e.g., case reports in journals, case conferences and

rounds, etc.), clinicians may find this approach an

appealing way to deal with ethical problems (for

some of the reasons we have highlighted in the pre-

vious section). However, as a standalone bioethical

methodology, the approach has been criticized for

not providing a clear method for working through

ethical issues. Formoreon this approach, see Jonsen

(1991), Kopelman (1994), and Jonsen and Toulmin

(1998).

The fourth is combination of techniques for

identifying and resolving ethical conflicts, dis-

agreements, and related problems. This approach

treats the ethical issues that arise in clinical

practice as those similar to inter-personal issues

alleviated through techniques such as conflict

resolution, mediation, negotiation, and arbitration.

This approach has been criticized by some on the

basis that, in treating ethical issues as just another

set of considerations that can cause disagreement,

it fails to adequately address the source of moral

conflict or why we have good reasons to act

one way as opposed to another in favor of secur-

ing consensus amongst participants. Admittedly,

compromise plays an important role in clinical

practice; however, achieving agreement for its

own sake fails to appreciate sufficiently what is

distinctive about moral considerations and how

greater attention to resolving ethical issues can

improve clinical practice. For more on this

approach, see West and Gibson (1992), Dubler and

Marcus (1994), and Reynolds (1994).

We believe none of these methodologies gets

everything right. Since the aim of the book is not to

argue for which methodology, or combinations of

methodologies, is correct, we recommend that

clinicians will most benefit from borrowing the

best of each methodology in an effort to better

recognize and resolve ethical issues in practice.

Each chapter in this book contains elements of all

these approaches. The chapters start and end with

clinical cases, and this most resembles casuistry. In

the section on why a particular topic is important,

the ethics subsection will often emphasize prin-

ciples and often expands this into a practical ethics

approach. However, we recognize that the sources

of knowledge and frameworks required by clin-

icians are not limited to ethics, so the chapters also

review and apply relevant legal and policy frame-

works to the topic. Moreover, empirical research

also helps to illuminate how clinicians can effect-

ively approach a clinical ethics problem, so we

include a section on empirical studies too. The

section on how a clinician should approach a

particular problem in practice emphasizes the
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techniques and tools a clinician can use to resolve

the particular ethical challenge. Therefore, the

methodology in this book can be described as a

‘‘mixed methodology’’ that is focused on the goal

of optimally supporting clinicians in identifying

and attempting to resolve ethical problems they

face in actual clinical practice.

Coda: a personal reflection

One of us (PAS) has been working in the field of

bioethics for almost 30 years, a pathway initiated in

the following way. I finally decided to make a career

of bioethics when many years ago as an intern

I was caring for a young woman with disseminated

cancer. She also happened to have a low phos-

phorus level in her blood. I realized that

I could rattle off 20 causes of low phosphorus, but

when it came to whether or not we were going to

resuscitate this young woman when her heart

stopped, we wrote that order in pencil on the

nurses’ notes and rubbed it out afterwards. I

thought at the time that, even if the scientific

problem of low phosphorus and the bioethical issue

of end of life care were equally important, the rigor

with which we approached the bioethical issue was

disproportionately low. In caring for many patients,

I also realized that there is no ‘‘one size fits all’’

framework for approaching clinical problems.

Clinicians have a heuristic for approaching

abdominal pain and another for approaching chest

pain. That is why we do not offer a single set of

principles, or a decision-making rubric, to address

all clinical problems. Context matters in medicine.

These clinical insights and experiences have shaped

a framework to approaching bioethics problems

that over the years has evolved into this book.

The approach herein has also been shaped by

working with my colleagues Mark Siegler and

Edmund Pellegrino on a review of bioethics every

10 years. The writings of Mark and Ed are the best

of class and have stood the test of time in relation

to emphasizing a clinically based approach to

bioethics, and how bioethics is at the moral center

of the clinician’s work. As Mark used to emphasize,

the bull looks different from the stands than it

does from the bullring. Another close colleague

and mentor, the late Alvan R. Feinstein, empha-

sized this very same theme in another field – clin-

ical epidemiology – although he was also deeply

interested in the ‘‘softer’’ side of medicine and

humanistic care. For Mark, and Ed, and Alvan, the

clinical experience is everything, and they are right.

This insight is infused throughout this book.

In closing, every clinician knows why bioethics is

important. What is often missing is how best to

approach bioethics problems in a practical way.

Although a textbook can only take us so far, and

dialogue, role modeling, experience, attitude, and

character take us the rest of the way, we have tried

herein to provide an effective textbook platform

for improvements in patient care related to bio-

ethics. If, in the course of caring for patients, you

consult one of these chapters, and your care and

the patient’s experience is improved as a result, we

have reached our true objective in writing this

book.
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SECTION I

Information problems





Introduction

Anne Slowther

Clinicians have many different roles in the provision

of healthcare, including individual patient care,

public health delivery, health services management,

and policy development. Each of these roles involves

complex decisions and interactions that require eth-

ical reflection.However, for themajority of clinicians,

those who provide day-to-day care in hospitals,

clinics, andpatients’ homes, it is the relationshipwith

individual patients that forms the professional and

ethical core of their work. It is this relationship that

initially attracted attention from ethicists as the field

of clinical ethics developed, and which has been

the main focus of regulatory guidance from profes-

sional organizations. This section focuses on three

key concepts that define this relationship, namely

consent, confidentiality, and truth telling.

A common thread that runs through these three

aspects of the patient–clinician relationship is the

importance and use of information. Patients provide

information to their clinicians about their symptoms,

their concerns, and their expectations of what the

clinician can do to help them. Clinicians take this

information, and then seek further information

to develop a differential diagnosis of the patient’s

problem, select appropriate investigations, and

identify possible treatments or management plans.

Clinicians provide information to their patients

about diagnoses, investigations, treatment options,

progress, and outcomes. The therapeutic relation-

ship is thus founded on sharing of information. The

way in which information is used by both patient

and clinician within this relationship is explored in

the following chapters.

The first four chapters in this section describe in

detail the concept of consent, which forms the cor-

nerstone of clinical practice. Chapter 2 provides an

overview of consent, relating it to the underlying

ethical principle of respect for autonomy and point-

ing out that consent is not simply about acceptance

of a suggested treatment but about choice between

a range of options, including the option of refusing

treatment. The three elements of a valid consent,

capacity, information, and voluntariness, are each

addressed in the subsequent chapters. Chalmers in

Ch. 3 describes the ethical and legal importance of

capacity as the key to determining the clinician’s

approach to treatment decisions. Determination of

capacity is not always straightforward and this

chapter leads the reader through some of the diffi-

culties and idiosyncrasies in this process. Strategies

for optimizing capacity in the clinical setting are

suggested and two approaches to formal assessment

are described. A key component of these assess-

ments includes the provision of relevant informa-

tion to ascertain whether the patient is able to

understand and evaluate the information necessary

to make a treatment decision. The importance of

disclosure and the legal requirements governing its

provision are discussed by d’Agincourt-Canning

and Johnston in Ch. 4. They document the change

in standards relating to the degree of information

required that has taken place in since the 1980s,

reflecting an increasing emphasis on individual

patient autonomy within both the healthcare and

legal systems. However, access to relevant and

comprehensive information is not sufficient for a
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patient to make an autonomous decision about his

or her healthcare. Freedom tomake a specific choice

is also required. The concept of voluntariness and

what this means in the context of a patient’s rela-

tionship with both an individual clinician and the

wider healthcare system is considered by Dykeman

and Dewhirst in Ch. 5.

The ethical requirement to provide patients with

information is not restricted to situations where

consent to treatment is necessary. Patients have a

right to know what is wrong with them, and keeping

such information from them demonstrates a lack of

respect, aswell aspotentially causing themharm.But

bad news can cause distress and some patients may

not want to hear it. So can it ever be ethically justified

to withhold information from a patient, or even to

lie to them? Chapter 6 explores the nature of truth

telling in the patient–clinician relationship and its

correlation with respect for persons and mainten-

ance of trust. The authors emphasize the importance

of communication skills in sharing information with

patients. It is not only what information is provided

but how it is provided that is crucial to good clinical

practice. In the final chapter in this section, Ch. 7, we

move from concerns about sharing information with

patients to the issue of sharing information about

patients with others. Slowther and Kleinman discuss

the concept of confidentiality in the increasingly

complex field of healthcare, acknowledging new and

diverse challenges including the increased use of

electronic information systems and the impact of

genetic technology.

The chapters in this section summarize specific

aspects of information sharing within the patient–

clinician relationship, providing an overview of

the legal and ethical principles involved. The eth-

ical concepts of respect for persons, individual

autonomy, and trust, considered here in the con-

text of individual clinical care, are threads that

run through all aspects of information sharing in

healthcare. Consequently, the discussions in this

section will be of wider relevance to clinicians as

they reflect on the ethical issues that they face in

their professional practice.
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2

Consent

John R. Williams

Mrs. A is an 85-year-old woman living at home with her

husband, who has moderately severe Alzheimer disease

and for whom she provides daily care. She has an 8.5 cm

abdominal aortic aneurysm. Three months ago she

consulted a vascular surgeon, who recommended surgical

repair of her aneurysm. However, another physician told

Mrs. A that she ‘‘would never survive the operation.’’

Mrs. A decided to ‘‘take her chances’’ and refused surgery,

primarily because of her wish to provide uninterrupted

care for her husband; however, she agreed to discuss

the decision further with the surgeon at a future visit.

Before such a visit can take place, however, Mrs. A is

taken to the emergency department after collapsing at

home with abdominal pain. Physical examination reveals

a systolic blood pressure of 50mmHg and a tender

pulsatile abdominal mass. Mrs. A is moaning and barely

conscious. The surgeon diagnoses a ruptured aortic

aneurysm and believes that Mrs. A will die without

emergency surgery.

Mr. B is a 25-year-old man affected by extensive muscular

atrophy resulting from Guillain–Barré syndrome. For two

years he has been dependent on a ventilator and his

prognosis indicates no chance of recovery. One day he

announces that he wants the ventilator support with-

drawn and that he be allowed to die because he considers

his life intolerable. Those caring for him disagree with his

decision and the reasons for it because he is not

terminally ill and because others with his condition

have meaningful and fulfilling lives. Their arguments do

not convince Mr. B and he demands that the ventilator be

withdrawn.

What is consent?

Consent can be defined as the ‘‘autonomous

authorization of a medical intervention . . . by

individual patients’’ (Beauchamp and Faden, 2004,

p. 1279). There is a widespread consensus in both

ethics and law that patients have the right to make

decisions about their medical care and to be given

all available information relevant to such decisions.

Obtaining consent is not a discrete event; rather, it

is a process that should occur throughout the

relationship between clinician and patient (Arnold

and Lidz, 2004). Although the term ‘‘consent’’

implies acceptance of a suggested treatment, the

concept of consent applies also to choice among

alternative treatments and to refusal of treatment.

Consent has three components: disclosure, cap-

acity, and voluntariness. Disclosure refers to the

communication of relevant information by the

clinician and its comprehension by the patient.

Capacity refers to the patient’s ability to under-

stand the information and to appreciate those

consequences of his or her decision that might

reasonably be foreseen. Voluntariness refers to the

patient’s right to come to a decision freely, without

force, coercion, or manipulation.

Consent may be explicit or implied. Explicit

consent can be given orally or in writing. Consent is

implied when the patient indicates a willingness to

An earlier version of this chapter has appeared: Etchells, E., Sharpe, G., Walsh, P., Williams, J. R. and Singer, P. A.

(1996). Consent. CMAJ 155: 177–80.
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undergo a certain procedure or treatment by his or

her behavior. For example, consent for venipunc-

ture is implied by the action of rolling up one’s

sleeve and presenting one’s arm. For treatments

that entail risk or involve more than mild discom-

fort, it is preferable to obtain explicit rather than

implied consent.

A signed consent form documents but does not

replace the consent process. There are no universal

rules as to when a signed consent form is required.

Some hospitals may require that patients sign a

consent form for surgical procedures but not for

other equally risky interventions. If a signed con-

sent form is not required, and the treatment carries

risk, clinicians should write a note in the patient’s

chart to document that consent has been given.

This chapter will discuss the concept of patient

consent and exceptions to the requirement to

obtain consent. Subsequent chapters will provide

detailed discussions of disclosure, capacity, vol-

untariness, and truth telling, as well as consent for

incapable patients, requirements for consent to

participation in medical research, and involving

children in medical decisions.

Why is consent important?

Ethics

The notion of consent is grounded in the funda-

mental ethical principles of patient autonomy and

respect for persons. Autonomy refers to the

patient’s right to make free decisions about his or

her healthcare. Respect for persons requires that

healthcare professionals foster patients’ control

over their own lives and refrain from carrying out

unwanted interventions.

Fully informed consent is an ethical ideal that

is seldom realized in practice. Obstacles include

diagnostic uncertainty, the complexity of medical

information, linguistic and cultural differences

between clinicians and patients, overworked med-

ical personnel, and psychological barriers to

rational decision making. However, given the fun-

damental importance of patient autonomy and

respect for persons, clinicians have an ethical

obligation to seek the highest degree of informed

consent that can be reasonably achieved in the

specific situation.

There are two exceptions to the requirement for

informed consent by competent patients.

� Situations where patients voluntarily waive or

give over their decision-making authority to the

clinician or to a third party. Because of the

complexity of the matter or because the patient

has complete confidence in the clinician’s

judgement, the patient may tell the clinician,

‘‘Do what you think is best.’’ Clinicians should

not be eager to act on such requests but should

provide patients with basic information about

the treatment options and encourage them to

make their own decisions. However, if after such

encouragement the patient still wants the clin-

ician to decide, the clinician should do so

according to the best interests of the patient.

� Instances where the disclosure of information

would cause harm to the patient. The traditional

concept of ‘‘therapeutic privilege’’ is invoked

in such cases; it allows clinicians to withhold

medical information if disclosure would be

likely to result in serious physical, psycho-

logical, or emotional harm to the patient, for

example, if the patient would be likely to

commit suicide if the diagnosis indicates a

terminal illness. This privilege is open to great

abuse, and clinicians should make use of it only

in extreme circumstances. They should start

with the expectation that all patients are able to

cope with the facts and reserve non-disclosure

for cases in which they are convinced that more

harm will result from telling the truth than from

not telling it.

Law

In many jurisdictions, obtaining the patient’s

consent to medical care is a legal requirement.

Under UK common law, treating a patient without

his or her consent constitutes battery, whereas

treating a patient on the basis of inadequately
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informed consent constitutes negligence. The

Council of Europe’s (1997) Convention on Human

Rights and Biomedicine states:

An intervention in the health field may only be carried out

after the person concerned has given free and informed

consent to it. This person shall beforehand be given

appropriate information as to the purpose and nature of

the intervention as well as on its consequences and risks.

The person concerned may freely withdraw consent at

any time.

In most jurisdictions, law recognizes that the

emergency treatment of incapable persons is an

exception to the requirement for consent. An

emergency exists when immediate treatment is

required in order to save the life or preserve the

health of the patient. The rationale for this excep-

tion is that a reasonable person would consent to

the treatment and that a delay in treatment would

lead to death or serious harm.

The emergency exception to the requirement to

obtain consent has important limitations. Clin-

icians should not administer emergency treatment

without consent if they have reason to believe that

the patient would refuse such treatment if he or she

were capable. A signed and dated advance directive

(‘‘living will’’) can provide evidence of such a

decision.

A patient’s incapacity does not necessarily

exempt the clinician from the requirement to

obtain consent. In some jurisdictions, if a patient is

mentally incapable of making medical decisions,

the clinician must obtain consent from a substitute

decision maker.

Some jurisdictions permit non-consensual

treatment in specific circumstances, such as the

involuntary admission of psychiatric patients and

the treatment of irresponsible patients with com-

municable disease. Non-consensual treatment will

be discussed in the chapter on voluntariness.

There are other potential legal exceptions to the

requirement to obtain consent. As noted above,

‘‘therapeutic privilege’’ refers to the physician’s

withholding of certain information in the con-

sent process in the belief that disclosure of this

information would harm or cause suffering to

the patient; however, the scope of therapeutic

privilege has become smaller over the years in

many jurisdictions. ‘‘Waiver’’ refers to a patient’s

voluntary request to forgo one or more elements of

disclosure.

Policy

The requirement to obtain patient consent is

affirmed by most international and national health

professional organizations. For example, the World

Medical Association’s (2005) Declaration on the

Rights of the Patient states:

The patient has the right to self-determination, to make

free decisions regarding himself/herself. The physician

will inform the patient of the consequences of his/her

decisions. A mentally competent adult patient has the

right to give or withhold consent to any diagnostic

procedure or therapy. The patient has the right to the

information necessary to make his/her decisions. The

patient should understand clearly what is the purpose of

any test or treatment, what the results would imply, and

what would be the implications of withholding consent.

In the UK, both the General Medical Council (1998)

and the British Medical Association (2003) have

issued guidance documents on consent, and the

codes of ethics of most, if not all, national medical

associations contain provisions on consent.

Empirical studies

Several meta-analyses and reviews have suggested

that the process of obtaining consent can be an

important component of a successful physician–

patient relationship. One review (Stewart, 1995)

found that effective physician–patient communi-

cation improved emotional health, symptom

resolution, level of function, results of physiological

measures, and pain control. A review of informed

consent in psychotherapy concluded that its bene-

fits include fostering a positive treatment outcome

through enhancing patient autonomy, responsi-

bility, and self-therapeutic activity; lessening the
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risks of regressive effects and therapist liability;

and helping the practice of psychotherapy extend

beyond particular parochialisms by providing checks

and balances on therapist judgements (Beahrs and

Gutheil, 2001). A meta-analysis by Suls and Wan

(1989) showed that providing information about

what the patient would feel and what would be

done in the course of stressful and painful medical

procedures consistently reduced negative feelings,

pain, and distress. Another demonstrated that infor-

mation giving by physicians was associated with

small tomoderate increases inpatientsatisfactionand

compliance with treatment (Hall et al., 1988).

Other empirical studies have shown that many,

but by no means all, patients expect the physician

to assume the role of problem solver rather than

decision maker (Siminoff and Fetting, 1991; Deber,

1994; Janz et al., 2004; Mazur et al., 2005). Problem

solving involves identifying the patient’s presenting

problem and developing a list of treatment options.

Numerous studies have shown that patients’ desire

for decision-making responsibility, which involves

choosing from the treatment options, is variable

(Ende et al., 1989; Larsson et al., 1990; Lerman

et al., 1990; Mark and Spiro, 1990; Waterworth and

Luker, 1990; Cohen and Britten, 2003; Ford et al.,

2003; Hagerty et al., 2004). Even patients who

actively seek information do not necessarily wish to

make the decision about which treatment option

to follow. Some, particularly those who are elderly

or acutely ill, are predisposed to follow the physi-

cian’s recommendation (Emanuel and Emanuel,

1992; Pinquart and Duberstein, 2004; Levinson

et al., 2005).

How should I approach consent in practice?

Obtaining valid consent requires that patients

participate in problem solving as much as they

wish. Patients should be free to ask questions and

receive answers about treatment options not dis-

cussed by the clinician. The consent process also

requires that patients actively participate in decision

making and authorize the decision. Even if the

patient is predisposed to follow the clinician’s

recommendation, the clinician should actively

engage the patient in the consent process.

Ethical and legal exceptions to the requirement

to obtain consent for medical interventions are

noted above. There may also be cultural differences

in how this requirement is understood. In some

cultures, it is widely held that the physician’s

obligation to provide information to the patient

does not apply when the diagnosis is a terminal

illness. It is felt that such information would cause

the patient to despair and would make the

remaining days of life much more miserable than if

there were hope of recovery. Throughout the world,

it is not uncommon for family members of patients

to plead with physicians not to tell the patients that

they are dying. Physicians do have to be sensitive to

cultural, as well as personal, factors when com-

municating bad news, especially of impending

death. Nevertheless, the patient’s right to consent

is becoming increasingly widely accepted, and the

physician has a primary duty to help patients to

exercise this right.

The principle of informed consent incorporates

the patient’s right to choose from among the

options presented by the physician. To what extent

patients have a right to services not recommended

by physicians is becoming a major topic of con-

troversy in ethics, law, and professional policy.

Until this matter is decided by governments,

medical insurance providers, and/or professional

organizations, individual physicians will have to

decide for themselves whether they should agree to

requests for inappropriate treatments.

The cases

Mrs. A’s physician must decide whether to perform

surgical repair of the aneurysm. Mrs. A is now an

incapable person in a medical emergency. In such
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a circumstance, the surgeon may proceed without

the patient’s consent unless a clear wish to the

contrary has been expressed earlier. Should the

surgeon proceed, given that Mrs. A had previously

refused elective repair of the aneurysm? Mrs. A’s

refusal of elective surgery was based on her wish to

continue caring for her husband. She would likely

want to undergo emergency surgery because it

would give her the best chance of continuing to

care for her husband. Therefore, the surgeon may

proceed without the patient’s consent. If Mrs. A

had previously considered and refused emergency

surgery, the surgeon would not be entitled to

proceed.

If Mr. B is competent to make decisions about his

medical treatment, his caregivers should respect

this decision, even if refusing consent to the con-

tinued use of his ventilator will result in his death.

In carrying out his wishes, they should provide

appropriate palliative care.
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3

Capacity

Julie Chalmers

Ms. C is a 22-year-old woman with unstable insulin-

dependent diabetes who has suffered an intrauterine death

at 36 weeks of gestation. She is refusing medical induction

of labor, which has been recommended to avoid the risk of

potentially life-threatening sepsis. She insists that the birth

must be ‘‘natural’’ and becomes extremely distressed when

attempts are made to discuss this further. In the past, she

has had repeated admissions to hospital as a result of poor

diabetic control and, consequently, is well known to staff.

Although the current clinical state is stable, the medical

team have become extremely anxious about the possible

consequences of her refusal of treatment and they have

requested an assessment of capacity. Ms. C refuses to

discuss her decision and turns her back to the interviewer.

A further attempt to discuss this is met with a similar

response.

What is capacity?

Capacity is a complex construct that refers to the

presence of a particular set of ‘‘functional abilities’’

that a person needs to possess in order to make a

specific decision (Grisso and Applebaum, 1998).

These abilities include being able to understand the

relevant information needed to make the decision

and to appreciate the relatively foreseeable conse-

quences of the various options available. In the

medical setting, the key decision to be made is

whether to give or withhold consent to investigation

or treatment.

The term ‘‘competence’’ is often used, some-

times interchangeably with capacity. These are

equivalent terms and their use depends on the

context in which the issue is discussed. In the UK,

capacity is used in the legal context and the term

competence in medical settings. In other countries,

this may be reversed. In this chapter, the term

capacity will be preferred.

Why is capacity important?

Ethics

The possession of capacity has been described as

the ‘‘gateway’’ to the exercise of autonomy (Gunn,

1994). Autonomy, literally meaning self-rule, has

been defined as the capacity to think, decide, and

act on the basis of such thought and decision,

freely and independently (Gillon, 1986).

On occasions, a patient may express an autono-

mous choice to refuse treatment that the doctor

thinks is essential. In such situations, there will be a

tension between respect for the patient’s autonomy

and the beneficence arising from the medical inter-

vention. In Western society, the liberal tradition

emphasizes the importance of liberty and freedom

for the individual and, in particular, freedom from

the interference of others (Hope et al., 2003). Based

on this tradition, the exercise of autonomy will

trump beneficence.

An earlier version of this chapter has appeared: Etchells, E., Sharpe, G., Elliott, C., and Singer, P.A. (1996). Capacity. CMAJ 155: 657–61.
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Law

The presence of decision-making capacity is an

essential, although not sufficient, element of valid

consent. The law relating to consent is founded

upon the patient’s autonomy and there are clear

legal consequences if the clinician acts in its

absence.

This was clearly articulated in the well-known

statement by Judge Cardozo in Schloendorff v.

Society of New York Hospitals (1914): ‘‘Every adult

person of sound mind has a right to determine

what shall be done with his own body; and a sur-

geon who performs an operation without his

patient’s consent commits an assault, for which he

is liable in damages.’’

Most jurisdictions approach capacity from the

starting point that all adults have the capacity to

make their own decisions. The legal position with

regard to children is more complicated. Whether

or not they may be presumed to have capacity,

and the approach to assessment, will depend on

the particular jurisdiction in which the clinician

practices.

The law has also acknowledged that the thresh-

old for a finding of capacity may vary. A senior

English judge, Lord Donaldson, stated this very

simply when he said: ‘‘The more serious the deci-

sion, the greater the capacity required’’ (Re T

[Adult Refusal of Treatment ], 1992).

As identified by Roth et al. (1977) the threshold

may also depend on whether the patient is con-

senting or refusing treatment. For example, a

high-benefit/low-risk procedure will require a

lower threshold for consent and a higher one for

refusal. If the benefit is low and risks high, then

there will be a high threshold for consent and a

low one for refusal. Thresholds may also differ as

different judicial standards may be applied to the

same fact situation (Grisso and Applebaum,

1995a).

This ambiguity in where the threshold is set is

problematical but, as has been observed, this ‘‘is

inevitable as individuals and societies hold differ-

ent views about the balance between the respect

for autonomy and the protection of vulnerable

people from harm’’ (Wong et al., 1999, p. 439).

Identifying a lack of decision-making capacity

is also legally important, as treatment will then

need to be given under a different legal frame-

work – or under the framework of substitute

decision making (see Ch. 9 for more information).

Incapacity often fails to be identified in day-to-

day practice, particularly when the patient pas-

sively accepts the treatment offered (Raymont

et al., 2004).

Depending on jurisdiction, treatment of the

incapacitated person may require clinicians to act

in the person’s best interests, follow a valid and

applicable advance directive, or call upon substi-

tute decision makers.

Policy

Capacity, as one of the cornerstones of valid con-

sent, is considered in policies concerning consent

to medical treatment. The functional approach to

capacity assessment is widely accepted, although

other details regarding the consent process may

differ depending on jurisdiction.

Such policies have been produced by central

and local government and by the professional

bodies that regulate and guide medical practice.

Hospitals will also have a local policy, which

should reflect national guidance, and all clinicians

must ensure that they are familiar with those

policies that apply to their place of work and area

of specialization.

Capacity or, more specifically, lack of capacity is

also discussed in policy documents that consider

the approach to the treatment of those who lack

the capacity to decide for themselves. Again, the

approach to capacity assessment contained in such

documents is a functional one.

Empirical studies

Studies have suggested that in situations where

capacity is questionable general impressions can

be misleading (Etchells et al., 1999); therefore, a
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structured approach to assessment is likely to yield

more accurate results.

A number of studies have focused on an exam-

ination of the decision-making abilities of people

who fall within certain diagnostic groups (Grisso

and Applebaum, 1995b; Wong et al., 2000). Grisso

and Applebaum (1998, p. 18) have noted that while

impairments can be identified it does not invari-

ably follow that decision-making capacity is lost:

‘‘A patient may be psychotic, seriously depressed, or

in a moderately advance state of dementia, yet still

be found competent to make some or all decisions.’’

Some associations between impaired decision-

making capacity and specific symptoms have been

identified. For example, cognitive impairment has

been shown to be a predictor of incapacity in

medical patients (Raymont et al., 2004) and scores

of between 0 and 16 on the standardized Mini-

Mental State Examination have been found to

increase significantly the likelihood of a finding of

incapacity (Etchells et al., 1999).

There is evidence to suggest that simple inter-

ventions such as breaking up the information into

bite-size pieces (Grisso and Applebaum, 1995b) or,

for some patients, presenting material visually

(Wong et al., 2000) can improve decision-making

capacity.

How should I approach capacity in practice?

In routine clinical practice, capacity is not usually

considered explicitly until consent is required from

a person whose membership of a particular diag-

nostic group may suggest that their capacity may

be impaired, or if a patient refuses a treatment that

the clinician strongly endorses.

A decision about the presence or absence of cap-

acity based solely on the membership of a particular

group, referred to as a status approach to capacity

determination, has been widely rejected (Presidents

Commission, 1982; Law Commission, 1995).

Unusual decisions, such as a refusal of treat-

ment, particularly if this will have life-threatening

consequences, may lead to the conclusion that

capacity is lacking. This has been called an out-

comes approach to capacity determination.

For example, in a well-known case that came

before the British court, refusal of a caesarean

section required to prevent the death of both the

pregnant woman and her baby was viewed by the

treating clinicians as clear evidence of incapacity.

This was rejected by the judge, who found, on

applying the legal criteria for capacity, that the

woman had the ability to refuse treatment and had

based her decision on long-standing views about

natural delivery (St George’s Healthcare NHS Trust

v. S, 1998).

In general, the assessment of capacity that is now

broadly endorsed by clinicians (Roth et al., 1977;

Grisso and Applebaum, 1998), lawyers (Presidents

Commission, 1982; Law Commission, 1995), and

ethicists (Buchanan and Brock, 1989) adopts an

approach that focuses on the quality of the deci-

sion making, often referred to as a functional

approach to capacity assessment.

Grisso and Applebaum (1998) have proposed

that the abilities needed to make a decision about

treatment include the ability to understand the

information necessary to come to a treatment

decision, the ability to appreciate the relevance of

the information to the person’s individual situ-

ation, and the ability to process the information in

a logical manner (reasoning). Finally, the person

must be able to express a choice.

The nature of appreciation is an area that has

given rise to theoretical debate and can give rise to

particular difficulty in assessment. Grisso and

Applebaum (1998) viewed appreciation as the

ability to believe the information and to accept its

relevance to the person’s situation while others

(Charland, 1998) have highlighted the importance

of the person’s values and emotional responses in

understanding this concept.

Problems may arise when the beliefs that are

held by the patient are very different from those of

the clinician. Some beliefs, although not necessar-

ily shared by the clinician, are, however, legitim-

ized by society, for example certain religious

beliefs. However, some alternative lifestyle choices
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and belief systems can give rise to conflict. In such

a situation, it is essential that clinicians be aware of

their own views or prejudices and the impact,

sometimes subtle, that these may have on the

assessment of capacity (Kopelman, 1990). When

such a possibility is identified, it may be helpful to

discuss the situation with a colleague.

Further difficulties can arise when it is suspected

that a patient’s beliefs have been influenced by the

presence of mental illness. It is relatively straight-

forward when a person has a symptom of illness,

such as a delusion, that clearly impacts on decision

making. However, particular difficulties arise when

the ideas held by the person fall short of delusions

but are nevertheless unusual, for example the dis-

tortions in body image that occur in anorexia ner-

vosa. Put simply, the question is as follows: ‘‘Is it

the person or the illness talking?’’ These can be

exquisitely difficult judgements.

Buchanan and Brock (1989, p. 24) suggest that a

necessary element of capacity is that the person

must have a ‘‘set of values or conception of the

good.’’ This set of values must be ‘‘at least min-

imally consistent, stable, and affirmed as his or her

own. This is needed in order to evaluate particular

outcomes as benefits or harms, goods or evils, and

to assign different relative weight or importance to

them.’’ Such a value system may be viewed as a

unique sieve through which the elements of deci-

sion making are filtered.

Who should do it?

Clinicians seek consent to treatment on a day-to-

day basis; therefore, the ability to assess capacity is

a basic skill that all clinicians should possess.

However, there are situations when those with

specialist skills may be required and, depending on

the nature of the putative impairment, the assess-

ment of decision-making capacity may be dele-

gated to psychologists or psychiatrists. In a few

academic centers, there may be specialist teams or,

if time permits, the clinician may discuss any

areas of difficulty with the hospital bioethicist or

clinical ethics committee. It should, however, be

remembered that the final decision regarding

capacity is a legal one.

General approach

It is important to remember some underlying

considerations concerning capacity. Firstly, cap-

acity is decision specific. Secondly, there is a pre-

sumption in favor of capacity. Finally, there must

be a commitment to enhance decision-making

capacity as much as possible. The interview pro-

cess has an enabling function as well as one of

assessment.

Enabling strategies

Enabling strategies might include treatment of an

underlying mental illness, reducing the impact of

prescribed medication, or, in the case of fluctuating

capacity, waiting to assess during a more lucid

period. The use of an aide-mémoire or the pre-

sentation of information in diagrammatic form

may aid those with cognitive difficulties. Families

may assist by providing support and reassurance

by their presence or may assist in presenting

material in the most effective way. Sometimes a

person simply needs some time to take in and

process bad news. Finally, attention to environ-

mental factors may be helpful to minimize dis-

traction and reduce anxiety.

Information

It is essential that those undertaking the assess-

ment should be fully briefed about the nature of

the illness, proposed treatment, alternatives, and

the risks of refusing treatment. In addition to this

clinical information, it will also be necessary to

have an awareness of the legal test for capacity

applicable to the relevant jurisdiction. An under-

standing of what has led to the request for an

assessment of capacity is helpful as it may pre-

pare the clinician for potential problems in under-

taking the assessment, such as hostility from the

patient.
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The formal assessment interview

It is important to be open regarding the purpose of

assessment. This can be introduced by indicating

that some concerns have been raised by others

about the person’s decision-making ability and that

you wish to discuss their thoughts about the pro-

posed treatment in more detail. Where a patient is

hostile, it may be helpful to be clear that the ability to

exercise the important right to give or refuse treat-

ment may hinge on the outcome of the interview.

There are two broad approaches to assessment: a

directed clinical interview or use of a structured

instrument and rating procedure, such as the

MacArthur Competence Assessment Tool-Treat-

ment (MacCAT-T).

Directed clinical interview

The assessment should begin with a discussion of

the person’s understanding of the disorder for

which they are being offered treatment. This is

then followed by a discussion of the recommended

treatment, its benefits, the risks of refusing this

treatment, and any available alternatives. Patients

may be able to provide information in these

domains in response to open questions; however,

the relevant information may need to be disclosed

and re-disclosed as the assessment progresses.

While a structured approach is recommended, the

clinician will need to be flexible and responsive to

the presenting problems of the patient.

The Aid to Capacity Evaluation (ACE) is a semi-

structured method for capacity assessment that

covers the same areas as those assessed during the

clinical interview. It may act as a useful prompt, and

the form provides space to document responses.

The ACE is easily accessible via the website of the

University of Toronto Joint Centre for Bioethics

(http://www.utoronto.ca/jcb).

This sequence of questions can be easily adapted

to cover other types of decision that a person

may face as a result of being in a medical setting,

for example the decision to go into residential

accommodation.

As the interview progresses, the clinician may

gain pointers to any abnormalities in mental state,

such as the presence of psychotic or mood dis-

order, and this should prompt a more detailed

mental state examination. Assessment of cognitive

function will also be required. It may also be

important to gain an appreciation of the values

underpinning the decision-making process and to

explore these in context of the person’s life history.

On occasions third-party information may be

helpful.

Formal assessment tools

The MacCAT-T is a well validated, semistructured

interview that assesses and rates abilities in four

domains: understanding of the disorder and its

treatment, appreciation, reasoning, and ability to

express a choice. The interview follows a fixed

sequence of topics in the order outlined above. The

assessor discusses the essential information and

requires the patient to respond to specifically

worded questions. The responses are then rated

using a standard format. It should be noted that the

scores generated do not translate directly into

determination of capacity or incapacity and need

to be understood in a broader clinical context

and in relation to the nature of the decision to be

made.

Documentation

It is essential to document the capacity assessment,

not only for clinical but also for legal purposes. If

there is a possibility that the case will come before

the courts, there should be reference to the relevant

legal standards. A brief summary of the questions

asked and the patient’s responses should be

recorded. If a formal tool was used, then a copy

should be retained in the notes.

There should be a well-reasoned decision sup-

porting the conclusion regarding capacity. Grisso

and Applebaum (1998, p. 146) suggested that a

statement regarding the outcome of the capacity
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assessment should begin: ‘‘In my opinion the

courts would be likely to find . . . ’’ in recognition

that this is ultimately a legal, not medical, judge-

ment. The assessment should make it clear that a

finding of incapacity relates to a specific decision,

otherwise there is a potential risk is that person will

be labeled as being globally incompetent.

Suggestions for interventions that may allow a

patient to regain capacity should also be docu-

mented.

The case

Ms. C presents a difficult problem in assessing

capacity, as she is not cooperative with formal

assessment. Given her lack of engagement with the

formal process, a decision is made to utilize, with

expert support, the clinical team with whom she

has a good relationship and to guide them through

the assessment process. The clinical team decide

that she clearly understands the issues, including

the potential risks, and she is able to express a

choice. However, further discussion with the team

reveals very little attention has been paid to

acknowledging the emotional impact of the loss,

and she should be assisted in this by seeing a

specialist bereavement nurse.

It emerges that Ms. C is overwhelmed with grief

and holds herself responsible for the baby’s death.

She accepts that others may have a different per-

spective, but she feels that unless she gives birth

without medical intervention she will have failed

completely as a mother. She will not shift from this

view despite careful explanation.

As there are potentially life-threatening conse-

quences of refusing treatment, the threshold for a

finding of capacity must be high. Her grief appears

to be impairing her ability to make use of the

information about the proposed treatment. As the

clinical situation is currently stable, it is agreed

that further grief work should be undertaken.

Plans are made to name the baby and for there to

be a funeral. With these plans in place, Ms. C

agrees to medical induction of labor.
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Disclosure

Lori d’Agincourt-Canning and Carolyn Johnston

Mrs. D is 75 years old and lives at home with her husband.

She has a remote history of gastric ulcers and has mild

renal insufficiency as a consequence of hypertension. She

visits her family physician because of acute worsening of

chronic arthritis in her right shoulder. She is having

trouble lifting and carrying objects. Her family physician is

considering treating Mrs. D with a non-steroidal anti-

inflammatory drug.

Mrs. E is 80 years old and lives alone in an apartment. She

is fully independent and has never had a serious illness. She

prefers not to see doctors. She is admitted to hospital after

falling on the stairs and suffering a fracture of the femoral

neck. A consultant in internal medicine diagnoses critical

aortic stenosis; this is confirmed by echocardiography. The

anesthetist visits Mrs. E to discuss the proposed surgery and

anesthesia. When he says that serious risks are associated

with the surgery, Mrs. E says she does not want to know

about them. She wants her hip fixed because she simply

cannot live with reduced mobility. The anesthetist feels that

he has a duty to disclose the risks of anesthesia.

What is disclosure?

Disclosure refers to the process during which

physicians provide information about a proposed

medical investigation or treatment to the patient.

Disclosure, along with capacity, understanding,

voluntariness, and consent, makes up the main

elements of informed consent (Beauchamp and

Childress, 2001).

Why is disclosure important?

Ethics

The justification for disclosure related to proposed

diagnostic tests and treatments is the same as that

for consent generally. The patient has a right to

decide about available treatment options grounded

in respect for autonomy (Snyder and Leffler, 2005).

Physicians have a duty to inform patients about

their illness and available treatment options and to

help patients to decide which of the options is best

for them based on the patient’s goal and values. In

these ways, physicians show respect for the patient

and moreover, show ‘‘they see and care about the

person not solely as a patient but more import-

antly, as a unique person’’ (Anderson, 2000, p. 6).

In addition to respect for autonomy, disclosure is

also grounded in beneficence and the physician’s

primary obligation of service to their patients

(Royal College of Physicians and Surgeons of

Canada, 2006). Further, consistent disclosure is

necessary for developing a continuing and trusting

relationship between the patient and his or her

physician (Parascandola et al., 2002).

Law

Legal standards of disclosure concerning informed

consent differ in different jurisdictions (Doyal, 2001).

An earlier version of this chapter has appeared: Etchells, E., Sharpe, G., Burgess, M.M., and Singer, P. A. (1996). Disclosure. CMAJ

155: 387–91.
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For example, the legal right of patients to infor-

mation about their healthcare is stronger in North

America than in the UK, Europe, and other parts

of the world (Doyal, 2001; Miyata et al., 2005).

However, laws are constantly evolving and the trend

in ethical and legal thinking has led to increased

information disclosure and involvement of patients

in healthcare decisionmaking. Three general aspects

can be identified: the elements of disclosure, the

standards of disclosure to maintain, and the conse-

quences of a failure in disclosure (causation).

Elements of disclosure

A valid consent given for a medical treatment or

procedure provides a defense to the tort of battery.

In order for consent to be valid, the patient must be

informed in ‘‘broad terms’’ of the nature of the

procedure. This is a fairly basic level of infor-

mation, but nevertheless it highlights the signifi-

cance of bodily integrity of the patient.

In addition, the patient must also be informed

about the inherent risks, alternatives, and conse-

quences of the proposed treatment. This is a higher

level of information than that which is necessary to

make the patient’s consent valid. It is referred to as

‘‘informed consent’’ and underscores the need to

respect the autonomous choice of the patient –

whether or not to undergo the treatment or pro-

cedure, based on his/her assessment of whether

the risks are worth taking. Benefits flowing from

disclosure to the patient, thus enabling an

exchange of information, include the establish-

ment of trust, the cooperation of the patient in

proposed treatment options, and the empower-

ment of the patient in what is essentially an

unequal relationship.

Certain risks are considered so ‘‘obvious’’ that

the patient is taken to be aware of them and need

not specifically be informed of them. However,

this will depend on current practice. In 1985, in

the important English House of Lords decision of

Sidaway v. Board of Governors, Lord Keith said that

it was ‘‘generally accepted that there is no need

to warn of the risks inherent in all surgery under

general anaesthesia . . . on the ground that the

patient may be expected to be aware of such risks

or that they are relatively remote.’’ A patient leaflet

produced by the UK Royal College of Anaesthetists,

21 years later (2006), gives the statistical risks of

death and brain damage during surgery and states

‘‘your surgeon and anaesthetist will be able to tell

you more about your individual risks and then you

can decide whether you want to go ahead with the

operation.’’ Disclosure generally ‘‘has tended to a

greater degree of frankness over the years, with

more respect being given to patient autonomy’’

(Chester v. Afshar, 2005).

Standards of disclosure

Failure to provide the patient with treatment

information may give rise to a claim in negligence,

but only if disclosure has fallen below the required

standard. The standard could be what the medical

profession considers appropriate (the ‘‘reasonable

doctor’’ standard), or what a reasonable person in

the patient’s position would want to know (the

‘‘prudent patient’’ standard). In Sidaway, the judges

considered that primarily the standard of disclosure

should be set on the basis of medical evidence, in

other words what is the practice of disclosure of a

‘‘responsible body of medical opinion’’? However,

the House of Lords did recognize that there may be

some risks that the patient should always be

informed about those risks which are ‘‘so obviously

necessary to an informed choice on the part of

the patient,’’ regardless of the medical view. The

English courts have considered both the serious-

ness of the risk and the likelihood of it eventuating

in deciding whether such a risk should be disclosed.

An inherent 10% risk of a stroke from an operation

should be disclosed (Sidaway v. Board of Governors,

1985), so too should a 1–2% risk of paralysis (Chester

v. Afshar, 2005).

But the ‘‘reasonable doctor’’ standard fails to

acknowledge the importance to a particular patient

of information that may be highly relevant to his/

her choice. Certainly the courts in Canada (Reibl v.

Hughes, 1980) and Australia have adopted a
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patient-led standard of disclosure. In Rogers v.

Whitaker (1992) the Australian High Court held

that the doctor’s duty was to ‘‘warn a patient of a

material risk inherent in the proposed treatment; a

risk is material if, in the circumstances of the par-

ticular case, a reasonable person in the patient’s

position if warned of the risk, would be likely to

attach significance to it.’’ This approach increas-

ingly appears to find favor in the English courts. In

Pearce v. United Bristol Healthcare N.H.S. Trust

(1999) the Court of Appeal said that ‘‘if there is a

significant risk which would affect the judgment of

the reasonable patient, then in the normal course it

is the responsibility of a doctor to inform the

patient of that significant risk.’’

Causation

To succeed in an action alleging that the healthcare

professional negligently failed to disclose infor-

mation, the claimant must prove that a duty to

disclose was owed (this is part of the general duty of

care), that the duty to disclose was breached (i.e.,

the healthcare professional did not meet the

standard of disclosure), and also that, if the claimant

had been properly informed, he would not have

consented to the operation or procedure. In the case

of Chester v. Afshar (2005) the House of Lords

extended the boundaries of causation and allowed

the claimant to succeed by showing that, if she had

properly been informed of the risks, she would have

sought further advice and would not have agreed to

undergo that operation on that particular day.

Policy

The importance of patient-focused consent pro-

cedures is highlighted by guidance from profes-

sional bodies. In the UK, the General Medical

Council (GMC) maintains that doctors ‘‘must take

appropriate steps to find out what patients want to

know and ought to know about their condition and

its treatment’’ (paragraph 3) and that ‘‘existing case

law gives a guide to what can be considered mini-

mum requirements of good practice in seeking

informed consent from patients’’ (paragraph 2)

(General Medical Council, 1998).

Information should not be withheld from

patients. The few legal exceptions to this obligation

include (i) an emergency situation; (ii) waiver,

where the patient expresses directly to that physi-

cian he/she does not want the offered information

(however, such decisions should be documented

along with the patient’s consent to go forward

without detailed information); and (iii) incompe-

tency (Beauchamp and Childress, 2001; National

Health and Medical Research Council, 2004).

In addition, therapeutic privilege has been rec-

ognized by the courts (Canterbury v. Spence, 1972;

Sidaway v. Board of Governors, 1985) in some

countries as an exception to the usual standard of

disclosure: ‘‘‘Therapeutic privilege’ refers to the

withholding of information by the clinician during

the consent process in the belief that disclosure of

this information would lead to the harm or suffering

of the patient’’ (Etchells et al., 1996, p. 388). The

deliberate withholding of information, and the

resulting reduction in the exercise of autonomous

choice, is based on the justification of patient wel-

fare. GMC guidance (paragraph 10) also recognizes

the doctrine: ‘‘You should not withhold information

necessary for decision making unless you judge

that disclosure of some relevant information would

cause the patient serious harm. In this context ser-

ious harm does not mean the patient would become

upset, or decide to refuse treatment.’’ Although

therapeutic privilege may have legal recognition, it

is arguable whether the deliberate withholding

of information from a competent patient can be

ethically justified. Johnston and Holt (2006, p. 150)

commented: ‘‘There are only a limited number of

clinical situations where providing specific infor-

mation to a patient under certain circumstances

can arguably be expected to cause foreseeable and

preventable serious harm to him or her.’’

Empirical studies

Evidence continues to show that most patients

value candidness about their medical situation and
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wish to be given the appropriate information

necessary to making an informed choice (Edwards

et al., 2001). Even in Japan, where the trend toward

disclosure of information (e.g., cancer diagnosis)

has been slow to gain acceptance by the medical

profession, a population survey revealed that full

disclosure was preferred by 86.1% of respondents,

while only 2.7% wanted non-disclosure (Miyata

et al., 2005). Similarly, some studies suggest that

patients want more detailed information than they

currently receive and that physicians may over-

estimate how much they provide (Ende et al., 1989;

Fallowfield et al., 1995; Makoul et al., 1995; Butow

et al., 1997; Jenkins et al., 2001).

A qualitative study in the palliative care setting

revealed that information disclosure serves several

important purposes. Patients in such a situation

described information as important not only to

meaningful involvement in decision making but

also for keeping a sense of control (Kirk et al.,

2004). It was also seen as necessary for family

communication and involvement (Clarke et al.,

2004; Kirk et al., 2004). In contrast, a perception

of insufficient information was reported to add

stress, frustration, and uncertainty. It implied

powerlessness and a lack of control (Thorne et al.,

2006).

Interestingly, this study also revealed that the

process of disclosure was equally as important as

the content. The timing, management, and delivery

of the information, and the perceived attitude of

physicians, were crucial to the process. This

applied to information sharing and disclosure at all

stages of the illness. The importance of process in

effective communication and information disclos-

ure has been described elsewhere (Edwards et al.,

2001; Weiner et al., 2005).

While most patients value disclosure and can-

didness about their illness, research also indicates

that a small percentage prefers not to engage

actively in decision making nor wishes to know

about the risk of treatment (Farnill and Inglis, 1993;

Dawes and Davison, 1994; Miyata et al., 2005).

Moreover, many of those who value information

may not do so in all situations and may prefer to let

the physician take the lead at different stages of

their illness (Towle and Godolphin, 1999; Edwards

et al., 2001; Parascandola et al., 2002). In such

cases, respect for autonomy does not mean forced

patient involvement but rather accepting each

person’s preferences for information and involve-

ment in decision making. Understanding how best

to assess patients’ information needs or determine

their preferences, however, is difficult. While fur-

ther research is needed in this area, a few tools

exploring patients’ preferences and information

needs have been developed (Sayers et al., 2001;

Murtagh and Thorns, 2006).

How should I approach disclosure in
practice?

The goal of disclosure is to ensure that patients

have appropriate information to make an informed

choice about their healthcare. While information

disclosure needs to be individualized to each situ-

ation (Towle and Godolphin, 1999; Kirk et al.,

2004), it should include the following elements

(Dickens, 1985):

� description of the patient’s condition or illness;

prognosis and consequences if the patient

remains untreated or there is a delay in treat-

ment

� reasonable treatment options, their benefits and

special risks, and the likelihood of achieving the

desired goal taking into account patient’s values,

expectations, and personal situation

� side effects, both reversible and irreversible, and

expected discomforts of treatment options and

the chance of these side effects occurring

whether treatment is successful or not

� the extent of uncertainty and/or limited medical

knowledge surrounding the prognosis and rec-

ommended treatment options

� information that the patient specifically asks

about

� physician’s opinion regarding which treatments

should be undertaken in view of relevant

patient’s goals, values, and expectations.
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Effective disclosure requires open and balanced

communication. In the medical consultation, the

clinicians must decide what ought to be communi-

cated and the patient must integrate that infor-

mation into their medical and social life experiences.

Thus, communication is not a morally neutral dis-

pensation of information but, rather, a highly com-

plex ethical situation (Edwards and Elwyn, 2001)

Good patient–physician communication can dispel

the uncertainty and fear and improve patient

satisfaction (Snyder and Leffler, 2005). While a full

discussion of communication skills is beyond

the scope of this article, a few ‘‘principles’’ are

important when providing information to the patient

(Anderson, 2000):

� make it clear; avoid jargon and technical language

� use language appropriate to the patient’s level of

understanding in a language of their fluency;

provide professional interpreter if necessary

� pause and observe the patient’s reactions after

providing information

� invite questions from the patient and check

understanding

� invite the patient to share concerns, fears, hopes,

and expectations

� watch for patient’s emotional responses: verbal

and non-verbal cues

� show empathy and compassion

� check the patient’s need for more time or

information

� summarize the imparted information

� provide contact information.

The physician has an ethical and legal obligation to

make reasonable efforts to ensure understanding.

Supplementing verbal information with written

material might be helpful as it enables the patient

to read or review the information if desired. Edu-

cational video or computer programs may assist

patients who face a complicated decision ( Jonsen

et al., 1998; Woolf et al., 2005).

Disclosure should be seen as a process, not an

event (Etchells et al., 1996). Each patient is different

and may wish for varying amounts of information at

different times. Further, if therapy is given over a

prolonged period, it is important that the disclosure

process continues. The physician should regularly

seek feedback from patients about their treatment

and desire for more information. Similarly, disclos-

ure about new information or relevant uncertainties

concerning treatment will contribute to long-term

trust between physicians and patients (Parascandola

et al., 2002).

Patients bring their cultural, religious, and ideo-

logical beliefs with them as they enter into a rela-

tionship with the physician (Kagawa-Singer and

Blackhall, 2001). Occasionally, these beliefs may

challenge or conflict with the physician’s profes-

sional duty to disclose. For example, autonomy is a

principle highly valued in European and North

American cultures, and thus it is expected that the

person experiencing the illness is the best person to

whom to disclose pertinent medical information.

However, many non-Western cultures do not sup-

port the idea of full disclosure when it comes to

illness, while others hold the family or community

responsible for receiving and disclosing infor-

mation, and for making decisions about patient

care (Kagawa-Singer and Blackhall, 2001). In order

to provide ethical cross-cultural care, applying the

concept of autonomy will mean negotiating and

accepting each person’s terms of preference for

information and decision making. In situations in

which the family demands that the patient not be

told, one strategy is to offer to provide the infor-

mation to the patient, allowing the patient

‘‘informed refusal’’ (Kagawa-Singer and Blackhall,

2001). If the patient designates someone else be

given the task of decision making, this preference

should be documented in the patient’s chart. The

impact of cultural differences on bioethics is

explored in greater depth in Section IX.

The cases

Mrs. D has no questions about the ‘‘arthritis pill’’

because she trusts her physician, whom she has

known for many years. The physician initiates a
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discussion of the risks – in particular, gastro-

intestinal bleeding and renal insufficiency. Mrs. D

appears concerned, and the clinician invites her to

discuss this concern. Mrs. D explains that the

shoulder pain must be relieved so that she can care

for her young granddaughter, who will be visiting

next month. The physician mentions that acet-

aminophen (paracetamol) may also be effective

and has a lower risk of side effects. Although pain

relief is a high priority, Mrs. D would prefer to

avoid side effects, particularly because she was

once admitted to hospital because of her gastric

ulcer. She agrees to try acetaminophen therapy for

two weeks and, if there is no effect, then to try the

non-steroidal anti-inflammatory drug. The phys-

ician makes a note of their discussion and arranges

a follow-up appointment for two weeks hence.

Mrs. E has asked the anesthetist not to disclose

further the risks associated with hip surgery. She

says that her goal is to be able to walk and that

further suffering from pain and immobility is not

acceptable to her. She tells the anesthetist that

any further discussion of risks will not change her

mind but might upset her. The anesthetist respects

Mrs. E’s request but tells her that she can change

her mind regarding the discussion of risks at any

time. He also asks her if there are family members

whom Mrs. E would like to involve in the decision-

making process. Mrs. E wants her daughters to

participate in the decision, and so the proposed

surgery and its possible risks are disclosed to them.

The entire discussion is documented, including

Mrs. E’s reasons for waiving further disclosure of

the risks of surgery. Mrs. E undergoes uncompli-

cated repair of her hip fracture and returns home to

live independently.
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5

Voluntariness

Mary Jane Dykeman and Kate Dewhirst

Mr. F is a 59-year-old taxi driver who has been admitted to

hospital with severe iron-deficiency anemia. After his

condition is stabilized by means of a blood transfusion,

and an endoscopy is ordered, the attending physician tells

Mr. F that he will ‘‘have a test’’ because ‘‘he must be

bleeding from the bowel.’’ As he is being wheeled down the

hall to the endoscopy suite, the physician calls out: ‘‘You

have to have this test before you can go home.’’ The

endoscopist arrives at the same time as Mr. F.

Ms. G is a 38-year-oldmother of two young children. She is an

outpatient at a mental health facility where she is finishing

up a program for an addiction to painkillers. She is in the

midst of a bitter custody battlewith her former husband,who

is insisting that she sign a consent form to release her health

records to him for the purpose of the custody hearing. She is

scared that her husband may try to use the information

against her, and that she will lose her children. Nevertheless,

her social worker has told her she needs to accept responsi-

bility for her addiction and the only way to do that is to share

all details of her treatment with her husband.

What is voluntariness?

In the context of consent, ‘‘voluntariness’’ refers to

a patient’s right to make treatment decisions and

decisions about his or her personal information

free of any undue influence. A patient’s freedom to

decide can be impinged upon by internal factors

arising from the patient’s condition or by external

factors. External factors, which are the focus of

this article, include the ability of others to exert con-

trol over a patient by force, coercion, or manipula-

tion. Force involves the use of physical restraint or

sedation to enable a treatment to be given. Coercion

involves the use of explicit or implicit threats to

ensure that a treatment is accepted (e.g., ‘‘If you

don’t let us do these tests, then we will discharge

you from the hospital!’’). Manipulation involves the

deliberate distortion or omission of information

in an attempt to induce the patient to accept a

treatment or make a certain decision (Faden and

Beauchamp, 1986; Kuczewski andMcCruden, 2001).

The requirement for voluntariness does not

imply that clinicians should refrain from persuad-

ing patients to accept advice. Persuasion involves

appealing to the patient’s reason in an attempt to

help him or her understand and accept the merits

of a recommendation (Kuczewski and McCruden,

2001). Although a clinician may attempt to persuade

a patient to follow a particular course of action

based on medical evidence and clinical judgement,

the patient is free to accept or reject this advice.

Why is voluntariness important?

Ethics

Voluntariness is an ethical requirement of valid

consent. It is grounded in several related concepts,

An earlier version of this chapter has appeared: Etchells, E., Sharpe, G., Dykeman, M. J., Meslin, E.M., and Singer, P. A. (1996).

Voluntariness. CMA J 155: 1083–6.
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including freedom, autonomy, and independence

(Faden and Beauchamp, 1986). The goal of the

consent process is to maximize the opportunity for

decisions to be reached autonomously (Etchells

et al., 1999). Clinicians are often faced with an

inherent tension between their desire to respect and

foster patient autonomy (focusing on the empower-

ment of the individual) and their a responsibility

to act in a patient’s best interest (which some

might call paternalism). A power imbalance will

always exist in the clinician–patient relationship, to

the extent that one party has more clinical infor-

mation and expertise. However, clinicians must be

mindful of the fine line between persuasion and

coercion: the duty to provide sufficient informa-

tion and advice to support a patient’s autonomous

decision making, contrasted against allowing a

patient’s actions to be substantially controlled by

others.

In a presentation on legal and ethical dilemmas

delivered to the Consent and Child Health Work-

shop in 1998, New Zealand’s Health and Disability

Commissioner Ron Paterson stated that ‘‘[e]ven for

a mature young person, clinicians must be alert

to the possibility of coercion or undue influence,

for example, by parents on religious matters.’’

(New Zealand Ministry of Health, 1998).

Law

Voluntariness is a legal requirement of valid con-

sent. In Beausoleil v. Sisters of Charity (1966), a

young woman about to undergo spinal surgery

repeatedly requested a general anesthetic and

refused a spinal anesthetic. After the patient had

been sedated, the anesthetist convinced her to

have a spinal anesthetic. The patient was subse-

quently paralyzed as a result of the procedure and

successfully sued the anesthetist. In testimony, a

witness said that the patient ‘‘refused [the spinal

anesthetic], but they continued to offer it to her;

finally she became tired and said: ‘You do as you

wish’ or something like that’’ (p. 76). The judge

stated that the patient’s agreement to the spinal

anesthetic was involuntary, because it rested on

‘‘words which denote defeat, exhaustion, and

abandonment of the will power.’’ (p. 76).

In Ferguson v. Hamilton Civic Hospitals et al.

(1983), a patient unsuccessfully sued for battery

after undergoing an angiogram that resulted in

quadriplegia. Although the suit was unsuccessful,

the court was critical of the circumstances in which

the consent was obtained and suggested ‘‘the

informing of a patient should occur at an earlier

time than when he is on the table immediately

before undergoing the procedure’’ (p. 285). It has

been suggested that obtaining consent just before a

major procedure is problematic, because ‘‘the set-

ting and the immediacy of the medical procedure

militate against a patient being able to make a

free or voluntary decision’’ (Picard and Robertson,

1996, p. 55).

The doctrine of undue influence was central to

the Court’s decision in Re T (1992). In that case, a

young pregnant woman’s refusal of a potentially

life-saving blood product was found to be based on

the undue influence of her mother, a Jehovah’s

Witness. The Court differentiated between a

patient seeking advice and assistance in reaching a

decision about care, versus a decision that is freely

given (p. 669).

The real question in each such case is, does the patient

really mean what he says or is he merely saying it for a

quiet life, to satisfy someone else or because the advice

and persuasion to which he has been subjected is such

that he can no longer think and decide for himself? In

other words, is it a decision expressed in form only, not in

reality?

The Court noted that both the strength of the

patient’s will, and relationship with the persuading

party, are central to a finding of undue influence.

In some common law jurisdictions, treatment

may be given against an individual’s wishes only in

rare circumstances, for instance, to protect public

safety (as is the case with laws that relate to public

health) or to render someone fit to stand trial for a

criminal offence. For example, individuals with

communicable diseases may be treated against

their objection, as in the case of patients with
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tuberculosis who are non-compliant with treat-

ment [cf. Ontario’s Health Protection and Promo-

tion Act (1990)]. Many jurisdictions also permit

individuals to be treated without consent in

emergency situations where it is impossible to

obtain the individual’s consent (or that of his or her

substitute decision maker).

Most common law jurisdictions allow for the

involuntary admission of patients to psychiatric

facilities, provided they present a serious, signifi-

cant, or immediate risk to themselves (the language

varies among statutes) or others, or are unable to

take care of themselves. However, there is some

variation between jurisdictions as to whether con-

sent for treatment related to the mental illness is

required for involuntarily admitted patients

(although the usual consent rules would continue

to apply to other healthcare decisions). Because of

the coercive nature of such circumstances, extra

care should be taken in obtaining a valid consent to

treatment from patients who have been admitted

involuntarily.

Finally, voluntariness for certain medical pro-

cedures involving minors has more recently been

the subject of both legal and ethical debate.

Consent to treatment of minors poses additional

challenges with respect to voluntariness, given a

potentially broader power imbalance between the

minor and the clinician, as well as the wish of some

parents to make decisions on behalf of their chil-

dren. This issue was considered in the Canadian

case of Re Dueck (1999) and in the English case

Re E (1993) each involving a 15-year-old boy of

Jehovah’s Witness faith who refused a life-saving

blood transfusion.

Policy

Voluntariness is an essential component of valid

consent, and obtaining valid consent is generally a

policy of professional bodies regulating clinicians.

The UK’s General Medical Council created a stand-

ard for ensuring voluntary decision making (General

Medical Council, 1998). For example, discussions

with patients about informed consent should

provide a balanced view of available options, as well

as making clear any potential conflicts of interest.

Patients should also understand their right to decline

a proposed treatment. The UK’s Department of

Health (2001) has noted that voluntary consent to

treatment (or refusal of that treatment) requires an

absence of pressure and undue influence on a

patient and that pressure may come from clinicians,

as well as from the patient’s family members. Clin-

icians are advised to be alert to this possibility and

arrange to meet privately with patients so they are

making their own care decisions.

The guidelines for consent to treatment estab-

lished by the Association of Anaesthetists of Great

Britain and Ireland (AAGBI) has been criticized for

failing to require that a separate consent be

obtained from patients undergoing anesthesia.

This criticism rests in part on the fact that, in

addition to having adopted a lower standard than

some other jurisdictions, the present guidelines

make no reference to voluntariness (White and

Baldwin, 2003).

Empirical studies

Psychiatric inpatients may be subject to explicit or

implicit coercion even when their admission has

been voluntary (Reed and Lewis, 1990; Rogers,

1993). However, even patients who require invol-

untary admission can be given some measure of

control over their situation by being allowed to

choose themethod of restraint (Sheline and Nelson,

1993). An additional dilemma faces those working

in forensic mental health, where the individual’s

consent to be examined or detained may not be

necessary and subsequent consent to treatment

may not be sought; for example, in the case of

court-ordered treatment to render the individual fit

to stand trial (Fernie, 2005).

Institutionalization in non-psychiatric hospitals

or long-term care facilities can also be coercive.

Even simple instructions to patients (e.g., ‘‘Don’t

get out of bed until after your breakfast’’) can give

the patient a sense of diminished control (Hewison,

1995). Interventions that enhance the ability of
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long-term residents to exert control result in a

greater sense of well-being (Langer and Rodin,

1976). Further, many long-term care facilities have

developed successful programs to reduce the use of

restraints, in some instances as best practice while

in others as a result of legislative change (Miles and

Meyers, 1994).

Outpatients are less likely than inpatients to be

subjected to force and coercion (Connelly and

Campbell, 1987) but they may be susceptible to

manipulation. Although we are unaware of any data

on the incidence of manipulation, studies indicate

that decisions can easily by influenced by the man-

ner in which information is presented (Sutherland

et al., 1991; Mazur and Hickham, 1994). It is possible

for suchmanipulation to occur in clinical practice. A

recent study examined voluntariness in the deci-

sions of adolescents (Schachter et al., 2005).

How should I approach voluntariness in
practice?

Internal and external controlling factors can affect

patients’ decisions about treatment. For example, a

patient with metastatic prostate cancer and bone

pain is subject to internal controlling factors. A

symptom-free life without treatment is not pos-

sible, and the patient must make some decisions

while suffering severe pain, at least until the pain is

treated. These internal factors arise from the

patient’s medical condition rather than from an

external source, such as any action by the clinician.

The clinician’s role is to minimize the potential

controlling effect of these internal factors to the

best of their ability. For example, the clinician can

reduce the impact of acute pain on decision mak-

ing by deferring non-urgent decisions until the

pain has been treated.

External controlling factors may be related to the

clinician, the healthcare setting or to other people

such as family and friends. We will focus here on

the clinician and the healthcare setting; however,

problems can also arise when family, friends, or

others exert excessive control.

In the few circumstances in which it is accept-

able for clinicians to use force, the least restric-

tive technique possible should be preferred. For

example, if a patient is at immediate risk of

harming himself or herself, simple observation in

a supervised environment, rather than physical

restraint or sedation, may be sufficient. Similarly,

an elderly patient with delirium who is falling out

of bed can be moved to a mattress on the floor so

that the risk of falling is eliminated without phys-

ical restraint.

In psychiatric and long-term care institutions, a

patient advocate can help the clinician to ensure

that consent is not coerced. Clinicians can also

take steps to minimize the coercive nature of

institutions by enhancing the patient’s sense of

choice. Useful strategies might include encour-

aging patients to involve their family or friends

in decisions, encouraging them to ask questions,

and promoting their awareness of the choices

available to them (e.g., ‘‘I would like you to have a

test tomorrow. Do you want to talk about this with

someone you are close to? Is there any reason to

delay?’’).

Clinicians can also take steps to minimize the

potential for manipulation. Firstly, because patients

can be manipulated when the information they

receive is incomplete, clinicians should ensure that

adequate information has been disclosed to the

patient. Secondly, manipulation can occur when

information is presented in a biased fashion. A

useful strategy is to ask patients to review infor-

mation in their own words. Also, if a patient who

accepts therapy because of its potential benefits

continues to accept it when its potential risks are

emphasized, then the clinician can be more con-

fident that this decision has not been manipulated

(Redelmeier et al., 1993).

The cases

The endoscopist asks Mr. F to review the reasons

for having the test in his own words. Mr. F says that

he has ‘‘no choice but to have the test’’ because
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‘‘my doctor won’t let me leave until I do.’’ Mr. F

expresses that he is self-employed and cannot afford

to be off work any longer. Because the endoscopy is

not an emergency, the endoscopist calls the attend-

ing physician, who agrees that the test should be

delayed. After a further discussion that afternoon,

Mr. F consents to the endoscopy, which is performed

the next morning before Mr. F’s next shift.

In a team meeting that same day, the discussion

focuses on Ms. G and her custody battle. The social

worker had not previously been aware that Ms. G

was divorced, nor that the release of information to

the husband could have drastic consequences. In a

follow-upmeeting with Ms. G, the social worker has

an opportunity to discuss her recovery as well as

her right to choose how and with whom her infor-

mation is shared. Ms. G now understands that,

in spite of her husband’s threats, nobody at the

health facility will share information without her

consent or other legal authority to disclose as per-

mitted or required by law. Ms. G and her husband

ultimately share joint custody of their children.
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Truth telling

Philip C. Hébert, Barry Hoffmaster, and Kathleen C. Glass

Mr. H is 26 years old and has recently joined a general

practitioner’s list. The patient’s past medical history is most

notable for an episode several years previously of unilateral

arm weakness and visual blurring without headache that

resolved within 12 hours. He was referred to a neurologist,

who did many tests and told him it was likely a transient

viral infection and he should return if the symptoms

recurred. Mr. H thought no more about it and has had no

similar episodes since then. His medical records contain a

letter from the neurologist to the previous family physician

stating that Mr. H almost certainly has multiple sclerosis.

The neurologist explains that he does not disclose the

diagnosis in the early stages because he is concerned about

causing excessive worry.

Ms. I is a 56-year-old dishwasher admitted with jaundice

and anemia. Investigations have revealed advanced cho-

langiocarcinoma. Her family insists she not be told,

explaining that families in their culture act on behalf of

ill relatives. They argue that telling her the diagnosis of

cancer would cause her to lose hope and so forbid its

disclosure to her by medical staff. ‘‘Leave it to us to tell her

what she needs to know,’’ they say. A staff member who

speaks their language overhears them telling Ms. F that

everything will be fine and that she will be able to go home

soon.

What is truth telling?

Truth telling in healthcare may be defined as the

practice and attitude of being open and forthright

with patients; that is, it is about encouraging

authenticity and genuineness in the relationship

between healthcare professional and patient. Truth

telling requires the belief that, in general, truth is

better than deception. It also requires an intent

and effort to be as accurate and honest as possible

with patients and includes the duty to disclose

information for consent purposes.

Why is truth telling important?

Ethics

Truthfulness with patients comports well, of course,

with democratic policy and practices. Without

accurate information, patients are less able to make

informed decisions about care. Scientific medicine

has provided patients with new treatment opportun-

ities and requires clinicians to be knowledgeable

about these and share that knowledgewith patients –

thus, the harms of non-disclosure have increased as

the options for care have expanded over time.

Informed patientsmay alsomake decisions affecting

their lives as a whole that they could not have made

had they been unaware of the true nature of their

condition.

Regardless of consequences, patients should be

told the truth because of the respect owing to them

as persons. Interviews with patients support this

perspective. For example, in a study carried out

An earlier version of this chapter has appeared: Hébert, P. C., Hoffmaster, B., Glass, K. C., and Singer, P. A. (1997). Truth telling.

CMAJ 156: 225–8.
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before any treatment for multiple sclerosis existed,

many patients with the disease felt they had a right

to know what was wrong with them. Some were

angry about being asked why they wished to know.

One said: ‘‘Do I have to explain why? Just so that

I know’’ (Elian and Dean, 1985). Cabot’s (1903)

view that physicians should strive to create a ‘‘true

impression’’ in the mind of the patient about his or

her condition fostered the covenant of trust

between physician and patient that is central to the

practice of medicine (Cassel, 1996). This contrasts

with the centuries-old Hippocratic cautioning

against veracity with patients (Bok, 1979).

Deception by physicians is sometimes implicitly

recommended as a way of preventing the possible

harms of truth telling (Nyberg, 1993). Patients,

especially when ill, are presumed to have difficulty

handling the unvarnished truth and so it is/was the

doctor’s duty to keep the ‘‘whole truth’’ from them.

Some cultures and families believe truth telling is

cruel as it may cause avoidable worry in patients.

This ‘‘protective deception’’ has some credence,

especially at times when, and in those places

where, medicine could offer little tangible help to

patients. Nonetheless, although very ill patients

may want someone to look after and guide them

(Ingelfinger, 1980), this does not necessarily entail a

preference for ignorance. Allowing others to make

decisions for oneself, to be ‘‘taken care of’’ in the

full sense of this phrase, can be consistent with

wishing to remain informed about one’s condition.

Physicians should ‘‘sound out’’ patients about their

preferences in this regard irrespective of cultural

differences.

Law

Truth telling, as conceived in this chapter, includes

the broader notion of accurate and honest commu-

nication practices. The jurisprudence relevant to this

varies among countries and is largely focused on

negligent disclosure for consent purposes (see

Chapter 2 for more information). Canadian courts

have long recognized the physician’s obligation

to provide information that would be required

by a reasonable patient in the plaintiff’s position

(Reibl v. Hughes, 1980). Australian (Rogers v.

Whitaker, 1992; Chappel v. Hart, 1998) and most

American jurisdictions (Canterbury v. Spence, 1972)

similarly use this so-called modified-subjective

standard while British courts seem largely to adhere

to a profession-based standard of disclosure (what a

reasonable professional would disclose) (Bolam v.

Friern Hospital Management Committee, 1957).

Recent developments have expanded legally

required disclosure to include, as part of a phys-

ician’s fiduciary duties, telling patients and/or their

families about ‘‘unexpected outcomes of care,’’ that

is, adverse events or errors. For example, failure to

tell a patient about the accidental puncture of his

spleen during a lung biopsy was held to breach the

physician’s duty to inform the patient, particularly

because the patient had asked what had occurred

during the procedure. The judge concluded that

litigation arose from a ‘‘less than satisfactory phys-

ician–patient relationship’’ caused by the failure of

the physician to take the patient ‘‘into his confi-

dence’’ (Stamos v. Davies, 1985, p. 25).

In another case, a physician was found negligent

for failing to tell a patient of his risk of having

(possibly) acquired infection with the human

immunodeficiency virus from a transfusion. While

the doctor argued he had done so to protect the

patient from information that would only cause

him psychological harm, the court held that this

patient would have wanted to know this infor-

mation, even though, at the time, there was little

that could be done for HIV (Pittman Estate v. Bain,

1994).

Courts in the USA (Arato v. Avedon, 1993),

Canada (Hopp v. Lepp, 1980; Reibl v. Hughes, 1980),

and the UK (Chester v. Afshar, 2004) have granted

that there may be exceptions to truth telling, for

example when the patient’s emotional condition

is such that the disclosure of bad news could

itself cause harm. The most relevant test for non-

disclosure is ‘‘whether the disclosure would in itself

cause physical and mental harm to this patient’’

(Picard 1984, p. 99). Physicians should start with

the assumption that all patients are able to cope

Truth telling 37



with the facts, and reserve non-disclosure for the

less usual cases in which more harm will result

from telling the truth than from not telling it.

Policy

The American College of Physicians (2005, p. 563)

recommended that ‘‘[h]owever uncomfortable for

the clinician, information that is essential to and

desired by the patient must be disclosed. How and

when to disclose information, and to whom, are

important concerns that must be addressed

with respect for patient wishes.’’ It adds that the

professional duty to be honest with patients

requires that the ‘‘disclosure and the communi-

cation of health information should never be a

mechanical or perfunctory process. Upsetting news

and information should be presented to the patient

in a way that minimizes distress.’’

The British Medical Association (2004, p. 43)

noted that the ‘‘relationship of trust depends upon

‘reciprocal honesty’ between patient and doctor’’

and also encourages the sensitive delivery of bad

news. The Canadian Medical Association’s (1996)

Code of Ethics recommends that physicians pro-

vide patients with whatever information that

might, from the patient’s perspective, have a

bearing on medical care decision making and to

communicate that information in a way that is

comprehensible to the patient.

Empirical studies

Physicians

In a landmark study in 1961, 90% of a sample of 219

US physicians reported they would not disclose a

diagnosis of cancer to a patient (Oken, 1961). Of

the 264 physicians surveyed almost 20 years later,

97% stated that they would disclose a diagnosis

of cancer (Novack et al., 1979), indicating a com-

plete reversal of professional attitudes toward truth

telling, at least in the context of a diagnosis of

cancer.

Cultural values appear to influence physicians’

attitudes toward truth telling. In one US study,

physicians who reported that they commonly told

cancer patients the truth said that they did so in a

way intended to preserve ‘‘hope’’ and ‘‘the will

to live,’’ both valued notions in US society (Good

et al., 1990). Compared with their North American

counterparts, gastroenterologists from southern

and eastern Europe are less likely to be candid with

patients about serious disease, believing this to be

the best way to preserve ‘‘hope’’ (Thomsen et al.,

1993).

Patients

The literature suggests that most North American

patients want to be informed about their medical

situation. For example, in a study involving 560

patients with cancer and their families, 87% of

respondents felt that patients should be told the

truth about their illness (Samp and Curreri, 1957).

A 1982 survey indicated that 94% of patients

wanted to know everything about their condition;

96% wanted to be informed of a diagnosis of

cancer, and 85% wanted to be given a realistic

estimate of their time to live, even if this were less

than one year (President’s Commission for the

Study of Ethical Problems in Medicine, 1982).

Studies of older patients, sometimes thought to

be less interested in the truth, have shown that

almost 90% want to be told the diagnosis of

cancer (e.g., Erde et al., 1988). Studies have found

that over 90% of patients want to be told a diag-

nosis of Alzheimer disease (Ajaj et al., 2001), and

that over 80% of patients with amyotrophic lateral

sclerosis wanted to be given as much information

as possible (Silverstein et al., 1991).

However, lack of effective treatment has generally

been taken to justifymedicine’s traditional avoidance

of truth telling and is thought to be one reason, even

today, why many patients at risk for Huntington

disease do not seek to know their genetic status

(Terrenoire, 1992). Other studies suggest cultural

influences upon truth telling. For example, one study

found a larger percentage of Korean-born patients

preferred to be given less information than did

US-born patients (Blackhall et al., 1995). In Italy, lack
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of candor about the diagnosis of Alzheimer disease is

common (Pucci et al., 2003). A larger percentage of

patients in Japan (65%) than in the USA (22%) would

want their families to be told a diagnosis of cancer

before being informed themselves, and many more

Japanese (80%) than US (6%) doctors agreed with

this (Ruhnke et al., 2000). As a result, patients with

advanced cancer in Japan are told their prognosis

only if the patient’s family consents (Akabayashi

et al., 1999).

Outcomes

Good physician communication skills, which are

part of the art of truth telling generally, improve

patient satisfaction and the quality of medical care

(Brown et al., 1999). It has been estimated that an

extra two to threeminutes for consultation improves

rapport with the patient (Levinson et al., 1997). Truth

telling increases patient compliance (concordance)

with prescribed medications (Greenhalgh, 2005),

reduces morbidity such as pain (Egbert et al., 1964)

and anxiety (Luck et al., 1999) associated with med-

ical interventions, and improves health outcomes

(Stewart, 1995). Informed patients are more satisfied

with their care and less apt to change physicians than

those not well informed (Kaplan et al., 1996). Even

very young children, facingmajor surgery, are able to

handle difficult news (Alderson, 1993). Failing to be

honest with children can have lasting negative psy-

chological consequences (Wallace, 2001). In one

study, parents who were able to be candid about

deathwith their dying child felt such opendiscussion

helped them and their child. Parents who were

unable to be so forthright later regretted their reti-

cence (Kreicbergs et al., 2004).

Some studies, however, suggest that truth telling

can have negative consequences. Poor disclosure,

even if accurate, can have devastating conse-

quences for patients (Anon., 2000) – such disclos-

ure is typically done too hurriedly, in the wrong

setting, without appreciation of the patient’s cir-

cumstances, and without addressing the patient’s

real needs and fears.

Truth telling can result in ‘‘labeling’’ patients.

For example, patients told they had hypertension

exhibited decreased emotional well-being and

more frequent absence from work (MacDonald

et al., 1984). In another study, more information to

patients with cancer resulted in higher anxiety

levels among patients ( Jenkins et al., 2001). Con-

cerns regarding the purportedly very bad outcomes

of disclosure – loss of hope, premature death, or

suicide – are anecdotal and lack any real empirical

foundation.

How should I approach truth telling in
practice?

Truth telling can be difficult in practice because of

uncertainty – both in medicine and in the patient in

terms of what he or she wishes to know – and the

concern that the ‘‘truth’’ might harm the patient. It

can also be difficult because truth telling is not a

simple task and often requires, for its proper exer-

cise, a longitudinal relationship between doctor and

patient.

The uncertainty of an early diagnosis of a lethal

condition may make the clinician wary of premature

disclosure. Nevertheless, this uncertainty can and

should be shared with patients (Logan and Scott,

1996). Telling patients about the clinical uncertain-

ties and the range of options available allows them to

appreciate the complexities of medicine, to ask

questions, to make informed realistic decisions, to

assume responsibility for those decisions, and to be

better prepared just in case the dire prognosis turns

out to be correct.

Predicting what information a patient will find

upsetting, or foreseeing how upsetting certain

information will be, can be difficult. Patients may

indicate, explicitly or implicitly (Pisetsky, 1996),

their desire not to know the truth about their situ-

ation. When such desires are authentic and realistic

they should be respected. It is possible to deliver the

truth in a way that softens its impact; many books

provide practical suggestions on telling bad news

(Buckman, 1992; Tate, 1995). The truth may be
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brutal, but ‘‘the telling of it should not be’’ (Jonsen

et al., 1992). Indeed, the task for physicians is how to

combine honesty and respect for patient autonomy

with caring and compassion.

For example, some patients with terminal ill-

nesses may indicate that they do not want to know

the full truth about their situation (Surbone, 1992).

Physicians should explore these preferences sen-

sitively to ascertain whether they are indeed

authentic. There should be an attempt to canvas

the patient’s views on disclosure by ‘‘offering the

truth’’ to the patient (Freedman, 1993). When a

patient has a serious illness such as cancer, it may

be helpful to document his or her preferences

regarding the involvement of family members.

Families who resist disclosure should be counseled

about the importance of truth telling, much as they

might be counseled about the appropriate man-

agement of any medical problem. Ongoing and

respectful communication often, but not always,

can overcome family and cultural barriers to dis-

closure (Chiu et al., 2000).

Physicians are increasingly expected to disclose

the occurrence of adverse events resulting from

medical care to patients (Hébert, 2001), but they

frequently do not do so (Berlin, 2006). The dis-

closure of such events is not an admission of sub-

standard practice. Telling the truth can defuse

resentment on the part of the patient and reduce

the risk of legal action (Ritchie and Davies, 1995).

Patients sometimes sue physicians out of a ‘‘need

for explanation – to know how the injury happened

and why’’ (Vincent et al., 1994).

Despite this chapter’s emphasis on truth telling,

studies suggest that 10–20% of all patients do not

want to know the details of their condition. For

such patients, truth should be offered but not

forced on them. In all cases of disclosure, just how

and when to discuss the patient’s situation, and

how much to say at any one time, will vary from

one patient to the next (Shattner, 2002). This is the

art of truth telling, which relies on the skills and

attitudes of the doctor to ‘‘take the patient into his

(or her) confidence’’ and give him (or her) a ‘‘true

impression’’ of his (her) illness.

The cases

If the neurologist seriously considered multiple

sclerosis as a likely or working diagnosis, he was

not justified in withholding this information from

Mr. H. A general worry about causing anxiety is not

sufficient to exempt a physician from his or her

responsibility to tell the patient the truth – which in

this case is the possibility (or probability) of serious

disease. Physicians need not and should not wait

for certainty before they disclose information to

patients. Patients may be empowered to watch for

symptoms of disease progression or be encouraged

to do things that might prevent progression. If

Mr. H is not told about his condition and makes a

decision he would otherwise not have made had he

been better informed, his physicians would bear

some moral responsibility and perhaps even legal

liability.

Ms. I should be spoken to on her own with a

translator who is not a relative to have her views on

disclosure assessed. Does she want to be informed

of all the details of her illness or would she prefer

the physicians to speak first with her family? The

patient’s authentic wishes ought to be respected.

Where they diverge from the family’s views, these

differences should be acknowledged and help

offered to the family in accommodating to them.
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7

Confidentiality

Anne Slowther and Irwin Kleinman

Mr. J is 35 years old. He has had unprotected sex with

prostitutes on at least two occasions. Although he is

asymptomatic he is worried about the possibility that he

may have contracted a sexually transmitted disease and

consults his physician. After conducting a careful physical

examination and providing appropriate counseling, the

physician orders a number of investigations. The blood test

comes back with a positive result for HIV. The physician

offers to meet with Mr. J and his wife to assist with the

disclosure of this information, but Mr. J states that he does

not want his wife to know about his condition.

Ms. K is 29 years old and has epilepsy. Her driving license

was revoked when she was first diagnosed with epilepsy

and she has continued to have seizures every three to four

months while on treatment. Ms. K mentions in passing to

her physician that she sometimes drives short distances to

get groceries. When her physician challenges her about this

she says her seizures are very infrequent. Finally, the

physician tells her he may have to notify the authorities.

Ms. K asks what more the authorities can do as they have

already revoked her license. Are they going to leave a police

car outside her house to make sure she doesn’t drive?

What is confidentiality?

If a person gives information to another in confi-

dence there is an obligation on the person receiv-

ing the information not to disclose it to someone

else. This obligation, or duty, of confidentiality can

be invoked explicitly by the provider of information

stating that the information must not be shared, or

it can be implicit in the nature of the relationship

between the provider and receiver of information.

Consequently, there is both an individual and a

public expectation that information given to a

health professional in the context of the clinical

relationship will not be disclosed to third parties.

The duty of confidentiality provides the foundation

for trust in the therapeutic relationship. Profes-

sional organizations and regulatory bodies place

great importance on the duty of confidentiality,

and health professionals who breach confidential-

ity may be subject to disciplinary proceedings.

However, there is also an understanding that

confidentiality cannot be absolute and that some-

times it may be permissible, or even legally

required, to breach confidentiality. The increasing

capability to generate and disseminate information

in healthcare, together with the increasing com-

plexity of healthcare provision, has implications

for our understanding of the nature and limits of

confidentiality. Development of multidisciplinary

healthcare teams raises questions of how much

information can be shared within the team, and

who is recognized as a team member for this

purpose. Access to electronic patient records for

research and management purposes provides a

‘‘public interest’’ challenge to individual confiden-

tiality, which expands the boundary of confidenti-

ality beyond the context of individual patient care

An earlier version of this chapter has appeared: Kleinman, I., Baylis, F., Rodgers, S., and Singer, P. A. (1997). Confidentiality, CMAJ

156: 521–4.
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(Ingelfinger and Drazen, 2004; Peto et al., 2004;

Powell and Buchan, 2005). Advances in genetic

testing have prompted debate about whether gen-

etic information creates different responsibilities

regarding confidentiality (Hallowell et al., 2003;

Plantinga et al., 2003; Parker and Lucassen, 2004).

Breach of confidentiality is generally perceived

as a deliberate disclosure of information to a third

party. However, inadvertent breaches of confiden-

tiality that are easily preventable may also occur in

healthcare: a conversation about an ‘‘interesting

case’’ in the hospital elevator, patients’ names and/

or diagnoses displayed in a manner visible to non-

treating individuals. Healthcare workers should be

aware of the risks of inadvertent breaches of con-

fidentiality and take steps to avoid them.

Why is confidentiality important?

Ethics

There are a number of moral foundations for the

importance of confidentiality in healthcare. The

expectation that information disclosed to a health

professional will remain confidential encourages

patients to be open with their clinician. If patients

thought this was not the case, they may withhold

important information that is necessary for effect-

ive treatment or for protection of others. For

example, some patients may not feel secure in

confiding their dependence on drugs or alcohol

and, therefore, not receive appropriate treatment.

The benefit generated by the rule of confidentiality

is usually considered to outweigh any harm or

disadvantage, for example restrictions on research

or management inefficiencies. Of equal, if not

greater, importance than this consequentialist

justification for confidentiality is the clinician’s

duty to respect patient autonomy in medical

decision making. Competent patients have a right

to control the use of information pertaining to

themselves. A clinician who shares that infor-

mation with others, without the patient’s consent,

does not respect the patient’s autonomy and will,

therefore, have behaved in a morally questionable

way – even if no harm results, indeed even if the

patient is unaware of the breach of confidentiality.

A further moral consideration for the importance of

confidentiality in the clinician–patient relationship

arises from the nature of the relationship and the

duties generated by that relationship. There is an

implied promise that confidences will be respected

in this particular relationship and the clinician has

a duty to keep this promise. Breaking such a

promise is a betrayal of trust.

Although there are strong moral arguments for

taking confidentiality very seriously, there are

counter-arguments to support breach of confiden-

tiality in some circumstances. While considerations

of utility generally provide a strong argument for

maintaining confidentiality, they could also justify

breaching confidentiality if there is a risk of serious

harm to either the patient or others. This line of

reasoning is also used to argue for greater access to

patient data for research and public health pur-

poses, for instance, the benefit to the common good

outweighs the harm to the individuals’ loss of

control over their personal data.

Even the principle of autonomy is not absolute.

As John Stuart Mill observed in 1859, personal

freedom may legitimately be constrained when the

exercise of such freedom places others at risk of

harm (Mill, 1962). In the context of confidentiality,

this suggests that a patient’s right to control how

personal information is shared with others is con-

strained by an obligation not to harm others. When

harm is threatened, the primacy of autonomy, and

hence the duty to preserve confidentiality, no

longer takes precedence, and disclosure without

the patient’s authorization may be permissible or

required.

Law

The principle of confidentiality is also underpinned

by law. In the UK, the courts have stated that

there is a public interest in maintaining medical

confidentiality against which any breach of confi-

dentiality in the public interest must be weighed
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(W v. Edgell, 1990). In some countries, there is

statutory legislation requiring physicians to respect

patient confidentiality. A legislative survey of

confidentiality laws in the USA found that 37 US

states impose a duty on physicians to maintain

confidentiality of medical records, and 42 states

protected information received during a clinical

consultation from disclosure in court proceed-

ings with some exceptions (Gostin, et al., 1996).

Several countries have legislation to protect written

and electronic information held as part of a med-

ical record, for example the UK Data Protection Act

(1998), State legislation in the USA (Gostin et al.,

1996), and the Federal Privacy Act in Australia

(1988).

Legal requirements to disclose certain kinds of

information are defined in statutory legislation in

many countries. These requirements commonly

relate to information about specified diseases,

suspicion of child abuse, and some criminal pro-

ceedings. Some US state legislation permits dis-

closure of health information for epidemiological

and research purposes (Gostin et al., 1996). The

UK Data Protection Act (1998) allows disclosure

of anonymized information for certain types of

research. In addition to statutes, the common law

recognizes that breach of confidentiality is lawful

in some circumstances, mainly when there is a risk

of serious harm to others if confidentiality is

maintained. In the case of W v. Edgell (1990) in the

UK, the Court of Appeal held that the breach of

confidence in this case regarding a prisoner in a

secure hospital was justified in the public interest,

in order to protect the public from dangerous

criminal acts. However, the Court said the risk

must be ‘‘real, immediate and serious’’ to justify

such a breach. A key US case was that of Tarassoff

v. Regents of the University of California (1976).

This involved a psychologist who had reason

to believe that his patient would kill a woman

(Ms. Tarassoff). At the psychologist’s request, the

campus police arrested the patient, but he was later

released. Ms. Tarassoff was not informed and was

later killed by the patient. The California Supreme

Court established a duty to protect that may or may

not include a warning to the potential victim or to

the police. Both the Tarassoff and Edgell judgments

rested on the risk of serious harm to others if

confidentiality was not breached. This raises the

question of what level of risk and harm are neces-

sary to justify a breach of confidence, or underpin

a duty to warn. Recent advances in genetic diag-

nosis have led to a debate on the nature of the

duty of physicians to inform family members of

the risk of hereditary disease, and the US courts

have already considered cases brought against

physicians in this area with conflicting results (Offit

et al., 2004).

Policy

The Hippocratic Oath explicitly demands confi-

dentiality in physicians’ dealings with patients

(Edelstein, 1943): ‘‘What I may see or hear in the

course of the treatment in regard to the life of men,

which on no account one must spread abroad, I

will keep to myself, holding such things shameless

to be spoken about.’’ The Hippocratic Oath, and

subsequent codes of ethics, such as the Inter-

national Code of Ethics of the World Medical

Association (1949), admit no exceptions to the duty

of confidentiality. However, more recent profes-

sional guidance does accept that breaches of con-

fidentiality may be justified, or even required, in

some circumstances. Professional codes of ethics

(American Medical Association, 1995; Australian

Medical Association, 2004; Canadian Medical

Association, 2004; General Medical Council, 2004)

specify that confidentiality can be breached if

required by law, or in circumstances where there is

a significant risk of serious harm to others.

Most professional guidance emphasizes the

importance of seeking consent from the patient to

disclose information if possible, or that the patient

is informed that disclosure will occur if the patient

refuses to give consent and the risk of harm is

thought to justify disclosure. Guidance on inform-

ing family members of genetic risk is less clear,

unless it falls into the category of representing a

significant risk of serious harm. The American
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Medical Association (2006) advises that the duty

of the physician is to inform the patient of the

need to discuss implications of test results with

family members, and to offer to facilitate this

discussion.

Sharing information within the healthcare team

or with others involved in the patient’s care is

usually seen as acceptable if the information is

necessary for effective patient care. Implied consent

for this type of disclosure is assumed. However,

if information is to be shared with other organiza-

tions outside healthcare, for example social ser-

vices, then patient’s consent may be required. In

some instances, a professional body may advise

that disclosure of information in the public interest

is necessary even if not specifically required by

legislation.

Empirical studies

An increasing number of empirical studies have

looked at the attitudes of patients and healthcare

professionals to issues of confidentiality. Sankar

et al. (2003) conducted a literature review of studies

of patients’ perceptions of confidentiality and

concluded that many patients are unaware of, or

misunderstand, the legal and ethical duty of con-

fidentiality, and a significant minority of patients

distrust clinicians to protect confidential infor-

mation to the extent that they will delay or forgo

medical care because of this concern. Patients

have different views about what information

should be kept confidential (Jenkins et al., 2005).

Implicit consent to sharing of medical information

between healthcare professionals cannot always be

assumed. Schers et al. (2003) found that patients

did not always accept that on-call general practi-

tioners should have full access to their medical

records. Carman and Britten (1995) found that

patients viewed access by hospital staff to their

records as less of a concern than access by staff

within their general practice clinic. Young people

may be more concerned about their confidentiality

being preserved than older adults, and concern

over confidentiality in relation to sexual health

services for teenage girls may impede uptake of such

services (Reddy et al., 2002; Carlisle et al., 2006).

Studies of health professionals also show confusion

in this area. Marshall and Solomon (2003) found

that 54% of providers of mental health services

were confused over what type of information is

confidential, and that conservative approaches to

confidentiality were thought to be a barrier to col-

laborative care of patients with mental illness.

Physicians’ attitudes to confidentiality vary

depending on the country in which they practice.

French general practitioners are more likely to be

paternalistic in their attitude to patient confiden-

tiality than those in Denmark (Mabeck, 1985). In

the Netherlands, 35% of general practitioners

would only disclose information to another phys-

ician (Lako et al., 1990). A study of family doctors in

Spain found that 95% would disclose information

to a patient’s family, and 35% would do so without

seeking the patient’s permission (Perez-Carceles

et al., 2005). Health professionals may inadvert-

ently breach confidentiality through carelessness

or because of physical limitations of privacy

in an institutional setting. Several studies have

found that hospital lifts are a common setting for

breaches of patient confidentiality (Ubel et al.,

1995; Vigod et al., 2003) and in one study of privacy

in an emergency department, 36% of patients

heard conversations from another room or the

corridor (Olsen and Sabin, 2003).

How should I approach confidentiality
in practice?

Clinicians must respect their patients’ confidences.

Private information, particularly if identifiable,

should only be disclosed to a third party with the

consent of the patient. If the patient lacks compe-

tence then, depending on jurisdiction, either the

consent of the patient’s representative is required

or disclosure should be discussed with the patient’s

representatives and only occur if it is in the

patient’s best interests. Clinicians should be aware

of the legal requirements for disclosure of patient
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information in their own countries, and whenever

possible discuss such disclosures with patients

beforehand.

When there is a significant risk of serious harm to

another person or persons if information is not

shared, and there is no statutory requirement to

disclose, the duty to protect or warn may override

the duty of confidentiality. In considering a breach

of confidentiality in such cases it is important to

balance the harm likely to arise if the information is

not disclosed with the harm resulting from a

breach of confidentiality. In determining the pro-

portionality of these harms, the clinician must

exercise his or her judgement. If in doubt, it would

be prudent to seek advice from a professional

organization or medical defense union. Prior to

disclosing information, the clinician should seek to

persuade the patient to consent to the disclosure,

and if disclosure is made without consent, the

patient should be informed that this will occur.

When disclosing information, it is necessary to

consider to whom the information should be given

and how much should be disclosed. Any breach of

confidentiality should be limited to that necessary

to prevent foreseeable harm. In situations where

patient information is shared without explicit

consent (e.g. with other health professionals, or use

of data for research or disease registers), it is good

practice to inform patients that this may occur, for

example by explaining this in patient literature or

notices in the clinic.

The cases

Mr. J’s physician should advise him that his wife

needs to be made aware of his condition, and that

if necessary his wife will be informed without his

consent. It is important to explain the reasons why

his confidence may be breached in this situation,

and to make every effort to maintain a therapeutic

relationship with him, as he will require ongoing

treatment and support for his condition. Spend-

ing some time discussing his concerns about

disclosure and offering support to deal with these

concerns may bring about a change of mind on his

part. In jurisdictions where notification of HIV

status to a public health authority is legally

required, this may provide further persuasion

for Mr. J to consent to the sharing of information.

The risk of serious harm to Mr. J’s wife would be

the justification for a breach of confidentiality.

Clinicians need to be aware of the local legal

and professional standards concerning how they

should inform partners in a way that protects them

from liability. Therefore, if the conclusion is that

Mr. J’s wife should be informed without his con-

sent, discussion with a professional or defense

organization, or the institutional legal advisor,

would be sensible.

Ms. K’s physician needs to consider the harm that

may occur to her and others if she continues to

drive and has a seizure while at the wheel. Apart

from Ms. K, there is no clearly identifiable person

who is in danger, unlike the case of Mr. J. The risk

of her having a seizure while driving is low, given

that she drives only for short journeys two or three

times a week and has fairly infrequent seizures.

However, the potential harm that could occur is

very serious, including the possibility of death for

several people. Ms. K’s physician should counsel

her regarding the risks to other people and to

herself (including the financial risk as she will not

be insured in the event of an accident). This may

prove effective in persuading her to face up to her

illness and the need to alter her lifestyle as a con-

sequence. If she continues to drive, the physician

must decide if the potential harm is sufficiently

great to breach her confidence. Professional and

legal guidance may vary on this issue in different

countries or US States. In the UK, the General

Medical Council (2004) provides clear direction

that if the physician cannot persuade the patient to

stop driving, or is given evidence that a patient is

continuing to drive contrary to advice, relevant

medical information should be disclosed immedi-

ately, in confidence, to the Medical Advisor of the

Driver and Vehicle Licensing Authority (General

Medical Council, 2004).
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SECTION II

End of life care





Introduction

James A. Tulsky

Dying patients confront complex and unique chal-

lenges that threaten their physical, psychosocial, and

spiritual integrity. Many patients die prolonged

and painful deaths, receiving unwanted, expensive,

and invasive care. Patients’ suffering at the end of life

can be profound, yet healthcare providers are too

frequently ill-equipped to respond to this suffering.

Excellent palliative care demands careful attention

to diagnostic, prognostic, and therapeutic chal-

lenges. The clinician must demonstrate sensitivity to

psychosocial and spiritual concerns and provide

thoughtful, empathic communication with patients

and families. Yet, even when these are done with

superb skill, patients and providers will still find that

the experience of living with life-limiting illness

presents ethical dilemmas. Some are subtle and,

perhaps, not recognized. Other dilemmas are easily

apparent. This section outlines the key ethical chal-

lenges in caring for patients at the end of life.

Chapter 8 is on quality end of life care and pre-

sents a conceptual framework with three main

elements: (i) control of pain and other symptoms,

(ii) decisions on the use of life-sustaining treat-

ments, and (iii) support of dying patients and their

families. These elements are key to delivering

quality care. They are also the nexus upon which

ethical conflicts arise. For example, control of pain,

in its extreme, may hasten death. Decisions on the

use of life-sustaining treatments depend upon

advance care planning and, in its absence, substi-

tute decision making. And support of dying patients

and their families recognizes the important role for

healthcare providers even when conflicts arise.

Chapters 9 and 10 focus on decision making. The

first covers what to do when someone is ill, cannot

make decisions for themselves, and has not left clear

instructions in the form of an advance directive.

This chapter offers detailed suggestions for walking

through this process. Chapter 10, on advance care

planning, describes the conceptual underpinning of

decision making in palliative medicine. The chapter

argues that advance care planning is a process with

multiple goals, not all of which are directly related to

decision making. From the perspective of patients

and families, advance care planning also allows

them to maintain a sense of control, relieve the

burden on loved ones, and strengthen relationships.

The process also highlights critical culture differ-

ences, always important in bioethics, but which

emerge prominently at the end of life. When

advance care planning is considered in this total

sense, satisfying multiple objectives, clinicians rec-

ognize the need to approach patients and families as

partners with curiosity and compassion.

We then consider the thorny issues related to

euthanasia and assisted suicide (Ch. 11). In many

ways, this topic has driven much of the debate

about palliative care, even though relatively few

people express a true desire to control the time and

place of their death in this way. Assisted dying has

likely become a flashpoint because such a choice

explores most directly questions of what is killing

versus letting die at the end of life, and whether

such decisions are justified in the face of over-

whelming suffering. There is a fair amount of

public support for the concept of assisted death,
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yet it remains illegal in most jurisdictions and these

laws are unlikely to change. This probably reflects

the high regard for life in all societies, and the

strong hesitation to lessen prohibitions against

killing, even when some may feel it is the most

compassionate option.

Chapter 12 addresses conflict in the healthcare

setting at end of life. As much as assisted suicide has

dominatednewsabout endof life care in recentyears,

for the clinician, it is bedside conflicts around treat-

mentdecisions that aremostprevalent and troubling.

Whereas landmark bioethics cases such as Quinlan

and Cruzan focused on families wishing to withdraw

life-sustaining interventions, most conflicts today

arise between clinicians who wish to withhold what

they perceive as futile care and families requesting

more aggressive treatment. This chapter offers an

approach that examines family, healthcare provider,

and social/organizational features contributing to

these conflicts, and it encourages identifying res-

ponsible factors prior to negotiating a solution.

Finally, the last chapter in this section discusses

brain death. The diagnosis is described, differenti-

ated from other phenomena such as vegetative

state, and criteria given. The authors also discuss

the social and legal implications of using a brain

death standard and offer an approach to its appli-

cation in practice.

Caring for patients facing the end of life is diffi-

cult for all involved. Frequently, the ethical ques-

tions are considerably more challenging than the

medical care itself. We hope this section provides

the reader with a framework within which to

approach these questions.
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8

Quality end of life care

Peter A. Singer, Neil MacDonald, and James A. Tulsky

Dr. A is sitting at home enjoying dinner when the

phone rings. The caller is Mr. B, an acquaintance. He is

distraught. He asks how much air must be injected into an

intravenous line to cause a person to die. When asked why

he wants to know, he explains that his 72-year-old father,

currently a patient in a local hospital, has end-stage

metastatic lung cancer and is in excruciating pain. Mr. B

cannot bear to see his father in such pain and wants to end

his suffering by means of an air embolism.

Mr. C, a 68-year-old man with a 100 pack-per-year history

of smoking and known chronic obstructive pulmonary

disease, presents to the emergency department with pneu-

monia and respiratory failure. He has been intubated four

times before for respiratory failure. He uses oxygen at home

and is dyspneic at rest. He has hypoxemia, hypercapnia, and

is delirious. The emergency physician, Dr. D, tries to stabilize

his condition with oxygen, bronchodilators, steroids, and

non-invasive ventilation, but Mr. C’s respiratory status

worsens. Dr. D cannot locate Mr. C’s family. She calls Mr.

C’s family physician and respirologist to find out whether

they have ever discussed re-intubation, but unfortunately

neither has done so. Although she is uncomfortable with this

situation because of the uncertainty about the patient’s

wishes, Dr. D decides to perform the intubation.

What is quality end of life care?

A clinician who receives a call from the emergency

department to see a patient with heart failure

will have a clear concept of what heart failure is,

as well as a framework within which to approach

the condition and its management. Unfortunately,

clinicians may not have an analogous conceptual

framework for approaching end of life care. Several

aspects of end of life care are addressed in other

chapters, especially those on truth telling, consent,

capacity, substitute decision making, advance care

planning, euthanasia and assisted suicide, and

conflict in the healthcare setting at end of life. Care

of patients at the end of life is best provided by, or in

consultation with, clinicians with expert training

in palliative care. The World Health Organization

(WHO) defines palliative care as ‘‘an approach that

improves the quality of life of patients and their

families facing the problem associated with life-

threatening illness, through the prevention and

relief of suffering by means of early identification

and impeccable assessment and treatment of pain

and other problems, physical, psychosocial and

spiritual’’ (http://www.who.int/cancer/palliative/

definition/en/). However, in practice, much care for

dying patients is provided by other physicians and

healthcare workers. By ‘‘quality end of life care’’ we

mean a coherent conceptual framework that clin-

icians can use to approach the care of patients at

the end of life. It is a term that pulls together con-

cepts that previously had been fragmented across

fields such as bioethics and palliative care. We also

want to emphasize that quality of care for patients

at the end of life is just as important as at other

An earlier version of this chapter has appeared: Singer, P. A. and MacDonald, N. (1998). Quality end-of-life care. CMAJ 159: 159–62.
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times, although historically this has not been mir-

rored in the care patients receive. A framework for

quality end of life care is described in greater detail

on p. 55. It has three main elements: control of

pain and other symptoms, decisions on the use of

life-sustaining treatment, and support of dying

patients and their families. These elements are

based on empirical research described in the rele-

vant section below.

Why is quality end of life care important?

Ethics and law

From an ethical perspective, beneficence requires

that pain and other symptoms be controlled. The

legal status of control of pain and other symptoms

is not absolutely clear, but clinicians should not

risk legal peril if they follow established guidelines

distinguishing these practices from euthanasia.

(Hawryluck et al., 2002). Advance care planning is

used to justify much decision making at the end of

life and is ethically supported by respect for auton-

omy and is legally recognized in most Western

countries. Decisions by patients or substitute deci-

sion makers to withhold or withdraw life-sustaining

treatment proposed by a clinician are also supported

by the ethical principle of respect for autonomy and

the legal doctrine of informed consent (Etchells et al.,

1996a, b; Lazar et al., 1996). In contrast, the ethical

and legal issues related to inappropriate use of life-

sustaining treatments demanded by patients and

substitute decisions makers over the objections of

physicians are not as clear (Weijer et al., 1998). Both

euthanasia and assisted suicide are illegal in all but a

few jurisdictions (see Ch. 11 for more information).

Policy

Advocates have framed end of life care as an issue in

healthcare quality: a positive development in that it

focuses organizational commitment to quality on

the problem of end of life care. But what does

quality end of life care entail? The WHO definition

of palliative care cited above was the earliest

attempt to describe what was needed for patients

facing death. The Committee on Care at the End

of Life of the US Institute of Medicine, National

Academy of Sciences, has proposed the following

six categories of quality end of life care: overall

quality of life, physical well-being and functioning,

psychosocial well-being and functioning, spiritual

well-being, patient perception of care, and family

well-being and perceptions (Field and Cassel,

1997). The National Consensus Project Clinical

Practice Guidelines for Quality Palliative Care built

upon these categories (National Consensus Project,

2005). This document, endorsed by all major US

palliative care organizations, defined the following

aspects of care as critical to quality: structure and

processes; physical, psychological and psychiatric,

social, spiritual, religious and existential, cultural

care of the imminently dying patient; and ethical

and legal aspects of care.

Empirical studies

Although euthanasia has often consumed the

attention of the media, the critical ethical issues

vexing clinicians, patients, and families lie else-

where. Singer et al. (1999) published a study iden-

tifying the domains of quality end of life care from

the patient’s perspective: this can be seen as the

evidence basis for the approach outlined below.

In a survey of 1462 patients, bereaved family

members, and healthcare providers, the following

factors were considered of greatest importance at

the end of life: pain and symptom management,

preparation for death, achieving a sense of com-

pletion, decisions about treatment preferences,

and being treated as a ‘‘whole person’’ (Steinhauser

et al., 2000). Respondents ranked freedom from

pain and being at peace with God as most import-

ant. Unfortunately, pain is often poorly managed

(Portenoy et al., 1992; Cleeland et al., 1994;

SUPPORT Principal Investigators, 1995). In one

study of older patients who were conscious during

the last three days of life, 4 in 10 had severe pain

most of the time (Lynn et al., 1997). Decision
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making is also problematic. In a survey of phys-

icians and nurses at five US hospitals, 47% of

respondents reported that they had acted against

their conscience in providing care to the terminally

ill, and 55% reported that they sometimes felt the

treatments they offered patients were overly bur-

densome (Solomon et al., 1993). Consistent with the

recent focus of policy efforts, quality-improvement

strategies have been applied at the organizational

level to the problem of end of life care (Baker

et al., 1998; Cleary and Edgman-Levitan, 1997). For

example, a randomized, controlled trial examined the

effect of a clinical care path containing ethics con-

sultations on theoutcomes of seriously ill in intensive

care units patients (Schneiderman et al., 2003). The

intervention resulted in more rapid withdrawal of

life-sustaining treatments, with increased provider

and patient surrogate satisfaction. Processes such as

these or, for instance, focusing traditional ‘‘morbidity

andmortality rounds’’ on quality end of life care, can

change the culture within an institution such that

quality healthcare includes attending to the needs of

dying patients.

How should I approach quality end of life
care in practice?

To address this question, we recommend a concep-

tual framework with three main elements: (i) control

of pain and other symptoms, (ii) decisions on the use

of life-sustaining treatments, and (iii) support of

dying patients and their families. We do not believe

that a conceptual framework will magically solve the

documented problems in end of life care; we do,

however, believe that this is an important step.

Control of pain and other symptoms

No patient should die in pain or with other treatable

symptoms. Indeed, before social, psychosocial, and

spiritual problems can be properly addressed, good

symptom control must first be achieved: it is diffi-

cult to contemplate spiritual issues or to reflect on

life’s accomplishments when in pain or with kidney

basin in hand. The undertreatment of pain and

other symptoms is well documented, but aside from

inadequate training of health professionals (Von

Roenn et al., 1993; MacDonald et al., 1997), the

causes are complicated and not well understood.

On occasion, clinicians may be concerned about

balancing good symptom control with the risk of

hastening death. Guidelines have been developed

to assist clinicians in distinguishing appropriate

analgesia from euthanasia by lethal injection

(Hawryluck et al., 2002). Controlling other symp-

toms, such as nausea, fatigue and breathlessness,

may be even more challenging than controlling

pain, but effective approaches have been developed

(von Gunten, 2005). Clinicians must keep in

mind that the problems of dying patients have their

genesis at an earlier time in the trajectory of illness.

Therefore, palliative care should not be isolated as

simply an end of life option; it must be intermeshed

with therapies aimed at prolongation of life or cure.

As in other areas of medicine, prevention or early

control of a symptom is preferable to a rescue

attempt on preventable, but now out of control,

suffering. All clinicians who care for dying patients

should ensure that they have adequate skills in this

domain, as well as access to skilled consultative help

from palliative care specialists.

Use of life-sustaining treatments

To the extent possible, patients and their families

should be able to choose the site and nature of

the care that the patient will receive in the last

days of life and should be encouraged to discuss

in advance their desires regarding life-sustaining

treatments and personal care. Clinicians should

facilitate this advance care planning (Teno et al.,

1994; Emanuel et al., 1995; Singer et al., 1996, 1998;

Martin et al., 1999) and guide and support the

patient and the family through the process of giving

consent to treatment and arranging for substitute

decision making (Lazar et al., 1996). A key skill

here is empathic communication with patients and

families (Tulsky, 2005). In addition, physicians need

to develop an approach to the opposite problem
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when the patient or the family demands treatment

that the physician feels is inappropriate (see Ch. 12).

Another key skill here is the ability to negotiate a

treatment plan that is acceptable to the patient, the

family, and the healthcare team (Fisher and Ury,

1991).

Support of patients and their families

The support that each patient and his or her family

needs from the clinician is unique. The best way to

find out what support will be appropriate in a par-

ticular situation is to use reflective listening skills and

to be available to help. Attention to psychosocial

issues demands involvement of the patients and their

families as partners. Although clinicians should be

sensitive to the range of psychosocial distress and

social disruption common to dying patients and their

families, they may not be as available or as skilled as

nurses, social workers, and other healthcare profes-

sionals in addressing certain issues. An interdisci-

plinary healthcare team can help in these areas.

Spiritual issues often come to the fore as one is dying,

and pastoral care teams and other interventions

should be available to assist the patient’s own clergy

in counseling (Chochinov and Cann, 2005). A simple

question such as ‘‘Are you at Peace?’’ may identify

those patients with spiritual suffering (Steinhauser

et al., 2006). Although not all families need or desire

follow-up after the death of a loved one, many

appreciate a letter or a telephone call from the

physician or a member of the palliative care team

(Bedell et al., 2001). Some families will need more

specific help. Clinicians should be sensitive to risk

factors for poor adjustment to bereavement and

should be knowledgeable about local bereavement

services (El-Jawahri and Prigerson, 2007).

The cases

Both of the cases presented at the beginning of this

chapter represent failures in end of life care. In the

first, inadequate pain control led to a desire for

euthanasia. What was needed was not an air

embolism but better pain control. When this was

achieved, Mr. B was relieved and did not pursue the

idea of euthanasia. This case also illustrates that

physicians should not take requests for euthanasia

at face value; rather, they should explore and

address the suffering that might have led to such

requests. The second case represents a failure of

communication about life-sustaining treatments.

Mr. C had end-stage lung disease and had been

intubated four times previously, so he was ideally

situated to know whether he wanted to undergo the

procedure again. Indeed, it is very likely that he had

considered this possibility. If he did want intu-

bation, knowledge of his wishes would have

relieved Dr. D’s anxiety. (Although death was

looming, it would be difficult to claim that intu-

bation would be futile in this case, given that it had

worked before.) If Mr. C did not want to undergo

intubation, he missed his opportunity to commu-

nicate this desire. Arguably, the family physician

and the respirologist should have broached this

issue with him and helped him to make his wishes

known in such a way that they would be effectively

communicated when respiratory failure occurred.

In summary, physicians caring for patients at the

end of their lives should ask themselves three

questions. Am I managing this patient’s pain and

other symptoms adequately? Have I addressed

the relevant issues with respect to the use of life-

sustaining treatment? Am I supporting this person

and his or her family?
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Substitute decision making

Robert A. Pearlman

Mr. E is a 35-year-old man with advanced AIDS who has

recently been diagnosed with AIDS-related dementia. When

he still had decision-making capacity he told his partner,

but not his close family members, that if he ever ‘‘lost his

mind’’ because of his HIV infection, he would want to

receive only comfort measures for any new medical

problem. During the past two weeks Mr. E’s caregivers

have noticed that he is having increasing difficulty

breathing. In view of his medical history they think he

probably has a recurrence of Pneumocystis carinii pneu-

monia (PCP). Mr. E is brought to the hospital for a chest

X-ray to confirm these impressions. This shows probable

PCP. The physician knows that Mr. E has had a lot of

difficulty with adverse drug reactions in the past and

wonders whether or not the patient should be admitted to

the hospital for further investigations and treatment.

Mrs. F is an 83-year-old widow with advanced chronic

obstructive pulmonary disease (COPD) and osteoporosis.

Approximately six months ago Mrs. F was hospitalized

for six days because of an acute exacerbation of her

COPD. Since discharge, her breathing has not improved

to her prehospitalization status. Three months ago, she

moved into a nursing home because of her deteriorating

health and difficulty in caring for herself. In the nursing

home, she has shortness of breath at rest, which is made

worse with eating. Her closest family members are her

three married children. One daughter lives in the same

city, and the other two children live more than an hour

away by car. Earlier today, Mrs. F’s breathing deterior-

ated suddenly and she was transferred to the hospital for

assessment and treatment. When she is seen in the

emergency department she is confused because of either

respiratory failure or the toxic effects of an infection.

Blood analysis reveals hypoxemia and respiratory acid-

osis. The attending physician wonders whether or not

Mrs. F should be intubated, especially if her situation

does not improve with additional bronchodilators and

steroids. She has never required intubation before, and

her hospital records give no instructions with regard to

resuscitation. Mrs. F’s daughter has just arrived and is

waiting to talk to the physician.

What is substitute decision making?

Patients with decision-making capacity may accept

or refuse medical recommendations and this often

occurs after they weigh the trade offs between likely

benefits and risks of a proposed test or treatment.

Healthcare providers assess the medical situation

and offer recommendations, but patients’ prefer-

ences and values reframe the information into

patient-centered decisions. When a patient loses the

capacity to participate meaningfully in the decision

at hand, a mechanism must exist to make decisions

that represent the patient’s goals, preferences, and

interests. This mechanism is substitute decision

making, and it usually occurs when a spouse, part-

ner, close family member, or friend assumes this

responsibility on behalf of the incapacitated patient.

This model of decision making is based on two

principal assumptions: the individual is the primary

An earlier version of this chapter has appeared: Lazar, N.M., Greiner, G.G., Robertson, G., and Singer, P. A. (1996). Substitute

decision-making. CMAJ 155: 1435–37.
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decision maker and decisions are the result of a

rational weighing of benefits and risks. Both of these

assumptions can be challenged. It is important that

healthcare providers know whether their patients

and substitute decision makers share these values.

For example, in some cultural groups, the family unit

or the oldest male is the appropriate decisionmaker.

Therefore, although the remainder of this chapter

proceeds assuming the dominant model of the

rational, individual decision maker, healthcare pro-

viders need to be sensitive and responsive to cultural

differences.

Why is substitute decision making
important?

Ethics

The approach to medical decision making des-

cribed above is rooted in the Western tradition of

respect for patient autonomy and the right to self-

determination (Buchanan and Brock, 1989). It is

expressed most clearly in the practice of informed

consent. Substitute decision making is an attempt,

albeit an imperfect one, to extend patients control

over their own healthcare after they can no longer

exert direct control.

Healthcare providers often believe that they know

what is best for the patient. Historically, healthcare

providers frequently made decisions for patients

without discussing it with them or their family

members. However, the power to make medical

decisions has been tempered over the last several

decades, with greater appreciation for sharing

information with patients and an appreciation for

the patient’s moral authority to decide what is done

to his or her body. Moreover, healthcare providers

often have values that are distinct from those of

their patients and have difficulty predicting accur-

ately their patients’ preferences for life-sustaining

treatments (Uhlmann et al., 1988; Seckler et al.,

1991; Tsevat et al., 1995). This lack of understanding

of patients’ preferences has even been demon-

strated with physicians who report having talked to

their long-term patients about their preferences

and values (Uhlmann et al., 1988).

Under certain conditions, healthcare providers

may experience moral distress when caring for

patients who have lost decision-making capacity.

For example, when hospital-based healthcare pro-

viders confront major decisions for patients without

decision-making capacity and without a substitute

decision maker, there may be uncertainty about

how to proceed. Uncertainty, by itself, and the

decision to continue all active therapies without

clear guidance anchored to goals of care are chal-

lenging situations for clinicians. The decision to

keep treating without guidance also occurs when

family members disagree about the right course of

action. These situations have been associated with

moral distress, especially for nurses, and moral

distress is associated with burn-out and turnover

(Jameton, 1984).

Law

In the USA and Canada, for instance, the legal

approach to substitute decision making has pri-

marily been two-pronged. In association with

passage of the Patient Self-Determination Act

(1990) and growing interest in advance directives,

laws have been passed that enable individuals to

designate the person they wish to make healthcare

decisions for them once they lose decision-making

capacity. In addition, laws pertaining to informed

consent have given family members the right

to make decisions on behalf of incapacitated

patients. In some statutes, a hierarchy of substitute

decision makers is provided. For example, in the

state of Washington, the order of surrogacy is

the court-appointed guardian, healthcare agent

(through a durable power of attorney for health-

care), spouse, adult children, parents, and adult

siblings (Washington State Legislature, 2006). An

alternative to family-based substitute decision

making is using the courts, such as assigning a

court-appointed guardian. This mechanism exists

in both the USA and Canada.
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Policy

Substitute decision making is an important part

of policies of healthcare facilities and professional

organizations. For instance, the Canadian Medical

Association policy on resuscitative interventions

includes provisions related to substitute decision

making (Canadian Medical Association, 1995).

Similarly, the American Geriatric Society endorses

the value of substitute decision making for patients

who have lost decision-making capacity (American

Geriatrics Society Ethics Committee, 1996). In the

Veterans Health Administration (VHA), the largest

healthcare system in the USA, the informed consent

policy refers to substitute decision makers as surro-

gates. The policy states that, when a patient lacks

decision-making capacity, the practitioner must

make a reasonable inquiry as to the availability and

authority of an advance directive naming a health-

care agent. If no healthcare agent is authorized and

available, the practitioner must make a reasonable

inquiry as to the availability of other possible surro-

gates according to the order of priority (legal guard-

ian, spouse, adult child, parent, sibling, grandparent,

grandchild, close friend) (Veterans Health Adminis-

tration, 2003). This policy also outlines procedures

for managing disagreements between healthcare

providers and substitute decision makers.

Empirical studies

Empirical studies pertaining to substitute decision

making have primarily focused on the role and

experience of the substitute decision maker, and

the level of concordance between patients’ prefer-

ences and those of substitute decision makers.

When patients are asked who they would want to

represent them, the majority opt for their own

family members (High, 1994). Although the pri-

mary role of substitute decision makers is to make

healthcare decisions, their role is more compli-

cated. Substitute decision makers usually try to do

the right thing for their loved one while realistically

taking into consideration their own interests. They

also try to present to the healthcare providers a

more holistic picture of their loved one than that of

a patient. In addition, they often serve a role in

safeguarding the loved one’s dignity (Chambers-

Evans and Carnevale, 2005).

Research has demonstrated that family members

have difficulty predicting accurately their loved

one’s preferences for life-sustaining treatments

(Uhlmann et al., 1988; Pearlman et al., 2005). This

has been shown even among family members

involved in a study of advance care planning

(Pearlman et al., 2005). Yet, if a conflict were to

arise between a patient’s prior wishes and what

the substitute decision maker believes to be the

best decision, patients prefer that the substitute

decision maker’s decision take priority over their

previously stated wishes (Terry et al., 1999).

How should I approach substitute
decision making in practice?

Any individual can become so sick that they cannot

speak for themselves. Consequently, asking who is

the preferred substitute decision maker should

occur early in the development of a patient–

provider relationship. In the outpatient setting, this

can be raised in the context of getting to know the

patient and his or her preferences better. Some

patients lose decision-making capacity when they

are hospitalized for an acute illness. Therefore,

hospitalization is another opportunity for raising

the question of substitute decision making.

Healthcare providers are able to identify patients

at increased risk for losing decision-making cap-

acity. They also understand that patients with

families in conflict or without family pose a high

risk for future problems should the patient lose

decision-making capacity. Therefore, healthcare

providers should target these patients for discus-

sion about substitute decision makers if the need

arises. These high risk situations include:

� early dementia

� history of a stroke

� health conditions that predispose to a future

stroke (e.g., uncontrolled hypertension)
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� health conditions that predispose to delirium

(e.g., frailty, advanced age)

� terminal illness

� engaging in risky behaviors that are associated

with brain injuries (e.g., riding convertible cars

without using seat belts)

� recurrent severe psychiatric illnesses (e.g., severe

dementia, mania, psychosis)

� families with conflicts

� social isolation (e.g., no family members or close

friends).

Who should make the decision for
the person who has lost decision-making
capacity?

The substitute decision maker should be the person

or persons with the best knowledge of the patient’s

specific wishes, or of the patient’s values and beliefs,

as they pertain to the present situation. In general,

close relatives are preferred as substitute decision

makers in the belief that they will know the patient

well enough to replicate the decision that the patient

would make if he or she were capable. However, the

patient may be estranged from his or her spouse,

parents, children, or siblings, and in some instances

a friend will know the patient’s wishes best.

In order to help patients to decide on the ideal

candidates to be their substitute decision makers,

healthcare providers may review with patients the

following attributes:

� meets local legal requirements, if they exist, such

as being a competent adult or at least 18 years of

age (this is important if the person wishes to

empower a healthcare agent through a durable

power of attorney for healthcare)

� knows the patient well and is willing to speak on

behalf of him or her

� is willing to talk with the patient now about

sensitive issues

� would be able to act on/advocate for the patient’s

wishes and separate their own feelings

� would be able to solicit input from other

intimates if the surrogate is unclear regarding

what patient’s wishes would have been

� ability to handle the responsibility, physically

and emotionally

� available to meet with healthcare providers if

needed

� ability to speak to healthcare providers as equal

partners in decision making

� ability to handle conflicting opinions between

family members, friends, and/or healthcare

providers.

Sometimes a substitute decision maker is not

available or appears to be making decisions that

conflict with the patient’s previously expressed

preferences or best interests. In these circum-

stances a substitute decision maker may need to be

appointed by a court of law. In many jurisdictions

this takes significant amounts of time and adds to

the costs of care (Teno et al., 1995).

How should decisions be made for
persons who have lost decision-making
capacity?

The task of substitute decision makers is not to

decide how they would want to be treated were

they in the patient’s situation but, rather, to decide

how the patient would want to be treated. This is

critically important, and healthcare providers must

help to ensure that substitute decision makers

understand this role. The criteria on which the

decision should be based are: (i) the specific wishes

previously expressed by the patient; (ii) if specific

wishes are not known, the patient’s known values

and beliefs; and (iii) if neither specific wishes or

values and beliefs are known, the patient’s best

interests. Patients’ wishes are those preferences

expressed while they had capacity that seem to

apply to the decision that needs to be currently

made. Values and beliefs are less specific than

wishes but allow substitute decision makers to

infer, in light of other choices the patient has made

and their general approach to life, what patients

would decide in the present situation. Despite

the best intentions and most sincere efforts of

those involved, it sometimes remains unknown or

unclear what the patient would have chosen. When

Substitute decision making 61



good information about patients’ wishes, or values

and beliefs, is lacking, or when the available

information is contradictory, decision makers may

be forced to make a judgement as to patients’ best

interests in particular circumstances. The calcula-

tion of a patient’s best interests is based on

objective estimates of the benefits and burdens of

treatment to the patient.

When relatives disagree, they should be encour-

aged to focus their attention on the question of

what the patient would want to be done given the

current goal of treatment or what is in the patient’s

best interests. Both of these questions need to be

answered with an understanding of the current goals

of care. For example, a patient’s preference for a

treatment, especially a life-sustaining one, usually

varies depending on whether the goal of care is

palliative comfort care or curative treatment. Often,

disagreements between family members abate over

time because a shared understanding of the clinical

situation and prognosis develops. Chaplains may

be of assistance, especially if one or more family

members are invoking religious interpretations or

perceiving religious implications of the decision.

On occasion, a court-appointed guardian becomes

involved to help to decide which of the family

members should be the official decision maker.

How can substitute decision making be
improved?

Often substitute decision makers never anticipated

that they would be in this role. The role was not

previously discussed with the patient, and so they

often feel unprepared. Healthcare providers can

initiate the discussion with patients and their loved

ones about substitute decision making.

Of course, helping them engage in a meaningful

and useful conversation becomes the more chal-

lenging step. It is important for patients and their

family members to know how decision making

would likely occur without explicit planning. If a

friend or unmarried partner is the desired substitute

decision maker, then in some areas these individ-

uals might be excluded from the decision-making

process unless they were formally appointed as a

healthcare agent. For example, in the USA the

appointment of a healthcare agent is the mechan-

ism to empower a non-family member, and this

occurs through a durable power of attorney for

healthcare.

The next task for healthcare providers is to

guide patients and their surrogates through a dis-

cussion. Often, these discussions immediately

focus on cardiopulmonary resuscitation (e.g., do-

not-resuscitate orders) or what should be done if

the person ended up in a permanent coma (Tulsky

et al., 1998). More nuanced discussion is required.

One increasingly popular approach is to identify

whether there are any particular situations in

which the patient would not want to receive life-

sustaining treatment. This might be prolonged

coma, severe dementia, or dying anyway from a

terminal illness. Studies have shown that a ‘‘state

worse than death’’ usually leads people to want to

forgo life-sustaining treatments (Patrick et al.,

1997). Thus, the identification of these conditions

can serve as a proxy for preferences about treat-

ments. Three questions can help to focus this

conversation

1. ‘‘Are there any situations that you’ve read about

in the newspaper, or heard about on the radio,

or seen on TV where you’ve said to yourself,

I would never want to live like that.’’

2. ‘‘What makes each of these situations so

unacceptable?’’ Asking this helps the patient to

identify core values that should help guide

decision making if a situation arises that requires

a substitute decision maker for something differ-

ent from what was specifically talked about.

3. As a check on these preferences and values, the

healthcare provider should ask if the following

interpretation is correct: ‘‘Does this mean that

if you end up like [X], you would not want

treatment for a life-threatening event that would

serve to prolong this existence?’’ If the answer

is yes, then the construct is supported. If the

answer is no, then asking why should identify

other core values that need to be understood

and factored into future decision making.
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If patients decide to formalize preferences through

an advance directive (Ch. 10), then healthcare pro-

viders should reinforce the importance of ensuring

that substitute decision makers have access to the

document (and any future updates). Moreover, the

healthcare provider should ensure that the infor-

mation is readily available in the medical record to

ensure that other providers, if needed, have access to

this information.

Healthcare providers need to understand and be

trained in their important role of facilitating the

process of substitute decision making by providing

information that will enable the substitute to make

an informed choice on the patient’s behalf.

Healthcare professionals should guide substitute

decisionmakers to consider the patients’ previously

expressed wishes, values and beliefs, or best inter-

ests (in this order). When it is apparent that the

substitute decision maker is making a choice that

is significantly different from what the patient

might have chosen, healthcare providers find

themselves in a difficult situation and should seek

advice from colleagues, ethics consultants, or legal

counsel.

The cases

Mr. E is incapable of participating in the decision

making because of AIDS-related dementia. The

physician speaks to Mr. E’s partner, who agrees that

he would not want to be admitted to hospital to

undergo any invasive procedures. The partner

believes he would want to go home, perhaps with

supplemental oxygen therapy to relieve some of his

distress. He tells the physician that after his last

episode of PCP, Mr. E instructed him that he would

never wish to go through the necessary treatment

again. Before palliative home oxygen therapy is

arranged, Mr. E’s family members arrive at the

hospital and express the desire that he receive

‘‘everything,’’ including aggressive life-sustaining

treatment if indicated. Mr. E’s partner talks to

the family and shows them a durable power of

attorney for healthcare form that Mr. E completed

that empowers him to make medical decisions

on his behalf. After a series of discussions, the

family members appreciate the importance of

respectingMr. E’s preferences and values, including

having his partner function as the primary decision

maker on his behalf. Jointly, the healthcare agent

(i.e., the partner and formal substitute decision

maker) and the family agree to palliative home

oxygen. The patient is sent home with hospice

follow-up and dies comfortably several days later.

Mrs. F is judged to be temporarily incapacitated

during this COPD exacerbation. After discussing

the patient’s incapacity, the physician asks the

daughter whether she knows what her mother

would want if the situation deteriorates further.

The daughter says that Mrs. F’s quality of life has

been declining since her dad died two years ago,

but seems to have taken a marked fall recently

since the latest hospitalization. Although she has

never discussed this sort of situation directly

with her mother, she does not think that her

mother would want resuscitation (CPR) or mech-

anical ventilation. However, she is uncomfortable

making this decision on her own. The physician

suggests that she consult with her siblings. The

physician says that in the meantime everything

possible will be done to avoid intubation; however,

intubation will proceed if it becomes medically

necessary. Two hours later the daughter reports to

the physician that all of the children feel that Mrs.

F would refuse CPR and intubation if she had the

capacity to communicate her wishes. Although the

physician makes it clear that Mrs. F might be able

to make this decision herself if she recovers from

the current episode, the daughter requests that ‘‘do

not intubate’’ and ‘‘do-not-attempt-resuscitation’’

orders be placed on the patient’s chart. The

rationale is that the family members believe (and

the physician concurs) that their mother’s recov-

ery, at best, would be short lived, and that she

would not want to spend her remaining days suf-

fering with shortness of breath. The physician

agrees to write the order and plans to discuss it

with the patient if her capacity improves.
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Advance care planning

James A. Tulsky, Linda L. Emanuel, Douglas K. Martin and Peter A. Singer

Mrs. G is 63 years old and has no significant history of

illness. She presents for a routine visit to her family

physician. She has read newspaper articles about living

wills and thought that this was something she ought to

address, but had never taken it further. In the physician’s

waiting room, she sees a leaflet on advance directives and

decides that today would be a good day to learn more

about this.

Mr. H is a 40-year-old man who was diagnosed 6 months

ago with advanced glioblastoma multiforme, an incurable

brain tumor. He presents to his oncologist with symptoms

of early cognitive dysfunction. The physician considers

what Mr. H should be told about advance directives.

What is advance care planning?

Advance care planning is a process whereby a

patient, in consultation with healthcare providers,

family members, and important others, makes

decisions about his or her future healthcare (Teno

et al., 1994). This planning may involve the prep-

aration of a written advance directive (Emanuel

et al., 1991). Completed by patients when they are

capable, advance directives are invoked in the

event that the patient loses decision making cap-

acity. Advance directives may indicate what inter-

ventions patients would or would not want in

various situations, and whom they would want to

name as healthcare surrogates to make treatment

decisions on their behalf.

Why is advance care planning important?

Ethics, law, and policy

Advance care planning helps to ensure that the

norm of consent is respected when sick people are

no longer able to discuss their treatment options

with physicians and thereby exercise control over

the course of their care. This norm is grounded in

the principle of self-determination and respect for

autonomy, a classic expression of which is Justice

Benjamin Cardozo’s statement in 1914 that ‘‘Every

human being of adult years and sound mind has

the right to determine what shall be done with his

own body’’ (Faden et al., 1986).

Advance care planning also rests on the principle

of respect for persons, and this respect must extend

to those whose cultural values emphasize the inter-

dependence of human beings and the well-being of

the family or community as a whole. Advance care

planning recognizes that sick people suffer a loss of

dignity when they cannot command respect for their

considered and cherished intentions and that such

An earlier version of this chapter has appeared: Singer, P. A., Robertson, G., and Roy, D. J. (1996). Advance care planning. CMAJ 155:

1689–92. Portions from the following sources were also used: Martin, D. K., Emanuel, L. L., and Singer, P. A. (2000). Planning for the

end of life. Lancet 356: 1672–6; Fischer, G. S., Tulsky, J. A., and Arnold, R.M. (2004). Advance Directives. In Encyclopedia of

Bioethics, 3rd edn, ed. S. G. Post. New York: Macmillan Reference USA.
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intentions may be shaped by cultural values

(Kagawa-Singer and Blackhall, 2001).

In the USA, state laws allow individuals to com-

plete advance directive documents and to name

surrogate healthcare decision makers, and a federal

law requires all patients admitted to hospital to be

notified of this right (US Congress, 1990). Most

European countries have followed suit with provi-

sions for advance care planning (Fassier et al.,

2005).

Empirical studies

Despite considerable interest and widespread legis-

lation in favor of advance directives, advance care

planning has not been as successful as proponents

would wish. In multiple surveys, patients and pro-

viders expressed positive attitudes towards advance

directives (Lo et al., 1986; Shmerling et al., 1988;

Frankl et al., 1989; Stolman et al., 1990; Emanuel

et al., 1991; Gamble et al., 1991; Joos et al., 1993), yet

they seldom complete such forms (Emanuel et al.,

1991). With considerable effort, a variety of inter-

ventions can increase the use of advance directives

(Cohen-Mansfield et al., 1991; Hare and Nelson,

1991; Sachs et al., 1992; High, 1993; Markson et al.,

1994; Rubin et al., 1994) but only to modest levels

and with minimal effect on care (Hanson et al.,

1997a; Landry et al., 1997). One large study to assess

the effectiveness of advance care planning in the

care of dying patients (SUPPORT) found that it

had no impact on physician–patient communi-

cation, incidence, or timing of written do-not-

resuscitate (DNR) orders, physicians’ knowledge of

patients’ preferences, the number of days spent in

the intensive care unit receiving mechanical venti-

lation, the level of reported pain, or the use of hos-

pital resources (SUPPORT Principal Investigators,

1995).

This lack of effect may result from several

issues. The communication between clinicians

and patients that guides the creation of advance

directives may be flawed (Tulsky et al., 1998).

Some patients change their views as time passes

(Emanuel et al., 1994; Danis et al., 1994) and others

request life-prolonging interventions that subse-

quently prove to be unrealistic. Substitute decision

makers are not always sure that a patient’s situ-

ation is equivalent to that described in an advance

directive (Tulsky, 2005). Furthermore, cultural val-

ues play an important role in advance care plan-

ning, and advance directives may not be acceptable

to some groups of people or may be variably

interpreted (Caralis et al., 1993; Blackhall et al.,

1995; Carrese and Rhodes, 1995). In a review of

more than 100 research articles, advance care

planning, and advanced directive forms, Miles and

colleagues (1996) concluded, ‘‘Advance treatment

preferences have been shown to be difficult to

form, communicate, and implement.’’ The key

question is why?

One answer may be that the traditional concep-

tual framework underlying advance care planning

and use of advance directive forms is not rooted in

the needs and experiences of patients. Tradition-

ally, advance care planning was thought to help

people to prepare for treatment decisions in times

of incapacity, to be based on the ethical principle

of autonomy, and to focus on completing written

advance directive forms within the context of the

physician–patient relationship. However, from the

perspective of patients, advance care planning also

helps patients to prepare for death, is influenced by

personal relationships, is a social process, and

occurs within the context of family and loved ones

(Singer et al., 1998). Thus, the process of advance

care planning and outcome measures used in

previous research may not have focused on the

issues of greatest importance to patients and their

loved ones.

How should I approach advance care
planning in practice?

The original goal of the movement for advance care

planning – from the perspective of ethicists and legal

scholars – was to assist patients to make treatment

decisions for the event of incapacity. However,

from the patient’s perspective, the primary goal
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of advance care planning is more commonly pre-

paring for death and dying (Martin et al., 1999).

People struggle to find ways to cope with death

(Field and Cassel, 1997). Once a central ritual of

social and religious life, death has been privatized,

desacralized, hidden behind institutional walls,

and implicitly made taboo. Advance care planning

can help people to prepare for death, which, from

the patient’s perspective, tends to mean helping

them to achieve a sense of control, relieving burdens

on loved ones, and strengthening or reaching

closure in relationships with loved ones (Martin

et al., 1999). Given this reconceptualization, clin-

icians approaching patients to discuss advance care

planning ought to keep in mind the following goals

for the process (Martin et al., 2000).

Maintaining a sense of control

Autonomy is central to advance care planning, but

not primarily in the sense of controlling each

treatment decision, as has generally been assumed.

Bereaved family members feel that improved

communication would improve end of life care,

but that focusing on specific treatment decisions

avoids considerations of death and ‘‘may not sat-

isfy the real needs of dying patients and their

families’’ (Hanson et al., 1997b). Achieving an

overall sense of control in the dying experience is

an important psychosocial outcome. Advance care

planning can help people to achieve a sense of

control by thinking beyond an itemized list of

concrete objectives to a situation that maps a

personal approach to dying by considering the

values and goals that should guide their dying

(Singer et al., 1998; Martin et al., 1999).

Relieving the burden

People who are dying want to attend to the needs

of their loved ones, and patients fear that loved

ones may bear the burdens of a protracted

terminal illness. Advance care planning allows

people to determine settings for care and limits for

life-sustaining treatments that may inappropri-

ately lengthen dying, and it facilitates reflective

discussion of values, goals, and preferences with

loved ones in a non-crisis environment. This may

help loved ones who bear the burdens of anxiety

and physical care through a protracted dying

process. Advance care planning may also help to

prepare those who serve as substitute decision

makers in a crisis, and mitigate the guilt felt by

loved ones who must make difficult substitute

decisions with respect to life-sustaining treat-

ment. Advance care planning can also help the

healthcare team to be prepared for the patient’s

death.

Strengthening relationships

People live in a web of social ties and generally

fear dying in isolation. Advance care planning

facilitates communication about death and thus

provides an opportunity to strengthen relation-

ships with loved ones. Advance care planning may

help people to settle their differences with loved

ones, including giving or seeking forgiveness for

past disagreements. Reflecting on life and the

meaning of death, and sharing those reflections

with loved ones may also help to strengthen

personal relationships.

Respecting culture

Decision making about end of life is influenced by

culturally shaped values. The principle of auton-

omy is the dominant ethic of healthcare in North

America and Western Europe. Yet for many other

people, autonomy may not be the dominant value.

For example, a study of attitudes toward end of life

decision making among people of Chinese origin

found that they were indifferent or negatively

disposed to advance care planning. These people

reflected a world view that values interdepend-

ence, compassion, and protection, by contrast

with independence and autonomy. Consequently,

to be consistent with a patient-centered approach,

healthcare professionals should discuss patient’s

goals about end of life decision making.
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A practical approach

Advance care planning discussions vary depending

on a patient’s state of health. Patients who are in

good health may benefit from selecting a healthcare

proxy and thinking about whether there are any

situations so intolerable that they would not want

their lives prolonged. When patients are older or

havemore serious chronic illnesses, physiciansmay

wish to begin a discussion that is broader in scope.

Although many view advance care planning as an

opportunity for patients to make known their

‘‘preferences’’ for treatment, many patients do not

have well-formed treatment preferences. By careful

exploration of patients’ values, healthcare providers

can help patients to discover these preferences.

Patients can be asked to talk about their goals for

life, their fears about disability, their hopes for what

the end of their life will look like, and their ideas

about states worse than death (Pearlman et al.,

1993). This expanded view of advance care planning

allows people to think about their mortality and

legacy. From such discussions, healthcare providers

can help patients to consider specifically whether

there are certain treatments that they might wish to

forgo, and to think about the circumstances under

which they might forgo them.

When the patient’s illness has progressed to its

final stages, healthcare providers can use the

groundwork from these earlier discussions to make

specific plans about what is to be done when the

inevitable worsening occurs. Among other things,

the patient and the healthcare providers can decide

the following. Should an ambulance be called?

Should the patient come to the hospital? Which life-

prolonging treatments should be employed and

which should be forgone? Are there particular

treatments aimed at symptomatic relief that should

be employed?

Even with this emphasis on the discussion and

process, advance directive forms remain useful as

they provide a legal, written record of the patient’s

values and preferences that may be useful in some

end of life scenarios. Numerous advance directive

forms have been developed by organizations,

governments, and academics. Instruction direct-

ives (also called living wills) describe what type of

care a person would or would not want in various

situations. Proxy directives (sometimes called

durable powers of attorney for healthcare) indicate

who a person would want to make treatment

decisions on his or her behalf. These two types of

directive are designed to accomplish different,

important, and complementary objectives.

For most situations, we recommend that

advance directive forms contain both instruction

and proxy directives. Furthermore, we recommend

detailed instruction directives that systematically

lead people through a process that helps them to

think about the form and to articulate values, goals,

and preferences relevant to healthcare decisions.

Most function as a worksheet and then a form for

documentation. Non-detailed instruction direct-

ives instead provide limited space, usually a few

lines, in which people may write instructions.

General instructions noted on a non-detailed dir-

ective are generally inconsistent with specific

treatment preferences (Schneiderman et al., 1992).

Moreover, compared with a detailed advance dir-

ective, a non-detailed advance directive results in

less-uniform interpretation by physicians (Mower

and Baraff, 1993).

When detailed, scenario-based instruction dir-

ectives with intervention choices are used, it is

possible to derive a patient’s personal thresholds

for intervention (Emanuel, 2007). These can be

particularly helpful when inferring from scenarios

in a prior statement to real situations. For instance,

in some documents, scenarios are arrayed in a

sequence that approximates a gradient of prog-

nosis severity (Emanuel et al., 1991). For each

scenario, potential interventions are arranged

approximately by level of burdensomeness. Indi-

viduals tend to have thresholds regarding burden-

someness and prognosis that can be seen when all

the options are filled in. This approach is supported

by the finding that most patients are concerned

about prognosis and treatment burden when they

engage in advance care planning (Weeks et al.,

1998; Fried et al., 2002; Fried and Bradley, 2003).
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Yet, as carefully as such documents may be

completed, rarely do advance directives clearly

dictate the care that should be given to a patient

who lacks decision-making capacity (Fischer et al.,

2004). Generally, some interpretation of the docu-

ment is required, a responsibility left to the named

surrogate decision maker, other family members,

and the healthcare team.

When a patient who has an advance directive

lacks decision-making capacity and is seriously ill,

the clinicians should discuss the situation with the

named proxy and other appropriate loved ones.

Reviewing the advance directive, those involved

should decide what they think the patient would

have wanted under the current circumstances. It

is easiest when the situation under consideration

matches well the scenarios described in the advance

directive. However, frequently the advance directive

form may not be sufficiently detailed to guide

treatment, in which case it may be necessary to

proceed almost as if there were no advance direct-

ive. In such situations, prior discussions involving

the patient, his or her loved ones, and clinicians

about the patient’s values regarding medical treat-

ments would be extremely useful.

Even when there seems to be an applicable

advance directive, there may be disagreement

among family members or between family mem-

bers and the healthcare team regarding the

patient’s care (Fischer et al., 2004). Loved ones may

disagree with the content of the advance directive,

believe that the patient changed his or her mind, or

believe that the patient made an error. Disagree-

ments may occur because of differing interpret-

ations of the document, such as the meaning of a

‘‘reasonable chance of recovery.’’ In these situ-

ations, it helps to focus the decision makers on

what the patient would have wanted and why the

advance directive was written in the first place.

Although it is best to gain a consensus of all the

interested parties, especially about forgoing life-

sustaining treatment, ultimately a named proxy has

the final decision. Healthcare providers who wish to

override proxies based on a patient’s written

advance directive should be wary. It is not clear that

all patients would want their proxy’s or loved one’s

wishes overruled. One study showed that over half

of a group of patients on dialysis thought their

doctors or proxies should have at least some leeway

to interpret their advance directive (Sehgal et al.,

1992). In such situations, clinicians may be best off

consulting with the hospital ethics committee.

Advance care planning enables clinicians to

respect patients’ wishes for medical care in the event

of future incompetence. The goals of advance care

planning will be different for patients at different

stages of life and health, but the aim in all cases is to

help patients to articulate health-related values in a

manner that can assist decisionmakers, allowpatients

to maintain control, relieve burdens on others, and

strengthen important personal relationships.

The cases

Mrs. G is requesting information about advance care

planning. Her physician should refer her to one of

the available information sources or provide her a

form and encourage her to begin the process of

advance care planning with her preferred proxy

decision maker. After a period of time, Mrs. G and

her substitute might together meet with the phys-

ician. At this meeting, the physician can review

Mrs. G’s treatment preferences to ensure that she

has understood the information in the advance dir-

ective form and is capable of completing it. If her

health situation changes, the physician should rec-

ommend that Mrs. G update her advance directive.

Mr. H, unfortunately, may soon be incapable of

making healthcare decisions. The physician should

raise the subject of advance care planning with him

in a sensitive manner and follow the same steps as

described for Mrs. G. However, in the case of Mr. H,

the physician will have to pay particular attention

to the issue of capacity. This situation also repre-

sents an opportunity for the physician to tailor the

information considered by Mr. H in advance care

planning to the likely future of progressive cogni-

tive deterioration. It is also an opportunity for
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the patient, his family, and the physician to begin

to prepare for his impending death.
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Euthanasia and assisted suicide

Bernard M. Dickens, Joseph M. Boyle Jr., and Linda Ganzini

Ms. I is 32 years old and has advanced gastric cancer that

has resulted in constant severe pain and poorly controlled

vomiting. Despite steady increases in her opioid dose, her

pain has worsened greatly over the last two days. Death is

imminent, but the patient pleads incessantly with the

hospital staff to ‘‘put her out of her misery.’’

Mr. J is a 39-year-old injection drug user with a history of

alcoholism and depression. He presents at an emergency

department, insisting that he no longer wishes to live. He

repeatedly requests euthanasia on the grounds that he is

no longer able to bear his suffering (although he is not

in any physical pain). A psychiatrist rules out clinical

depression.

What are euthanasia and assisted
suicide?

Euthanasia has been defined as a deliberate act

undertaken by one person with the intention of

ending the life of another person to relieve that

person’s suffering. Euthanasia may be ‘‘voluntary,’’

‘‘involuntary,’’ or ‘‘non-voluntary,’’ depending on

(i) the competence of the recipient, (ii) whether

or not the act is consistent with the recipient’s

wishes (if these are known), and (iii) whether or not

the recipient is aware that euthanasia is to be

performed. Assisted suicide has been defined as

‘‘the act of intentionally killing oneself with the

assistance of another who deliberately provides

the knowledge, means, or both’’ (Special Senate

Committee on Euthanasia and Assisted Suicide,

1995). In ‘‘physician-assisted suicide,’’ a physician

provides the assistance.

Why are euthanasia and assisted suicide
important?

States all over the world have debated recently the

question of whether physicians and other health-

care professionals should in certain circumstances

participate in intentionally bringing about the

death of a patient, and whether these practices

should be accepted by society as a whole. The

ethical, legal, and public-policy implications of

these questions merit careful consideration.

Ethics

There is considerable disagreement about whether

euthanasia and assisted suicide are ethically distinct

from decisions to forgo life-sustaining treatments

(Gillion, 1988; Roy, 1990; Brock, 1992; Dickens,

1993; Annas, 1996) and the issue has formed the

basis of a number of legal actions (Sue Rodriguez v.

British Columbia (Attorney General), 1993; Quill v.

Vacco, 1996; Compassion in Dying v. Washington,

1996). At the heart of the debate is the ethical sig-

nificance given to the intentions of those performing

An earlier version of this chapter has appeared: Lavery, J. V., Dickens, B.M., Boyle, J.M., and Singer, P. A. (1997). Euthanasia and

assisted suicide. CMAJ 156: 1405–8.
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these acts (Brody, 1993; Quill, 1993). Supporters of

euthanasia and assisted suicide reject the argument

that there is an ethical distinction between these acts

and acts of forgoing life-sustaining treatment. They

claim, instead, that euthanasia and assisted suicide

are consistent with the right of patients to make

autonomous choices about the time and manner

of their own death (Brock, 1992; Angell, 1997).

Opponents of euthanasia and assisted suicide claim

that death is a predictable consequence of the

morally justified withdrawal of life-sustaining treat-

ments only in cases where there is a fatal underlying

condition, and that it is the condition, not the action

of withdrawing treatment, that causes death (Foley,

1997). A physician who performs euthanasia or

assists in a suicide, by comparison, has the death of

the patient as his or her primary objective. Although

opponents of euthanasia and assisted suicide rec-

ognize the importance of self-determination, they

argue that individual autonomy has limits and that

the right to self-determination should not be given

ultimate standing in social policy regarding eutha-

nasia and assisted suicide (Callaghan, 1992). Sup-

porters of euthanasia and assisted suicide believe

that these acts benefit terminally ill patients by

relieving their suffering (Brody, 1992), while oppon-

ents argue that the compassionate grounds for

endorsing these acts cannot ensure that euthanasia

will be limited to people who request it voluntarily

(Kamisar, 1995). Opponents of euthanasia are also

concerned that the acceptance of euthanasia may

contribute to an increasingly casual attitude toward

private killing in society (Kamisar, 1958). Most

commentators make no formal ethical distinction

between euthanasia and assisted suicide, since in

both cases the person performing the euthanasia

or assisting the suicide deliberately facilitates the

patient’s death. Concerns have been expressed,

however, about the risk of error, coercion, or abuse

that could arise if physicians become the final agents

in voluntary euthanasia (Quill et al., 1992). There is

also disagreement about whether euthanasia and

assisted suicide should rightly be considered ‘‘med-

ical’’ procedures (Kinsella, 1991; Drickamer et al.,

1997).

Law

Most legal systems recognize a distinction between

positive acts intended to cause death and passively

allowing natural death to occur. The former is

usually considered homicide, including murder and

infanticide. Withholding and withdrawing life sup-

port can also be homicide, usually manslaughter,

when there is a legal duty of maintenance. How-

ever, although physicians must render care neces-

sary for their patients’ survival, they are usually

not bound to provide treatment that in good faith

they consider futile or ineffective to sustain their

patients’ well-being or capacity to function at a

conscious, aware level. For instance, patients who

remain in a permanent or persistent vegetative state

may have means of nutrition and hydration with-

drawn when death is predicted to result (Airedale

NHS Trust v. Bland, 1993).

A small but potentially growing number of

jurisdictions allow physicians to comply with

competent patients’ persistent requests that their

unbearable pain be relieved by terminal means.

The Netherlands pioneered medically induced

death, not limited to terminal patients, by a series

of judicial rulings in the 1960s and legislation

enacted in 2000, and the US state of Oregon and

Belgium have amended their legislation to provide

conditions under which physicians may (not must)

comply with competent patients’ requests by

undertaking interventions intended to cause death.

In the absence of such law, however, a competent

patient’s consent to such an intervention is not a

defense to a criminal charge of homicide or crim-

inal negligence laid against a physician.

Assisted suicide was decriminalized in Switzerland

in 1942 (Guillod and Schmidt, 2005), not neces-

sarily limited to physicians’ assistance, but this is

the exception that proves the general rule that

decriminalization of individuals’ attempted suicide

does not open a way to assistance, by physicians or

others. Withdrawal of prohibition of attempted

suicide does not create a right to an attempt (Sue

Rodriguez v. Attorney-General of British Columbia,

1993), nor to assistance. Counseling and assisting
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suicide remain offences in most jurisdictions.

However, several jurisdictions such as the Nether-

lands and Belgium are coming to recognize indi-

viduals’ capacity for rational choice of suicide, and

the right of physicians to give assistance.

A concern regarding approaching euthanasia and

medically assisted suicide through criminal law is

that enforcement may be ineffective. Physicians

may be justified in increasing medications for pain

control, as patients’ relief from pain at given dos-

age levels decreases, until a toxic level is predict-

ably reached and is the precipitating cause of

death. Patients’ deaths result, however, not from

their treatment but from their pathologies, which

justified and even compelled the pain relief treat-

ment (R v. Adams, 1957; Williams, 2001). Physicians

who withhold indicated measures of pain relief for

fear of personal accountability for their patients’

deaths are in a conflict of interest. However, pros-

ecutors may find it impossible to show beyond

reasonable doubt that physicians’ primary inten-

tions are not pain relief but ‘‘mercy killing.’’

Similarly, medications may properly be pre-

scribed for patients’ periodic self-administration,

which they may hoard and then consume at the

same time in order to commit suicide. Physicians

may recognize this as a risk, but it may be impos-

sible to show beyond reasonable doubt that they

intended this consequence or were negligent.

Warning patients of dangers to their lives of over

medication may send an ambiguous message.

Empirical studies

A study in 1995 in Canada (Singer et al., 1995)

showed that more than 75% of the general public

supported voluntary euthanasia and assisted sui-

cide in the case of patients who were unlikely to

recover from their illness. Roughly equal numbers,

however, opposed these practices for patients with

reversible conditions (78% opposed), elderly dis-

abled people who feel they are a burden to others

(75% opposed), and elderly people with minor

physical ailments (83% opposed) (Genuis et al.,

1994). Results of one survey indicated that 24% of

Canadian physicians would be willing to practice

euthanasia and 23% would be willing to assist in a

suicide if these acts were legal (Wysong, 1996).

These findings are similar to the results of surveys

conducted in the UK (Ward and Tate, 1994) and in

Australia’s Northern Territory (Anon., 1996). Surveys

of physicians in the Australian state of Victoria

(Kuhse and Singer, 1988), as well as surveys in

Oregon (Lee et al., 1996), Washington (Shapiro et al.,

1994), and Michigan (Bachman et al., 1996) indi-

cated that a majority of physicians in these juris-

dictions supported euthanasia and assisted suicide

in principle and favored their decriminalization.

Physicians in certain specialties, such as palliative

care, appear to be less willing to participate in

euthanasia and assisted suicide than physicians in

other specialties.

Approximately 3% of all deaths in the Nether-

lands result from euthanasia or assisted suicide

(van der Maas et al., 1996). Most of these patients

have cancer, though one in five patients with

amyotrophic lateral sclerosis die of euthanasia or

assisted suicide (Veldink et al., 2002). Physicians

report that Dutch patients pursue euthanasia

because of loss of dignity, ‘‘unworthy dying,’’ and

dependence on others. Pain was mentioned as a

reason for pursuing hastened death by almost half

of patients, but in only 5% was it the sole reason

(van der Maas et al., 1996).

In a national US sample of almost 2000 phys-

icians, one in six reported having received a request

from a patient for assistance with suicide; 11%

had received a request for a lethal injection; 3%

reported that they had written at least one pre-

scription to be used to hasten death; and 4.7% said

that they had administered at least one lethal

injection. The most common reasons for the

request were discomfort other than pain, loss of

dignity, fear of uncontrollable symptoms, pain, and

loss of meaning in life (Meier et al., 1998). Phys-

icians were more likely to honor the requests of

patients with severe pain or discomfort who had a

life expectancy of less than one month and were

not assessed as depressed at the time of the request

(Meier et al., 2003).
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Assisted suicide became lawful in Oregon in

1997, and each year approximately 0.1% of deaths

in that state are by lethal prescription. One in six

explicit requests for physician aid in dying are

honored. Individuals who access lethal prescrip-

tions under the law are well educated and socio-

economically secure compared with other Oregon

decedents. Most patients are enrolled in home

hospice when they receive the lethal prescription,

suggesting that assisted suicide is not a substitute

for palliative care. Physicians and hospice workers

report that terminally ill individuals request

assisted suicide to control the timing and manner

of death and to avoid dependence on others.

Maintaining independence appears to be a lifelong

value for these patients. Uncontrolled pain is rarely

a reason for requesting assisted suicide, though

fears of worsening symptoms in the future are

prominent. Depressive disorders underlie desire for

hastened death in a variety of studies, but the

prevalence of depression among Oregon residents

who die by assisted suicide appears paradoxically

low, and may represent underrecognition by clin-

icians (Ganzini et al., 2000, 2002; Ganzini and

Dobscha, 2003). Physicians from Oregon who have

received requests reported that the experience is

emotionally intense, but those who agreed to par-

ticipate rarely had regrets (Dobscha et al., 2004).

How should I approach euthanasia and
assisted suicide in practice?

Although legal in a handful of countries and states,

euthanasia and assisted suicide remain illegal and

punishable by imprisonment in most jurisdictions.

Physicians who believe that euthanasia and

assisted suicide should be legally accepted may

pursue these convictions through various legal and

democratic means at their disposal: the courts and

the legislature. In approaching these issues in a

clinical setting, it is important to (i) thoroughly

explore the reasons for the request; (ii) respect

competent decisions to forgo treatment, such as

discontinuing mechanical ventilation at the request

of a patient who is unable to breathe independ-

ently, which is legal; (iii) support the patient’s

autonomy and attempts to maintain control in

other areas of life; and (iv) provide appropriate

palliative measures.

The cases

The case of Ms. I involves a competent, terminally

ill patient who is imminently dying and in

intractable pain. The case of Mr. J involves an

apparently competent patient who is not dying but

is experiencing extreme mental suffering. In both

cases, the physician is confronted with a possible

request to participate in euthanasia or assisted

suicide. Ms. I is suffering and close to death. In

consultation with her and her family, the medical

team should aggressively control pain and symp-

toms, calling on the assistance of palliative care

specialists if available. Some physicians may be

concerned that this type of assertive sedation and

pain management may hasten death and thus

constitutes euthanasia. This approach, however, is

ethically permissible as long as the goal of care is to

decrease suffering, euthanasia is not the phys-

ician’s intention, and death is not the means for

alleviating suffering (Williams, 2001).

In the case of Mr. J, the clinical team should

explore the source of his despair and respond with

psychosocial support and efforts to decrease suf-

fering that do not end the patient’s life. Despite the

absence of clinical depression, assistance from

mental health experts may be beneficial.
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Conflict in the healthcare setting at the end of life

Susan Dorr Goold, Brent C. Williams, and Robert Arnold

Mrs. K, an 82-year-old woman with moderate to severe

Alzheimer’s dementia, advanced heart failure, emphysema,

and diabetes mellitus with neuropathy and nephropathy

has just been readmitted with difficulty breathing, two days

after being discharged to the care of her daughter. In the

previous admission for the same problem, she was treated in

the intensive care unit, narrowly avoiding intubation by the

use of aggressive pulmonary toilet, antibiotics, and diuretics

for possible pneumonia and congestive heart failure. Just

after her second admission, the attending physician

approached Mrs. K’s daughter to discuss forgoing life-

sustaining treatment. ‘‘Inmy opinion, if yourmother should

have a cardiac arrest, resuscitating her would be futile,’’ said

Mrs. K’s physician. The daughter reacted angrily and insisted

that ‘‘everything be done,’’ because her mom is strong and

can get better (as she has previously).

What is conflict in the healthcare
setting at the end of life?

Conflict may be defined as disagreement between

people when a decision must be made or an action

taken. Healthcare providers encounter conflict in

everyday practice, and one of the most difficult and

distressing situations physicians face is conflict

with family members over forgoing life-sustaining

treatment. What should be a cooperative effort to

achieve treatment goals turns into an exercise in

frustration and distress.

Why is conflict in the healthcare
setting at the end of life important?

In the hospital, death is routine to the caregivers,

but not to patients and families. Given the emo-

tional impact of decisions surrounding death and

dying, conflicts are not surprising but are still dis-

turbing to all parties involved and can diminish

trust between doctor and patient or family. This

impaired trust profoundly influences the ability of

families to believe or understand the prognosis and

accept physicians’ recommendations based on the

patient’s goals. Physicians, meanwhile, may be

angry and frustrated, distrust the family’s motives,

worry about litigation, or believe that they are

asked to violate their professional ethos by pro-

viding care that ‘‘does not work.’’ Although phys-

icians and patients (or families) may disagree

about the proper course of action in other settings,

conflicts in the context of severe illness involve

high stakes, great vulnerability, deep fears, and

strongly held beliefs. The focus here is on clinician–

family conflicts, and not conflicts between clin-

icians and patients, because when decisions about

withholding or withdrawing life-sustaining treat-

ment are contemplated, patients are often incap-

acitated. Furthermore, a competent patient’s

wishes are justifiably given much more respect

than the judgements of surrogates.

An earlier version of this chapter has appeared: Goold, S. D., Williams, B., and Arnold, R.M. Conflicts around decisions to limit

treatment: a differential diagnosis. Journal of the American Medical Association Feb. 16, 2000; 283(7): 909–14. Copyright (2000),

American Medical Association. All Rights Reserved.
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Decisions about withholding or withdrawing life-

sustaining treatment can receive a great deal of

publicity. While some cases, such as Terri Schiavo

in the USA, reach the courts and media, most

conflicts about end of life decisions do not. Even

without legal or media attention, these conflicts

can have serious consequences. They negatively

affect the quality of care and decision making, as

well as the satisfaction of both family members and

healthcare providers.

Ethics

Decisions about withdrawing, withholding, or con-

tinuing life-sustaining treatment require consider-

ation of moral as well as medical concerns. Clinicians

may feel that they are violating professional norms to

‘‘do no harm’’ when they are asked to continue bur-

densome interventions that they consider tobeof little

or no benefit. Recognizing moral dimensions is an

importantfirst step, includingprofessional obligations

of compassion, respect for patients’ and families’ val-

ues and beliefs (which may differ substantially from

those of the physician), competence (e.g., in prog-

nosticating and communicating), honesty, and

humility. Humility, and its antithesis arrogance, bear

particular weight when families face the need to trust

physicians’ prognoses and recommendations.

Law

Statutes and legal precedents from a number of jur-

isdictions frequently apply to end of life decision

making. Many courts have addressed ‘‘right to die’’

cases permitting the withdrawing or withholding of

life-sustaining treatment, although the standard

of evidence required regarding what the patient

would have wanted may vary. For example, the US

Supreme Court decision in Cruzan v. Director,

Missouri Dep’t. of Health (1990) clarified the circum-

stances under which a patient may refuse medical

treatment or authorize another to speak for him or

her, andpermitted states todevelop their own right to

die laws. Statutes may legitimize advance directives

(living wills and/or durable powers of attorney for

healthcare), address the circumstances under which

a patient can refuse medical treatment, provide

guidance for surrogate decision making, address

physician-assisted suicide, or require healthcare

organizations or doctors to inquire about advance

directives. Professionals should be familiar with laws

in their own country and locality, and know how to

access legal advice when necessary.

Policy

Besides policies set by governments, institutions

(hospitals, nursing homes, health systems) fre-

quently include end of life issues in their policies.

Some healthcare institutions have ‘‘futility’’ pol-

icies; most will have policies about withdrawing

and withholding life-sustaining treatment (e.g., do

not resuscitate orders) and surrogate decision

making. Other relevant policies may not be formal

or obvious, for instance intensive care units and

emergency rooms may restrict family access to

patients during certain hours or certain events (e.g.,

resuscitation) (Kopelman et al., 2005).

Empirical studies

End of life decision making and care have attracted

an enormous amount of research, ranging from

comparisons of patients’ and surrogates’ preferences

to interventional studies aiming to increase advance

directive use or discussions about limiting treatment

(Lynn et al., 2000; Prendergast, 2001). Most of these

studies portray an unfortunate reality: the wishes of

patients are rarely known, poorly predicted by sur-

rogates, unreliably followed when they are known,

and patients’ symptoms remain inadequately treated

(Fagerlin and Schneider, 2004; Silveira et al., 2005).

The approach below integrates, when available,

evidence about end of life decision making.

How should I approach conflict in the
healthcare setting at the end of life in
practice?

As for other problems in medicine, developing a

differential diagnosis for end of life conflicts can help
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clinicians to consider carefully all of the possible

explanations for the disagreement. Rather than

reacting to the manifest problem (e.g., establishing

code status), the first crucial step is to actively

inquire what are some possible root causes of the

conflict. After reflecting on root causes, addressing

conflicts in end of life care should begin with a few

open-ended questions. Asking the family about the

patient’s past history, what other clinicians have told

them about their loved one’s condition, and their

choices (e.g., ‘‘Can you tell me why you are leaning

toward resuscitation in the event she stops breath-

ing?’’) allows one to identify the reasons behind

decisions, as well as assess understanding. With

that information, clinicians can explicitly create a

differential diagnosis of the sources of conflict,

which fall into three general categories: family fea-

tures, healthcare provider features, and contextual

(organizational and social) features. These are often

present in combination and may interact.

Family features that contribute to conflicts

‘‘Family’’ refers here to a patient’s collection of

intimates, who may or may not be related by blood

ties. Two types of circumstance can explain the

family’s role in conflict. In the first, families do not

understand the medical issues. In the second, they

understand the clinical situation but reach a dif-

ferent conclusion from healthcare providers.

Inadequate understanding of the medical situ-

ation by the family could include a completely

different understanding of the prognosis. An opti-

mistic belief that cardiopulmonary resuscitation

will succeed, for instance, could reflect its 77%

success rate on television (Diem et al., 1996).

Consultants or nurses may inadvertently convey a

different prognosis to the family than the primary

physicians, so it is often useful to choose one

healthcare professional to serve as the primary

communicator, while other clinicians convey

information through this spokesperson. Families

often poorly process and imperfectly remember

‘‘bad news,’’ even when it is clearly and consistently

provided. Repeating key concepts, giving written as

well as verbal information, encouraging questions

(‘‘I expect you will have questions about what we

discussed today. Write them down for our talk

tomorrow’’) and periodically assessing under-

standing of the situation may improve information

transfer and decrease frustration.

Denial – the inability to explicitly recognize a set

of facts because of its unacceptable psychological

consequences – commonly affects the ability to

understand medical situations. Symptoms of denial

include displacement – a focus of concern on trivial,

but controllable, matters – and an inability to

discuss ‘‘bad news’’ (Weissman, 2004). Mrs. K’s

daughter, in the case described, asked about her

mother’s oxygen level and laboratory results; con-

versations about the ‘‘big picture’’ were quickly

turned into discussions about relatively unimport-

ant medical processes. Effective techniques for

managing denial include open-ended listening;

non-defensive, neutral responses; silence; and

frequent, regular opportunities for the patient

or family member to communicate with a consist-

ent healthcare provider. Reflecting and validating

family members’ emotions can be especially valu-

able. Saying ‘‘It must be very hard for you to see

your mother so ill,’’ and ‘‘You’ve been a wonderful

caregiver for her for many years’’ may prompt an

exchange that begins to deal with the grief, guilt, or

anger that can cause denial.

Finally, healthcare language can adversely affect

understanding. Problems associated with inter-

pretation of language can be avoided by using

language appropriate to the family’s educational

level, by frequently assessing understanding, and

by avoiding shorthand terms. Phrases like ‘‘usu-

ally,’’ ‘‘most of the time,’’ or ‘‘we cannot rule out,’’

used by physicians to convey uncertainty, may be

interpreted variably (Knapp et al., 2004). Families

are more likely to understand ‘‘out of 100 patients

like your mother, about half will survive six months

or longer’’ (Morrison, 2000) than ‘‘your mother

has a 50% six month survival rate.’’ Some caution

is in order, however, given the impossibility of

precise prognoses for individual patients (Fox et al.,

1999). Providing a range of possible outcomes can
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usefully convey uncertainty, for example ‘‘Almost

all patients like this will not survive to be dis-

charged from the hospital; some die within hours

or days, others might stay alive for weeks or even

months with in-hospital treatments. A rare few

beat all the odds.’’ Other language commonly used

in discussions with families (‘‘death with dignity,’’

‘‘everything done’’) contribute to misunderstand-

ings. In Mrs. K’s case, her daughter may have

interpreted use of the term ‘‘futile’’ to mean that

the physician did not think her mother was worth

treating.

Grief can contribute to an inability to make any

decisions, especially decisions that may result in a

loved one’s death. When Mrs. K’s daughter said

‘‘I will not be able to live without her,’’ it reflected

her inability to cope with her mother’s death.

Supportive, open-ended dialogue allows the family

to recognize, express, and begin to work through

grief. Family members’ guilt, often manifest during

times of crisis, may also contribute to an unwill-

ingness to make decisions. Guilt is recognizable

when family members say, ‘‘I cannot do this,’’ or

‘‘I will not be able to live with myself.’’ Physicians

may unwittingly increase feelings of guilt when

they ask the family to take responsibility for med-

ical decisions (e.g., ‘‘Do you want us to resuscitate

her?’’ rather than, ‘‘What do you think your mother

would want us to do?’’) (Tomlinson et al., 1990).

Even if surrogates do not always make decisions

that patients would make (Fagerlin and Schneider,

2004), inaccuracy in no way undermines the

family’s role in decision making. Another way to

treat the family’s guilt is to take responsibility for

medical decisions (e.g., ‘‘You tell me about what

was important to your mother, and I will recom-

mend what we should do for her’’). The family can

set positive goals and objectives of treatment (e.g.,

maximizing comfort) and clinicians recommend

actions to achieve those goals. Clinicians should

also praise family members, when appropriate, for

respecting their loved one’s values and wishes at

the end of life.

Occasionally, secondary gain (‘‘conflict of inter-

est’’) may lead a family to make a decision with

which the healthcare team disagrees. Secondary

gain, often suspected when conflict arises, is

always present to some degree when intimates make

decisions for and about each other (Goold, 2000).

Identifying potential sources of secondary gain –

avoiding unbearable grief, avoiding overwhelming

caregiving responsibilities, or avoiding financial

ruin – is nonetheless illuminating. Addressing

wishes to postpone the death of a spouse because

of grief and loneliness requires a very different

approach, for instance, than addressing wishes to

keep a spouse or parent alive to collect a pension.

Even if they understand and accept the situation,

family members may make decisions with which

the healthcare team disagrees. Clinicians’ values

and those of patients or families differ. Individuals

may have vastly different ideas about what con-

stitutes a reasonable chance worth pursuing, a

good quality of life, or a ‘‘good death.’’ If Mrs. K’s

daughter, deciding according to her best under-

standing of her mother’s wishes, chooses resusci-

tation because it might prolong her mother’s life

for a few days, weeks, or months even though the

chance of survival to discharge is very small, this

decision probably reflects a difference in values

and should be respected. Empirical data suggest

that these conflicts occur infrequently; with good

communication, doctors and families usually come

to mutually agreeable moral decisions.

Healthcare provider features

Clinicians, like patients, may be uncomfortable

with prognostic uncertainty (Spikes and Holland,

1975; Kahneman et al., 1982; Novack et al., 1997;

Christakis and Lamont, 2000; Meier et al., 2001),

which may lead them to approach limiting treat-

ment decisions in overly hesitant or overly confi-

dent ways. Statements like ‘‘She won’t leave the

hospital alive’’ or ‘‘She has less than six months to

live’’ fail to take into account the near-universal

uncertainty in prognosis (Christakis and Lamont,

2000), and can make families suspicious they are

not being told the whole story. Likewise, commu-

nicating information or recommendations too
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vaguely can lead to confusion or false hope.

Clinicians who have known the patient for a long

time might provide overly optimistic prognoses.

Like patients and families, healthcare providers

are often uncomfortable discussing death; anxiety

about one’s own mortality may lead clinicians to

avoid frank discussions about death or to provide

false reassurance that ‘‘everything is OK.’’ Clin-

icians also face the troubling thought of a medical

‘‘failure’’ (Spikes and Holland, 1975). Healthcare

providers tend to underestimate the quality of life

of chronically ill patients, especially for demented

patients, and are more likely than patients or

families to think that such patients would choose

to forgo life-sustaining treatment. Other clinician

attitudes that influence conflict include beliefs

about the sanctity of life, the proper role of family

members, difficulty with radically different values,

or insecurity about one’s competence or skill.

Insight into one’s own limitations and beliefs helps

clinicians to understand feelings of anger and

frustration with certain families and then to discuss

with the family areas of disagreement (Novack

et al., 1997; Meier et al., 2001).

Similarly, knowledge or skill deficits can cat-

alyze clinician–family conflicts. Clinicians may be

unaware of the prognosis or treatment options and

misinform the family, although now numerous

resources provide information on prognostic indi-

cators for patients with a variety of clinical condi-

tions (Gage et al., 2000). They may not understand

ethical, legal, or hospital policies surrounding end

of life care. Mistaken beliefs regarding the legality

of withdrawing ventilators or artificial nutrition, for

example, may lead a provider to refuse to accede to

the family’s desire. A lack of training in palliative

care and symptom management can make inter-

ventions more burdensome for the patient, and

hence lead clinicians to perceive they are inflicting

suffering. Finally, healthcare providers may be ill-

trained in interpersonal communication regarding

end of life decisions, leading to misunderstand-

ings, confusion, and frustrations (Tulsky et al.,

1995, 1998). Fortunately, skills training is now more

widely available.

Healthcare professionals, like patients and fam-

ilies, can be overworked, fatigued, frustrated,

stressed, and otherwise beset by competing con-

cerns. Physicians in training have heavy workloads

and may be poorly motivated to spend additional

time with patients or care for more of them

and hence especially intent on making decisions

quickly. The intern caring for Mrs. K may feel

that her scarcest resource, time, is ‘‘wasted’’ on a

demented, terminally ill woman. The culture of the

hospital, with its prioritization of emergency, life

and death decisions, high technology, and speedy

discharges, as well as (in some systems) poor

reimbursement for conversations with families,

contributes to an emphasis on ‘‘high-tech’’ inter-

ventions and the avoidance of time-consuming

family conferences. Insight into one’s emotional

status may help, although larger cultural changes

in medicine will probably be needed (Scott

et al., 1995; Field and Cassel, 1997; Mildred and

Solomon, 2000).

Social and organizational features

Both the immediate and the general context in

which clinician–family communication occurs can

influence conflict. Conversations about end of life

decisions that are unexpected (to the family),

unannounced, or unplanned are more likely to

result in conflict than those preceded by prelim-

inary communication between clinicians and

family, that occur at a preplanned time and loca-

tion, and that have agreed-upon participants. As no

competent surgeon would begin an operation

without a plan for the procedure, clinicians should

enter family discussions prepared with information

about prognoses and with prepared methods to

communicate information and ask and answer

questions. The actual participants are important.

Trust, which often accompanies long-standing

doctor–patient relationships, can be invaluable for

effective, solution-oriented communication. With

the increasing use of hospitalists, seeking the input

and participation of continuity clinicians may help

in communication.
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System-wide social and organizational factors

also contribute to conflicts. Hospitals and health

systems are worried about finances; doctors are

under pressure to constrain the use of limited

resources, and there is a pervasive social feeling

that too much money is spent on medical care.

Consequently, when a patient’s prognosis seems to

be hopeless, clinicians may feel, on the one hand,

that life-prolonging treatment should be stopped

quickly. On the other hand, some incentives such

as reporting mortality rates for surgeons may

encourage physician over treatment.

Patients and families face economic pressures of

their own from serious illness; in the USA, medical

expenses are the most common cause of personal

bankruptcy. Families may prolong inpatient treat-

ment because it costs them less than caring for a

patient at home, or end things quickly if they bear

substantial financial costs of care. Sadly, economic

circumstances predict greater suffering at the end

of life, and the availability of hospice care can

depend on where a patient lives, their particular

diagnosis, and whether or not they are insured

(Silveira et al., 2003, 2005).

Hospital policies may also promote conflicts in

end of life decisions. When intensive care and other

units restrict visiting hours, this minimizes contact

between families and patients and may impair

communication between them, and keeps families

from seeing what their loved one is going through

(Rosenczweig, 1998; Kopelman et al., 2005). Simi-

larly, requiring physicians to sign orders limiting

life-support treatments may lead to unwanted

resuscitation, particularly in settings (e.g., nursing

facilities) staffed primarily by other clinicians.

Organizations as well as doctors have legal fears

regarding end of life decisions. In most of the major

court cases in the USA since the mid 1980s,

organizations refused to accede to family wishes,

leading to legal action.

By considering this list of potential sources of

conflict, clinicians can more readily and accurately

identify the causes of difficult interactions with

families of desperately ill patients around decisions

to limit treatment. Improving the quality of end of

life care requires development and research in

interventions designed to identify and decrease

these sources of conflicts. Training may help to

improve physicians’ capacity to elicit and identify

psychological and social factors at play in conflicts

at the end of life (Smith et al., 1998) and improve

their ability to give bad news, deal with emotions,

and negotiate treatment goals. Hospitals and

healthcare organizations should also experiment

with structural changes, such as changing visiting

time or increasing support for family meetings, to

minimize conflicts and facilitate acceptable and

relatively efficient solutions. It is hoped that by

more accurately identifying the ‘‘diagnosis,’’ the

effective ‘‘treatment’’ (empathic end of life care)

and ‘‘prevention’’ (early clinician–patient discus-

sions and institutional change) will follow.

The case

Mrs. K was intubated and transferred to the

intensive care unit when she experienced respira-

tory distress. Her daughter received counseling

from clergy. She consistently expressed a request

that her mother’s treatment not exclude the goal of

extending life. Several days after transfer to the

intensive care unit, Mrs. K died.
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Brain death

Sam D. Shemie, Neil Lazar, and Bernard M. Dickens

Mr. L is a 35-year-old man who has a sudden, excruci-

ating headache and collapses in his chair at dinner. At the

emergency department, a CT scan reveals a subarachnoid

hemorrhage. Mr. L is admitted to the intensive care unit

for monitoring and supportive measures aimed at

controlling the intracranial pressure. The next morning

he is noted to be unresponsive, with non-reactive, mid-

position pupils.

A 312-year-old boy, M, is playing near the backyard pool

under supervision of his babysitter. The caretaker goes into

the house to answer the telephone. Upon returning, she

discovers the child face down in the pool. The paramedic

team arrives and finds the child’s vital signs are absent.

Basic life support is started, and the boy is taken to the

hospital. He is resuscitated with intubation, ventilation,

and intravenous epinephrine injection. The minimum

documented duration of absent vital signs is 30 minutes.

He is comatose and unresponsive, with spontaneous

breathing, reactive pupils and intermittent generalized

seizures.

What is brain death?

Medicine and society continue to struggle

thoughtfully with the definition of death, particu-

larly with the progression of sophisticated life-

support systems that challenge traditional concepts.

The questions of when a disease is irreversible,

when further treatment is ineffective, or when

death has occurred are of great consequence.

These questions are independent of, and galvan-

ized by, the practice of organ donation.

Brain death is defined as the absence of all brain

function demonstrated by profound coma with the

irreversible loss of capacity for consciousness, loss

of the ability to breathe and absence of all brain

stem reflexes. Analogous to a cardiac arrest, it is

better understood as brain arrest – the loss of all

clinical brain function. If a proximate cause is

known and there are no reversible conditions pre-

sent, death is determined by documenting the

absence of brain function by clinical examination.

In most cases, brain death can be diagnosed at the

bedside. Common causes include trauma, intra-

cranial hemorrhage, cerebrovascular accidents,

hypoxia owing to resuscitation after cardiac arrest,

drug overdose or near drowning, primary brain

tumor, meningitis, homicide, and suicide.

The clinical entity was first described in the

medical literature by the French and termed ‘‘coma

dépassé’’ (Mollaret and Goulon, 1959; Wertheimer

et al., 1959), a state beyond coma. It was placed

into practice in the next decade with the use of

specific clinical criteria, arising from the landmark

work by the Ad Hoc Committee of the Harvard

Medial School to Examine the Definition of Brain

Death (1968). The concept of brain death was

influenced by two major health care advances in

the 1960s: the development of intensive care units,

with artificial airways and mechanical ventilators

An earlier version of this chapter has appeared: Lazar, N.M., Shemie, S., Webster, G. C., and Dickens, B.M. (2001). Brain death.
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to treat irreversible apnea, thus interrupting the

natural evolution from brain failure to cardiac

arrest, and the emergence of organ donation aris-

ing from the new discipline of transplant surgery.

An ethical consensus existed that the donation

itself must not cause the death of the donor,

commonly referred to as the ‘‘dead donor’’ rule

(Truog and Robinson, 2003).

Advanced technologies also revealed the existing

limitations in the lexicon of death. The word

‘‘death’’ may be inadequate to describe the event

or process in the various domains in which it can

be defined, including medical–biological, legal,

social, bioethical, philosophical, religious, spirit-

ual, and existential. Brain death as a criterion for

determining the death of a person is a medicolegal

and social formulation. It implies a notion of

irreversible loss of personhood and integrative

functions of the brain. The diagnosis uncovers

cultural and religious diversity in a pluralistic

society.

Why is brain death important?

Ethics

Social formulation

For centuries, determining the death of another

person was seen to be a rather straightforward

matter. The cessation of cardiac and respiratory

functions was thought to be sufficient to conclude

that a person had died. The advent of neurological or

brain-based criteria to establish the death of

a person was a significant departure from the trad-

itional way of defining death. Regardless of which

criteria are used, agreement about when death

occurs is not simply an agreement about medical or

biological criteria for death but is also a ‘‘social for-

mulation’’ (Capron, 1995). On this point, Karen

Gervais (1995) noted ‘‘that even in pre-technological

culture, use of the traditional cardiopulmonary cri-

teria was a choice, an imposition of values on bio-

logical data. It was a choice based on a decision

concerning significant function, that is, a decision

concerning what is so essentially significant to the

nature of the human being that its irreversible

cessation constitutes human death.’’

Medical–biological formulation

Death in medicine may be fulfilled by the complete

and irreversible absence of (i) circulation, as a

consequence of cardiac arrest; or (ii) brain func-

tion, as a consequence of brain arrest.

The concept of brain death has been criticized as

a social construct created for utilitarian purposes to

permit transplantation (Taylor, 1997). Scientific

advances have diminished the legitimacy of these

historical arguments. Traditional cardiopulmonary

definitions of death (asystolic cardiocirculatory

arrest) are no longer sufficient in the face of

advancing technology that may support and/or

replace complete and irreversible loss of heart and/

or lung function. Every solid organ can be sup-

ported by technology in the intensive care unit or

replaced by transplantation, except the brain. If the

heart is completely and irreversibly arrested, death

has not occurred if the circulation is being sup-

ported by a machine such as the extracorporeal

membrane oxygenator or other forms of artificial

heart technology, as long as the prospect for

recovery of neurological function is maintained.

The concept of irreversibility in cardiac death is

itself being questioned, in favor of definitions based

on permanence (Bernat, 2006).

Cardiorespiratory function can be sustained

in any form or severity of brain failure. It was

once considered that brain death invariably

leads to hemodynamic instability and cardiac

arrest (Lagiewska et al., 1996). However, it is now

clear that aggressive cardiorespiratory support,

hormonal therapy, and nursing care can maintain

somatic functions indefinitely, as demonstrated

in individuals who become brain dead during

pregnancy (Powner and Bernstein, 2003). These

continued advances in technology and trans-

plantation have made brain-based determination
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of death more relevant today than in their original

conception.

Personhood

Conceptually, complete loss of brain function is

seen to be a significant threshold separating one

who is living from one who is dead. Recognizing

and accepting this threshold allows clinicians and

patients’ families to consent to organ donation

without fear of violating the dead donor rule. It also

permits clinicians to proceed with discontinuation

of cardiorespiratory support without fear or belief

that they are causing the death of their patient.

Those who accept brain-based definitions of death

argue that those brain functions necessary for the

integrated functioning of the person are irrevers-

ibly lost, and without artificial support, the person

would not be able to spontaneously sustain those

necessary functions.

Some have even argued that the whole-brain

definition of death should be amended to incorp-

orate people in a persistent vegetative state, that is,

those who have experienced the irreversible loss

of so-called higher-brain functions (Truog and

Robinson, 2003). Proponents of this higher-brain

definition of death argue that consciousness and

the capacity to relate to other people and the wider

world is a defining characteristic of human beings.

In this view, the death of that part of the brain

responsible for consciousness and interaction with

the world is equivalent to the death of the person.

Although the whole-brain definition of death has

gained wide acceptance, the higher-brain defin-

ition has not. Concern about the implications of

this higher-brain definition of death can be found

in the early work of the US President’s Commission

for the Study of Ethical Problems in Medicine and

Biomedical and Behavioral Research (1981a). The

implication of the personhood and personal iden-

tity arguments is that a patient like Karen Quinlan,

who retains brainstem function and breathes

spontaneously, is just as dead as a corpse in the

traditional sense. The Commission rejected this

conclusion and the further implication that such

patients could be buried or otherwise treated as

dead persons.

Cultural and religious diversity

Understanding, defining, and determining brain

death continue to be ethically challenging and

complex undertakings in many cultures. Various

cultural and religious groups (e.g., some Canadian

First Nations and Asian cultures, and ultra-orthodox

Judaism) have been reluctant to accept that death

has occurred until all vital functions have ceased.

Furthermore, in the clinical setting, some families

simply may not accept that a relative is dead. Many

experience a certain discomfort when they view a

person who is brain dead but who appears to be

alive because vital bodily functions are being sus-

tained by technological support. Some jurisdictions

have even made legal exemptions based on reli-

gious perspectives (Olick, 1991).

Trust

Surveys of public attitudes towards organ donation

show remarkable levels of support, exceeding 95%

in Canada for example (Canadian Council for

Donation and Transplantation, 2005). The public’s

perceptions of brain death, and the distinction

between cardiac and brain death, however, remain

poorly understood. Any residual public ambiva-

lence toward organ donation and retrieval may be

rooted in the experience of witnessing a person

declared brain dead who is sustained on techno-

logical support. This concern may not only be

about accurately determining death but may also

reflect fears that death will be declared prematurely

for the sake of organ and tissue retrieval. This

should not be underestimated by clinicians caring

for the critically ill or by those involved in the

procurement of tissue and organs. Without an

enduring trust between doctors and their patients,

brain death will remain an enigma to most of the

general public.
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Law

The law approaches death as an event rather than a

process, and as a matter of status rather than as a

medical condition. Death marks the time from

which certain legal consequences follow, including

termination of obligations to provide resuscitative

measures, termination of individual legal rights,

execution of a will or other distribution of an estate,

eligibility for autopsy and organ or tissue donation,

lawful disposal of bodily remains, and, for instance,

beneficiaries’ claims under life insurance policies

and other entitlements.

The law sets the criteria by which death is deter-

mined. Legislation or judge-declared law may spe-

cify that death occurs on irreversible cessation of

heart function and/or respiration but may provide,

in addition or instead, that death occurs on irre-

versible cessation of total brain function. Physicians

usually determine whether the legal criteria of death

are satisfied. When death may be determined

by neurological criteria, the assessment is legally

decisive even if other criteria relating to cessation of

heart beat and respiration are being artificially

resisted, such as for preservation of transplantable

organs. Laws may alternatively not set criteria of

death but only a process of determination. For

instance in Canada, legislation in Ontario provides

that ‘‘for the purposes of a post-mortem transplant,

the fact of death shall be determined by at least two

physicians in accordance with accepted medical

practice’’ (Shemie et al., 2006).

Inmany of the world’s jurisdictions, there are laws

to prevent conflicts of interest in a physician deter-

mining death and caring for a potential recipient of

the deceased person’s organ. Provisions commonly

preclude a physician who has any association with

the likely recipient of a deceased person’s organ

from participation in or influence over determin-

ation of that person’s death. A physician is similarly

precluded from participation in transplantation into

a recipient of an organ or tissues from the body of a

person whose death the physician participated in

determining, including deciding on allocation of

such person’s organs and/or tissues.

Policy

Many national critical care, neurological, and

neurosurgical societies have drafted policies and

practice guidelines for the declaration of brain death

(Medical Consultants on the Diagnosis of Death to

the President’s Commission, 1981; Task Force for

the Determination of Brain Death in Children, 1987;

American Academy of Neurology, 1995; Royal Col-

lege of PhysiciansWorking Party, 1995; Shemie et al.,

2006). While variability in brain-death practices

have been well described (Wijdicks, 2002; Powner

et al., 2004; Hornby et al., 2006), the clinical criteria

for the determination are remarkably consistent

across jurisdictions (Wijdicks, 2002; Powner et al.,

2004). Brain death is fundamentally a clinical evalu-

ation, where the clinical criteria have primacy and

routine ancillary laboratory testing has fallen into

disfavor.Ancillary testing is recommendedonlywhen

the usual clinical criteria cannot be completed at the

bedside, when confounding conditions exist, or spe-

cific to infants (Wijdicks, 2002).Whilemanycountries

still utilize electroencephalography because of its

widespread availability and historical use, it has well-

known shortcomings that limit its applicability

(Young et al., 2006). Demonstrating the absence of

brain blood flow is increasingly recommended as the

preferred ancillary test in both children and adults

(Shemie et al., 2006; Young et al., 2006).

How should I approach brain death
in practice?

Physicians who participate in the declaration of

brain death should be experienced in the care of

critically ill brain-injured patients, relevant clinical

criteria, and diagnostic procedures. National or

institutional checklists for testing and documen-

tation are useful assets (Shemie et al., 2006). In

cases of potential organ donation, it has been seen

that physicians declaring death must not have any

association with the identified transplant recipient

and must not participate in any way in the trans-

plant procedures.
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Brain death is a detailed clinical examination

that documents the complete and irreversible loss

of consciousness and absence of brainstem func-

tion, including the capacity to breathe. The fol-

lowing criteria apply (Shemie et al., 2006).

1. Established etiology capable of causing brain

death in the absence of reversible conditions

capable of mimicking brain death

2. Deep unresponsive coma

3. Absent brainstem reflexes as defined by absent

gag and cough reflexes, corneal responses,

pupillary responses to light with pupils at mid

size or greater and vestibulo-ocular responses

4. Bilateral absence of motor responses, excluding

spinal reflexes

5. Absent respiratory effort based on the apnea test

6. Absent confounding factors.

An absolute prerequisite is the absence of clinical

neurological function with a known, proximate

cause that is irreversible. There must be definite

clinical and/or neuroimaging evidence of an acute

central nervous system event that is consistent with

the irreversible loss of neurological function. Coma

of unclear mechanism precludes the diagnosis.

Deep unresponsive coma implies an absence of

centrally mediated response to pain. Any motor

response in the cranial nerve distribution, central

nervous system-mediated motor response to pain

in any distribution, seizures, and decorticate and/

or decerebrate responses are not compatible with

the diagnosis.

Spinal reflexes, or motor responses confined to

spinal distribution, may persist. A proportion of

patients may continue to display some reflex spinal

activity, which can confuse the bedside staff or

the inexperienced clinician and can be disturbing

to family members. They should be anticipated

and explanations should be provided to families.

Observed spinal reflex activity may range from

subtle twitches to the more complex ‘‘Lazarus sign’’

and may be seen in 13–39% of cases (Saposnik et al.,

2000; Dosemeci et al., 2004). Reversible conditions

such as hypothermia and the influence of central

nervous system depressants and muscle relaxants

need to be excluded. Independent confirmation

and/or determining the irreversibility of coma may

require a period of observation, with recommen-

dations varying from 0 to 24 hours, depending on

the individual’s age and the cause of the coma

(Wijdicks, 2002; Hornby et al., 2006). In clinical

practice, distinguishing between brain death and

persistent vegetative state is not difficult. In a per-

sistent vegetative state, spontaneous respiration and

other rudimentary brainstem reflexes are present

and persistent.

In the USA, a whole-brain definition (cerebral

hemispheres and the brainstem) for brain death is

codified based on the irreversible cessation of all

functions of the brain, including the brainstem

(President’s Commission for the Study of Ethical

Problems in Medicine and Biomedical and Behav-

ioral Research, 1981b). This is distinct from the UK,

where a brainstem-based definition of death is in

place (Pallis and Harley, 1996). It must be under-

stood that the basic clinical evaluation for loss of

neurological function in brain death examinations

only detects the absence of brainstem function. The

clinical examination cannot distinguish between

the complete loss of whole-brain function versus

brainstem function. The distinction between whole-

brain versus brainstem death can be made based

on etiology of brain injury and neuroimaging. It

can only be confirmed by the use of an ancillary

test that shows absence of electroencephalographic

activity, or the absence of brain blood flow. For this

reason, ancillary testing is commonly used in the

USA but only rarely in the UK.

Once brain death has been diagnosed according

to the clinical criteria outlined above, physicians

and families must realize that brain death equals

the death of the patient. Families should be told in

no uncertain terms that the patient has died. Issues

for the family to consider at this time include

organ or tissue donation, autopsy examination and

funeral arrangements. Organ-support technologies

should be removed unless organ donation is

being considered. If there is conflict regarding the

diagnosis of brain death that cannot be resolved

by the clinicians and the family at the bedside,

the coroner may be called in to evaluate the case
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and possibly complete the medical certificate of

death.

Two possible exceptions to this approach have

been discussed in the literature. The first is the

unusual circumstance of an apparently brain-dead

patient who is pregnant at the time of diagnosis.

A small number of such cases have been described

in the literature, some with attempts made to

maintain the pregnancy until viability of the fetus

(Powner and Bernstein, 2003). No consensus has

been reached as to whether this should be

attempted (Sperling, 2006). Another exception

might be based on religious objections to the

acceptance of brain death as a criterion for

declaring death. New York State adopted a religious

exception to brain death in 1987 and New Jersey in

1991 (Olick, 1991). Limitation of support interven-

tions, rather than withdrawal, would normally be

accepted and would typically lead to cardiovascu-

lar instability and death over a period of days.

The cases

Mr. L probably has progressed to clinical brain

death. His doctors will have to perform a formal

evaluation at the bedside to determine this status.

A careful review of the medication record fails to

reveal any sedative or neuromuscular-blocking

drugs administered. The patient is not hypother-

mic. No stimulation evokes a response except for

spinal reflexes of the lower extremities. All brain

stem reflexes are absent when tested with adequate

stimuli. His family is informed of the results of

these tests and is asked whether Mr. L was in favor

of organ donation. The family agrees to consider

organ donation. Mr. L is formally declared brain

dead by two qualified physicians. Nine other

patients benefit from transplants of his organs.

The condition of the boy, M, deteriorates over the

ensuing 48 hours, with signs of brainstem hernia-

tion, including fixed and dilated pupils, diabetes

insipidus, and impaired thermoregulation. A com-

puted tomography (CT) scan of the head shows

severe cerebral edema consistent with hypoxic–

ischemic injury. Examination by two independent

specialists on two separate occasions confirms the

clinical diagnosis of brain death. The family is

counseled on multiple occasions regarding the

diagnosis of brain death and consents to organ

donation. Seven patients benefit from transplants of

the child’s organs.
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SECTION III

Pregnant women and children





Introduction

John Lantos

The clinical care of pregnant women and children

raises unique and complex ethical issues for three

reasons. Firstly, unlike in other areas of medicine

where the primary ethical principle is respect for

patient autonomy, the care of pregnant women and

children requires a balancing act. During preg-

nancy, the balancing act may involve the weighing

of actual physical risks to the pregnant woman

against potential benefits for her fetus. After the

birth of the child, the balancing requires us to weigh

the child’s medical interests against the psycho-

logical, spiritual, or economic interests of his or her

parents and family. This balancing requires that

decisions reflect considerations other than the val-

ues, desires, or stated wishes of the patient. Parents,

doctors, ethics committees, judges, or other adults

must decide what is or is not permissible for a given

child or a group of children.

Obstetrics and pediatrics are also especially

complicated because the goal of clinical medicine

in these areas is fundamentally different from that

in other areas of medicine. In other areas, medicine

works against the inevitable. Everybody will get

sick. Everybody will die. In obstetrics and pedi-

atrics, however, the hope and the goal is that

everyone will be healthy. In fact, most pregnancies

turn out well, most children do not get seriously ill,

and very few die during childbirth or childhood.

The goal in obstetrics and pediatrics is to preserve

and protect good health, rather than to diagnose

and cure disease. Both are, fundamentally, pre-

ventive. However, the means by which disease is

prevented are themselves becoming more and

more invasive. Prenatal testing, newborn screen-

ing, and immunizations all require sophisticated

medical interventions. These interventions are

beneficial, but not always risk free.

A unique aspect of pediatrics that distinguishes it

from both obstetrics and adult medicine is the way

in which it must take into account the progressive

and evolving capacity of children to participate in

medical decisions. This evolving capacity takes

children from absolute inability to participate –

during fetal life or infancy – toward the full capacity

to participate that they generally acquire by late

adolescence.

One must read the following chapters with these

three factors in mind. Each confronts these differ-

ences and avoids the easy procedural trap of trying

to transform the ethics dilemmas of obstetrics and

pediatrics into dilemmas of surrogate decision

making. That trap tempts us to attempt an end run

around the difficult dilemmas of this clinical domain

by simply assigning decision-making authority to

one or another adult. Thus, we may say, ‘‘Let the

parents decide. After all, they are the ones who must

live with the consequences of the decision.’’ Or ‘‘Let

the parents decide. After all, they must know their

child best.’’ Or, ‘‘Let the doctors decide. They have

special insight into themedical facts that ought to be

considered in this decision.’’ Each of these proced-

ural shortcuts tries to substitute an efficient simpli-

city for a messy confrontation with the fundamental

complexities of understanding the moral claims that

our children make upon us, and deciding what our

best response ought to be.
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The section is divided into two halves. The first

half deals with the ethical dilemmas of caring for

pregnant women in high-risk obstetrical situations,

with the dilemmas of our expanding capabilities to

screen fetuses and newborns for diseases that

we cannot yet treat, and with the complexities

of infertility treatment. The second half focuses

more on dilemmas that arise in pediatric practice:

questions about when and whether to report child

abuse, about when a non-therapeutic intervention

might be appropriate, and the dilemmas raised

by the evolving competencies of children as they

move through adolescence. The authors of the

various chapters in this section take on a range of

such difficult issues in pediatrics. They highlight

the conceptual issues as well as the practical ones,

offering not just concrete recommendations for

clinicians but theoretical ethical justifications for

their actions as well.

The ethics of providing clinical care for pregnant

women and children is primarily about obligations,

rather than rights. The authors of chapters in this

section attempt to clarify the nature and scope of

those obligations in different contexts. The focus

upon obligations, rather than rights, sometimes

leads them as writers and us as readers into

uncomfortable territory, but it is necessary to fol-

low the path. It does not make sense to talk about

whether an unconceived child has a right to be

conceived. Instead, we must talk about the sorts of

safeguards that must be put into place to help

doctors and parents who confront infertility to do

so in a way that serves the needs of all. It does not

make sense to talk about the rights of a newborn to

be screened for certain diseases. Instead, we must

focus on our duties and obligations to provide or

not provide screening in particular situations. To

the extent that we, collectively, have an obligation

to children, that obligation falls equally upon par-

ents, doctors, policy makers, and the community

that collectively subsidizes obstetrical and pedi-

atric therapies.
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Ethical dilemmas in the care of pregnant women:
rethinking ‘‘maternal–fetal conflicts’’

Françoise Baylis, Sanda Rodgers, and David Young

Ms. A is 19 years old and 25 weeks pregnant. Although her

pregnancy was unplanned, at no time has she considered

pregnancy termination. During a prenatal office visit,

Ms. A reveals that she has a daily drug habit that includes

crack cocaine and intravenous narcotics. She refuses to

consider a change in her behavior, despite a thorough

review of the potential effects of her substance abuse on her

pregnancy outcome. Specifically, she refuses to participate

in a methadone or other substance-abuse program.

Ms. B is 24 years old and has been in labor for 18 hours.

The cervical dilatation has not progressed past 3 cm. The

fetal heart rate tracing has been worrisome but is now

seriously abnormal, showing a profound bradycardia of 65

beats per minute. This bradycardia does not resolve with

conservative measures. Repeat pelvic examination reveals

no prolapsed cord and confirms a vertex presentation at

3 cm dilatation. The obstetrician explains to Ms. B that a

cesarean section will be necessary because of suspected fetal

distress. Ms. B absolutely refuses, saying ‘‘No surgery.’’

What are ethical dilemmas in the care of
pregnant women?

When a pregnant woman engages in behavior(s)

that may be harmful to her fetus, or refuses a rec-

ommended diagnostic or therapeutic intervention

aimed at enhancing fetal health and well-being, her

physician may experience an ethical dilemma. An

ethical dilemma arises when a person has an ethical

obligation to pursue two (or more) conflicting

courses of action (Beauchamp and Childress,

1994), as when a physician believes that he or

she has an obligation both to respect a patient’s

decision and to protect the fetus from harm.

Ethical dilemmas in the care of pregnant women

can arise because of women’s personal healthcare

choices, lifestyle and behaviors, and occupational

situation. These dilemmas are often described as

maternal–fetal conflicts (Hornstra, 1998; Oduncu

et al., 2003; Wallace et al., 1997). Use of this term is

problematic, however, for several reasons. Firstly,

the term maternal–fetal conflict situates the con-

flict between the pregnant woman and the fetus.

In so doing, it misdirects attention away from the

conflict that needs to be addressed: namely the

conflict between the pregnant woman and others

(such as child welfare agencies, physicians, and

other healthcare providers) who believe they

know best how to protect the fetus. Secondly, the

term perpetuates the underlying, but unfounded,

assumption that the problem involves the oppos-

ition of maternal rights and fetal rights when, at

most, there is a conflict between the woman’s

autonomy and the best interest of the fetus. Finally,

the term maternal–fetal conflict is factually incor-

rect. The term maternal suggests the existence of

parental obligations toward the fetus, whereas the

woman is yet to become a mother to the fetus she is

carrying. Although maternal–fetal conflict has

An earlier version of this chapter has appeared: Flagler, E., Baylis, F., and Rodgers, S. (1997). Ethical dilemmas that arise in the care

of pregnant women: rethinking ‘‘maternal–fetal conflicts.’’ CMAJ 156: 1729–32.
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some currency, we advocate the use of the more

accurate, descriptive phrase, ‘‘ethical dilemmas in

the care of pregnant women.’’

Why are ethical dilemmas in the care
of pregnant women important?

Ethics

The principle of reproductive freedom stipulates

that people have the right to make their own

reproductive choices and that the state has an

obligation to foster conditions under which this

can occur (Sherwin, 1992). For some, this principle

is morally objectionable because it grants women

the right to make decisions concerning the ter-

mination of unwanted pregnancies. In their view,

whatever rights pregnant women may or may not

have, they do not override the fetus’ right to life

(Kluge, 1988) or prenatal care (Keyserlingk, 1984;

Fasouliotis and Schenker, 2000). The problem with

this view is that it rests on the highly contested

belief that the fetus has a right to life and a ‘‘right to

be born of sound mind and body.’’

Others endorse the principle of reproductive

freedom but advocate for what they believe to be

legitimate restrictions on this principle as it applies

to pregnant women. They maintain that a woman

has a limited right to terminate her pregnancy but

that once she has chosen to continue her preg-

nancy, she incurs obligations to protect and pro-

mote the health and well-being of her fetus and the

state incurs obligations to limit or preclude actions

that would irreversibly harm the future person.

These obligations to the fetus are grounded in the

belief that the fetus has a right not to be damaged

and a right not to be deliberately or negligently

harmed. (For a brief description of the difference

between the right to be born of sound mind and

body, the right not to be damaged and the right

not to be deliberately or negligently harmed, see

Bewley [2002]). The problem with this alternative

view in support of state intervention is that it

erroneously assumes that continuing a pregnancy

involves a deliberate active choice on the part of

the woman, and that behaviors that ultimately may

harm a fetus can properly be described as choices –

consider, for example, addictive behaviors (Baylis,

1998; Harris, 2000). Further, this view egregiously

suggests an opposition between the interests of the

woman and those of the fetus, when in fact these

interests are inextricably linked.

A third perspective on state intervention in the

lives of pregnant women insists that forced screen-

ing, forced incarceration to prevent continued

substance abuse, and forced obstetrical interven-

tions are always indefensible. Such coercion is an

unacceptable infringement of the woman’s rights

to personal autonomy, inviolability, and bodily

integrity (Annas, 1987; Mahowald, 1993; Hornstra,

1998; Harris and Paltrow, 2003).

State coercion is also deeply problematic when

considered in its broader social and political con-

text. One of the justifications for state intervention

in pregnancy is the belief that such intervention

benefits the fetus. In fact, however, the harm to

women that results from state coercion often

occurs without any countervailing benefit to the

fetus. Consider, for example, reports of healthy

infants delivered after women have refused con-

sent for cesarean section (Kolder et al., 1987;

American College of Obstetricians and Gynecolo-

gists, 2006). Also, at times, no benefit accrues to the

fetus from state intervention because by the time

the health need is identified and state intervention

is contemplated, irreversible fetal harm has already

occurred.

State intervention is also counter-productive

relative to the goal of promoting fetal health and

well-being as it undermines the trust between

pregnant women and physicians that is necessary

to foster the education which would promote the

birth of healthier babies. When trust is diminished

or absent, women whose fetuses may be most at

risk may be discouraged from seeking appropriate

care from physicians whom they perceive as

merely ‘‘agents of the state.’’

It is also important to note that state intervention

in pregnancy to save fetal lives is far in excess of
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any non-voluntary action that would be tolerated

to save non-fetal lives. For example, parents are not

coerced to become organ donors, even if failure to

do so would likely result in the death of their child.

We may consider a parent’s refusal to make such a

donation morally reprehensible, but not within the

realm of state authority.

Finally, state intervention to promote fetal well-

being is hypocritical given the inconsistency bet-

ween aggressive efforts to rescue a few fetuses from

a few women in unfortunate situations, when there

is widespread tolerance for unacceptable and

sometimes dangerous living conditions for many

children whose moral status (unlike that of the

developing fetus) is not contested. Here, it is also

important to emphasize that the attention paid to

pregnant women’s behaviors and choices overlooks

the fact that ‘‘malnutrition, violence, chaotic lives,

serious maternal health problems and lack of medi-

cal care’’ (Pollitt, 1990, p. 411) have a significant

impact on the health and well-being of the fetus.

Law

In general, both domestic laws and international

covenants address issues relevant to this discus-

sion, confirming both the absence of fetal rights

and the competent woman’s right to make her own

treatment decisions: For example, see cases such as

Re MB (1997), St George’s NHS Trust v. S (1999),

Regina v. Collins (1999) in the UK; Harrild v. Dir-

ector of Proceedings (2003) in New Zealand; R v.

Phillip Nathan King (2003) in Australia; Paton v.

UK (1980), RH v. Norway (1992), Boso v. Italy

(2002), and Vo v. France (2004), all at the European

Court of Human Rights.

In many countries, the courts have recognized

that the fetus does not have legal rights until it is

born alive and with complete delivery from the

body of the pregnant woman (R v. Sullivan, 1991;

Rodgers, 1993; Martin and Coleman, 1995).

Because the fetus has no legal rights until born,

child protection legislation (which, under certain

circumstances, authorizes state intervention on

behalf of a child at risk) does not apply to the fetus.

Additionally, a number of international instru-

ments affirm that legal rights attach only at birth,

making clear that the fetus has no legal rights that

could override the pregnant woman’s right to

determine her own healthcare (Council of Europe,

1989; United Nations, 1989, 1966, 1994; Cook et al.,

2003; Copelon et al., 2005). The Universal Declara-

tion of Human Rights (United Nations, 1994) states

that ‘‘All human beings are born free and equal in

dignity and rights.’’ The Convention on the Elimin-

ation of All Forms of Discrimination Against Women

(United Nations, 1979) provides that all women

have ‘‘The same rights to decide freely and

responsibly on the number and spacing of their

children and to have access to the information,

education and means to enable them to exercise

these rights.’’

As regards the right of pregnant women to make

their own healthcare choices – physicians who treat

competent patients (including competent pregnant

patients) without their consent put themselves at

risk of both criminal and civil liability (cf. Malette v.

Shulman, 1990). Courts considering cases from

various jurisdictions, including England, France,

Italy, New South Wales, New Zealand, and the USA,

all have confirmed the right of pregnant women to

make decisions concerning their own healthcare.

In Paton v. UK (1980), for example, the European

Commission held that ‘‘The life of the fetus is

intimately connected with, and it cannot be

regarded in isolation of, the life of the pregnant

woman . . . ’’ They held that to preclude abortion

would mean that ‘‘ . . . the ‘unborn life’ of the fetus

would be regarded as being of a higher value than

the life of the pregnant woman.’’

Also, in many jurisdictions, decisions refer to and

rely on a decision of the Supreme Court of Canada

in Winnipeg Child and Family Services (Northwest

Area) v. G. (D.F.) (1997). At issue was whether

there was legal authority to order a pregnant woman

to undergo counseling and hospital admission to

manage a drug addiction in the absence of her

consent. The Supreme Court held that forced

detention and treatment would violate the woman’s

constitutional rights and that there was no legal
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basis onwhich to do so. This decision also confirmed

that the fetus is not protected before birth and that

courts have no legal grounds on which to order a

competent pregnant woman to undergo a medical

intervention that she does not want. The Court held

(paragraph 43) that imposing legal liability on preg-

nant women for injury to their fetus during preg-

nancy was not likely to result in improved pregnancy

outcome:

It is far from clear that the proposed [legal duty of the

mother] will decrease the incidence of substance-injured

children. Indeed, the evidence suggests that such a duty

might have negative effects on the health of infants. No

clear consensus emerges from the debate on the question

of whether ordering women into ‘‘places of safety’’ and

mandating medical treatment provide the best solution

or, on the contrary, create additional problems.

The Court added (paragraph 44) that imposing

liability might:

. . . tend to drive the problems underground. Pregnant

women suffering from alcohol or substance abuse addic-

tions may not seek prenatal care for fear that their

problems would be detected and they would be confined

involuntarily and/or ordered to undergo mandatory treat-

ment. As a result, there is a real possibility that those

women most in need of proper prenatal care may be the

ones who will go without and a judicial intervention

designed to improve the health of the fetus and the mother

may actually put both at serious health risk. . . . In the end,

orders made to protect a fetus’ health could ultimately

result in its destruction.

Policy

The legal position is supported by the policies of

a number of important professional organizations.

For example, the Society of Obstetricians and

Gynecologists of Canada (1997), the American

College of Obstetricians and Gynecologists (2004,

2006) and the International Federation of Gyne-

cology and Obstetrics (FIGO) (2003a,b) all have

policies that recognize the authority of the preg-

nant woman to make healthcare decisions and

underline that this is in the best interests of both

the woman and the fetus. The FIGO (2003a) policy

on Professional and Ethical Responsibilities Con-

cerning Sexual and Reproductive Rights enjoins its

member societies to:

Support a decision-making process, free from bias or

coercion, which allows women to make informed choices

regarding their sexual and reproductive health. This

includes the need to act only on the basis of a fully

informed consent or dissent, based on adequate provision

of information and education to the patient regarding the

nature, management implications, options and outcomes

of choices. In this way, healthcare professionals provide

women with the opportunity to consider and evaluate

treatment options in the context of their own life

circumstances and culture.

When a physician’s view of the best interest of

the fetus conflicts with the view of the pregnant

woman, the role of the physician is to provide

counseling and persuasion, but not coercion.

Codes of ethics that apply to medical practice in

many countries support the same. For example, the

Royal College of Obstetricians and Gynaecologists

(1996) in the UK stipulates that: ‘‘Obstetricians

must respect the woman’s legal liberty to ignore or

reject professional advice, even to her own detri-

ment and that of her fetus.’’

Empirical studies

Unfortunately, there is no standardized system for

documenting and assessing cases where pregnant

women refuse medical advice and physicians

seek judicial intervention to overcome refusals of

treatment.

A recent survey of physician (obstetrician–

gynecologist, pediatrician, and family physician)

attitudes towards mandatory screening and legal

coercion of pregnant women with problems of

alcohol and illicit drug abuse found that half (or

more) supported such measures (Abel and Kruger,

2002). This finding indicates that physician atti-

tudes are at variance with recent court cases and

the policy statements of professional organizations.

As regards physician attitudes to court-ordered

treatment (particularly surgery), a recent survey of

directors of maternal–fetal medicine programs
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revealed strong opposition to such efforts and a

continuing decline in the number of requests for

this type of judicial intervention (Adams et al., 2003).

Of note, a review of relevant data shows unequi-

vocally that state intervention is disproportionately

oppressive of poor women, aboriginal women, and

women who are members of other racial and ethnic

minorities (Chasnoff et al., 1990; Royal Commission

on New Reproductive Technologies, 1993). This

finding is cause for concern. Of equal concern is the

almost exclusive focus on the impact of pregnant

women’s behaviors and choices on the health

and well-being of the fetus when there is ample

evidence to show that paternal drug and alco-

hol abuse, excessive caffeine and nicotine use,

spousal abuse, and certain paternal occupations

are also potentially hazardous to the fetus (Olshan

et al., 1991; Zhang and Ratcliffe, 1993; Losco

and Shublack, 1994; Schroedel and Peretz, 1994;

Chavkin, 2001; Frank et al., 2001; Uncu et al., 2005).

How should I approach ethical dilemmas
that arise in the care of pregnant women
in practice?

Although many jurisdictions do not recognize fetal

rights, fetal interests are taken into consideration

by physicians and their pregnant patients. In fact,

with the development of detailed ultrasound

imaging, excellent perinatal technology, and the

ability to improve outcomes for very small infants,

it is hard for many physicians not to envision

the fetus as a patient. Thus, some physicians

see themselves as having responsibility for two

‘‘patients’’ in one body. It is extraordinarily difficult

for a physician to stand by while a fetus dies or

becomes irreparably harmed, when an intervention

might prevent this result. Nonetheless, it is inappro-

priate to coerce a patient to undergo an intervention

or to abandon her.

Difficult as it may be, the physician must respect

the competent woman’s right to make decisions for

herself and her fetus. Moreover, care must be taken

not to question the competence of the woman

merely because she does not concur with the

physician’s recommendation(s). There are many

reasons why competent women reject medical

advice, and to counsel these women effectively it is

important to understand their particular reason(s)

for rejecting medical advice.

As one of us has argued elsewhere (Baylis and

Sherwin, 2002, pp. 295–6), sometimes women do

not accept medical advice because of value con-

flicts, epistemological conflicts, or lack of trust in

the medical profession:

. . . [W]omen sometimes make a deliberate decision to

reject their physician’s advice because it runs contrary to

their values . . . In other cases, women may agree with the

values that inform the physician’s recommendation (e.g.,

promotion of their own health and that of their fetuses),

but question the medical knowledge on which that advice

is based . . . [In still other cases] women who intentionally

reject medical advice do so not because of conflicting

values, or problematic knowledge claims, but rather

because of a deep-seated mistrust of physicians and the

medical profession as a whole.

In addition to the above, sometimes medical advice

may not be followed because of ignorance, failure

to understand, fear or apprehension, denial, and

bias toward the present and near future.

Communication, understanding, and respect for

women are essential in the management of these

difficult situations. However, no matter how skilled

a communicator the physician may be, a woman

may not alter her decision or behavior. The phys-

ician’s communication skills may be significantly

tested in such cases (especially when a decision is

needed urgently), and it may be difficult to develop

the trust that is integral to the physician–patient

relationship. As in other challenging medical situ-

ations, consultation with a colleague may be

extremely helpful.

The cases

As Ms. A’s pregnancy progresses, she develops a

rapport with her physicians and the perinatal staff.

An ultrasound shows a modestly growth-restricted
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fetus, with increased resistance noted in umbilical

artery Doppler flow studies. With the help and

support of her care providers, Ms. A decides to

enter a methadone support program. Had she not

voluntarily decided to do this, her care providers

would have continued to follow her pregnancy (as

much as she would allow) and sought to provide

advice on timing of the birth and on subsequent

treatment options for her newborn.

In the second case, further discussion clarifies that

Ms. B is terrified of general anesthesia because her

mother died from anesthesia complications.

Moreover, Ms. B has a strong distrust of physicians

and believes that too many cesarean sections are

done. When it is explained that the cesarean can be

done with spinal anesthesia, and in view of the

risks of the ongoing bradycardia, Ms. B agrees to

the surgery. However, if the patient had continued

to refuse the surgery, the physician would have

been obliged to respect her decision despite the

serious risks to the fetus.
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Prenatal testing and newborn screening

Lainie Friedman Ross

Ms. C is 34 and she is getting married for the first-time. She

tells her obstetrician/gynecologist that she and Mr. D are

hoping to conceive quickly. Both Ms. C and Mr. D are of

Ashkenazi Jewish descent. Ms. C’s physician recommends

that she undergo prenatal testing for a number of diseases

more common in people of Jewish ancestry. Currently, the

Ashkenazi Jewish panel includes up to 10 conditions

depending on the laboratory (Leib et al., 2005). The

conditions include severe conditions such as Tay Sachs

disease and more mild conditions such as Gaucher disease

type 1. Ms. C has never heard of any of the conditions, but

she agrees to follow her physician’s advice.

E is a healthy full-term infant male, who was born 24

hours ago. The nurses inform you that E’s mother refused

routine vitamin K supplementation given intramuscularly

and the hepatitis B immunization because she does not

want to put her son through any more discomfort than the

birth process. You come to draw the newborn screen for

phenylketonuria and other metabolic conditions before

discharge, but she refuses.

What is prenatal testing and newborn
screening?

Prenatal testing includes a number of clinical tools

to provide reproductive information to individuals or

couples either preconception or during pregnancy

about their risks of having a child with a health

disorder or condition. Prenatal testing involves a

number of different types of test including genetic

carrier testing, ultrasound, amniocentesis or chori-

onic villus sampling (CVS), or preimplantation

genetic diagnosis. An individual or couple may be

referred for prenatal testing because of genetic risk

factors, maternal illnesses that are associated with

various birth defects (e.g., maternal diabetes is

associated with spina bifida and congenital heart

disease), or advanced maternal age (which is a risk

factor for certain chromosomal anomalies).

Genetic carrier testing is offered to women and

couples to provide risk information about having a

child with one or more genetic conditions. Tay

Sachs Disease was one of the first conditions for

which prenatal carrier testing was developed

(Kaback and O’Brien, 1973). It is an autosomal

recessive condition, which means that if both

parents have one abnormal allele they are asymp-

tomatic carriers who have a 25% chance of having

a child affected with the disease. Today, many

additional genetic conditions can be tested for

depending on prospective parental interest, family

history, or ethnicity, with various modes of inher-

itance. Ideally, carrier testing is performed

preconception because this allows for greater

decision-making latitude.

Ultrasound is one of the most common screen-

ing tests used during pregnancy. In the first tri-

mester, ultrasound is often used to determine that

the pregnancy is intrauterine and to determine the

number of fetuses. In the first trimester, nuchal

translucency can be examined as a screening

tool for Down syndrome. In the second trimester,

level-2 ultrasound is used to look for congenital

anomalies of various organs (e.g., four-chamber

examination of the heart).
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More invasive techniques are usually reserved for

‘‘high-risk’’ women and ‘‘at-risk’’ couples and

fetuses. Both CVS and amniocentesis are tech-

niques that allow for chromosomal analysis of the

fetus. While CVS can be done earlier than amnio-

centesis, it has a slightly higher risk of miscarriage

from the procedure itself. Alternatively, some

couples will seek preimplantation genetic diagnosis:

genetic analysis of embryos during assisted re-

production prior to implantation.

Newborn screening (NBS), by comparison, is a

population-based program that seeks to screen

newborns for early-onset treatable conditions.

Unlike prenatal testing, which targets individuals

or couples who are at risk, NBS is designed as a

universal public health program. It began in the

early 1960s with the development by Robert

Guthrie of both an assay to test for elevated levels

of phenylalanine, which is diagnostic of phenylke-

tonuria (PKU), and a stable way to collect and store

the blood samples using filter paper (the Guthrie

card) (Guthrie and Susi, 1963). The Guthrie card

allows for the efficient and economical testing of

large numbers of samples.

Guthrie piloted the PKU test and the cards in

Massachusetts in 1961. The pilot was a success, but

the initial medical response was to promote further

testing and piloting before widespread implemen-

tation (Reilly, 1977). Guthrie and the National

Association for Retarded Children (NARC) were

impatient and advocated for legislative mandate to

ensure universal screening of all infants. By 1976,

over 40 states had legislative statutes (Reilly, 1977).

Today, PKU screening is performed universally

in all US states, Canadian provinces, and many

other countries around the world (National New-

born Screening Status Report, 2006). Many states

and countries also test for other conditions, but

there is wide variability regarding which conditions

are included (Saxena, 2003). In the USA, the most

common tests are for PKU, hypothyroidism,

hemoglobinopathies (including sickle-cell disease),

congenital adrenal hyperplasia, and galactosemia

(National Newborn Screening Status Report, 2006).

Each of these conditions meets the criteria for

universal screening as enumerated by Wilson and

Jungner (1968). These criteria include (i) that the

condition represents an important health problem;

(ii) that the natural history of the condition is well

understood; (iii) that there is an accepted cost-

effective treatment which, if begun early, can pre-

vent many if not all of the negative sequelae of the

condition; (iv) that the screening test is simple and

cheap and acceptable to the population; and

(v) that the follow-up diagnostic testing is highly

accurate (Wilson and Jungner, 1968).

Since the mid 1990s, newborn screening pro-

grams have expanded rapidly because of the

development of tandem mass spectrometry, which

allows for testing for numerous conditions at one

time (McCandless, 2004). While some of these

conditions clearly meet the Wilson and Jungner

criteria for population screening, others are not as

well understood and may not have available ther-

apies (Pandor et al., 2004). In addition, other

screening programs have been developed that do

not depend upon the Guthrie card. The most

widespread program is hearing screening using

otoacoustic emissions or brain stem audio-evoked

responses (Davis et al., 1997; Kerschner, 2004).

Why is prenatal testing and newborn
screening important?

Ethics

Prenatal testing is important because it promotes

informed reproductive decision making, particu-

larly when provided with pre- and post-test genetic

counseling. Prenatal testing and genetic counseling

help individuals and couples to understand their

personal risk for having a child with an inherited

condition. The risk may be as high as 100%

(e.g., the risk that a couple who both have sickle-

cell anemia will pass the disease on to their child)

or lower than 1% (e.g., the risk that a woman

under 40 years old will give birth to a child with a

chromosome abnormality such as Down syn-

drome). But knowing the probability of inheriting a
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gene mutation does not necessarily tell one how

severe the condition will be (‘‘variable expres-

sion’’), or whether it will present at all (‘‘variable

penetrance’’).

Yet not everyone embraces the expansion of

prenatal testing. Disability rights advocates ques-

tion the assumptions that underlie prenatal testing,

because positive results often lead to pregnancy

termination (Parens and Asch, 2000). Even dis-

ability rights advocates who are pro-choice are

disturbed by this sequence because they believe

that the parents are making a misguided choice,

electing to abort a wanted pregnancy based on one

trait of the child rather than seeing the fetus as a

future child with many traits. They also fear that

increased use of prenatal testing will lead to greater

discrimination against those who are already living

with a particular disability and to greater intoler-

ance for those parents who elect to continue a

pregnancy of a child with a known disability

(Parens and Asch, 2000).

Newborn screening is important because it

allows for the early detection of treatable condi-

tions and thereby prevents serious morbidity and

mortality. However, there has been rapid expan-

sion to include conditions that do not meet the

traditional public health screening criteria (Botkin

et al., 2006). This raises questions about the goals of

screening. Historically, the goal was to promote the

medical well-being of the child, but now there are

those who advocate for NBS to inform parents of

future reproductive risks and to promote broader

family benefits even if the testing does not offer any

direct benefit to the child (Bailey et al., 2005).

Law and policy

Alpha-fetoprotein (AFP) is a marker for fetal neural

tube defects and Down syndrome. In 1985, the

Department of Professional Liability of the Ameri-

can College of Obstetricians and Gynecologists

issued an ‘‘Alert’’ entitled Professional Liability

Implications of AFP Tests. The Alert declared that it

was ‘‘imperative that every prenatal patient be

advised of the availability of this test’’ (American

College of Obstetricians and Gynecologists, 1985).

As a result of these liability concerns, maternal

serum screening for AFP became the standard of

care. This was reinforced in California in 1986

when legislation mandated that all healthcare

providers offer such testing to every pregnant

patient who begins prenatal care prior to the 20th

week of pregnancy (California Code of Regulations,

2002). Today, even greater sensitivity and specifi-

city are achieved by the use of triple screens (AFP,

maternal serum human chorionic gondatropin and

unconjugated estriol) and quadruple screens

(which add dimeric inhibin-A). Serum markers are

often used in conjunction with ultrasound for ever

greater sensitivity (Reddy and Mennuti, 2006).

The main liability concern for failing to screen

women using serum markers is a wrongful birth

lawsuit. Wrongful birth cases are becoming more

widely recognized in a wide variety of situations in

which physicians failed to warn prospective par-

ents that they are at risk of conceiving or giving

birth to a child with a serious genetic disorder

(Bernstein, 2001; Howlett et al., 2002; Strasser,

2003). In addition, parents can also bring wrongful

life suits on behalf of the children. These are more

controversial because they must allege that the

child would have been better off not being born.

Currently, NBS is a mandatory public health

program in most US states. Wyoming and Mary-

land are the only two states that require informed

consent for newborn screening, although 13 other

states require that parents be informed about

newborn screening before testing (Nelson et al.,

2001). All states except South Dakota and Nebraska

permit parental refusal of newborn screening for

religious or personal reasons (Nelson et al., 2001;

Douglas County, Nebraska v. Josue Anaya and Mary

Anaya, 2005).

Empirical studies

One of the most controversial questions in prenatal

testing is ‘‘what counts as success?’’ (Chadwick,

1993; Clarke, 1993). Is it a success only if parents

choose to terminate a pregnancy because a fetal
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disorder is discovered, or is it a success if informed

parents decide to continue the pregnancy? Dep-

ending on what one views as success might influ-

ence how one counsels prospective parents. The

data show that non-geneticist healthcare practi-

tioners (e.g., primary care physicians and obstetri-

cians) are generally more directive than genetic

counselors regarding an abnormal prenatal test

(Geller et al., 1993; Marteau et al., 1994). That said,

there are data that even genetic counselors show

bias (Michie et al., 1997) or that patients read

between the lines (Anderson, 1999). There are also

empirical data that show wide variation with

respect to how individuals and couples use the

prenatal testing information both within and

between countries (Drake et al., 1996; Mansfield

et al., 1999).

Although disability rights advocates are con-

cerned that increased prenatal testing will lead to

decreased support and increased stigmatization of

persons with disabilities, the empirical data do not

support this concern. Rather, the period since the

mid 1980s has been quite progressive in the legis-

lation and policies designed to promote oppor-

tunities for individual with disabilities. In the USA,

the passage of the Americans with Disabilities Act

(ADA) of 1990 has been heralded as an important

advance in promoting opportunities for persons

with disabilities (Blanck and Marti, 1996; Befort,

2004; McCleary-Jones, 2005). There are also global

initiatives aimed at improving the lives of individ-

uals with disabilities (Walsh, 2004; International

Disability Alliance, 2006) as well as specific legis-

lation and policies in many countries (Canadian

Human Rights Commission, 2005; Directgov (UK),

2006).

Empirical studies in NBS are scant. Clearly more

studies are needed to determine if early diagnosis

improves outcome. This is particularly important

as we move away from newborn screening for

conditions that represent a medical emergency in

the newborn period to conditions with natural

histories that are less well known or that are cur-

rently untreatable (Grosse et al., 2006). National

and international collaborative studies are needed

to understand genotypic–phenotypic correlations

and to rigorously test various treatments in rare

metabolic conditions (Guttler et al., 1999; Emery

and Rutgers, 2001; Goss et al., 2002). They are also

needed to determine short-term and long-term

impact of false-positive results (Sorenson et al.,

1984; Tluczek et al., 1992; Gurain et al., 2006).

Because of the rarity of many conditions, Botkin

(2005) has argued that expanded NBS should only

be done with parental permission under a research

protocol.

The evaluation of NBS must include all aspects of

the screening program, which begins with blood

spot acquisition and includes confirmatory testing

and long-term management (American Academy

of Pediatrics, Newborn Screening Task Force,

2000). Empirical data show that there are many

loopholes in the process (Stoddard and Farrell,

1997; Desposito et al., 2001; Farrell et al., 2001;

Mandl et al., 2002; Hoff and Hoyt, 2006; Therrell

et al., 2006). A study of pediatricians found that

many did not have a system in place to ensure that

testing had occurred but assumed that no news

was good news (Desposito et al., 2001). In addition,

each US state has a different process by which to

add or subtract new conditions (Hiller et al., 1997;

Therrell et al., 2006). There is also wide variation in

standards between the different US state labora-

tories and how states track long-term results (Hoff

and Hoyt, 2006; Therrell et al., 2006).

How should I approach prenatal testing
and newborn screening in practice?

Individuals and couples may not be aware that they

carry certain gene mutations which may affect the

health or well-being of their fetus. Taking a detailed

family health history as well as reviewing the

woman’s health and health management (e.g.,

what medications she is taking) can provide

great insight into the risks of having a child with a

disorder or condition. The number of conditions

that can be tested for prenatally is growing rapidly.

Prenatal counseling should always precede
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prenatal testing in order to allow women and

couples to think about what type of testing they

wish to undergo. It should not be presumed that

anything that can be screened for should be

screened for, nor should it be presumed that all

individuals and couples share similar attitudes

about specific disabilities or disorders. Rather, the

decision to undergo different types of prenatal test

is a personal issue that will reflect how a woman or

couple balances risks and benefits of testing.

Healthcare providers should discuss with women

and couples about how they want to proceed with a

pregnancy, what they understand about their own

health risks and the potential risks to the fetus, and

determine other risk factors.

Clearly, women and couples have a moral and

legal right to know what is available, and what are

their risks based on clinical and social factors (e.g.,

whether or not they smoke or drink), their dem-

ography, and their family health histories. Precon-

ception testing offers individuals and couples

greater options in terms of using donor gametes

or other forms of assisted reproduction, pre-

implantation diagnosis, or adoption. For a couple

where a pregnancy already exists at the time they

learn of genetic risk factors, this new awareness

can be anxiety provoking, require rapid decision

making, and put a substantial amount of stress on

the couple (Ormond and Ross, 2006). When

deciding whether or not to have prenatal diagnosis,

prospective parents need to think about the per-

ceived burden associated with having an affected

child, what level of risk (e.g., miscarriage of a

healthy fetus) they are willing to take in order to

obtain information regarding specific genetic dis-

eases, and the degree of certainty that testing will

provide (Ormond and Ross, 2006). For example, a

couple might weigh the potentially beneficial and

highly accurate information that invasive prenatal

diagnosis can provide against the increased risk of

miscarriage that is associated with these procedures.

Pediatricians and other healthcare providers who

take care of newborns need to be aware of the NBS

laws that exist in their jurisdiction. They ought to

be aware of what conditions are tested for, what is

available for those parents who want expanded

screening, and whether parents can refuse state

screening. Healthcare providers should encourage

parents to screen their children, particularly for

those conditions that meet the Wilson and Jungner

(1968) criteria because clinical diagnoses may

not occur until after irreversible morbidity has

developed. Parents need to understand that the

blood spot is a screening test and that definitive

testing may be necessary to confirm or refute a

positive screen. Parents also need to understand

that even if a child is not found to have a disease,

some of the screening tests uncover carrier infor-

mation and that this may have implications about

their own future reproductive risks as well as for

their families (Laird et al., 1996; Parsons et al., 2003).

The cases

Ms. C was tested and found to be a carrier of cystic

fibrosis and Tay Sachs disease. Her husband

underwent the full panel as well and he was found

not to be a carrier of any of the conditions. The

couple was informed that they were not at risk

for Tay Sachs Disease and that their risk for

having a child with cystic fibrosis was low

(<0.05%), but not zero because there are over 1100

mutations, and the prenatal panel only includes

the more common mutations (Palomaki et al.,

2004; American College of Obstetricians and

Gynecologists Committee on Genetics, 2005). They

could get greater certainty but not 100% by doing a

full gene analysis at a cost of $1500, which they

elected not to do. Ms. C and her husband gave birth

1 year later to a healthy baby boy. He has no signs

or symptoms consistent with cystic fibrosis.

Despite repeated attempts to convince E’s mother

to have her child undergo the newborn screen,

she refused. Prior to discharge, the physician

emphasized the importance of discussing her

refusal with her child’s pediatrician, and encour-

aged E’s mother to bring the Guthrie card to her

child’s first pediatric appointment. E’s mother did
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bring the Guthrie card to her pediatrician and

discussed the ‘‘pros and cons’’ of testing, the

meaning of a screening test, and the probability of

a false positive, a true positive, and a true negative.

The pediatrician explained to E’s mother and father

that the mode of inheritance for most of these

conditions made it unlikely that one could deter-

mine risk by family history; and that clinical diag-

noses could be too little too late. The pediatrician

explained that she was very supportive of

the screening program, and in fact, that she often

recommended that her patients purchase an

expanded screen that included conditions not

currently screened for in their state. She provided

brochures for the private laboratories that perform

expanded newborn screening. The physician also

stated that she was willing to respect their refusal,

in part because the likelihood of a positive result

was small, but that a delayed diagnosis could lead

to a worse outcome for the infant. After further

conversation, the parents elected to have the child

screened by the state but did not want to send an

additional sample to a private laboratory. The state

screen was negative.

REFERENCES

American Academy of Pediatrics Newborn Screening Task

Force (2000). Serving the family from birth to the

medical home: newborn screening a blueprint for the

future. Pediatrics 106: 389–427.

American College of Obstetricians and Gynecologists

(1985). Professional Liability: Implications of AFP Test-

ing (Liability Alert). Washington, DC: American College

of Obstetricians and Gynecologists.

American College of Obstetricians and Gynecologists,

Committee on Genetics (2005). Committee Opinion

Number 325, December 2005. Update on carrier

screening for cystic fibrosis. Obstet Gynecol 106: 1465–8.

Anderson, G. (1999). Nondirectiveness in prenatal genetics:

patients read between the lines. Nurs Ethics 6: 126–36.

Bailey, D. B., Jr., Skinner, D., and Warren, S. F. (2005).

Newborn screening for developmental disabilities:

reframing presumptive benefit. Am J Public Health 95:

1889–93.

Befort, S. F. (2004). Accommodation at work: lessons from

the Americans with Disabilities Act and possibilities for

alleviating the American worker time crunch. Cornell J

Law Public Policy 13: 615–36.

Bernstein, P. (2001). Comment: fitting a square peg in a

round hole: why traditional tort principles do not apply

to wrongful birth actions. J Contemp Health Law Policy

18: 297–322.

Blanck, P.D. and Marti, M.W. (1996). Genetic discrimin-

ation and the employment provisions of the Americans

with Disabilities Act: emerging legal, empirical, and

policy implications. Behav Sci Law 14: 411–32.

Botkin, J. R. (2005). Research for newborn screening:

developing a national framework. Pediatrics 116: 862–71.

Botkin, J. R., Clayton, E.W., Fost, N. C., et al. (2006).

Newborn screening technology: proceed with caution.

Pediatrics 117: 1793–9.

California Code of Regulations (2002). Tit 17 §. 6527.

Canadian Human Rights Commission (2005). Practical

Guide for Employment Accommodation for People

with Disabilities. Ottawa: Canadian Human Rights

Commission (http://www.chrc–ccdp.ca/discrimination/

barrier_free–en.asp) accessed 31 August 2006.

Chadwick, R. F. (1993). What counts as success in genetic

counselling? J Med Ethics 19: 43–6.

Clarke, A. (1993). Response to: ‘‘What counts as success in

genetic counselling?’’ J Med Ethics 19: 47–9.

Davis, A., Bamford, J., Wilson, I., et al. (1997). A critical

review of the role of neonatal hearing screening in the

detection of congenital hearing impairment. Health

Technol Assess 1: 1–176.

Desposito, F., Lloyd-Puryear, M. A., Tonniges, T. F.,

Rhein, F., and Mann, M. (2001). Survey of pediatrician

practices in retrieving statewide authorized newborn

screening results. Pediatrics 108: E22.

Directgov (UK) (2006). Disabled People. London: Direct-

gov (http://www.direct.gov.uk/DisabledPeople/fs/en)

accessed 31 August 2006.

Douglas County, Nebraska, appellee, v. Josue Anaya and

Mary Anaya, husband and wife, as parents of Rosa Ariel

Anaya, a minor child, appellants (2005) No. S-03-1446.

Supreme Court of Nebraska 269 Neb. 552; 694

N.W.2d 601.

Drake, H., Reid, M., and Marteau, T. (1996). Attitudes

towards termination for fetal abnormality: comparisons

in three European countries. Clin Genet 49: 134–40.

Emery, A. and Rutgers, M. (2001). European collabora-

tion in research into rare diseases: experience of

Prenatal testing and newborn screening 109



the European Neuromuscular Centre. Clin Med 1:

200–2.

Farrell, M., Certain, L., and Farrell, P. (2001). Genetic

counseling and risk communication services of newborn

screening programs. Arch Pediatr Adolesc Med 155: 120–6.

Geller, G., Tambor, E. S., Chase, G. A., et al. (1993).

Incorporation of genetics in primary care practice: will

physicians do the counseling and will they be directive?

Arch Fam Med 2: 1119–25.

Goss, C.H., Mayer-Hamblett, N., Kronmal, R. A., and

Ramsey, B.W. (2002). The cystic fibrosis therapeutics

development network (CF TDN): a paradigm of a

clinical trials network for genetic and orphan diseases.

Adv Drug Deliv Rev 54: 1505–28.

Grosse, S.D., Boyle, C. A., Kenneson, A., Khoury, M. J., and

Wilfond, B. S. (2006). From public health emergency to

public health service: the implications of evolving

criteria for newborn screening panels. Pediatrics 117:

923–9.

Gurain, E. A., Kinnamon, D.D., Henry, J. J., and

Waisbren, S. E. (2006). Expanded newborn screening

for biochemical disorders: the effect of a false-positive

result. Pediatrics 117: 1915–22.

Guthrie, R. and Susi, A. (1963). A simple phenylalanine

method for detecting phenylketonuria in large popula-

tions of newborn infants. Pediatrics 32: 338–43.

Guttler, F., Azen, C., Guldberg, P., et al. (1999). Relation-

ship among genotype, biochemical phenotype, and

cognitive performance in females with phenylalanine

hydroxylase deficiency: report from the Maternal

Phenylketonuria Collaborative Study. Pediatrics 104:

258–62.

Hiller, E.H., Landenburger, G., and Natowicz, M. R. (1997).

Public participation in medical policy-making and the

status of consumer autonomy: the example of newborn-

screening programs in the United States. Am J Public

Health 87: 1280–8.

Hoff, T. and Hoyt, A. (2006). Practices and perception of

long-term follow-up among state newborn screening

programs. Pediatrics 117: 1922–30.

Howlett, M. J., Avard, D., and Knoppers, B.M. (2002).

Physicians and genetic malpractice.Med Law 21: 661–80.

International Disability Alliance (2006). http://www.

internationaldisabilityalliance.org/ (last accessed 31

August 2006).

Kaback, M.M. and O’Brien, J. S. (1973). Tay Sachs:

prototype for prevention of genetic disease. Hosp

Pract 8: 107–116.

Kerschner, J. E. (2004). Neonatal hearing screening: to do

or not to do. Pediatr Clin North Am 51: 725–36.

Laird, L., Dezateux, C., and Anionwu, E.N. (1996).

Neonatal screening for sickle cell disorders: what

about the carrier infants? BMJ 313: 407–11.

Leib, J. R., Gollust, S. E., Hull, S. C., and Wilfond, B. S.

(2005). Carrier screening panels for Ashkenazi Jews: is

more better? Genet Med 7: 185–90.

Mandl, K.D., Feit, S., Larson, C., and Kohane, I. S. (2002).

Newborn screening program practices in the United

States: notification, research, and consent. Pediatrics

109: 269–73.

Mansfield, C., Hopfer, S., Marteau, T.M. on behalf of a

European Concerted Action: DADA (1999). Termination

rates after prenatal diagnosis of Down syndrome, spina

bifida, anencephaly, and Turner and Klinefelter syn-

dromes: a systematic literature review. Prenat Diagn 19:

808–12.

Marteau, T., Drake, H., and Bobrow, M. (1994). Counsel-

ling following diagnosis of a fetal abnormality: the

differing approaches of obstetricians, clinical geneti-

cists, and genetic nurses. J Med Genet 31: 864–7.

McCandless, S. E. (2004). A primer on expanded newborn

screening by tandem mass spectrometry. Primary Care

Clin Office Pract 31: 583–604.

McCleary-Jones, V. (2005). The Americans with Disabil-

ities Act of 1990 and its impact on higher education and

nursing education. ABNF [Association of Black Nursing

Faculty] J 16: 24–7.

Michie, S., Bron, F., Bobrow, M., and Marteau, T.M.

(1997). Nondirectiveness in genetic counseling: an

empirical study. Am J Hum Gen 60: 40–7.

National Newborn Screening Status Report (2006).

http://genes–r–us.uthscsa.edu/nbsdisorders.pdf

(updated monthly; accessed 31 August 2006).

Nelson, R.M., Botkin, J. R., Kodish, E.D., et al., for the

American Academy of Pediatrics, Committee on

Bioethics (2001). Ethical issues with genetic testing in

pediatrics. Pediatrics 107: 1451–5.

Ormond, K. and Ross, L. F. (2006). Ethical issues in

reproductive genetics. In Individuals, Families, and the

New Era of Genetics, ed. S.M. Miller, S.H. McDaniel,

J. S. Rolland, and S. L. Feetham. New York: WW Norton,

pp. 465–85.

Palomaki, G. E., FitzSimmons, S. C., and Haddow, J. E.

(2004). Clinical sensitivity of prenatal screening for

cystic fibrosis via CFTR carrier testing in a United States

panethnic population. Genet Med 6: 405–14.

110 L. F. Ross



Pandor, A., Eastham, J., Beverley, C., Chilcott, J., and

Paisley, S. (2004). Clinical effectiveness and cost-

effectiveness of neonatal screening for inborn errors of

metabolism using tandem mass spectrometry: a sys-

tematic review. Health Technol Assess 8: 1–121.

Parens, E. and Asch, A. (2000). The disability rights

critique of prenatal genetic testing: reflections and

recommendations. In Prenatal Testing and Disability

Rights, ed. E. Parens, and A. Asch. Washington, DC:

Georgetown University Press, pp. 3–43.

Parsons, E. P., Clarke, A. J., and Bradley, D.M. (2003).

Implications of carrier identification in newborn

screening for cystic fibrosis. Arch Dis Childh Fet Neonat

Edn 88: F467–71.

Reddy, U.M. and Mennuti, M. T. (2006). Incorporating

first-trimester Down syndrome studies into prenatal

screening: executive summary of the National Institute

of Child Health and Human Development Workshop.

Obstet Gynecol 107: 167–73.

Reilly, P. (1977). Genetics, Law and Social Policy.

Cambridge, MA: Harvard University Press.

Saxena, A. (2003). Issues in newborn screening. Genet Test

7: 131–4.

Sorenson, J. R., Levy, H. L., Mangione, T.W., and Sepe, S. J.

(1984). Parental response to repeat testing of infants

with ‘‘false-positive’’ results in a newborn screening

program. Pediatrics 73: 183–7.

Stoddard, J. J. and Farrell, P.M. (1997). State-to-state

variations in newborn screening policies. Arch Pediatr

Adolesc Med 151: 561–4.

Strasser, M. (2003). Yes, Virginia, there can be wrongful

life: on consistency, public policy, and the birth-related

torts. Georgetown J Gender Law 4: 821–60.

Therrell, B. L., Johnson, A., and Williams, D. (2006). Status

of newborn screening programs in the United States.

Pediatrics 117: S212–52.

Tluczek, A., Mischler, E.H., Farrell, P.M., et al. (1992).

Parents’ knowledge of neonatal screening and response

to false positive cystic fibrosis testing. Devel Behav

Pediatr 13: 181–6.

Walsh, N. E. (2004). The Walter J. Zeiter Lecture: global

initiatives in rehabilitation medicine. Arch Phys Med

Rehabil 85: 1395–402.

Wilson, J.M.G. and Jungner, F. (1968). Public Health

Papers, No. 34: Principles and Practice of Screening for

Disease. Geneva: World Health Organization.

Prenatal testing and newborn screening 111



16

Assisted reproduction

Roxanne Mykitiuk and Jeff Nisker

Ms. F and Mr. G are trying to have a child. They have been

having sexual intercourse approximately three times a

week for the past year, and daily around the time when

Ms. F thinks she is ovulating. They are both 38 years old.

Ms. F has had regular menstrual cycles up to the last three

months, in which she has had only two. They are worried

they have delayed starting a family too long and will not be

able to afford the expensive fertility treatment they may

require at Ms. F’s age. They have questions regarding the

success of in vitro fertilization and the possibility of having

twins or triplets.

What is assisted reproduction?

Assisted reproduction enables the deliberate

manipulation of the processes and materials of

human reproduction outside of sexual intercourse.

In describing the practices that constitute assisted

reproduction, it must be understood that all such

practices are embedded with ethical issues, whether

standard therapies such as ovulation induction

(Messinis, 2005), insemination with donor sperm

(Daniels et al., 2006), and in vitro fertilization (IVF)

(Steptoe and Edwards, 1978); emerging practices

such as pre-implantation genetic diagnosis (PGD)

(Handyside, 1990; Nisker and Gore-Langton, 1995);

or practices prohibited under law in many coun-

tries, such as the purchase or bartering of oocytes

(Gurmankin, 2001; Nisker, 1996, 1997, 2001).

Ovulation induction through clomiphene citrate

has been practiced for over 30 years (Messinis, 2005).

This oral therapeutic strategy can assist 50–80% of

women with ovulatory dysfunction become preg-

nant, depending on the etiology of their disorder

(with the exception of premature ovarian failure)

(Messinis, 2005). Aromatase inhibitors are new oral

ovulation induction agents (Casper and Mitwally,

2006; Holzer et al., 2006). When these are unsucces-

sful in inducing ovulation, menotropins (also refer-

red to as gonadotropins) may be used (Messinis,

2005). This is a much riskier strategy, with side eff-

ects including ovarian hyperstimulation syndrome

(Budev et al., 2005) and the creation of high-order

multiple pregnancies (Barrett and Bocking, 2000a, b).

Provision of sperm, by other than the woman’s

partner, was one of the earliest forms of assisted

reproduction and has been encompassed in med-

ical practice for 50 years (Daniels et al., 2006).

Sperm donation is a common practice when a

woman’s partner has sperm of low count or quality

or carries a communicable disease, when she is in a

lesbian relationship, or if she is single. Oocytes may

be provided to women who no longer have an

‘‘ovarian reserve,’’ because of their advanced age

(Pastor et al., 2005) or having undergone cancer

treatment (Byrne et al., 1999; Nisker et al., 2006).

Menotropin ovarian stimulation create multiple

oocytes for IVF (Abramov et al., 1999). When the

An earlier version of this chapter has appeared: Shanner, L. and Nisker, J. (2001). Assisted reproductive technologies. CMAJ 164:

1589–1594.
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oocytes reach approximately 2 cm in diameter, they

are matured with human chorionic gonadotropin

and approximately 36 hours later are removed

through transvaginal ultrasonographic-guided nee-

dles (Yuzpe et al., 1989). The oocytes are placed in

Petri dishes under strict sterile conditions, sperm is

added, and if fertilization occurs, the embryos are

microscopically observed for two days (up to four

days if the plan is to transfer blastocysts) (Blake et al.,

2002). Embryos are then transferred to the uterus

(Min et al., 2006) (one or two embryos preferred, but

often more in older women), and the remaining

embryos are cryopreserved for transfer in non-

treatment cycles (Trounson and Mohr, 1983). Cryo-

preserved embryos no longer required for repro-

ductive purposes are usually donated to research

(Nisker and White, 2005) or discarded. They may,

however, be donated to another couple, although

this rarely occurs for a number of reasons, including

parental fear of allowing a child for another couple

that is genetically related to their own (Newton et al.,

2003; Nachtigall et al., 2005). Pregnancy rates for IVF

exceed 25% per cycle for women/couples whose

infertility etiology may be blocked Fallopian tubes,

endometriosis, sperm problems (with intracyto-

plasmic sperm injection) (Van Steirteghem et al.,

1994) or unexplained. They become higher following

the transfer of cryopreserved embryos (Alsalili et al.,

1995; Mishell, 2001). The risks of IVF are in both the

menotropin stimulation (Abramov et al., 1999;

Buckett et al., 2005) and the surgery (Alsalili et al.,

1995). There are also risks to the child and family

unit, such as those owing to multiple births (Barrett

and Bocking, 2000a, b).

Gestational agreements (Rodgers et al., 1997; Ber,

2000) are often used in conjunction with assisted

reproduction practices (Mykitiuk and Wallrap,

2002; Rivard and Hunter, 2005). Although the more

common type of gestational agreement occurs

when the gestational carrier is impregnated with

the sperm of the partner of a woman who, because

of medical problems, cannot gestate her own

embryo/fetus, gestational agreements may also

include those in which the embryo’s genetic make-

up has resulted from an oocyte other than that of

the gestational carrier, sperm other than that of the

man for whom the embryo/fetus is being gestated,

or both (Rodgers et al., 1997).

A relatively new area relates to the genetic

scrutiny of embryos by PGD (Handyside et al.,

1990; Nisker and Gore-Langton, 1995), or most

recently, preimplantation genetic haplotyping (PGH)

(Renwick et al., 2006). The embryos or polar bodies

(Verlinsky et al., 1990) are assessed genetically

through polymerase chain reaction (Mullis and

Faloona, 1987) or fluorescent in situ hybridization

(Delhanty et al., 1993). Genetic determinations of

an embryo through PGD may be used not only to

implant embryos to avoid a specific genetic char-

acteristic but also to implant embryos with par-

ticular characteristics, for example embryos of a

specific histocompatibility in a savior sibling

scenario (Pennings et al., 2002), embryos that will

result in a child who is deaf (Levy, 2002) or who has

Duchene’s dwarfism (Nunes, 2006).

Why is assisted reproduction important?

Assisted reproduction enables subfertile heterosex-

ual couples, single women, and women in lesbian

relationships to have children. In addition, individ-

uals and couples who carry genetic conditions may

wish to use assisted reproduction in order to avoid

passing (or to deliberately pass) these conditions on

to their children. Thus, assisted reproduction is

important for both medical and social indications.

Assisted reproduction is increasingly important

as many women delay having a child until they

have employment and financial security. Delay in

becoming pregnant predisposes a woman not only

to deplete her ovarian reserve but also to develop

other etiologies of infertility, such as endometriosis

or tubal occlusion, as well as lengthening her

exposure to environmental toxins (Younglai et al.,

2002), an under-researched area (Royal Commis-

sion on New Reproductive Technologies, 1993).

Assisted reproduction is also increasingly impor-

tant as more women are surviving cancer treat-

ment, including leukemias in girls and adolescents,
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lymphomas, and breast cancer (Nisker et al., 2006).

Women who have received chemotherapy, for

example, may have a dramatic decrease in the

number of ovarian Follicles that remain, and thus

the normal attrition rate frequently causes these

women to develop ovarian failure in their thirties

(Sklar et al., 2006).

Ethics

Commercialization

Commercialization and commodification of gam-

etes, and commercial gestational agreements,

offend a number of ethical precepts including

respect for human integrity and dignity through the

non-commodification and non-commercialization

of the person, her or his bodily parts, tissues, sub-

stances and processes; protection of vulnerable

persons from coercion or inducement; and respect

for the patient–physician relationship by avoiding a

conflict of interest between the two parties (Royal

Commission on New Reproductive Technologies,

1993; Nisker and White, 2005).

‘‘Donation’’ is an ethically charged term in that,

until the 1990s, inmost countries, ‘‘donors’’ of sperm

and oocytes have been paid in the range of $100 for

sperm and between $1500 and $5000 for oocyte

donation (Nisker, 1996, 1997, 2001; Gurmankin,

2001). In addition, oocyte ‘‘donors’’ are almost

always economically disadvantaged women who

either sell their eggs to support their family or pay

tuition, or who barter half of their oocytes in order to

undergo an IVF cycle (Royal Commission on New

Reproductive Technologies, 1993; Nisker, 1996, 1997,

2001; Mykitiuk and Wallrap, 2002). The ethical

problems of these practices is reflected in their pro-

hibition by law in most Western European countries

such as France, the UK, and Germany, as well as

Australia, New Zealand, and Canada, amongst other

countries (see the list of relevant legislation at the end

of the chapter). In some of these countries, sperm

donors may be offered reimbursement of expenses,

and occasionally compensation for their time

(Daniels et al., 2006).

Informed choice

Free and informed choice requires that the patient

must be informed about the benefits and risks of

treatment, alternative courses of action, and the

consequences of not having the treatment

(Mykitiuk and Wallrap, 2002). This includes the

provision of sufficient information for the patient to

be able to both understand and appreciate the

chances of having a child for that particular patient

in that particular infertility clinic, including clarifi-

cation of the meaning of success rates (as to bio-

chemical pregnancy or live birth), and the specific

risks of treatment inherent for that patient (in gen-

eral and in that particular clinic). Patients should

also be informed about the potential for multiple

births to have physical and cognitive consequences

for children, as well as social consequences for

them and their families and financial costs (Barrett

and Bocking, 2000a,b; Elster, 2000; Mykitiuk and

Wallrap, 2002; Adamson and Baker, 2004).

A free choiceprocess is difficult to ensure for sisters

and close friends of infertile women who have been

asked to become oocyte ‘‘donors’’ or gestational

carriers for them (Rodgers et al., 1997; Ber, 2000).

These women have indicated that they would feel

that they were a bad sister or a bad friend if they did

not comply with the request. Further, even in the

best-case scenarios for altruistic oocyte donation or

gestational agreements, ethical problems remain.

Informed choice is particularly difficult for those

who are soon to undergo cancer treatment (Nisker

et al., 2006). In the case of girls and adolescent

women, a substitute decision maker, usually a

parent or guardian, may base their decision on the

belief that the child will want to be a mother. As

with adult women, decision making is also com-

plicated by the fact that delaying cancer treatment

in order to retrieve and cryopreserve oocytes (or for

adult women to possibly undergo IVF to freeze

embryos) may be problematic to the success of the

cancer treatment. Finally, although encouraging,

the success of new techniques such as oocyte vit-

rification (Lucena et al., 2006) and in vitro matur-

ation (Rao and Tan, 2005) requires further study.
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Free and informed choice for research purposes

may also be complex in that it is difficult for a

woman undergoing fertility treatment not to agree

to a request by her physician to participate in

research, as she may perceive that the research

must be important to the physician or it would not

have been offered, and that a negative decision

may compromise her clinical care (Sherwin, 1992,

1998; Kenny, 1994; Nisker and White, 2005). Par-

ticularly regarding stem cell research, women who

‘‘volunteered’’ to undergo IVF to provide eggs may

be coerced (Cyranoski, 2004; Nisker and White,

2005; Chang, 2006).

Access

Access to assisted reproduction is constrained in

some jurisdictions by financial considerations and

other eligibility criteria. Without public funding,

access to IVF is generally limited to economically

advantaged women/couples. In most countries

where a publicly funded healthcare system exists,

access to infertility treatment, including IVF and

intracytoplasmic sperm injection, is provided. In

some countries, such as Australia, IVF is publicly

funded for the number of cycles it takes for the

woman to complete her family, while in most

Western European countries and Israel, some

restrictions are placed on the maximum number of

cycles or the maximum number of children for

which publicly funded IVF is available (Birenbaum-

Carmeli, 2004). Canada is an exception among

countries with publicly funded healthcare systems

in that no public funding is provided for IVF and

corollary therapies, with the exception of the prov-

ince of Ontario, where IVF is provided for blocked

Fallopian tubes only (Mykitiuk and Wallrap, 2002;

Nisker, 2004).

Access may also be restricted by the eligibility cri-

teria used by physicians and clinics. Although the

access criteria typically center on the potential

benefits and risks to the health and safety of partici-

pants based on medical factors, including the con-

dition of infertility and the participant’s age, some

physicians and clinics use non-medical criteria.

These may include a woman’s or couple’s ability to

parent, which may be perceived to be limited by

physical or cognitive disability (Gurmankin et al.,

2005), low income (Gurmankin et al., 2005), marital

status (Vandervort, 2006), and sexual orientation

(Mykitiuk and Wallrap, 2002; Peterson, 2005). Indi-

viduals and couples may also face barriers to access

based on race and ethnicity (Mykitiuk and Wallrap,

2002; Gurmankin et al., 2005). These non-medical

barriers to access are ethically suspect, often relying

on discriminatory personal or social prejudices and

may be subject to human rights challenges (Mykitiuk

and Wallrap, 2002).

Genetic determination

Assisted reproduction is now used to determine the

potential characteristics of children (Mykitiuk et al.,

2006) through PGD (Handyside et al., 1990; Nisker

and Gore-Langton, 1995) and PGH (Renwick et al.,

2006). Focus on genetic characteristics of an

embryo has been used not only to avoid a specific

genetic characteristic but also to enhance the

chance a child will have a particular characteristic

(Pennings et al., 2002). To a limited degree, couples

have for more than 10 years purchased sperm

from genius sperm banks and oocytes from ‘‘Ron’s

Angels’’ to enhance the chances of an ‘‘intelligent’’

or conventionally ‘‘beautiful’’ child (Nisker and

Gore-Langton, 1995; Nisker, 2002). The use of these

strategies, as well as PGD and PGH for such pur-

poses, raises ethical issues about the proper use of

medical technology and the physician’s role in

providing enhancement rather than therapeutic

benefits (Nisker, 2002). The use of PGD to avoid

specific genetic conditions and diseases is also

considered by some to be ethically problematic,

resting on discriminatory ideas of disability and

difference (Parens and Asch, 1999; Shakespeare,

1999; Taylor and Mykitiuk, 2001; Mykitiuk, 2002a).

Also morally complex is the use of PGD to detect

embryos of a specific histocompatibility in order to

produce a savior sibling for an existing child

(Pennings et al., 2002). The potential use of PGD to

ascertain embryos that will result in a child who is

Assisted reproduction 115



deaf (Levy, 2002) or who has Duchene’s dwarfism

(Nunes, 2006) is also ethically problematic.

Social factors

Assisted reproduction also makes possible the

creation of novel social arrangements: postmortem

insemination, virgin births, postmenopausal preg-

nancy, multiple parents, anonymous genetic par-

ents, and embryos conceived at one time being born

at different times or to different people (Mykitiuk,

2002b). The use of assisted reproduction, therefore,

has implications for kinship and also the under-

standing of the legal, social, and emotional bonds

created by heredity and the consequences pre-

sumed to ensue from processes of conception and

birth (Mykitiuk, 2002b). Social factors include the

inappropriate continuation of a male-dominant

work ethic that sees women as less valuable

employees if they want to become pregnant. This

coerces women to delay pregnancy and risk infer-

tility rather than create an obstacle to career

advancement or employment.

Law and policy

Western European countries, such as France,

Sweden, the UK, and Germany, as well as Australia,

New Zealand, Canada, and Israel, have enacted

legislation governing assisted reproduction (see the

legislation listed at the end of this chapter). How-

ever, in many jurisdictions, including the USA and

eastern Europe, these practices remain largely

unregulated by law. ‘‘Reproductive tourism’’ can

result when patients and clinicians are prohibited

by law from accessing certain practices in their

own jurisdiction (Storrow, 2005).

The law generally sets out prohibited practices,

usually enforceable through criminal sanctions

(e.g., payment for gestational arrangements and

oocytes in most jurisdictions) and provides a

regulatory framework within which permissible

practices must be carried out (e.g., the storage,

handling, and use of reproductive materials, and a

registry of gamete donors). In addition, national

legislation may establish a regulatory or oversight

body whose responsibility it is to license, inspect,

andmonitor all human reproduction clinics. Further,

domestic human rights legislation may prohibit

discrimination: for example, a single or disabled

woman, or lesbian couple being denied access to

IVF or donor conception for non-medical reasons.

In most countries where legislation regarding

assisted reproduction exists, it is illegal to create

an embryo for research purposes (e.g., Canada,

France, Germany, and Sweden; see legislation at

the end of this chapter). By contrast, in the UK, it

is legal to create an embryo for research if legal

consent has been given, provided one is licensed to

do so (Human Fertilization and Embryology Act,

1990). However, in some countries, such as Canada,

France, and Australia, research can be performed

on embryos that were created for reproductive

purposes but are no longer required for this pur-

pose, pursuant to a license and with consent of the

embryo donor. In most countries with legislation,

there are also prohibitions on reproductive cloning,

ectogenesis, and germ-line modification. For more

on issues related to stem cell research and thera-

peutic cloning, see Chs. 21 and 31.

Professional practice policies are developed in

order to set the standard of care by which clinicians

should practice in order to provide optimal thera-

peutic outcome and minimum risk to their

patients. As policies impact not only patients,

clinicians, and researchers but also social rela-

tionships and institutions, good policy making

must involve voices and perspectives of all parties

who are affected by that policy, as well as those of

the general public. In the development of such

policies, it should be appreciated that women more

than men are affected by assisted reproductive

practices (Royal Commission on New Reproductive

Technologies, 1993).

How should I approach assisted
reproduction in practice?

Understanding that assisted reproduction is an

ethically complex area of medicine, whether the
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clinician is a family physician, general gynecologist,

fertility specialist, nurse, social worker, or psycho-

logist, is essential in its practice. Family physicians

and general gynecologists may become skilled in

many aspects of infertility investigation, including

history taking, physical examination, assessment of

semen and ovulation characteristics, tubal patency,

as well as parameters of general health. As referring

physicians, these individuals should be aware of the

infertility clinics that provide optimal care. Infertility

specialists have the obligation to be educated in all

currently clinically proven investigations and treat-

ments. These specialists have an obligation to keep

accurate records and report their findings in a

manner in which the pregnancy and treatment-

complication rates are clearly apparent to patients

and referring physicians. All clinicians have the

obligation to provide a free and comprehensive

informed choice process.

Clinicians need to be mindful of the fact that that

there may be both national and state/territorial/

provincial legislation governing assisted human

reproductive practices. Access to appropriate infer-

tility treatment is problematic in countries such

as Canada and the USA where, unlike Western

European countries, Australia, and Israel, IVF is not

covered under a publicly funded healthcare system,

and advocacy for socioeconomically disadvantaged

patients is required. Professional practice guidelines

should be developed in order to have uniform

reporting of data and to advise both fertility spe-

cialists and referring physicians as to the standards

of care.

The case

The ethical issues embedded in the case include

the inability of some women/couples, because of

their financial or social situation, to access assisted

reproduction and the informed choice process,

particularly considering clinical factors (e.g., age of

the woman) that may allow for more risky treat-

ment strategies and require different information

in the informed choice process. The fact that Ms. F

is 38 years of age may allow ethical practice to

commence infertility investigation if after one year

pregnancy does not occur (or slightly before

because of irregular ovulation, as withMs. F), as well

as permitting the transfer of more than one or two

embryos during the treatment cycle. This couple

should be made aware in the informed choice pro-

cess that their chance of having a child, biologically

related to them, through assisted reproduction or

otherwise is much lower than the overall statistics

reported by infertility clinics. Further, the additional

risk of multiple pregnancy, and the physical and

cognitive risks to the child inherent in multiple

births, need to be addressed, as the option of more

than two embryos being transferred will likely be

offered. Ms. F and Mr. G, as all women/couples in

their age group (and indeed all women/couples),

should be counseled about the possibility of adop-

tion, and about the fact that in most ‘‘developed’’

countries, access to an infant through adoption is

very limited, and access to international adoption

is restricted to the financially well off.
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17

Respectful involvement of children in medical
decision making

Nuala Kenny, Jocelyn Downie, and Christine Harrison

H is a bright, loving, 11-year-old child who has been

treated for osteosarcoma. Her left arm has been amputated

and she was given a course of chemotherapy. She has been

cancer free for 18 months and is doing well in school. She is

self-conscious about her prosthesis and sad because she

had to give away her cat, Snowy, to decrease her risk of

infection. Recent tests indicate that the cancer has recurred

and metastasized to her lungs. Her family is devastated by

this news but do not want to give up hope. However, even

with aggressive treatment, H’s chances for remission are

less than 20%. H adamantly refuses further treatment. In

the first round of treatment, she had initially acquiesced to

the treatment but ultimately struggled violently when it

was administered. She distrusts her healthcare providers

and is angry with them and her parents. She protests, ‘‘You

already made me give up Snowy and my arm. What more

do you want?" Her parents insist that treatment must

continue. At the request of her physician, a psychologist

and psychiatrist conduct a capacity assessment. They agree

that H is incapable of making treatment decisions; her

understanding of death is immature and her anxiety level

very high. Nursing staff are reluctant to impose treatment.

In the past, H’s struggling and the need to restrain her

caused them serious concern.

What is respectful involvement of children
in medical decisions?

Respectful involvement of children in medical

decisions requires respect for parental authority

and family context as well as careful attention to

the communicative and developing decisional

needs and abilities of the child.

Why is it important to respectfully involve
children in medical decision making?

Ethics

Children have traditionally been excluded from

medical decision making. Inclusion was seen to be

dependent upon autonomy (the capacity for self-

determination) and children were considered

non-autonomous. Children were seen as needing

substitute decision makers, and parents were gen-

erally turned to as substitutes with the right and

responsibility to make medical decisions for their

children.

However, ethical analysis of the involvement of

children in medical decision making has evolved

and at least two significant changes must be noted.

Firstly, it was recognized that children from infants

to teens have dramatically differing levels of capac-

ity for decision making. Three general categories of

children were described: those lacking decisional

capacity, those with developing decisional capac-

ity, and those with developed decisional capacity

(American Academy of Pediatrics, 1995). The focus

of respectful involvement of children in medical

An earlier version of this chapter has appeared: Harrison, C., Kenny, N. P., Sidarous, M., and Rowell, M. (1997). Involving children

in medical decisions. CMAJ 156: 825–8.
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decisions became fixed on decisional maturity.

Differing levels of inclusion in decision making,

relating to these different categories of decisional

capacity, came to be seen as necessary.

The North American standard for clinical deci-

sion making, for instance, evolved into parental

consent/permission for the first category, the

child’s consent for the third category, and parental

consent/permission and child assent for the sec-

ond category (Canadian Paediatric Society and

Bioethics Committee, 2004). It was claimed that

assent recognizes the developing capacity of chil-

dren in this second category. Assent refers to an

agreement with a decision or course of action as

distinct from consent, which refers to an informed

and voluntary choice with respect to a decision or

course of action. The capacity to assent assumes a

lower standard for each of the elements of informed

choice (freedom, information, and decision-making

capacity) than the capacity to consent. Assent

was said to demonstrate respect for the child’s

developing autonomy, and parental consent/per-

mission was said to protect the child from assum-

ing unreasonable risks (Rossi et al., 2003).

However, a second change in thinking occurred

as assent has presented both practical and theor-

etical difficulties. Bulford (1997) has identified the

lack of standards by which to judge competency

and the ad hoc nature of assessment of the child’s

capacity for participation in the decision. Kenny

and Skinner (2003) have noted that identifying the

appropriate role for the child is complex. Among

other things, it requires an understanding of the

neurodevelopmental capacities of children that are

necessary for decision making. On a substantive

level, the role of assent has become contested, as

demonstrated in a special issue of the American

Journal of Bioethics in 2003. Serious questions have

been raised. Is assent required from the child? Is

dissent morally binding? If so, in what way is dis-

sent different from competent refusal? Is respectful

and meaningful involvement of the child about

more than decisional autonomy?

If children are to be treated with respect in

medical decisions, it is imperative to have clarity

regarding children’s roles and to be more attentive

to the developing capacities of child participants.

Simpson (2003) and Baylis et al. (1999) have sug-

gested that at least four categories of children can

be described based on an understanding of the

various developing capacities of the child: (i) chil-

dren with no communication (neonates and young

children); (ii) children with some communication

but no decisional maturity (younger school-aged

children); (iii) children with some communication

and developing decisional authority (older school-

aged children); and (iv) children with decisional

maturity (i.e., equivalent to adult capacity for

decisional maturity and mature and emancipated

minors).

Building on this, it is argued that the appropriate

involvement of the child depends upon an assess-

ment of the child’s decision-making capacity,

what the child can understand, what the child can

benefit from being told (even if not capable of

making a decision), what the child wants to know,

and what the child needs to know in order to par-

ticipate appropriately (Baylis et al. 1999; Kenny and

Skinner 2003).

For example, there is no role in decision making

or communication (other than comforting) for an

infant. A mature minor, at the other extreme, must

be told everything that a competent adult would

be told and has the moral authority to make the

decision. A child with no decisional capacity, but

good language comprehension, should be told

what is going to happen to him or her. For instance,

it can be morally necessary to share information

even where the child has no decisional authority

and it can be morally required to ask a child’s

opinion about various options even if the child may

not yet have developed decisional authority. In

other words, information sharing should be dis-

tinguished from ascribing decisional authority, and

the objectives of sharing information and seeking

opinions from the child can vary according to the

capacities of the child.

Respectful involvement of the child, therefore,

involves attention to the communicative as well as

decisional needs and abilities of the child. Further,
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it requires careful and respectful attention to the

family context of the child. It has been argued that

a family-centered ethic is the best model for

understanding the interdependent relationships

that are at play in the clinical context. A family-

centered approach considers the effects of a deci-

sion on all family members, their responsibilities

toward one another, and the burdens and benefits

of a decision for each member, while acknowl-

edging the special vulnerability of the paediatric

patient (Nelson and Nelson 1995; Committee on

Pediatric Emergency Medicine, AAP Policy, and

American Academy of Pediatrics, 2003). This

approach presents special challenges for the health-

care team when there is disagreement between

parent(s) and a child. Such a situation raises pro-

found questions about the nature of the physician–

patient relationship in pediatric practice. In the

care of competent adults, the physician’s primary

relationship is with the patient. The patient’s family

may be involved in decision making (i.e., may

participate in discussions of diagnosis, prognosis,

and treatment options), but it is the patient who

defines the bounds of such involvement and it is

the patient who has the authority to make any and

all decisions. The care of children, by comparison,

involves a family-centered relationship in which

the child, the parents, and the physician all have a

necessary involvement. When there is disagree-

ment between parent and child, the physician may

experience some moral discomfort, feeling caught

somewhat between the child and parent. The goal,

however, must be to ensure the pursuit of the child’s

best interests and the respectful involvement of the

child in the decision-making process (in a fashion

appropriate to his or her capacities).

The family-centered approach can also present

special challenges for the healthcare team when

there is disagreement between the parent(s) and

the team with respect to what is in the child’s best

interests. The assumption that parents best

understand what is in the best interest of their child

is usually sound. However, situations can arise in

which the parents’ distress prevents them from

understanding or appropriately weighting their

child’s concerns and wishes. Simply complying

with the parents’ wishes in such cases is inade-

quate. Furthermore, the family-centered approach

must not be taken to allow family members’ inter-

ests to trump the child’s interests. Rather, it must

be seen as recognizing the fact that children are

embedded in their families and the interests of the

child can be seen as bound up with the interests of

other family members. The child’s interests must

always be the basis for a decision to be followed

by the healthcare team. This approach does not

discount the parents’ concerns and authority but it

does recognize the child (albeit as a member of a

family) as the particular patient to whom the

healthcare team has a primary duty of care.

Law

Apart from exceptional circumstances (e.g., emer-

gency), medical treatment must only be provided

or withheld on the basis of a legally valid consent or

refusal. To be legally valid, a consent or refusal of

medical treatment must be free and informed. It

must also be made by a person with appropriate

authority who is deemed capable of making the

treatment decision, that is, capable of under-

standing the nature and consequences of the rec-

ommended treatment, alternative treatments, and

no treatment. If the patient is capable, then the

patient has decisional authority. If the patient is a

child, parents or legal guardians generally have the

legal authority to act as substitute decision makers.

A child’s substitute decision maker is obliged to

make treatment decisions in the best interests of

the child. Healthcare providers who believe that a

substitute’s decisions are not in the child’s best

interests should turn to child welfare authorities.

Through child welfare legislation, the courts can

ensure the appointment of a different substitute

decision maker if they believe the current substi-

tute to be acting not in accordance with the child’s

best interests (legislation usually provides guidance

on the content of ‘‘best interests’’). Courts also

have the power to authorize or refuse to authorize

treatment if they believe such action to be in the

Involving the child in decision making 123



child’s best interests. For example, courts have

deemed children to be in need of protection and

placed them under the care and control of child

and family services and courts have themselves

ordered blood transfusions in cases in which par-

ents who are Jehovah’s Witnesses refuse life-saving

transfusions for their children.

Policy

Professional bodies with obligations and duties to

children have formally recognized this new and

emerging attention to the respectful involvement of

children and youth in medical decisions. For

example, the Canadian Paediatric Society policy on

treatment decisions regarding infants, children,

and adolescents states that ‘‘to ensure that the best

decisions are made for children and adolescents,

these decisions should be made jointly by mem-

bers of the healthcare team, the parents of the child

or adolescent, and sometimes the child or adoles-

cent. Children and adolescents should be involved

in decision-making to an increasing degree as they

develop, until they are capable of making their own

decisions about treatment’’ (Canadian Paediatric

Society and Bioethics Committee, 2004, p. 99). The

American Academy of Pediatrics (1995, p. 314)

statement identifies the joint responsibility of

physicians and parents to make decisions for very

young patients in their best interest and states that

‘‘[p]arents and physicians should not exclude

children and adolescents from decision-making

without persuasive reasons.’’

Empirical studies

There is a body of empirical research providing

some information on the competence of children

for assent and consent (Abramovitch et al., 1995).

Miller et al. (2004) have reviewed the empirical

literature focusing on the voluntariness and com-

petence of children for medical decisions. This

review identified several fundamental dilemmas

underlying current approaches to children’s con-

sent, demonstrating the differences between a legal

(all-or-none) and a psychological (developmental,

context dependent, and interactional) perspective;

differences between the clinical and research

settings; and differences in studies focusing on

who makes the decision in contrast to those

focusing on which decision is in the child’s best

interest. They conclude that more research is

needed in this area, with particular attention to

be paid to the differences between the respect-

ful involvement of the child in clinical and

research decisions, examination of the non-

cognitive aspects of children’s competence, and

the importance of context in the development of

decisional capacity.

How should healthcare professionals
respectfully involve a child in medical
decision making in practice?

Healthcare professionals working with children

should be sensitive to the particular capacities of

each child. Children are constantly developing with

respect to their physical, intellectual, emotional,

and personal maturity. Although developmental

milestones give us a general sense of capacities,

there is no bright-line of a particular age that will

indicate ability to participate in independent

decision making.

Where it is determined that it would not harm

the child to be involved in the parental decision

making and where there is sufficient language

capacity to engage the child, healthcare profes-

sionals should discuss the treatment options with

the child. Healthcare professionals should seek the

child’s opinion about the potential benefits and

harms of the various options. Then, when assessing

what action is in the best interests of the child, they

should include a consideration of:

� the potential harm of having something done to

you that you do not want done (e.g., frustration,

loss of trust in healthcare providers, loss of trust

in family)

� the potential harms and benefits to the child of

the various options from the child’s perspective
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as well as the perspectives of the healthcare

providers and family members

� the potential harms and benefits to the child’s

family members and any others that the child’s

interests are bound up with.

Once the substitute decision maker has made the

decision (likely the parents), the healthcare pro-

fessionals should carefully explain to the child, at

an appropriate level and with the family’s assist-

ance, what is going to happen to him or her.

The case

For H, resuming aggressive treatment will have a

serious negative effect on her quality of life. The

chances of remission are small, yet a decision to

discontinue treatment will likely result in her

death. Because death is irreversible, and decisions

with serious consequences require a high level of

competence in decision making, the capacity

required for this treatment decision is very high. It

has been determined that H does not have this

decisional capacity and that her parents are her

substitute decision makers.

Nevertheless, H is included in discussions about

the treatment options and her reasons for not

wanting treatment are explored. Members of the

team work hard to re-establish trust. Discussions

address the hopes and fears of H and her parents,

the parents’ understanding of the possibility of

cure, the meaning for them of the statistics pro-

vided by the physicians, as well as H’s role in the

decision-making process and her access to infor-

mation. Members of the team include physicians,

nurses, a child psychologist, a psychiatrist, a

member of the clergy, a bioethicist, a social worker,

and a palliative care specialist.

Discussions focus on reaching a common

understanding about the goals of treatment for H.

Her physician helps her to express her feelings and

concerns about the likely effects of continued

treatment. Consideration is given to the effects on

her physical well-being, quality of life, self-esteem,

and dignity of imposing treatment against her

wishes. Spiritual and psychological support for H

and her family is acknowledged to be an essential

component of the treatment plan. Opportunities

are provided for H and her family to speak to others

who have had similar experiences, and staff are

given the opportunity to voice their concerns.

Ultimately, a decision is made by H’s parents to

refuse chemotherapy and the goal of treatment

shifts from ‘‘cure’’ to ‘‘care.’’ H’s caregivers assure

her and her family that they are not ‘‘giving up’’ but

are directing their efforts toward H’s physical

comfort and her spiritual and psychological needs.

H returns home, supported by a community pal-

liative care program, and is allowed to have a new

kitten. She dies peacefully.

The healthcare team met after H’s death to

review her care. They acknowledged that some

parents might have made a different decision and

discussed what their plan would be should this

arise in future. This would include discussions

among team members and with the parents to seek

consensus about the potential for benefit to the

patient, ongoing communication with the parents

to ensure mutual understanding of the realistic

goals of treatment, and psychosocial and emo-

tional support of the patient during his or her

course of treatment. It was acknowledged that in a

situation such as H’s, her parents’ wishes for

treatment would take precedence over her dissent.

The team did not agree what their approach would

be in situations where treatment would not be

predicted to have a chance of remission of less than

20%. Some argued that they should refuse to pro-

vide treatment in such circumstances. Others

argued that, even then, the parents’ decision

should be respected. It was agreed that should the

situation arise they would invite the hospital ethics

team to assist with decision making and conflict

resolution.
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Non-therapeutic pediatric interventions

David Benatar

A five-year-old boy who has acute lymphoblastic leukemia

was originally treated with combination chemotherapy

and achieved remission. Within several months his disease

relapsed. His doctors have determined that allogenic bone

marrow transplantation offers the greatest chance of a

sustained remission. His one-year-old sister is the best

match. Their mother has agreed to the sister being a donor,

but their father has reservations about putting her through

the procedure and suggests that his wife, although not

quite as good a match, should be the donor.

What are non-therapeutic pediatric
interventions?

Non-therapeutic pediatric interventions, such as

harvesting a child’s bone marrow, are medical

interventions that are not intended to benefit

medically the child upon whom they are performed.

Therefore, where such interventions are proposed or

undertaken, they have some other purpose. In the

case opening this chapter, the purpose of harvesting

J’s bone marrow is to save the life of I.

The word ‘‘therapeutic’’ can be understood in

broader and narrower ways. In the narrower sense,

it excludes prophylactic interventions – namely

those that are not intended to cure some condition

the child currently has but to prevent an adverse

medical condition later. Because prophylactic

interventions are morally similar (even if not

identical) to narrowly therapeutic ones, I shall

group these together and thus use ‘‘therapeutic’’ in

the broader sense that includes prophylactic

measures. Non-therapeutic interventions are then

those that neither cure nor prevent disease or

impairment in those on whom they are performed.

The distinction between therapeutic and non-

therapeutic interventions, although clear in theory,

is far from clear in practice. This is because it is

often a matter of dispute whether an intervention

has therapeutic value. In other words, it is often

unclear whether an intervention constitutes a net

medical benefit to a child. For example, consider

male circumcision that is not therapeutic in the

narrow sense of curing an existing condition (such

as true phimosis). There is considerable disagree-

ment about whether such circumcision is an

effective prophylactic measure. Some maintain

that circumcision has considerable protective value

against urinary tract infection, sexually transmitted

diseases, and penile cancer. Others deny that it has

any such value. Similar disagreements arise in

connection with more radical interventions. For

instance, some maintain that surgically assigning

some intersex children to one sex or separating

some conjoined twins is in those children’s inter-

ests. Others deny that these children are benefited

by such procedures. I shall refer to all these types of

intervention as interventions of disputed thera-

peutic value.

The word ‘‘pediatric,’’ like the word ‘‘thera-

peutic,’’ can be understood in narrower and

broader ways. It can be used more restrictively to

refer only to (prepubescent) children or more

expansively to include adolescents. I shall use the

term in a broader (but not the broadest) sense. This
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is because what is important, from an ethical per-

spective, is to refer to those young people who are

insufficiently developed to be competent to make

judgements for themselves about whether the

intervention should be performed. These include

children and younger adolescents, but probably

not the oldest adolescents. Competence is a matter

of degree and so there is no sharp divide between

children and early adolescence. Moreover, there

are important distinctions to be drawn within child-

hood. For example, very young children – infants –

have no ability whatsoever to decide for themselves

whereas older pre-teens have some capacity to do

so. Decision making on their behalf needs to take

these developmental stages into account.

Why are non-therapeutic pediatric
interventions important?

Non-therapeutic pediatric interventions pose a

moral problem because they fall beyond the

bounds of the only widely uncontested condition

for medical intervention in the lives of those who

are unable to consent to medical interventions –

namely the therapeutic condition. Generally, in the

case of competent people, their consent is a

necessary moral condition for medical interven-

tion. Children are not competent to decide which

medical interventions may be performed on them

and are, consequently, unable to provide valid

consent. The absence of this consent, however,

does not render all pediatric interventions prob-

lematic. It is widely agreed that some form of

paternalism towards those who are not competent

to make decisions for themselves is at least per-

missible and usually required. Following this

principle of paternalism, pediatric interventions

may or must be performed if they are to the child’s

benefit. Therapeutic interventions clearly fall into

this category. However, the paternalistic justifica-

tion for intervention does not seem to apply to

those pediatric interventions that are not (clearly)

therapeutic. May such interventions ever be

undertaken and, if so, when?

Consider first interventions that are of disputed

therapeutic value. What is one to do in such cir-

cumstances of uncertainty? To intervene may

impose a needless risk or harm if there happens to

be no net benefit. However, acting on the principle

of ‘‘primum non nocere’’ (‘‘first do no harm’’)

would oversimplify matters, because to fail to

intervene may be to withhold an important bene-

fit if the intervention happens to be positively

efficacious.

A vital question to ask in such circumstances is

whether the uncertainty is a result of one’s own

ignorance about the best available evidence or

whether the best available evidence requires

uncertainty. Doctors are often ignorant (or insuf-

ficiently critical) of the evidence for or against the

purported therapeutic effect of some intervention.

They operate on the basis of impression, anecdotal

evidence, or received wisdom rather than carefully

tracking down the primary data or even reliable

reviews. However, sometimes a full inquiry into

these matters reveals that the evidence is incon-

clusive and that agnosticism is the appropriate

response. In such cases, there is no clear side of

caution on which to err, and reasonable people

might disagree about whether to undertake the

intervention even if it is believed that therapeutic

interventions are the only permissible ones in the

pediatric context.

Disagreement about the therapeutic value of an

intervention is not always attributable to uncer-

tainty about the medical evidence. Sometimes,

the disagreement is at least partly a disagreement

about values. For example, some might judge a

very small chance of death following circumcision

in infancy to be less bad than an equally small

chance of death from penile cancer at an older age,

while others may hold the opposite view. Some

might believe that a life spent joined to one’s twin

is worse than death, while others might deny that it

is bad at all. The presence of such disagreements

does not mean that all competing views are always

equally good. Sometimes, there may be better

arguments for one evaluation than for the other.

For this reason, the arguments for the competing
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views should be explored. However, such explora-

tion may reveal that the arguments for one view

are not clearly stronger than the arguments for a

competing view. In such cases, reasonable people

can disagree: some taking a given intervention to

be therapeutic while others deny that it is so.

The fitting response to reasonable disagreement

about the therapeutic value of an intervention is to

judge both the intervention and its avoidance

permissible. If this is so, then even those who

believe that the only pediatric interventions that

are permissible are therapeutic ones must acknow-

ledge that interventions they personally do not

judge to be therapeutic should be permissible if

others can reasonably regard them to be so.

More controversial than interventions of dis-

puted therapeutic value are those that are per-

formed in order to benefit somebody other than

the child on whom they are performed. Consider,

for example, research on children. Although chil-

dren upon whom research is performed may

sometimes stand to benefit from the intervention

being tested, they may also be harmed by it. The

main beneficiaries of the research are future chil-

dren, who will either benefit from a proven effect-

ive intervention or be spared an intervention that

at best is useless and at worst harmful. Other

interventions, such as bone marrow transplantation

from a child to a close family member, provide

more certain benefits to others. Such interventions

expose the (donor) child to some risk and harm

without aiming to benefit that child medically.

Some people maintain that no such non-

therapeutic pediatric intervention is permissible. In

making this claim, they might appeal to the dif-

ference between a competent person agreeing to

incur a risk or be harmed in order to benefit

another and a second party authorizing such risk

or harm for a being, such as a child, who has never

been competent. However, we can acknowledge

this difference without thinking that the latter

authorizations are never permissible. One might

think that authorizations for children may be

made only below a lower threshold of risk or harm.

It would surely be implausible to judge as

impermissible parents’ authorizing one of their

children to be a blood donor for another of their

children. The costs to the child of blood donation

are clearly very minor and the benefits to the

recipient clearly sufficiently great to justify such

an intervention. Thus we see that an intervention

cannot be ruled out simply because it is not

therapeutic (for that child). We have to consider

how big a risk or cost the intervention involves and

how much good it can be expected to do others.

A second consideration that may be adduced in

favor of at least some non-therapeutic interven-

tions is that, although they may not benefit the

child medically, some of them may benefit the

child in other ways. If a child’s parent, for example,

will likely die without a bone marrow transplant for

which the child is the most suitable donor, it may

be quite plausible to say that the child would be

benefited, all things considered, by donating the

bone marrow. The child may be harmed more by

the loss of the parent than, for example, by the pain

attendant upon harvesting of bone marrow.

How should I approach non-therapeutic
pediatric interventions in practice?

Although doctors often recommend pediatric

interventions, they are rarely ethically or legally

entitled to make the decision that the intervention

will be performed on a given child. Authority to

make that decision is usually borne by the parents,

who are the presumptive surrogate decision makers.

However, the presumption that the parents have

this authority may sometimes be defeated. In such

cases, doctors and others, including sometimes

the courts, may or must assume decision-making

responsibility. Doctors usually have more power to

refuse an intervention than they have power to

authorize an intervention. If a parent authorizes an

intervention that the doctor believes is clearly

unreasonable, the doctor may usually refuse to

perform it.

However, whether doctors are working in concert

with or in opposition to parents, the underlying
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practical question that doctors, parents, and others

should be asking is how one decides whether an

intervention of disputed therapeutic value or of

medical benefit only to others should be performed?

One helpful decision procedure would be to ask the

following series of questions. (i) Is the benefit to self

or others greater than the risk or harm? (ii) Is the

harm or risk excessive? (iii) Does the child support

the intervention?

Is the benefit to self or others greater than the
risk or harm?

All the relevant factors must be considered in

assessing whether benefit to self or others is greater

than the risk or harm. These include not only the

medical benefits and harms, but also all other

benefits and harms. The evidence for these benefits

and harms must be carefully considered. If having

considered all this, the question is answered in the

negative then the intervention may not be per-

formed. If the answer is positive or it is unclear

whether it is negative or positive, then one should

proceed to the second question.

Is the harm or risk excessive?

Even if the harms or risks of harm are outweighed by

the benefits, they may nonetheless be excessive.

That is to say, they may be greater than can rea-

sonably be authorized under the circumstances by a

second party on behalf on an incompetent being.

What constitutes excessive harm or risk varies

depending on whether the expected beneficiary is

the child on whom the intervention is performed or

others. It is reasonable to run greater risks and inflict

greater harms if the beneficiary is the same child

than if it is somebody else. What constitutes exces-

sive harm or risk also varies depending on whether

the answer to the first question is positive or is

uncertain. The less certain the intended benefits,

the less the risk or harm that can be sanctioned.

Of course, what constitutes ‘‘excessive’’ in either

case is open to some interpretation, but only within

a certain range. Some risks or harms will be clearly

excessive and others will clearly not be so. A posi-

tive answer to the second question renders the

intervention impermissible. If the answer is nega-

tive and the child is an infant, then the intervention

may be performed. If the answer is negative and

the child is partially competent, one should pro-

ceed to the third question.

Does the child support the intervention?

There are two relevant variables to consider

here. The first is the extent of the child’s compe-

tence. The more competent the child, the more

weight should be put on his or her judgement

about whether the intervention should be per-

formed. The second variable is the reasonableness

of the child’s preference. The smaller the margin

whereby the benefits outweigh the harms and the

closer the harms are to the excessive threshold the

more weight should be attributed to a child’s

preference not to have the intervention performed.

The more the benefits outweigh the harms, and the

further the harms are from the excessive threshold,

the more weight should be given to a child’s pref-

erence to have the intervention performed. The two

variables interact in the following way. The more

competent the child the less reasonable his or her

judgement need be to carry the same weight.

The case

Ordinarily, harvesting bone marrow from a young

child in order to save the life of his or her sibling is

a justifiable intervention. The risks of serious harm

to the donor are negligible. To be sure, the process

of harvesting the marrow is quite painful, but this

cost is outweighed by the considerable benefit to

the child’s sibling. The donor also benefits indir-

ectly by not losing a sibling. In addition to the

short-term loss of a sibling, there may be a con-

siderable psychological burden later in life, if the

would-have-been donor learns, once she grows up,

that her deceased sibling could well have survived

had she been used as a donor. The sister is too
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young to understand the situation and thus her

(absent) views cannot be taken into account.

There are two complicating factors in our case.

Firstly, we need to know how much more suitable a

donor the child is than her mother. If the difference

is onlyminor, then the slightly decreased chances of

success may be warranted by the preferability

of using a consenting adult rather than a non-

consenting child as the donor. Second, although the

mother is willing to authorize the harvesting of her

daughter’s bone marrow, the father has reserva-

tions. His concerns need to be addressed. If he

cannot make a good case for refusing to allow his

daughter to be a donor, thenhe should bepersuaded

of the justification for permitting the harvesting of

her bonemarrow. The life of his son is not all that lies

in the balance. Unless the mother and father can

reach agreement, a deep rift between them is likely

to develop, particularly if the daughter is not used as

a donor and the son subsequently dies.
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Child abuse and neglect

Benjamin H. Levi

A six-year-old girl and her older sister are brought by their

father to be evaluated for a history of cough, runny nose,

and low-grade fever. In addition to signs of a cold, the

physician notes that the girl’s nasal bridge is quite swollen

and bruised. When asked what happened, she innocently

shrugs her shoulders, and her father’s only conjecture is

that since she sleepwalks she might have bumped into

something. The father sits impatiently, but as questioning

progresses becomes increasingly defensive, at one point

angrily declaring ‘‘we don’t beat our kids, if that’s what

you’re asking.’’ Further complicating the situation is

information from several nurses that this family is ‘‘on

the brink’’ both socially and financially, and that addi-

tional stress is likely ‘‘to blow this family apart.’’

What is child abuse and neglect?

The term child abuse encompasses physical abuse,

sexual abuse, psychological abuse, and neglect –

though the phrase ‘‘child abuse and neglect’’ is also

common parlance. In its typical usage, child abuse

refers to actions (or failures to act) by a parent or

caregiver that result in serious physical or emo-

tional harm, sexual abuse or exploitation, or

imminent risk of serious harm.

Why are ethical issues regarding child
abuse and neglect important?

What could be more simple than the ethics of child

abuse? For those who commit it, don’t. For every-

one else, do what you can to protect children from

it. As one looks more deeply, though, definitions,

interpretations, conflicting responsibilities, and,

most prominently, uncertainty (on a range of

issues) raise difficult questions. What exactly counts

as abuse? How should we understand reasonable

suspicion (which serves as the trigger for mandated

reporting)? How sure must we be that abuse has

occurred before initiating a child abuse investi-

gation? Knowing that biases are inevitable in our

assessments of risk and probability, how can we

treat families fairly in our efforts to protect children

from abuse? Finally, what should we as mandated

reporters do when we do not think that reporting

abuse is in a given child’s best interest?

In addressing these questions, there are several

important things to understand about child abuse.

Firstly, it is prevalent. In one Canadian study of

over 10 000 households, 21% of women and 31% of

men reported having been physically abused as

children (MacMillan et al., 1997). In the USA in

2004 there were over 3.4 million investigations for

suspected child abuse, with 872 088 confirmed

cases, and at least 1490 deaths (Gaudiosi, 2006).

Moreover, there is reason to believe that these

numbers significantly underestimate the true inci-

dence of abuse (Finkelhor, 1990; Herman-Giddens

et al., 1999; Crume et al., 2002). Secondly, it is

ubiquitous. One finds child abuse occurring in

every community and at all levels of society

(Finkelhor, 1994; Wyatt et al., 1999; Lampe, 2002;

Lalor, 2004; Daro, 2006; Gaudiosi, 2006), though a

variety of risk factors do make abuse more likely.

Those at increased risk include children who are
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younger, acutely ill, have chronic medical condi-

tions and/or behavioral disorders, or have low

intelligence (Warner and Hansen, 1994; Levitzky

and Cooper, 2000; Gaudiosi, 2006). Family charac-

teristics that predispose to abuse include increased

stress, marital conflict, a young and/or single par-

ent, unwanted pregnancy, and poverty (Warner

and Hansen, 1994; Kotch et al., 1995; Brown et al.,

1998; Drake and Zuravin, 1998; Overpeck et al.,

1998). Thirdly, it has significant sequelae: bruises,

lacerations, sexually transmitted diseases, preg-

nancy, post-traumatic stress disorder, chronic

somatic disorders, serious brain injury, plus acute

and chronic medical care (Irazuzta et al., 1997;

Emery and Laumann-Billings, 1998; Widom, 1999;

Discala et al., 2000; MacMillan et al., 2001; Diaz

et al., 2002; Fein et al., 2002; Lansford et al., 2002;

Scheid, 2003). Recent estimates for the USA alone

put the total direct costs related to child abuse at

more than $24 billion annually, with indirect costs

exceeding $64 billion (Fromm, 2001).

There are significant interpersonal and cultural

variations in terms of what counts as child abuse

(Hansen, 1997; Dubowitz et al., 1998; FitzSimmons

et al., 1998; Daro, 2006). An illustration of this is

recounted by Dr. Catherine DeAngelis, editor of the

Journal of the American Medical Association, from

her years teaching police officers about child abuse:

‘‘I started each new class by asking how many had

ever spanked a child; almost all hands were raised.

I then asked how many had ever beaten a child;

no hand was ever raised. I then asked them to

explain the difference, and the fun began’’ (Fargason

et al., 1996).

At root, DeAngelis’ question is about harm and

proportionality. In meting out punishment, how

much harm is acceptable before the threshold into

abuse has been crossed? Research tells us that our

answers are heavily influenced by individual atti-

tudes regarding discipline, as well as our personal

experiences with corporal punishment (Howe et al.,

1988; Hansen, 1997; Bonardi, 2000; Jankowski and

Martin, 2003; Tirosh et al., 2003). So, too, signifi-

cant cultural norms come into play (Daro, 2006).

Some communities hold that beating children is a

sign of love and commitment (Visser and Miller,

2002; Rakundo, 2006) whereas others (e.g., almost

half of European countries) have outlawed even

routine spanking (Daro, 2006). At times, it will be

difficult to identify precise cutoffs, and inevitably

reasonable people will disagree whether a given

practice qualifies as legitimate discipline or abuse.

But no reasonable person would dispute the notion

that an adult who non-accidentally inflicts serious

harm on a child commits an act of abuse (Chen,

2004; Maiter and Alaggia, 2004; Daro, 2006).

Though less central than harm, intention also

figures into what we consider abuse. A parent can

bruise their child by accident, or out of anger, or by

pulling them out of harm’s way, or even by admin-

istering non-traditional medical therapy. In each

case, the parent’s intention influences not only the

nature of our response but also our judgement

whether their action qualifies as abuse. Again, there

are cultural components to this. Certain practices

(e.g., coining, circumcision, scarification, and other

body manipulations) are accepted because, within

their cultural context, they are not intended to harm.

But good intentions do not render any practice

immune from being judged abuse. Children have

the right to an open future (Feinberg, 1980) as well

as the right to protection from serious harm

(Archard, 2002). ‘‘Well-intended’’ culturally bound

practices that violate these rights, and in so doing

cause significant harm, do constitute abuse.

Examples include severe shaking of an infant to

raise a sunken fontanelle (i.e., caida de Mollera) or

cutting off a girl’s clitoris and labia, then sewing her

vagina shut (i.e., clitoridectomy and infibulation).

The intention of these acts may mitigate our reac-

tions to the adults who carry them out. But the

lasting injuries and impairment and psychological

damage that befall children who are subjected to

such acts are testament to the abusive nature of

these practices (Barstow, 1999; Chalmers and

Hashi, 2000; el-Defrawi et al., 2001; Refaat et al.,

2001; Whitehorn et al., 2002; Nour, 2003;

K.M. Yount and D. L. Balk, unpublished data). The

growing criticism from within cultures that engage

in these practices simply reinforces the judgement
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that they are indeed abusive (Adinma, 1999; Eke

and Nkanginieme, 1999; Nkwo and Onah, 2001;

Msuya et al., 2002; Nour, 2003).

Separate from concerns about intention or even

thresholds for harm are questions about what

should count as cause to suspect child abuse and

when is it appropriate to actually report suspected

abuse to child protective services (CPS) agencies.

According to a recent report, 82% of countries

sanction voluntary reporting of suspected child

abuse, while 65% require reporting from at least

certain individuals (Daro, 2006). In the USA, CPS

agencies screen approximately 60 000 reports of

alleged abuse per week, investigating two-thirds of

them (Gaudiosi, 2006). Most reports are initiated by

individuals who qualify as mandated reporters in

that their professional work brings them into routine

contact with children. At a minimum, this includes

teachers, law-enforcement personnel, firefighters,

healthcare professionals, social services providers,

and child care workers – though in 18 US states any

competent adult qualifies as a mandated reporter

(National Clearinghouse on Child Abuse and Neg-

lect Information, 2001, 2003). Of note, countries that

have mandatory reporting have a significantly lower

mortality rate for children under five years of age

(�0.46; p< 0.0001; Daro, 2006).

As mentioned above, there are known risk factors

for abuse. So, too, there is an extensive medical and

social science literature that documents clinical

indicators of abuse (Kempe et al., 1962; Warner and

Hansen, 1994; Reece and Ludwig, 2001; Giardino

and Giardino, 2002; Vasquez and Pitts, 2006). At

times, these resources combined with good inter-

viewing skills and clinical acumen will cause man-

dated reporters to be certain in their judgement that

abuse has occurred. Still, we will be less than certain

in most instances. Hence our judgement and even-

tual decision to report will of necessity be grounded

in a calculus, whose cofactors will include physical

findings, observed behavior, risk factors, and so on.

Though such a calculus is itself unavoidable, several

ethical issues arise in how it is utilized.

The first has to do with bias, in terms of whom

we suspect and report, and why. We know from

research that mandated reporters are more likely

to suspect and report children whose ethnic and

socioeconomic profiles do not resemble their

own (Hampton and Newberger, 1985; Brosig and

Kalichman, 1992; Bonardi, 2000). Perhaps we pre-

sume that people like ourselves are not likely to

have abused a child. But it is interesting that ethnic

and socioeconomic resemblance seem to make

us more prone to identify with a child’s caregiver,

exonerating them from suspicions of abuse, rather

than make us more protective of the child who

has been harmed (Adler, 1995). However this bias

is to be explained, it is a problem of justice that

minorities are several times more likely to be

reported and investigated for suspected abuse

(Sinal et al., 1997; Lane et al., 2002).

Were there little downside to being reported and

investigated, this might be of minor concern.

However, reports and investigations of child abuse

are events that can destroy families and careers

(Renke 1999). The ideal, of course, is that CPS

agencies will carefully and sensitively investigate

reports of child abuse, coordinate with social ser-

vices and law enforcement to rehabilitate or remove

offenders, and work with at-risk families to stabilize

the home environment. But the reality is that fam-

ilies are stressed and disrupted – and sometimes

blown apart – by the very process of state inter-

vention into their lives (Thompson-Cooper et al.,

1993; Beck and Coloff, 1995; Richman, 2000).

Moreover, because the CPS system is fundamen-

tally underfunded and overburdened, support ser-

vices frequently do not materialize, leaving families

no better off than before (Murphy-Berman, 1994;

Melton et al., 1995; Melton, 2005; Gaudiosi, 2006).

For these reasons, significant numbers of mandated

reporters who have had experience with CPS

agencies are wary of reporting further cases of

suspected abuse (Applebaum, 1999; Flaherty et al.,

2002; Melton, 2002; Flaherty et al., 2004).

None of this is to say that reporting suspected

child abuse is, on balance, wrong to do. Rather it is

to acknowledge that as currently configured the

system is not without risks – which must be entered

into our calculus of whether to report.
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A second and related ethical issue has to do with

the threshold that has been set to trigger mandated

reporting, which varies from country to country,

and even region to region. Across the USA, for

example, there are 11 distinct thresholds; five use

some variant of belief, while six use some variant of

suspicion (National Clearinghouse on Child Abuse

and Neglect Information, 2003). From a conceptual

standpoint, there are important differences between

believing and suspecting (White, 1993; Levi and

Loeben, 2004), and various statutes have been

changed in recognition of this (National Clearing-

house on Child Abuse and Neglect Information,

2001). In an nutshell, the problem with ‘‘belief’’ is

that it involves holding an idea to be true, whereas

in the context of mandated reporting one is seldom

sure that abuse occurred but instead concerned

that it might have occurred.

Collectively, the various statutory thresholds are

referred to by the legal penumbra of reasonable

suspicion. As such, mandated reporters typically

are instructed that reporting is required any time

they have reasonable suspicion that a child has

been abused (Myers, 2001). The problem, however,

is that there is no consensus what reasonable sus-

picion means (Deisz et al., 1996; Kalichman, 1999;

Levi and Loeben, 2004; Levi and Brown, 2005; Levi

et al., 2006). For some, it means whenever the

thought of child abuse goes through your head,

even if it goes right out (Deisz et al., 1996). For

others, it requires a substantial likelihood that

abuse actually occurred. For example, one survey

of over 2000 pediatricians found that 15% of

respondents indicated that abuse would need to be

over 75% likely to qualify as reasonable suspicion;

while a quarter of respondents set the threshold at a

60–70% likelihood; another quarter set it at 40–50%,

and 35% of respondents set the threshold as low as

10–35% probability (Levi and Brown, 2005).

Surprisingly, the professional literature on child

abuse provides no substantive clarification on this

(Deisz et al., 1996; Kalichman, 1999; Levi and

Loeben, 2004), nor does the law (Myers, 2001; Levi

and Loeben, 2004). Mandated reporters are ‘‘left

to define their own personal standards for what

constitutes a reasonable suspicion of child abuse’’

(Kalichman, 1999): the result being an ad hoc sys-

tem that ensures neither equal protection for

children nor justice for those who are reported. In

addition, this absence of a standard can create

significant burdens for conscientious mandated

reporters trying to determine the right thing to do

(Flaherty et al., 2004). So, too, it can foster con-

ceptual confusion, as was shown in one study

where physicians interpreted reasonable suspicion

differently for severe versus minor injuries (Levi

et al., 2006). Though perhaps clinically under-

standable, this is conceptually problematic because

the question is not whether physicians should have

a heightened level of suspicion when the stakes are

higher, it is whether they are clear on the concept

itself. By way of analogy, it may be more important

to look for fever in an obtunded patient than in

someone with an itchy rash; but what constitutes

‘‘fever’’ (i.e., the properties that make up one’s

conceptual understanding of fever) should not vary

with the clinical situation. Moreover, because the

vast majority of child abuse cases do not involve

severe injury (and prior severity of injury is not

predictive of subsequent severity; Levy et al., 1995),

to safeguard children it is important that mandated

reporters regard all instances of harm with the same

level of careful consideration.

From a systems standpoint, the absence of a

standard is equally troubling. Imagine that police

were directed to write speeding tickets for motor-

ists driving ‘‘too fast’’ but given no clear guidelines

for judging what should count as ‘‘too fast.’’ In the

case of mandated reporting, the result is a system

of indiscriminate reporting (Blacker, 1998) that

not only disrupts families in which no abuse has

occurred, and misses cases that warrant investi-

gation, but also diminishes the effectiveness of CPS

by dispersing already scarce resources and by

eroding confidence in the legitimacy of child abuse

investigations (Applebaum, 1999; Flaherty et al.,

2000; Richman, 2000; Melton, 2005).

Preliminary evidence suggests that statutory

wording can significantly influence how individuals

interpret and apply the threshold for mandated
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reporting. Two studies in particular have shown

that mandated reporters express significantly

greater willingness to report abuse when the

threshold is defined as there being a 25% chance or

greater that abuse occurred (Blacker, 1998; Flieger,

1998). This is not to say that ‘‘25% probability’’ is

the appropriate threshold to endorse. But it does

demonstrate that specifying the threshold in more

concrete terms makes a significant difference.

A third ethical issue in our calculus of when to

report abuse is where society should set the

threshold for mandated reporting. Setting the

threshold too low – say, 10% estimated probability –

not only would bring about considerable disrup-

tion to families where no abuse has occurred but

also would greatly stretch already limited CPS

resources. Moreover, it would potentially overload

the legal system, strain relationships between par-

ents and mandated reporters, and (if reporting

requirements are seen as unreasonable) increase

disrespect for the law (Applebaum, 1999; Melton,

2005). These implications are further compounded

when mandated reporters have immunity from

criminal and civil prosecution, as occurs in the USA

(State of Minnesota v. Curtis Lowell Grover, 1989).

In point of fact, mandated reporting systems often

provide little check or balance of mandated

reporters’ power, little recourse for non-malicious

reporting injustices, and no ready mechanism for

constructive feedback to educate mandated report-

ers (Thompson-Cooper et al., 1993; Kalichman,

1999). So, setting an extremely low threshold risks

indiscriminate reporting with little prospect for

amelioration.

By contrast, setting the threshold for mandated

reporting too high – say, 75% estimated probability –

risks overlooking children who have been abused,

since the signs of child abuse are often ambiguous

(Giardino and Giardino, 2002). Consequently, some

balancing is in order to identify an appropriate

threshold. This, in turn, will require deciding how

much we are willing to invest to protect children

from abuse, as well as how much harm and what

kinds of harm we are willing to tolerate. For this, we

will need public dialogue and debate, as well as a

much better understanding of the costs and

benefits of various cutoff points: 25% estimated

probability versus 35%, 50%, and so on.

A temptation to be resisted is the construction of

different thresholds for different kinds of abuse,

depending on the severity of risks in play. The

reason is that there is simply too great a variability

in education and expertise among the millions of

mandated reporters to expect individuals to dis-

cern accurately which threshold ought to apply for

one kind of abuse versus another.

Even if there was a well-defined threshold,

however, there is a fourth ethical issue in our cal-

culus of when to report abuse. What should we do

when we have reasonable suspicion that a child has

been abused, but do not think that their interests

are best served by reporting the abuse? From a legal

standpoint, the answer is clear: mandated reporters

are required to report whenever they have rea-

sonable suspicion of abuse and the suspected

abuser is either a parent or a person responsible for

the child’s welfare. In many jurisdictions (e.g.,

throughout the USA), failure to report makes one

guilty of a misdemeanor (punishable by a fine and

up to several months in jail) and civilly liable for

damages if the abused child (or another child) is

further victimized because of the failure to report.

Despite this, large numbers of mandated report-

ers regularly do not report suspected abuse (Singley

1998; Kalichman 1999; Delaronde et al., 2000;

Flaherty and Sege, 2005), though prosecutions for

this are rare (Singley 1998; State of Missouri v. Leslie

A. Brown, 2004). Reasons that mandated reporters

do not report suspected abuse include the many

ambiguities and uncertainties discussed above, as

well as competing interests that mandated report-

ers often experience – such as worries about their

relationship with a family, costs (financial, social,

professional), and so on. In addition, the decision

whether to report suspected abuse weighs heavily

on many mandated reporters precisely because

reporting does not always benefit the child

(Johnson, 1999; Flaherty et al., 2000, 2004). Relat-

edly, some competing interests can be intricately

intertwined with the interests of a given child. For
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example, we know that child abuse is present in

50–80% of families in which domestic violence

occurs (Garbarino et al., 1991; Appel and Holden,

1998; Edleson, 1999), but it is not at all clear that it

is in the interests of all (or even most) children

exposed to domestic violence to be reported for

suspected child abuse just because of the known

association between the two. Another, and perhaps

more problematic, example of intertwined interests

involves instances where a parent who has com-

mitted child abuse is in therapy. Here, the concern

is that reporting parents’ abusive behavior could

impede not only their own rehabilitation, but also

(if such reporting were standard practice) prevent

other child abusers from coming forward for help

(Berlin et al., 1991; Budai, 1996).

How should I approach child abuse
and neglect in practice?

Putting such twists aside, the question remains

whether a mandated reporter should follow the law

and report suspected abuse when doing so does

not appear to be in a child’s interest. At root, it is a

matter of conflicting obligations: obligation to fol-

low the law versus obligation to protect children

from harm. What makes the matter particularly

difficult is that, unlike many laws or countervailing

ethical principles such as patient confidentiality

(see Ch. 7), mandated reporting laws were con-

structed with the protection and well-being of

children specifically in mind. Hence, the tension is

between following a rule specifically designed to

protect children from abuse and following one’s

own judgement about how best to ensure a child’s

safety and well-being.

I think it is possible ethically to justify such acts of

conscientious refusal (Rawls, 1971) that are grounded

in one’s professional principles and responsi-

bilities. But to do so certain conditions must be

met: (i) you genuinely believe that reporting the

suspected abuse will result in a net harm for this

child; (ii) you are confident that the child is not at

risk for subsequent injury, and you are willing to

take responsibility for their safety; (iii) all other law-

abiding alternatives would (in your estimation) also

conduce to significant harm; and (iv) you are pre-

pared to defend your decision publicly, and if need

be accept the legal penalties for not carrying out

your responsibilities as a mandated reporter.

What these conditions reflect is the strength of

conviction necessary for true conscientious refusal

of mandated reporting. In weighing one’s resolve,

however, one must be careful of overconfidence in

predicting either a child’s safety or one’s ability to

intervene on their behalf (Adler, 1995). However

imperfect, CPS agencies provide the only system-

atic approach for investigating and safeguarding a

child’s well-being.

The case

In the case presented at the outset, a careful

physical examination revealed no other injuries,

and a thorough review disclosed no evidence of

prior suspicious injuries, frequent visits to the

emergency room, or bleeding abnormalities. While

the evidence does not point to abuse as the most

likely explanation for the injury, it is not ruled

out. In this case, the default decision must be to

report suspected abuse, unless the physician has a

strong relationship with the family and can meet

the four criteria for conscientious refusal men-

tioned above.
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SECTION IV

Genetics and biotechnology





Introduction

Abdallah S. Daar

This section deals with complex technological

issues that we often read about in the media

because they are either very new or are controver-

sial. The ethical issues are broad, falling under the

umbrella of ELSI (ethical, legal, and social issues)

or, for example in Canada, under GE3LS (genetic

ethics, environmental, economic, and legal issues).

Chapter 20, deals with traditional organ trans-

plantation, which has been one of the notable

biomedical successes of the second half of the

twentieth century. It has raised a host of difficult

bioethical issues, many of which revolve around

organ donation. In the 1980s, it was considered

unseemly to consider donation other than from the

dead or from genetically related living donors.

Today, the range of ethically acceptable potential

donors, both cadaveric and living, has expanded

substantially in response to the rising need and

demand – a measure of transplantation’s success.

Living donations from spouses and friends are

common, and those from acquaintances and even

strangers (Good Samaritans) are increasing. Dona-

tions from the recently deceased now include the

controversial non-heart-beating donors of various

types (actually harking back to the early days of

cadaveric donation). The two cases discussed in

Ch. 20 illustrate a number of important transplant-

related issues such as consent, altruism, systems of

just allocation of public resources, transplant

tourism as well as and other substantive issues.

The life sciences are developing so rapidly that it

is perfectly possible to think of regenerative medi-

cine as the next stage in the evolution of organ

transplantation, and indeed of organ function-

replacement therapies. The tools of regenerative

medicine include the controversial, highly charged,

and politicized technology of stem cells. The two

cases used in Ch. 21 illustrate the challenges

encountered by primary physicians faced with

patients seeking information about, and access to,

cutting edge experimental therapies that they have

read about in the media or on the Internet.

Regenerative medicine is new even to specialists in

other fields, and so Ch. 21 begins by defining the

field and then goes on to highlight issues and

approaches in experimental, innovative therapies.

It talks of the distinction between therapy and

enhancement, of media hype, the regulation of

embryo and stem cell research internationally, and

the obligation of clinicians to keep abreast of sci-

entific and technological developments. It just

touches upon neuroregenerative therapy and hints

at the whole emerging and important domain of

scholarly inquiry, dealt with in Ch. 63.

Much has been written about genetic testing, but

it takes a world expert of the caliber of Ruth

Chadwick to lucidly tease out the many complex,

confusing, and evolving issues surrounding this

subject. She asks the perennial question ‘‘Is there

something special about genetic information?’’

and goes on to discuss confidentiality, sharing of

information, the right not to know, stigmatization,

testing of children, etc. Her discussion of secondary

use of data derived from DNA analysis in Ch. 22

sets the scene very well for the next chapter, on

bio-banking.
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Another world expert, Bartha Maria Knoppers,

who has enormous international experience in the

field of bio-banking, joins with Madelaine Saginur

to discuss the many issues surrounding a subject

that is not of trivial scope or significance. Chapter 23

addresses stored tissue samples, handling of data,

and consent and authorization models for legal

and ethical secondary use of genetic data, espe-

cially for unknown future research projects. These

are all crucial issues in the planning, establish-

ment, and management of bio-banks in a respon-

sible, transparent, and socially just fashion.

Finally, the section moves to a very controversial

subject that spans a number of difficult territories,

including genetics, eugenics, racism, and neuro-

ethics, namely behavioral genetics. Jason Scott

Robert masterfully negotiates his way through

these subjects in Ch. 24. The two cases he has

chosen to base this chapter on are superb, yet

eminently realistic. The very question ‘‘Is there a

genetic basis for ‘normal’ and ‘abnormal’ behav-

ior’’ sends a shudder down the informed spine,

evoking as it does visions of floodgates opening

onto courtrooms all the way to supreme courts that

will guide human society on how to interpret what

scientists find in their laboratories and clinics.

Robert notes that ‘‘advances in behavioral genetics

may threaten or reinforce long-cherished personal

and social values and stereotypes, perception of

group differences, and even perception of ourselves

and our human nature.’’ Not trivial or insignificant

at all. Maybe one day the science will be adequate

to give us comfort, but at present this is more a

minefield than a scientific field because of the

paucity of scientifically reliable and generalizable

evidence, other than in a few circumscribed

instances. There are also definitional and meth-

odological difficulties. Perhaps the most worrying

fear is the likelihood of political agendas being

used in the skewed social interpretation of

incomplete, emerging data. Yet this is a valid and

promising field of research. In years to come, we

will undoubtedly read of ‘‘criminal genes,’’ the

interplay of genetics and early childhood experi-

ence (e.g., abuse), discrimination, and stigmatiza-

tion. The field will inform not only the nature

versus nurture debate but also the more philo-

sophically exciting discourse on free will and

determinism. What an exciting minefield. Time to

get the sappers trained!
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20

Organ transplantation

Linda Wright, Kelley Ross, and Abdallah S. Daar

A 53-year-old single mother offers to donate a kidney to a

work colleague whom she knows distantly. Although the

recovery time needed away from work after donation will

strain her modest income, the woman tells the transplant

team that she understands this and is willing to go ahead.

She explains that her motivation to donate is purely to help

another human being.

A man involved in a serious road traffic accident has

suffered severe injuries and has been placed on life support

while investigations are completed. The results indicate he

will not survive. His relatives are not present at the

hospital. The junior physician treating the patient con-

siders withdrawing supportive treatment. He wonders

whether the patient would be a candidate for non-heart-

beating donation after cardiac death is pronounced.

What is organ transplantation?

Organ transplantation is both a life-extending and

a life-saving medical procedure in which a whole

or partial organ (or cells in cell therapy) from a

deceased or living person is transplanted into

another individual, replacing the recipient’s non-

functioning organ with the donor’s functioning

organ. Advances in the science of organ transplant-

ation since the 1980s have significantly broadened

the range of transplantable organs and improved

transplant outcomes. Transplant centers in different

parts of the world successfully transplant kidneys,

livers, lungs, hearts, pancreases, and intestinal

organs, and the procedure is considered the pre-

ferred treatment for several indications. Since the

first kidney transplant in 1954, the increasing success

of, and innovations in, transplantation have created

a demand for organs that greatly exceeds the supply

in most countries.

The scarcity of organs is a major impetus behind

the continuing search for, and development of,

alternative ways to expand the pool of organs and

tissues available for transplantation (O’Connor

and Delmonico, 2005). A major development is the

procurement of organs from family members, and

most recently from friends and even from strangers

(Matas et al., 2000; Gohh et al., 2001; Hilhorst et al.,

2005). We are also witnessing desperate patients

soliciting organs on the Internet (Wright and

Campbell, 2006), the compensation of living donors

for related expenses or even the bestowing of

financial rewards for donation (Larijani et al., 2004),

and the experimental use of organs from animals

(i.e., xenotransplantation; Daar and Chapman,

2004). These recent trends are at the forefront of

current ethical debate on transplantation, and they

are gaining varying levels of acceptance in different

countries by both the public and the transplant

community. The sale of organs is another highly

complex subject that has received much attention

(Radcliffe-Richards et al., 1998; Phadke and Anandh,

2002; Taylor, 2002; Daar, 2003, 2004a).

Why is organ transplantation important?

Ethics

Organ transplantation presents several ethical

challenges. Amongst these are issues related to the
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determination of death, organ procurement, and

organ allocation (Veatch, 2000). Definitions of

death attempt to establish the point at which a

person’s loss of critical bodily functions alters his

or her status from living to dead (Lazar et al., 2001)

and therefore when, in the context of transplant-

ation, it is morally acceptable to procure organs

from the deceased. There is now widespread

acceptance, especially among intensivists and the

transplant community, but with much public

support in many countries, of brain death criteria

for diagnosing death (US President’s Commission,

1981; Dossetor and Daar, 2001). Some cultures do

not accept this, preferring instead the traditional

definition of death as the irreversible cessation of

cardiorespiratory functions. These different per-

spectives obviously influence the formulation of

legal and medical criteria for the posthumous

procurement of organs.

One of the questions being debated is whether,

after death, an individual’s organs are a societal

resource to be automatically recovered or an

individual’s personal property, requiring his or her

approval to organ recovery (Truog, 2005). The

vast majority maintain that organs belong to the

potential donor and thus the most prevalent

deceased donation model requires a person’s

consent to donate through signing a donor card

while alive, or more commonly, through the

agency and consent of next-of-kin, after death.

This model is based on respect for individual

autonomy (Veatch, 2000). The practice of obtain-

ing consent to donation of deceased organs from a

substitute decision maker raises, for some people,

ethical concerns about presuming another’s

wishes if the subject of donation had not been

discussed with the deceased while he or she was

alive (Veatch, 2004).

A variation of this model is what is known as

presumed consent (Kennedy et al., 1998), which

permits the removal of organs unless the person

has formally opposed it while living. This model

emphasizes the greatest net benefit for society

(Veatch, 2000), but apart from a few European

countries, it has not been successfully adopted and

implemented internationally.

Organ procurement from the living is more

accepted in some parts of the world than others.

Donation is assessed by weighing the benefit to the

recipient against the physical harm and psycho-

logical benefit to the donor (Matas et al., 2000).

Many agree that a donation between relatives is

ethical because the familial relationship appears to

justify the risks involved. Some, however, have

expressed reservations about the propriety of living

donation from non-family members, and especially

from strangers. They argue that, in the absence of a

genetic or emotional link between the donor and

recipient, the donor’s motives are more question-

able or that the psychological benefit of donation

does not justify the physical risks. However, altru-

ism is an acceptable basis for living donation, and

some argue that altruism is foremost expressed

through donation to non-relatives and strangers

than to relatives (Evans, 1989; Daar, 2002). Some

further contend that, because a stranger’s offer to

donate is altruistically motivated, there is a greater

chance that he or she is acting autonomously and

in the absence of undue external pressure to

donate (Gohh et al., 2001). The debate continues as

to whether strangers should be allowed to assume

the same level of risk as other living donors when

being considered for donation (Abecassis et al.,

2000; Spital, 2002; Daar, 2002; Ross et al., 2002).

The scarcity of organs for transplantation

necessitates the establishment of criteria on which

to base allocation decisions, particularly for organs

from deceased donors. The distribution formula

commonly used draws mainly on two general

ethical principles: utility and justice (Veatch, 2000).

Utility is calculated according to medical benefit

and justice is assessed on the equity of distribution,

requiring (on some accounts) that the sickest or

worst off be given some priority to ensure that all

are afforded an equal chance to be healthy (Veatch,

2000). Many allocation decisions require trade offs

in favor of either utility or justice, and thus attempt

an acceptable compromise.
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Law

The laws enacted to regulate organ transplantation

vary with jurisdictions around the world. They gen-

erally cater to definitions of death, donor consent,

and, often, the prohibition of the commercial trade in

organs. The laws inmost North American, Asian, and

European countries permit organ removal when the

patient is pronounced dead. These laws most com-

monlydefinedeath as the irreversible cessationof the

entire brain function, although Japanese law allows

the individual while living to choose between the

cardiac- and brain-based definitions of death

according to his or her beliefs (Morioka, 2001;

Bagheri, 2005).

The laws in most countries require donor consent

to posthumous organ donation. The Uniform

Anatomical Gift Act (USA) and the Human Tissue

Gift Act (Canada) each require an individual’s

express consent to the removal of his or her organs

after death. ‘‘Opt-in’’ donor consent is common

internationally. In contrast, the laws in some Euro-

pean countries (Kennedy et al., 1998; Abadie and

Gay, 2006), and with rare exception elsewhere, as in

Singapore (Schmidt and Lim, 2004), allow the pro-

curement of organs based on presumed consent, but

permit individuals to ‘‘opt-out’’ of donation. Japan-

ese law does not allow for a substitute decision

maker but requires both a signed donor card and

family approval of organ removal (Bagheri, 2005).

Internationally, transplantation laws generally per-

mit the removal of organs from a living individual

with his or her consent.

Many countries have enacted legislation against

commerce in organs. Partly as a result of these legal

prohibitions, the phenomenon of transplant tourism

has emerged (Daar, 2004a). In India, for example, the

sale of organs is illegal but the legislation established

to prevent it has proven ineffective (Daar, 2004a;

Young, 2005), and the practice apparently continues

to flourish, with some foreigners traveling to India to

buy kidneys for transplantation. China has recently

pledged to outlaw the sale of organs from executed

prisoners in an attempt to eliminate a widely criti-

cized market in human organs (BBC News, 2006).

Unlike payment for organs, the compensation for

expenses incurred by donation is considered com-

pletely justified. Genuine compensation is allowed in

most countries, although there has been little work

done to define acceptable limits of reimbursement

and, more importantly, to develop schemes to

reduce disincentives to donation. The US law grants

a 30-day paid leave of absence to federal employees

for organ transplantation (Delmonico et al., 2002).

Iran is the only country so far that has openly insti-

tutionalized the formal payment of donors. The

Iranian model, which gives money to kidney donors

as a social reward, is still evolving. Although it has

been criticized, the model has resulted in Iran com-

pletely eliminating its kidney transplant waiting list

(Gohds and Nasrollahzadeh, 2005).

Policy

Government agencies, transplant regulatory bodies,

and healthcare institutions recommend and

set policies that, in addition to legislation, guide

transplant practice with respect to definitions of

death, allocation decisions, and organ precurement.

Despite the widely adopted legal definition of brain

death, individual hospitals have varying practices

used by physicians to certify death. It would be

advisable to have uniformity (Powner et al., 2004).

Organs from the deceased are commonly allo-

cated according to policies established by regional,

national, or international transplant organizations.

In Canada, the Trillium Gift of Life Network and

the British Columbia Transplant Society are among

the largest regional organizations handling the

collaborative development and implementation of

policies governing organ distribution. Policy man-

agement is undertaken in the USA by a national

organization, the United Network for Organ Shar-

ing, and in several European countries by an

international organization, the Eurotransplant

International Foundation. Generally, these trans-

plant organizations use computer programs to

allocate organs to recipients on a waiting list, and

position recipients on the list based on acceptable

criteria such as organ compatibility, medical need,
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wait time, and geographical distance between the

organ and the recipient (British Columbia Trans-

plant Society, Eurotransplant International Foun-

dation, Trillium Gift of Life Network, and the

United Network for Organ Sharing).

Policies on living donation at most transplant

centers support donations from relatives. Dona-

tions from friends and altruistic strangers are

increasingly being accepted. Although policies

allow donors to direct their organ to a known

recipient, transplant centers that permit donations

from altruistic strangers, in which the recipient is

unknown, are reluctant to allow such donors to

direct organs to a recipient of a specific social

group (Matas et al., 2000). Instead the recipient is

selected according to the same waiting list criteria

as for deceased donor organs (Hilhorst et al., 2005).

At a conference in Munich in 2002 (Warren, 2003),

the following resolution was passed on the complex

issue of payments related to transplantation:

The well-established position of transplantation societies

against commerce in organs has not been effective in

stopping the rapid growth of such transplants around the

world. Individual countries will need to study alternative,

locally relevant models, considered ethical in their soci-

eties, which would increase the number of transplants,

protect and respect the donor, and reduce the likelihood of

rampant, unregulated commerce.

Empirical studies

A 2001 study indicated that a significant percentage of

Americans surveyed found kidney donations from

close friends (90%) and strangers (80%) acceptable

(Spital, 2001).Relatednational and international social

research data spanning the period from the late 1970s

show that a sizeable proportion of individuals (studies

vary from 11% to 45%) would be willing to donate a

kidney to a stranger while living (Henderson et al.,

2003). Despite general public approval of altruistic

stranger donation, a noteworthy 2003 Canadian study

(Landolt et al., 2003) sought to measure the relation-

ship between people’s willingness to donate to a

stranger, while living, and their actual behavior.

Results indicated that of the 52 respondents whowere

hypothetically prepared to donate and underwent a

psychosocial assessmentparallel to livingdonors, 31%

qualified as committed to donate. The study con-

cluded that, because the respondents generallyhadno

prior knowledge of altruistic stranger donation, some

peoplewouldbecandidates for this formofdonation if

informed about the need and given accurate infor-

mation about the procedure (Landolt et al., 2003).

Several related studies have measured public

opinionon the recentdebate over altruistic stranger-

directed donation. Results from a recent study

(Spital, 2003) indicated that the majority of Ameri-

can respondents would not permit altruistic stran-

gers to direct their organs to recipients on the basis

of their membership in a particular racial or reli-

gious group (two-thirds), although 74%would allow

directed donation to children. The study conclude

that current local and national policies against

altruistic stranger-directed donation are rightly

aligned with public views, although some raise

concerns about using the general public’s attitudes

to determine policy (Hilhorst, 2005).

Public acceptance of xenotransplantation, or the

transplantation of organs, cells, or tissues from ani-

mals into humans, has been empirically evaluated.

A 2004 study (Rios et al., 2004) indicated that, if ani-

mal organs had similar results to human organs, 74%

of American respondents would accept the use of

animal organs and, when compared with all organ

donation options, it was the favored option. In Can-

ada, an exemplary government-sponsored public

consultation on xenotransplantation (Canadian

Public Health Association, 2001) found that of the

most informed participants, 34% did not want xeno-

transplantation to proceed under any conditions;

19% indicated that it was too soon; and 46% were in

favor of proceeding if safe and effective. The study

resulted in the government recommending that

Canada ‘‘not proceed with xenotransplantation

involving humans at this time as there are critical

issues thatfirstneed toberesolved’’ (CanadianPublic

Health Association, 2001). Despite this verdict, some

argue that a different rendering of the study’s data

reveals more favorable attitudes toward proceeding

with xenotransplantation (Wright, 2004).
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How should I approach organ
transplantation in practice?

Practice guidelines for deceased donation, in

instances in which a person’s death is expected

but has not yet occurred, urge that declarations of

death or the decision to withdraw life support be

made by a physician who is not a member of the

transplant team and before approaching the family

about donation. Usually, the family is given infor-

mation about the option to donate and the possible

outcomes, is asked about the patient’s intention to

donate, if known, and is asked to give consent to

such donation. These tasks are often handled by

regional organ procurement agencies, which upon

being notified of a potential donor by the trans-

plant center, find a suitable recipient and coord-

inate the recovery and transportation of organs

(United Network for Organ Sharing).

Consensus statements and recommended ethical

practice guidelines on living donation identify sev-

eral practical elements as essential to ensuring the

well-being of living donors. With respect to informed

consent, a donor must be fully and accurately

informed about, and demonstrate an understanding

of, the risks and benefits of donation as it affects

themselves and the recipient (Abecassis et al., 2000;

Ethics Committee of the Transplantation Society,

2004; Wright et al., 2004; Zink, 2005), as well as the

different treatment options available to the recipient.

Aperiodof timebetweenconsentand theoperation is

recommended, during which the donor has an

opportunity to reconsider his or her decision. The

transplant center must ensure that the donor’s deci-

sion to donate is voluntary and is not influenced

unduly by material gain, coercion, or other factors

that may reduce individual autonomy. It is recom-

mended that, if possible, the donor and the recipient

be assigned separate care teams or advocates to

protect their individual interests (Abecassis et al.,

2000; Ethics Committee of the Transplantation Soci-

ety, 2004; Wright et al., 2004), as well as to enhance

confidentiality and avoid conflicts of interest.

Assessments of medical suitability will depend on

which organ is being donated and will be carried

out by the transplant team physicians. The donor’s

psychosocial suitability must be evaluated to rule

out psychological risk factors such as severe mental

disorder. It is also advisable to evaluate other factors

such as economic constraints or domestic issues.

These evaluations help to determine whether the

donor is mentally competent to give informed

consent, and if his or her decision is voluntary

(Abecassis et al., 2000; Wright et al., 2004).

Altruistic stranger donation should follow the

same guidelines as those established for donations

from relatives, with an emphasis on the psychosocial

assessment. In addition, the relationship between

the donor and recipient, whether strangers or

familial, should not affect the degree of acceptable

risk to the donor (Abecassis et al., 2000).

The cases

It would be useful to have transplant unit policies

on living donations from non-relatives, especially

as they are becoming increasingly common. In

the first case, the transplant unit must balance the

need to explore ulterior motives such as covert

payments with the need to respond to a genuinely

altruistically motivated donor. A psychosocial

evaluation, preferably by an independent expert

in living organ donation, is usually administered,

but it is difficult to establish ulterior motives. In

addition, transplant units cannot control the

exchange of material rewards or other events that

may transpire after a transplant is completed.

These are also matters of concerns in donations

from relatives.

The transplant center planned ahead to ensure

that the donor had sufficient support, including

legitimate financial support, during her recovery

from the operation. The recipient was a distant

work colleague, which made this, in the absence of

any coercion, a truly altruistic donation. The donor

was fully informed about, and understood, the

risks and benefits of her donation, and the donation

process. The transplant team concluded that

the woman was a willing, informed, altruistically
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motivated individual, wishing to donate for rational

reasons that were important to her, and she was,

therefore, a suitable donor.

If there is consensus that non-heart-beating dona-

tion should be undertaken in the second case

described, it should be done exclusively at insti-

tutions with clearly established protocols. The

Maastricht classification divides the five donation

types into uncontrolled and controlled groups

depending on whether cardiac death was antici-

pated (Ridley et al., 2005). Several decisions must be

made under emergency conditionswhen a patient is

brought in either dead according to cardiopulmon-

ary criteria (uncontrolled) or is in extremis with no

hope for survival (controlled). In the controlled

group (as in this patient), if the patient’s relatives are

not present, should preparation for organ retrieval

proceedwhile they are sought? This usually takes the

form of cooling the organs and may involve admin-

istering drugs to protect the organs, neither of which

will benefit the injured and dying patient. If the

relatives cannot be contacted, should organ retrieval

proceed? These pressing issues are currently being

explored with much interest at many centers.

If the relatives are present, there are minor dif-

ferences in the consent procedures used currently

in standard practice in which the potential donor

is pronounced dead according to neurological

criteria (i.e., brain death). In fact, deceased organ

transplantation originally started with donation

after cardiac death, not by applying brain death

criteria, which entered transplant practice later.

Brain death criteria continue, in some places, to be

controversial.

If the heart is still beating, another question arises,

based on the tension between a desire to confirm

death absolutely and the desire to obtain organs that

have not been damaged by ischemia: how long

should the surgeon wait after the heart has stopped,

following withdrawal of life support, before remov-

ing the organs (Daar, 2004b)? In this case, the rela-

tives were found quickly and they consented first to

withdrawal of life support and later to donation only

of the kidneys. The physicians proceeded to cool the

kidneys via an abdominal catheter but chose not to

administer any drugs to help to preserve them.

The patient was taken to the operating theatre, life

support was withdrawn (Maastricht type 3), and the

surgeon waited a full 10 minutes before removing

the kidneys, which were offered to two recipients

with their full knowledge that the kidneys came from

a non-heart-beating donor. One kidney functioned

straight away, while the other had mild ischemic

damage but began functioning well three days later.

Both recipients are alive with functioning kidneys

four years later.
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Regenerative medicine

Heather L. Greenwood and Abdallah S. Daar

A 56-year-old man with severe angina pectoris visits a

cardiac specialist for a consultation. During the course of

the examination, the patient excitedly describes a story

from the news about an experimental gene therapy that

aims to stimulate new blood vessel growth in patients with

coronary artery disease. He feels that such therapy could

dramatically improve his condition and expresses a strong

desire to enroll in the clinical trial. The clinician has some

familiarity with the details of the trial and wonders how

she should counsel her patient.

A 24-year-old woman with abnormal bladder development

and function resulting from spina bifida visits her

physician for a routine check-up. The patient would also

like to discuss a new therapy she has heard about that

involves the growth of a replacement bladder for trans-

plantation using the patient’s own cells. This therapy has

been successfully applied in a number of other patients

with spina bifida. Her physician wonders how to approach

the discussion with his patient.

What is regenerative medicine?

Regenerative medicine has been the focus of

substantial funding and research efforts worldwide

(Attorney General of California, 2004; Greenwood

et al., 2006). Additionally, it has engaged public

attention through highly publicized political debates

(Press, 2006; Wagner, 2006), media accounts of

‘‘miracle’’ cures (Kuntzman, 2004), and strong lobby-

ing from voluntary health organizations (Perry, 2000).

As a newly emerging and evolving field, there is to

date no consensus definition of regenerative medi-

cine (Mironov et al., 2004). For the purposes of

this discussion, we define regenerative medicine as

follows:

Regenerative medicine is an emerging interdisciplinary

field of research and clinical applications focused on the

repair, replacement, or regeneration of cells, tissues, or

organs to restore impaired function resulting from any

cause, including congenital defects, disease, trauma, and

aging. It uses a combination of several technological

approaches that moves it beyond traditional transplan-

tation and replacement therapies. These approaches may

include, but are not limited to, the use of soluble molecules,

gene therapy, stem cell transplantation, tissue engineering,

and the reprogramming of cell and tissue types.

Regenerative medicine can be thought of as the next

phase in the evolution of organ transplantation and

replacement therapies (Haseltine, 2003; Daar, 2005).

Instead of simply replacing cells, tissues, and organs,

however, regenerative medicine aims to provide the

elements required for in vivo repair, to design

replacements that seamlessly interact with the living

body, and to stimulate the body’s intrinsic capacities

to regenerate (Greenwood et al., 2006). Disciplines

contributing to this field include genetics and

molecular biology, materials science, stem cell biol-

ogy, transplantation, developmental biology, and

tissueengineering (Haseltine, 2001;Greenwood et al.,

2006). In the realmof tissue engineering, for example,

researchers aim to design and grow new tissues and

organs using cells, scaffold material, and soluble

molecules toguidegrowth. Suchdevelopments could

help to overcome challenges facing traditional

transplantation, such as immune rejection and

shortages of donor material (Cortesini, 2005).
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It has been estimated that stem cell-based ther-

apies, one aspect of regenerative medicine, could

potentially benefit over a hundred million patients

in the USA alone for conditions such as diabetes

mellitus, autoimmune diseases, cardiovascular

disease, cancer, and neurodegenerative diseases

(Commission on Life Sciences, 2002). Though still

in the early stages of development, regenerative

medicine has produced several therapies currently

available on the market. These include the tissue-

engineered skin substitute Apligraf (Petit-Zeman,

2001) and the adult stem-cell-containing bone

regenerating therapy Osteocel (http://www.osiristx.

com/products_osteocel.php).

Given the new therapies that regenerative medi-

cine is likely to produce, the high level of media

and public attention the field is receiving, and the

experimental nature of many of the regenerative

medicine therapies currently available, how should

clinicians respond to patients’ inquiries and what

ethical issues does this field raise?

Why is regenerative medicine
important?

Ethics

Regenerative medicine raises a number of ethical

issues, someofwhich, such as themoral status of the

embryo, are relevant at the broad societal and policy

levels. This section focuses specifically on ethical

issues that are likely to be encountered in everyday

clinical practice: informed consent, decision-

making capacity, therapy versus enhancement, and

transplantation ethics. Each of these four issues will

be discussed in turn.

Firstly, regenerative medicine presents new chal-

lenges to the process of informed consent. This is

partly the case because many regenerative medicine

therapies are currently available only through clin-

ical trials, and clinicians will, therefore, face the

question of whether or not their patients should

enroll in such trials. In these cases, extra weight is

placed on the importance of proper informed con-

sent because the potential risks associated with

such experimental therapies are largely unknown

(McKneally and Daar, 2003; Kimmelman, 2005).

Certain regenerative medicine therapies, such as

gene therapy, are associated with a higher degree of

uncertainty than traditional therapeutics because

they are not backed by a long history of pharma-

cological data that can provide a degree of predict-

ability (Kimmelman, 2005). It is also the case

that patients, particularly severely ill patients, can

inaccurately perceive the purpose of a trial as one

designed to provide direct therapeutic benefit rather

than to produce generalizable knowledge (Lo et al.,

2005). Clinicians, therefore, must be particularly

alert to their obligation to fully disclose and explain

potential risks, benefits, and areas of uncertainty in

order to allow their patients to give true and full

informed consent to treatment.

Regenerative medicine also presents challenges

to the informed consent process because of its

innovative nature. As an innovative technology,

regenerative medicine raises questions regarding a

patient’s ability to consent fully to treatment given

that the therapies are often complex and unfamiliar

(Lo et al., 2005). Simplifying complex material

so that patients can appropriately comprehend

potential therapies can be challenging. Clinicians,

however, have an ethical obligation to provide clear

and reliable information to patients and to verify

that the patient has fully understood this discus-

sion (Lo et al., 2005). The duty to inform patients

accurately and thoroughly is of particular relevance

in the face of media attention and hype, which may

lead to unrealistic expectations of potential thera-

peutic outcomes.

Secondly, regenerative medicine can raise issues

related to a patient’s capacity to consent to treat-

ment. This relates primarily to therapies targeted at

the brain, and it takes on particular importance

with respect to regenerative medicine because of

the newness of the technology, the complexity of

the organ being targeted, and because many of the

patients receiving such therapies will be suffering

from neurodegenerative diseases that could com-

promise their decision-making capacity (Glannon,

2006).
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Thirdly, clinicians could face issues regarding the

appropriate application of regenerative medicine

therapies given their potential dual use; that is,

given their ability to be used as a therapeutic tool

but additionally as a method of enhancing normal

function (Daar, 2005). Precisely what constitutes

‘‘impaired’’ versus ‘‘normal’’ function, and thus

what constitutes therapy or enhancement, remains

undefined and will most likely be addressed on a

case-by-case basis. Carrying out an intervention

purely for enhancement purposes does not neces-

sarily mean that it is unethical (Miller and Brody,

2005). Enhancements can, however, raise concerns

that concepts of normalcy may be shifted, that the

autonomy of children will not be respected, and

that a person’s sense of self may be affected, par-

ticularly when considering neurological enhance-

ments (Wolpe, 2002; Sandel, 2004). One emerging

neuroregenerative treatment, for instance, involves

injecting self-assembling synthetic peptides into

the brain, which form nanofiber scaffolds in vivo

to stimulate brain tissue and nerve regrowth.

This technique has been successfully used to

restore sight in hamsters with severed optical

nerves (Ellis-Behnke et al., 2006).

Finally, given that the application of many regen-

erative medicine therapies will involve the trans-

plantation of cells, tissues, organs, or bioartificial

constructs into the body, ethical issues similar to

those faced by the field of traditional transplantation

are raised. These issues include the ethics of pro-

curing donor materials and compensating donors,

respect for different cultural perspectives on organ

transplantation, as well as protecting patient safety,

particularly with respect to non-human animal-

derived materials (Rizvi, 1999; Abouna, 2003). Unlike

traditional transplantation, where organ procure-

ment and transplantation occur within a relatively

short time frame, it may be the case that cells

donated for regenerative medicine therapies are

preserved and usedmanymonths or even years after

the time of donation. This raises the question of

whether donors should be re-contacted to update

their family history in the interests of protecting

the safety of the recipient. Such re-contact would,

however, need to be weighed against the donor’s

right to privacy and confidentiality (Lo et al., 2005).

Law

The law relevant to regenerative medicine is pri-

marily focused on the regulation of stem cell

research. This legislation will affect the extent to

which physicians will encounter regenerative

medicine therapies in practice, and the kinds of

therapy that are at their disposal. There is currently

no international consensus on the regulation of

stem cell research (Isasi et al., 2004). As such, legis-

lation varies broadly worldwide, from permissive,

to flexible, to restrictive policies (MBBNet, 2007).

Countries with permissive policies on stem cell

research include China, India, and the UK (Human

Fertilisation and Embryology (Research Purposes)

Regulations, 2001; Greenwood et al., 2006). In these

countries, stem cells may be derived from a wide

variety of sources, including the derivation of

human stem cells from embryos created specifi-

cally for research purposes through somatic cell

nuclear transfer. Somatic cell nuclear transfer, also

called therapeutic cloning, is a process in which the

nucleus of an oocyte is removed and replaced with

the nucleus of a somatic cell, and the oocyte is

stimulated to divide. Once cell division has reached

the blastocyst stage, approximately four to five days

later, stem cells can be harvested from the inner

cell mass of the embryo (Lanza et al., 1999).

Countries with flexible legislation limit the

methods of acceptable stem cell procurement. In

countries such as Canada (Assisted Human Repro-

duction Act, 2004) and Brazil (Biosafety Law of 2005

[Nelson, 2005]), human embryonic stem cells may

be derived from unused embryos created for the

purposes of in vitro fertilization given that proper

consent procedures are followed. Embryos may

not, however, be created specifically for research

purposes using somatic cell nuclear transfer.

Countries with restrictive stem cell legislation

vary widely. The USA, for instance, restricts federal

funding for embryonic stem cell research to stem

cell lines already in existence at the time of the
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Presidential announcement on stem cell research

in 2001. The ban on creating new embryonic stem

cell lines, however, does not apply to research

funded by private or state funding. A motion to

loosen federal funding restrictions on human

embryonic stem cell research, the Stem Cell

Research Enhancement Act of 2005, passed both

the House of Representatives and the Senate but

was vetoed by President George W. Bush in July

2006 (Congress of the United States of America,

2006). In Italy, by comparison, all embryonic stem

cell research is banned under legislation that

regulates assisted human reproduction. A June

2005 referendum to amend this legislation failed

because voter turnout was below the 50% required

for quorum (UK Department of Health, 2005).

Policy

Distinct from legislation enacted to define what is

and what is not legal with respect to regenerative

medicine, several government agencies are creat-

ing policies to guide the development and use of

regenerative medicine therapies. From a policy

perspective, regenerative medicine presents new

challenges in regulating emerging products to

ensure quality control and patient safety (Daar,

2005). The case of tissue engineered products

illustrates these challenges particularly well.

Traditionally, the regulatory route of a product

depends on its principal purpose or mode of action.

The primary mode of action of drugs is via chemical

means, while medical devices act primarily through

physical means (Jefferys, 2003). Tissue-engineered

products, however, often integrate these two func-

tions. A physical scaffold serves as the framework

on which cells are seeded. Growth factors stimulate

the growth of the cells on the scaffold, and the

scaffold itself may release soluble molecules to

encourage regeneration in vivo (Koh and Atala,

2004; Sohier et al., 2006). Many countries are still

striving to create policy that can accurately and

effectively regulate the development and applica-

tion of tissue-engineered products (Jefferys, 2003).

The European Union Commission to Regulate

Tissue Engineering Technologies released draft

regulations for public comment in May 2005

(European Commission, 2005). In the USA, the

Food and Drug Administration (2004) has created

the Office of Combination Products to coordinate

the regulation of tissue engineered products.

Additionally, the current Good Tissue Practices

Final Rule, released in the USA in May 2005 (US

Food and Drug Administration, 2005), strives to

regulate cell- and tissue-based products by focusing

primarily on safety and the potential for commu-

nicable disease transmission rather than on prod-

uct identity standards (Preti, 2005).

Empirical studies

Empirical studies on the ethics of regenerative

medicine largely focus on public opinions regard-

ing the appropriateness of embryonic stem cell

research and their understanding of stem cell issues

(Perry, 2000). These studies may provide some

guidance for clinicians regarding the beliefs they

are likely to encounter when discussing regenera-

tive medicine therapies with their patients and the

level of comprehension they can expect their

patients to have.

A recent study of nine countries in the European

Union, for example, showed that the majority of

those surveyed supported using spare embryos

from in vitro fertilization for stem cell research but

not embryos derived via somatic cell nuclear

transfer (Solter et al., 2003). Results released in a

study involving 2212 Americans showed that two-

thirds of respondents either approved or strongly

approved of embryonic stem cell research (Hudson

et al., 2005).

Public understanding of stem cell research has

also been evaluated through empirical work. A

study found that 60% of Americans surveyed felt

that they had a ‘‘good understanding’’ of stem cell-

related issues (Nisbet, 2004). A follow-up study,

however, asked Americans to identify specific kinds

of stemcells that came tomindwhendiscussing stem

cell issues. More than half of the respondents replied

that they did not know, and only 17% identified
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embryonic stem cells (Nisbet, 2004). The Genetics

and Public Policy Center in Washington DC tested

public understanding of stem cell and cloning issues

among Americans and revealed incomplete or

incorrect knowledge among Americans regarding

stem cells and cloning; 45% of the 4834 Americans

surveyed believed that is was currently possible to

clone a human baby (Burton, 2005).

How should I approach regenerative
medicine in practice?

Regenerative medicine will present issues for a

range of clinicians, including family physicians,

transplant surgeons, neurologists, and other health-

care practitioners providing care to patients seeking

and undergoing regenerative medicine therapies.

Clinicians faced with the question of whether they

should recommend patients for clinical trials of

regenerative medicine therapies should take extra

care to ensure that informed consent is a top priority.

Clinicians should disclose all areas of potential risk,

including any cases in which unforeseen risks have

occurred (Kimmelman, 2005). Any areas of uncer-

tainty with respect to emerging therapies should be

openly acknowledged. Time for in-depth discussion

with patients should be allotted and should include

the specific purpose of the clinical trial in order to

avoid any therapeutic misconception on the part of

the patient (McKneally and Daar, 2003; Kimmelman,

2005). Clinicians should also inform the patient

of any standard treatments available (McKneally

and Daar, 2003). Throughout this process, clinicians

should be sensitive to the fact that patients

seeking experimental therapy may be particularly

vulnerable because of severe illness or because they

have exhausted all other treatment options.

The high level of media attention around regen-

erative medicine may result in clinicians facing fre-

quent requests for information from patients about

specific regenerative medicine therapies. Clinicians

should attempt to provide a reliable source of

information independent of what their patients may

have heard through the media. The complexity of

emerging treatments along with potential precon-

ceived ideas based on media hype will require

that they take extra time to engage in in-depth dis-

cussions with their patients regarding potential

therapeutic options. They should attempt to explain

treatment options clearly and simply, asking fre-

quent questions of the patient to ensure full com-

prehension of the risks and benefits of treatment.

Asking patients what they have heard regarding a

particular therapy and what their expectations

are will help clinicians to ascertain their level of

understanding, their source of knowledge, and any

assumptions and beliefs regarding regenerative

medicine that they may hold.

Patients under consideration for neurore-

generative therapies should be carefully monitored

to assess their capacity to consent for treatment. In

cases of uncertainty, a formal decision-making

capacity assessment should be undertaken. It may

be the case that a substitute decision maker will be

required to consent to treatment for the patient.

A more detailed discussion of these issues is

contained in Ch. 3.

The cases

The clinician should obtain a full explanation from

the patient in the first case of what he has heard

about the therapy in order to assess his precon-

ceived assumptions and expectations regarding

new blood vessel growth. She should clearly

explain the nature of clinical trials, emphasizing

that participation does not necessarily entail

placement in the treatment group and that many

trials are not testing for direct therapeutic benefit

to the patient. The clinician should clearly explain

the details of the trials, openly acknowledging any

information of which she is unclear. Given that the

treatment is experimental, the clinician should take

extra time to explain in detail the risks and benefits,

emphasizing that they are currently unknown and

that there have been cases where gene therapy has

resulted in unforeseen consequences. Throughout

this discussion, the clinician should take steps to
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verify that the patient has fully understood the

information and that he is properly informed of

standard treatments available. As a final step, the

clinician should refer the patient to the coordin-

ators of the clinical trial to receive additional

information and clarification.

The clinical problems of spina bifida are well

known to clinicians and the potential regenerative

medicine application is easy to comprehend. Lit-

erature that has already been published on the

outcomes of a few patients can help to inform the

clinician’s discussion with his patient. In seven

patients with spina bifida aged 4 to 19 years who

received tissue-engineered autologous bladders,

clinical outcomes were excellent and renal func-

tion was preserved. No adverse side effects such

as metabolic consequences, urinary calculi, or

abnormal mucus production were noted. Upon

biopsy, the engineered bladders showed adequate

structural architecture and phenotype (Atala et al.,

2006). Given that the results for this therapy are

early and few, clinicians will have an ethical obli-

gation to keep abreast of the current literature in

order to monitor the relative risks and benefits of

the procedure and to communicate these to their

patients. By the time of publication of this book,

there are likely to be additional studies on which

clinicians can base their advice. The importance of

this breakthrough and the media attention sur-

rounding it could lead to many more patients who

wish receive such therapy.
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Genetic testing and screening

Ruth Chadwick

Mr. and Mrs. A have recently had a baby son. They are both

carriers of cystic fibrosis, although neither has the condi-

tion. Although they knew the risks of producing a child

with cystic fibrosis, they decided to proceed with a

pregnancy and now wish to know not only if their son

has cystic fibrosis but also if he is a carrier.

Mrs. B attends her general practitioner wanting to be

referred for a test for predisposition to breast cancer. Her

mother had breast cancer and died at the age of 41. She is

convinced that because of this family history she also may

die prematurely, and she wishes to know the facts in

planning her future life.

What is genetic testing and screening?

Although genetic testing and screening have a

number of issues in common, they are different in

their scope. Genetic ‘‘testing’’ applies to the deter-

mination of some genetic factor in an individual,

whereas screening aims to ascertain the prevalence

of such a factor in a population or population group

where there is no evidence in advance that any

particular individual has it (Danish Council of

Ethics, 1993; Nuffield Council on Bioethics, 1993,

2006; Chadwick, 1998). Genetic testing is normally

an issue when either an individual requests it, for

example because of knowledge of a family history,

or is referred by a medical practitioner. Screening

programs, although they will involve actual testing

of individuals, are typically part of a public health

program, for example in response to a government-

determined need to address a given health issue.

Screening may take place at different stages of life –

neonatal, childhood or adult – and may raise dif-

ferent associated questions. Context is also

important: reproductive testing and screening, for

example, are linked with particular sensitivities,

especially in light of the history of genetics and its

use and abuse in the form of eugenics. It is

important to note, however, that genetic testing and

screening may also form part of medical research

protocols, for example to establish links between

genetic factors and predisposition to disease or

adverse responses to drugs.

The term ‘‘genetic test’’ isnot entirely transparent. It

has been defined as ‘‘a test to detect the presence or

absence of, or change in, a particular gene or

chromosome’’ (Nuffield Council on Bioethics, 2006),

but itmayormaynot involve analysis ofDNA. In some

cases, examination of other substances such as the

proteins produced in the body can indirectly provide

genetic information. The term ‘‘genetic information,’’

however, also has awider scope than that in the above

definitionof genetic test: itmay include ‘‘data fromthe

pedigree, the name of a genetic disorder, the genetic

status of a familymember (e.g., carrier/affected) or the

result of a clinical or laboratory test’’ (Royal College of

Physicians, 2006).

In the aftermath of the completion of the Human

Genome Project, genetic testing and screening have,

The author gratefully acknowledges the support of the Economic and Social Research Council; the work described was part of the
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at least potentially, acquired much more power

and taken on a new degree of complexity, increasing

the likelihood of obtaining more useful genetic

information in the testing and screening not only

for presence of single gene disorders, but also for

susceptibility to common disease, for behavioral

traits (Nuffield Council on Bioethics, 2002), for pro-

pensity to suffer adverse drug responses (Nuffield

Council on Bioethics, 2003; Roses, 2004), and to

respond well or badly to foodstuffs (Chadwick, 2004;

Food Ethics Council, 2005).

Why is genetic testing and screening
important?

As more is discovered about the relationship

between genetic factors and common disease,

genetics will become more important to specialties

apart from clinical genetics itself. Healthcare pro-

fessionals in a wide variety of areas of medicine,

although not conducting research themselves, may

find themselves dealing with genetic information

and its associated ethical issues, and they may have

patients enrolled in research projects that have a

genetic element or are participating in bio-banks

(collections of biological samples, such as blood

samples, for the purpose of establishing associ-

ations between genetic factors and health status

such as susceptibility to disease, and/or to study

variation in a population).

Ethics

The ethical issues arising in relation to genetic

testing and screening largely depend on the view

that there is something special about genetic

information which makes it different from other

kinds of medical information. The features that

make it special are that it has implications for

family members other than the individual in ques-

tion and that it is predictive and not specific to time.

Although other kinds of medical information may

share one or more of these features to some degree,

and so it might be claimed that genetic information

is not one of a kind, nevertheless these features

are important in addressing the ethical issues and

they are relevant to both testing and screening.

The fact that genetic information is shared

with family members gives rise to issues about

confidentiality and sharing of information (Human

Genetics Commission, 2003). An individual may

wish his/her test results to be confidential, whereas

the health professional may consider it important

that a relative has access to the information if it is

relevant to the relative’s future health. There is,

therefore, an issue for the health professional as

to whether to disclose or not, if the patient is

unwilling to share the information.

The predictive nature of genetic information

indicates that there is an important distinction

between types of testing; whereas some diagnose

an existing condition, others may be predictive of

future health status. Testing an individual for

whether he or she has a particular disorder can be

helpful either for identifying a course of action or

simply for offering relief where anxiety has been

caused by not knowing. Where predictive testing is

concerned, however, whether for predisposition to

a late-onset disorder or for susceptibility to com-

mon disease, the issues are more complicated.

Uncertainty over the accuracy of the test results and

how they are to be interpreted is an issue, as people

may make life-changing decisions on the basis of

test results, perhaps becoming fatalistic although it

is not certain that they will actually develop a con-

dition (e.g., heart disease) or how severe it will be.

Where children are concerned, testing them for a

late-onset disorder, especially one for which there is

currently no treatment available (e.g., Huntington’s

disease), may cause them positive harm such as

stigmatization (Clarke, 1998). There has also been

concern that predictive information might be

used by third parties such as insurance companies

or employers to the detriment of individuals: for

example raising premiums or denying insurance

or employment to people on the basis of a

higher risk of developing a particular disorder

(Nuffield Council on Bioethics, 1993; European

Group on Ethics in Science and New Technologies,

Genetic testing and screening 161



2003; UK Government and Association of British

Insurers, 2005).

The third feature of genetic information men-

tioned, that it is not specific to time, facilitates

its long-term storage for future analysis, as new

associations and testing techniques are discovered.

This has led to the setting up of bio-banks in

different countries as research tools to enable

associations to be made between genetic factors

and health status, providing information about

variation within the population (Häyry et al., 2007).

These initiatives are not typically justified on the

basis of benefit to the individual donor of a sample

but on the basis of public good or public health, as

is the case in screening programs. Practice varies,

however, on the extent to which an individual

participant may expect to receive information

revealed about their own genetic constitution.

Because of the disadvantages that might accrue

to people on the basis of genetic test results, some

have argued for the individual’s ‘‘right not to

know’’ information about their genetic consti-

tution, and consent to have a sample taken for

testing is thus a central ethical issue (Chadwick

et al., 1997). Questions arise both as to who may

consent (e.g., in the case of childhood testing) and

as to what information is provided and how (e.g., is

some form of genetic counseling necessary?)

(Nuffield Council on Bioethics, 1993). Where long-

term storage is an issue, there are further questions

about narrow or broad consent to future uses of

the sample: whether recontacting of the donor is

necessary at different stages.

Law

The range of possible applications of genetic

information is vast, and there will be national dif-

ferences in the ways in which different countries

regulate in this area (Cutter et al., 2004). For

example, whereas in some countries (e.g., Iceland)

national bio-banks are rooted in legislation, in

others they are not (e.g., UK). As regards clinical

practice, preexisting common law and/or legisla-

tion concerning consent and the use and disclosure

of medical information will apply unless there has

been specific legislation concerning genetic infor-

mation and its applications. There are also some

international instruments that have to be taken

into consideration.

TheUniversal Declaration on the Human Genome

and Human Rights (UNESCO, 1997), although it has

no legal force, lays down certain principles such as

the right of everyone to respect for their dignity and

rights regardless of their genetic characteristics,

and it provides that genetic data must be held in

conditions of confidence. The Convention for the

Protection of Human Rights and Dignity of the

Human Being with Regard to the Application of

Biology andMedicine (Council of Europe, 1997) also

enunciates some general principles. It provides, for

example, that tests which are predictive of genetic

disease or which serve to identify a person as a

carrier of a gene responsible for disease or to detect

a genetic predisposition or susceptibility to a dis-

ease may be performed only for health purposes or

for scientific research linked to health purposes

and should be subject to appropriate counseling.

In some jurisdictions preexisting law relating to

consent has been deemed to be insufficient. For

example in the UK, under the Human Tissue Act

2004, a new offence of non-consensual analysis of

DNA has been established. Although the intention

is not to prevent use of DNA for medical or research

purposes, it addresses concerns over the possibility

of its malicious use. The Act does not apply to all

material from the human body (it excludes, for

example, gametes and embryos outside the body

and dried blood spots), but it provides a legal

framework for the removal and use of tissue,

including the requirements of consent such as who

can give ‘‘qualifying consent’’ for analysis of DNA in

cellular tissue. Consent is not required for use of

cellular material in the diagnosis and treatment of

the donor, and this has led to concern that this

could facilitate future use of screening without

consent, although the Nuffield Council on Bioethics

(2006) noted that the requirements of consent

for use of personal data as laid down in the Data

Protection Act 1998 apply. This Act regulates the
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obtaining, holding, use, or disclosure of personal

information.

In both the UK and the USA, there is specific

legislation concerning disabilities and discrimin-

ation, the Disability Discrimination Act 1995 and

the Americans with Disabilities Act 1990, respect-

ively, which may be relevant in the context of

genetics. The question arises and debate continues

as to how disability is defined, specifically as to

whether it could or should include persons with a

presymptomatic genetic disorder.

Policy

In a field where scientific knowledge tends to

advance very rapidly, legislation is not always

the governance mode of choice, and a variety of

policy-making bodies and advisory committees

have emerged. At international level, for example,

the Human Genome Organisation (HUGO) Ethics

Committee has issued a number of statements

dealing with issues in genetics, starting with the

Statement on the Principled Conduct of Genetic

Research in 1996 (Human Genome Organisation,

1996). The statements are largely concerned with

research, although they have wider relevance in so

far as they touch on issues such as the collection of

DNA samples (Human Genome Organisation, 1998).

This is a field, however, in which ethical frameworks

develop and change as well as the science, and in its

recent statements the HUGO Ethics Committee has

tended to emphasize considerations such as soli-

darity and equity, in addition to the long-standing

concerns of individual consent and confidentiality

(Knoppers and Chadwick, 2005). The move away

from the centrality of the individual, however, has

also made its mark on practice, with the suggestion

of models such as the ‘‘joint account’’ to represent

the family’s shared ownership of genetic information

(Parker and Lucassen, 2004).

In the light of the complexity of the issues, some

committees or commissions have produced major

and influential reports on topics such as genetic

screening. For example, the Nuffield Council on

Bioethics, which issued its report Genetic Screening:

Ethical Issues in 1993, has produced a supplement

on developments since then (Nuffield Council on

Bioethics, 2006). The supplement noted the danger

of overexaggerating the promises of genetics and

takes the view that some of the purported benefits

are still some way off, including screening for

polygenic diseases and realizing the benefits of

pharmacogenomics, which studies links between

genetic factors and drug response to facilitate

genetically informed drug prescribing and to

reduce the number of adverse drug responses. Also

in the UK, the National Screening Committee

(2003) has developed criteria for the introduction

of genetic screening programs, which include

considerations related to the nature of the condi-

tion screened for and what can be done in the light

of a positive result. General guidelines have also

been issued relating to consent, where the pre-

vailing principles reflect the need for consent

both to obtain a DNA sample and to disclose the

information contained therein (Royal College of

Physicians, 2006).

Empirical studies

In genetics, different kinds of empirical study are at

issue, such as different association studies to

establish links between genetic factors and disease

and other characteristics of individuals. Association

studies may be disease specific or concerned with

human variation with a population, as in the UK

bio-bank.

In the ethical context, however, empirical studies

within the social sciences have taken on special

importance because of concerns about public

perception of genetics. Worries that opposition to

genetically modified food might be mirrored by

unwillingness to accept genetically informed

medicine such as pharmacogenomics has led to

the perceived need to undertake a wide range of

initiatives in public engagement. While this might

be viewed from an instrumental point of view,

as designed to achieve public acceptance, it is

now widely recognized that a one-way process

of ‘‘informing’’ is inadequate, and listening to
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people’s concerns is equally if not more important

so that public policy can be appropriately shaped

by awareness of these. Work on attitudes towards

pharmacogenomics in the north west of England,

for instance, has shown appreciation of its poten-

tial benefits, including faster access to a suitable

drug, in place of trial and error, and more person-

alized side effect profiles, while there is concern

among health professionals about the possible

withholding of a drug on the basis of pharmaco-

genomic information (Fargher et al, 2006).

How should I approach genetic testing
and screening in practice?

In the context of clinical genetics, the above issues

have received a high degree of discussion and

debate over the last 10 years in particular. It is

arguably outside this context where guidance is

needed. While there is an abundance of detailed

guidance on approaching the issues, there are some

common themes that need to be borne in mind.

Firstly, best practice on consent suggests that

obtaining consent to donate a sample should be

documented, along with information as to what

current and future uses the consent covers (Royal

College of Physicians, 2006). Secondly, with regard

to confidentiality of the information, while there is

a view that in some exceptional cases a healthcare

professional should have discretion to disclose to

family members where there may be risk of a ser-

ious condition and treatment is possible (e.g., in

the case of colon cancer; Genetic Interest Group,

1998), such cases would be very rare, the balance

of harms test is not an easy one to assess. The

importance of confidentiality has been reiterated

in recent discussions (see Nuffield Council on

Bioethics, 2006; Royal College of Physicians, 2006).

Thirdly, there is a set of issues arising from

the uncertainty of much of the information,

the perception of risk information, and the hype

surrounding genetic information (as well as

the exaggeration of possible disadvantages). These

considerations lead to the need in practice to

have effective communication aiming to generate

realistic expectations.

The cases

In the first case, there is an issue as to who has

authority to consent to the genetic testing of a child,

and whether that testing is in the child’s interests.

There is an important distinction to be made

between diagnostic and predictive testing here. It is

widely accepted that children should only be tested

where it is in their interests and some treatment can

be offered, and that they should not be tested for a

late-onset disorder. It is far from clear that it is in the

interests of the child that it be disclosed to the par-

entswhether or not he/she is a carrier.While thiswill

be important to the child on reaching adulthood, in

making his or her reproductive decisions, there is no

obvious scope for immediate appropriate action and

so the testing should not be carried out. In cases of

testing of children, an additional complication may

be that the test result will show that themale partner

of the couple is not in fact the genetic parent, and

then there will be issues of confidentiality of the

mother versus the father’s right to know, although

this is not an issue in this case.

In the second case, Mrs. B may be a good candidate

for testing for the BRCA1 and BRCA2 mutations,

which confer a higher risk of breast cancer. More

information about the family history needs to be

obtained. It may be that she is being overfatalistic in

thinking that her life path will have the same out-

come as that of her mother. Interpretation of

information is important. It needs to be made clear

to her that a negative result does not mean that she

will be free from risk of breast cancer, as the

majority of breast cancers are not caused by BRCA1

and BRCA2. What the options are in the light of a

positive result also need to be discussed, in terms of

types of therapy or preventive action available,

including preventive mastectomy. The potential

implications for other family members in the light
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of a positive result need to be considered, for

example the interest her sister might have in this

information. Mrs. B should be encouraged to

discuss the situation with her sibling.
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Bio-banking

Bartha Maria Knoppers and Madelaine Saginur

For many years, physicians at a cancer clinic have been

storing biological samples left over after being used for

diagnosis in clinical testing. Prior to 2000, no consent for

storage or research was obtained. In 2000, the clinic

changed its policy and began to systematically request

consent for the use and storage of leftover biological

samples ‘‘for future cancer research.’’ From that point on,

the clinic has been storing samples only when the patient

consented. It discards samples when the patient does not

consent. Many of the sample donors are still alive (some are

still patients at the clinic), while others have died. The

clinic now has over 4000 samples, with comprehensive

clinical data. Two groups of geneticists would like to use

the samples for research, one examining the genetic basis of

certain cancers, and the other examining the genetic basis

of ethnicity and drug response in a randomized, heteroge-

neous population study.

What is bio-banking?

Our knowledge of genetics has largely transformed

the manner in which biomedical research takes

place. From the Human Genome Project and the

International HapMap Consortium, we now know

the sequence of the human genome, and we have

created a haplotype map of the human genome,

describing the common patterns of haplotype

ancestry. While in the past genetic research tended

to focus more on the identification of single genes

that follow a Mendelian pattern of inheritance (i.e.,

presence of single gene being both necessary and

sufficient to cause the disease in question), there has

been a shift in interest to the search for genetic risk

factors in common diseases (e.g., cardiovascular

disease, cancer, diabetes), as well as to pharmaco-

genomics research (understanding the role of gen-

etic variation in individual drug response) and to

studies of normal genetic variation across entire

populations (Knoppers and Sallée, 2005).

Researchers need access to systematic collections

of tissue or fluid samples and related clinical data

(bio-banks) to maximize their research progress

in such areas, ultimately leading to better under-

standing of the role genes play in health, disease,

and interactions with the environment (World

Health Organization, 2003; Canadian Biotechnology

Advisory Committee, 2004). Despite some contro-

versy regarding their scientific utility, most believe

that bio-banks are both important and extremely

useful (Barbour, 2003; Finkelstein et al., 2004; Foster

and Sharp, 2005). Bio-banks differ in a number

of respects, including the number of samples

collected, the types of sample collected (disease

specific/general, prospective/archival, individual or

family/populations), the degree of identifiability of

the samples, the range of possible or permitted uses,

the status of the institution(s) in charge of their

constitution and management (public/private), and

the sector in which the samples were collected

(clinical, research, forensic, etc.).

In this chapter, we discuss a key ethical issue that,

although important for all research, has particular

considerations in the context of bio-banking for

clinicians, namely consent. We cover the general

situation plus that applicable to deceased individ-

uals and approach the issue from a variety of
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national and international perspectives. Related

topics such as return of research results and com-

mercialization are beyond the scope of this chapter.

Why is bio-banking important?

Ethics

Since the Nuremberg trials following World War II,

international ethics protocols have been designed

to protect human subjects who take part in

medical research. The Nuremberg Code, the first

international instrument on the ethics of medical

research, established that, ‘‘voluntary consent of the

human subject is absolutely essential’’ (Nuremberg

Code, 1947; World Medical Association, 1964;

Council of Europe, 2005). Voluntary consent requires

the free (i.e., uncoerced) decision of a legally capable

individual who has ‘‘sufficient knowledge and com-

prehension of the elements of the subject matter

involved as to enable him to make an understanding

and enlightened decision.’’

Informed consent is now the touchstone of ethical

biomedical research and is codified in many policy

documents, including those of the World Medical

Association, the United Nations Educational, Scien-

tific and Cultural Organization (UNESCO), the

Council for International Organizations of Medical

Sciences (CIOMS), the Human Genome Organisa-

tion (HUGO), the World Health Organization

(WHO), and the Council of Europe. This principle is

equally applicable in the context of genetic research

(UNESCO, 2003, 2005; Canadian Institutes of Health

Research, 2005; Council of Europe, 2005), as in the

even more specific context of bio-banking (HUGO,

1998; WHO, 2003; Council of Europe Steering

Committee on Bioethics, 2006). In each case, the

underlying values that informed consent serves to

protect are the same, and include dignity, autonomy

and privacy. However, because of factual differences

between the different types of research, how these

values are weighted against the competing value

of facilitating research that benefits humanity

does change. For research on biological samples, as

opposed to research on a human subject directly,

there are minimal, if any, physical risks to the

research subjects; the potential harms relate to

human dignity (e.g., unconsented use of specimens

that goes against religious or personal beliefs) and

individual (e.g., insurance) or group-based discrim-

ination (Rothstein, 2005). For populational bio-bank

research, the paradigm shifts even further: trad-

itional research on biological specimens generally

involves a single researcher or group of researchers

obtaining and using samples in defined ways to

research a discrete area. In contrast, population

bio-banks often involve entities that obtain the

sample but are not directly engaged in research, who

supply specimens to other researchers. The purpose

of a population bio-bank is to develop a ‘‘resource’’

that can be used for many research protocols,

often in numerous scientific areas and in ways

that cannot be foreseen at the time of collection

(Canadian Biotechnology Advisory Committee,

2004). The movement towards population-based

genetic research (requiring infrastructures such as

bio-banks) has led to a concurrent movement to

rethink the ‘‘paramount position of the individual in

ethics’’ (WHO, 2003; Knoppers and Chadwick, 2005).

Law and policy

General issues

In general, consent requirements will vary with the

degree of identifiability of the sample and the asso-

ciated data. This makes sense: the weaker the link

between sample and donor, the lower the chance of

harm to the donor. It must be noted that there is

considerable confusion in the terminology used to

describe the identifiability of genetic samples

(Knoppers and Saginur, 2005; US National Bioethics

Advisory Committee, 1999). For the purpose of

clarity, we use the term anonymized to refer to

samples that were originally identified or coded but

are then stripped of all possible identifiers. Coded is

used to refer to samples that are identifiable only

through breaking the unique (single coded) or the

two unique (double coded) codes given the sample.
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Double coding involves a keyholder who can link the

two codes when necessary for research or clinical

purposes.

After over a decade of inconsistency and uncer-

tainty, certain trends are beginning to emerge in

this area. First is the increasing recognition of the

validity of waiver of consent for secondary research

on double-coded specimens and data, and second

is the increasing acceptability of broad consent for

population projects.

At the international level, HUGO, CIOMS, WHO

and UNESCO all advocate similar approaches.

Consent may be waived for secondary uses of

samples if the samples are anonymized or if they

are double coded provided certain conditions are

met: there is a general notification of such a policy

and the patient has not objected (HUGO, 1998),

patient confidentiality is protected and research

ethics board approval is obtained (CIOMS, 2002),

no future identification is possible of the sample

source (WHO, 2003), and the data has medical or

scientific significance and research ethics commit-

tee approval has been obtained (UNESCO, 2003).

At the regional (European) level, the Council of

Europe allows waiver of consent for research uses of

coded samples if an independent evaluation finds

that the research addresses an important scientific

interest, the aims of the research could not reason-

ably be achieved using biological materials for which

consent can be obtained, and the individual did not

expressly oppose such research use (Council of

Europe Steering Committee on Bioethics, 2006). The

European Society of Human Genetics (2001) con-

siders that the consent requirement can be waived

when samples are anonymized (rec. 9), and, pro-

vided it is approved by an ethics committee, in

situations where the collection can be considered as

abandoned (rec. 14). For collections of coded infor-

mation, while in principle re-consent of participants

for new studies is necessary, ethics review commit-

tees can waive the requirement for such consent

when re-contact is impracticable and the study

poses minimal risks (rec. 12).

At the national level, different countries have

taken different approaches to regulating consent

requirements, yet the actual content of the

norms are beginning to converge. The UK (Human

Tissue Act, 2004; Parry, 2005), France (Loi du 6

août, 2004), the USA (US Department of Health

and Human Services, 2003a), Canada (Tri-Council

Policy Statement, 1998), and Germany (Nationaler

Ethikrat, 2004), for example, all hold that re-consent

is not required when samples are anonymized.

With respect to coded samples, the UK allows

research on samples that are not anonymized

where reasonable efforts have been made to obtain

the consent of the donor (Human Tissue Act, 2004).

In France, the secondary use of samples removed

during medical care is permissible provided the

donors have been notified of the secondary use and

have not objected to such use (Code de la santé

public, 2004). Further, the obligation to inform

individuals can be waived if it is impossible to find

the person, or when an ethics committee is con-

sulted by the research investigator, and concludes

that such information is not necessary (Code de la

santé public, 2004; L. 1123–1). In the USA, consent

is not required for secondary research uses of

double-coded samples, if there are assurances

(either through private agreement, institutional

review board policies, or other legal requirements)

that the keyholder will not under any circumstances

release the key to the investigators until the indi-

viduals are deceased, as once deceased this is no

longer considered ‘‘human subject research’’ (US

Office for Human Research Protections, 2004). For

identifiable samples, an institutional review board

may alter or waive the requirement of informed

consent if the research involves no more than

minimal risk, the waiver or alteration will not affect

the individual’s rights and welfare, and the research

could not be carried out without waiver or alter-

ation of consent requirements (US Department of

Health and Human Services, 2005).

In Canada, research ethics boards may waive

some or all consent requirements if the research

poses no more than minimal risk to the subject, the

waiver is unlikely to adversely affect the rights and

welfare of the subjects, and the research could

not practicably be carried out without the waiver
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(Tri-Council Policy Statement, 1998). In the context

of secondary use, when determining whether con-

sent may be waived in a given circumstance, a

research ethics board must consider the following

factors: the necessity of the personal data, whether

potential harm to individuals is minimized and

potential benefits of the research outweigh poten-

tial harms, whether seeking consent is inappro-

priate (e.g., psychological harm, risk of threat to

privacy, or contact with individuals not permitted

under a previous data-sharing agreement, law or

policy) or impracticable, what the individuals’

expectations are (no previous objections to the

secondary use and expectations of a reasonable

person), and what the views of relevant groups or

communities are (Canadian Institutes of Health

Research, 2005). Finally, in Germany, the balancing

of patients’ rights and freedom of research was

addressed in the 2004 opinion of the German

National Ethics Council. It concluded that an

ethics committee can waive consent requirements

when samples and data are double coded provided

researchers do not have access to the code

(Nationaler Ethikrat, 2004). Further, consent can

be waived for research on identified data and

samples when donors’ interests are outweighed by

the scientific importance of the research and the

research cannot proceed otherwise or can proceed

only at too high a cost, and disproportionate efforts

(regulatory proposals 3 and 4).

Bio-bank research is moving beyond the one

study/one informed consent model to a format of

obtaining general or broad consent to participate in

the research activities of a bio-bank (Rothstein,

2005). Allowing for broad consent eliminates the

need to determine whether a waiver of consent

should be granted in a specific instance. HUGO, in

its Statement on Human Genomic Databases (2002)

held that ‘‘[i]nformed consent may include notifi-

cation of uses (actual or future) . . . or, in some

cases, blanket consent. The CIOMS (2002) implied

an acceptance of broad consent by stating ‘‘the

original consent process [must] anticipate, to the

extent that this is feasible, any foreseeable plans for

future use of the records or specimens for research.’’

The Council of Europe similarly allowed for broad

consent, yet emphasized that the individual ‘‘may

place restrictions on the use of his or her biological

materials’’ (Council of Europe Steering Committee

on Bioethics, 2006).

While not all laws or policy documents address

the issue of broad consent, those that do tend to

endorse it. For example, the Canadian Biotech-

nology Advisory Committee (2004) held that, for

bio-bank research to be most beneficial, consider-

ation should be given to establishing an ‘‘authori-

zation model’’ of informed consent specifically for

prospective population genetic research. This

model would require consent for the initial col-

lection of the biological sample. Authorization of

subsequent research would be given (or denied) by

the donor at the time of the initial sample collec-

tion. Individuals must be able to specify which uses

of their biological material and associated data are

permitted or excluded as well as the degree of

subsequent decision-making authority they want

to retain; and individuals must have the option to

give general or ‘‘broad consent’’ to any and all

future uses. The German National Ethics Council

went further. It recognized the necessity for

archived samples (obtained during diagnosis and

treatment) to remain available for further use and

held that a ‘‘form-based’’ broad consent should be

obtained at the time of collection and would be

sufficient and so it would not take the ‘‘option’’

approach (Nationaler Ethikrat, 2004).

Despite this general trend towards more per-

missive rules governing secondary use of biological

samples and consent, there remain jurisdictions

that require a specific consent. For example,

(though being re-evaluated), Sweden holds that

‘‘[t]issue samples preserved in a bio-bank may not

be used for other purposes than those indicated

in information submitted previously for which

consent has been granted. In the event of a new

purpose, the person who previously granted con-

sent must be informed about the new purpose and

grant new consent’’ (Swedish Ministry of Health

and Social Affairs, 2002). However, overall there has

been a gradual understanding by national policy
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makers of the difference between the degrees of

identifiability of samples and data and corres-

ponding levels of research access for secondary

uses. There is also a move away from requiring an

explicit re-consent for all secondary uses provided

other safeguards are in place (i.e., through double

coding, anonymization, data steward, research

ethics board approval, etc.).

Postmortem issues

It is widely held that the death of a person does not

extinguish the interests of that individual. Family

members, and others who have physical possession

or access to an individual’s body, tissue or cells,

have to respect certain obligations and rights fol-

lowing the death of the individual. The WHO (2003)

does hold though that death affects the primacy of

this interest and allows for the possibility, through

appropriate ethical approval, of readjusting the

balance of interests in light of death.

At the regional level, the European Society of

Human Genetics (2001; rec. 13) holds that post-

mortem uses of samples are subject to the advance

wishes of the donors. In the absence of any known

wishes, use of those samples should be regulated,

a policy of unfettered use not being ethically

justified. The Council of Europe Committee of

Ministers (2006) did not explicitly differentiate

between research on archived human biological

materials based on whether the sample source is

living or not. It simply stated that postmortem uses

have to meet satisfactory information and consent

measures. Finally, the European Commission

(2004) recommended allowing samples from the

deceased to be used for research provided the

sample is anonymized.

At the national level, there is variation with respect

to whether, and if so under what circumstances,

research can be performed on biological samples

from deceased individuals. National positions cover

the range from the theoretically unlimited power

of officials to ‘‘deem’’ consent from the deceased to

the restrictive position that essentially disallows

research on identifiable samples from the deceased

unless the deceased previously consented to that

research use (Genetic Privacy and Nondiscrimina-

tion Act, US Department of Energy, 2003). Yet,

these differences have few practical consequences.

Equally notable is the number of documents that do

not address the issue at all.

In the UK, the Human Tissue Act 2004 s.4(a)–(e)

provides for powers to dispense with the need for

consent by providing a mechanism for ‘‘deeming’’

there to be appropriate consent for a research use.

In theory, therefore, there are wide powers to per-

form research on biological material from the

deceased. In France, while in principle biomedical

research on a deceased individual can take place

only if the individual had expressed consent to

such research while alive, or if family members

testify to the existence of such wishes (Code de la

santé publique 2004; art. L. 1121–14), there is a key

exception to this principle: the postmortem col-

lection of cells, tissues, and human body products

is allowed for therapeutic or scientific purposes if

there is no prior opposition (art. L.1241–6). In the

USA, research on tissue samples of deceased per-

sons is not considered human subject research,

and, consequently, consent is not required (US

Department of Health and Human Services,

2003b). Therefore, legally, research is permissible

on tissue samples from deceased individuals. In

Canada, with the exception of Quebec (Sallée and

Knoppers, 2006) in the case of deceased donors,

‘‘free and informed consent shall be expressed in a

prior directive or through the exercise of free and

informed consent by an authorized third party’’

(10.1(c)). Germany imposes identical conditions on

collection and subsequent use in research whether

the individual is alive or deceased. Next of kin can

provide consent, as long as this is not inconsistent

with the deceased’s wishes (express or presumed),

and there are broad provisions allowing for waiver

(Nationaler Ethikrat, 2004).

Yet, all of these countries allow for waiver of

consent when samples are anonymized. Since no

further downloading of data from medical records

is possible after the death of the sample source, it

is, in fact, permissible to perform research on
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anonymized samples, as long as this is not incon-

sistent with the wishes of the deceased.

Empirical studies

Bio-banking is not of trivial scope or significance.

As of 1998 in the USA alone, over 282 million

archived and identifiable pathological specimens

from more than 176 million individuals were being

stored. At least 20 million are added each year (US

National Bioethics Advisory Committee, 1999).

Yet, the scientific community identifies the

limited availability of carefully collected and con-

trolled human tissue samples annotated with

essential clinical data as a major obstacle to progress

in post-genomics research (US National Institutes of

Health, 2006). Thus, whether or not broad consent

has been obtained, and whether or not consent can

be waived for a given research use, can have a pro-

found impact on whether a particular project is

possible (Kaiser, 2006).

Allowing for broad consent options is consistent

with empirical evidence of the views of individuals.

Most patients do want their tissues to be used

for research. Indeed, a recent review (Wendler, 2006)

of studies involving in total more than 33000

persons, specifically examining secondary research

uses of leftover samples from medical care, found

that the vast majority of individuals (83–99%)

were willing to donate their samples for research;

those unsure about donation were often concerned

about spreading their disease. Further, most people

(79–95%) were willing to provide a sample for

research in general (i.e., broad consent for research),

as long as ethics committees would determine which

research their samples would be used for and would

ensure that those uses pose no more than minimal

risk to the sample donor (Wendler, 2006).

How should I approach bio-banking in
practice?

Before contributing clinical samples for research or

starting a new collection, a policy for future uses

should be set. The policy should outline the con-

sent process and the necessary information to be

given to patients. One fact that must be empha-

sized in a clinical setting is that patients’ decisions

regarding future research uses of their samples will

in no way affect their care (US National Institutes of

Health, 2006). As much as possible, future uses of

biological samples should be anticipated and con-

sent obtained. Not mentioning this possibility at

the time of collection during care constitutes a lack

of transparency (Cambon-Thomsen, 2004).

According to ‘‘tick in the box’’ consent forms,

allowing individuals to specify which uses of their

biological material and associated data are per-

mitted or excluded as well as the degree of subse-

quent decision-making authority they want to

retain ‘‘strikes a reasonable balance that is sup-

portive of individual autonomy and of genetic

research’’ (Canadian Biotechnology Advisory

Committee, 2004). This approach may not be

practical however. Moreover, it would not be feas-

ible for patients wishing to contribute their tissues

or medical data to longitudinal studies in popula-

tion genetics as the same data must be collected

from a large number of individuals over time.

The case

The geneticist should contact the primary physi-

cian to ascertain the conditions under which the

samples were obtained. Did the general consent

signed upon admission or a more specific one prior

to surgery or biopsy describe the policy of further

uses of removed tissue? If so, was it for quality

assurance programs or specifically for research? If

the latter, was it limited in any way? The absence of

a specific consent for research may be covered by a

notification of the research policy in the general

consent form signed at admission. In any event, the

researcher will have to obtain the approval of a

research ethics committee for the protocol. The

committee may require a more specific consent

from those patients that are still living. Tort laws

vary on the access requirements for tissues of
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deceased persons. The same holds for access to the

medical records, if needed for such research. The

fact that the research is in the same field – cancer –

may facilitate such research use but genetics raises

issues of its own.

A randomized study of genetic variation to deter-

mine drug response would involve using only

certain samples as representative of the general

population. In all likelihood, such a study would not

be foreseen in the admission consent. Access to the

medical record for data on drugs prescribed would

probably form part of the protocol. Therefore, while

the study would not use any patient identifiers, the

data collection stage would need to retrieve infor-

mation from the randomly selected charts and then

remove all identifiers before analysis. Usually, such

studies only publish aggregate data, which serve as a

resource for later, more specific disease protocols.

Again, a research ethics board and local laws would

determine whether a specific consent would be

required. Anonymization may, however, obviate any

consent and a waiver may be granted or even fore-

seen by law. The fact that ethnicity and relation drug

response are under study, while no doubt helpful

to the communities concerned, could also have

untoward results such as insurance difficulties or no

drugs at all being available to certain subpopulations.
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Behavioral genetics

Jason Scott Robert

Ms. C, a 32-year-old woman with no history of mental

disorder, visits her family physician exhibiting mild

symptoms of depression. She has been listless and riddled

with guilt since her long-time boyfriend moved out the

previous month, along with their golden retriever. They

had been having money problems since her shifts at

work had been cut back, and she missed her boyfriend

and their dog. She had been having trouble sleeping and

had spent her sleepless nights scouring the Internet for

hints about her state of mind and how to ‘‘snap out of it.’’

Ms. C tells her physician that she read a website about the

serotonin transporter gene, 5-HTT or something, and that

mutant versions of this gene make people more susceptible

to depression. She asks for the physician to administer a

test for this genetic mutation and warns that if he won’t

order it she will just find another doctor who will.

Mr. and Mrs. D have recently moved to the area. They have

an 11-year-old son, E, who has been acting like ‘‘a child they

don’t even know anymore’’ since making friends with older

kids in the new neighborhood. He won’t listen to them

around the house, refuses to clean his room, always breaks

his curfew, acts up in class, and sometimes smells like

cigarette smoke. The same thing happened with Mrs. D’s

brother at that age, and he wound up in a juvenile facility

by age 14. She and her husband are concerned that maybe

this kind of behavior runs in the family, and so they make

an appointment with an internist to run a battery of

genetic tests on E.

What is behavioral genetics?

Behavioral genetics is the statistical and, more

recently, the molecular study of normal and

pathological behaviors, their heredity, and their

development. Behavioral genetics is usually under-

stood to comprise psychiatric genetics plus the

genetics of other behaviors and behavioral traits

(Schaffner, 2006a). Behavioral traits include aggres-

siveness, criminality, fearfulness, homosexuality,

intelligence, novelty seeking, political affiliation,

and xenophobia, whereas psychiatric traits include

depression, mood disorders, and schizophrenia.

Behavioral genetics has a long history; some of the

earliest family and twin studies began over a century

ago, and the field has been under critical scrutiny for

approximately 40 years (since Jensen’s [1969] con-

troversial claims about race and intelligence). Until

recently, most of the findings of behavioral genetics,

while suggestive of genetic etiologies, have not borne

fruit in terms of clinical or social application. The

result is a well-justified and widespread skepticism

about thisfieldof inquiry.However, the recenthistory

of behavioral genetics, characterized by advances in

molecular genetics and genomics, suggests a more

hopeful future for the field. In particular, the hopes

of behavioral geneticists are buoyed by recent

advances in the genetics of psychiatric disorders,

which may translate into clinical applications for a

range of conditions, including schizophrenia and

depression. As a whole, though, behavioral genetics

is not yet ready for the clinic. It is poorly understood,

faces significant methodological challenges, and, by

focusing on variation in the normal range, may

strain the proper limits of the domain of medicine.

Behavioral geneticists employa varietyofmethods,

including so-called classical, quantitative, or epi-

demiological methods (family, twin, and adoption
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studies) as well as molecular techniques (such

as linkage and association studies), to explore indi-

vidual differences in behaviors. The individual dif-

ferences approach helps to distinguish behavioral

genetics from other enterprises, such as evolutionary

psychology or developmental psychobiology, where

the focus is not on differences in traits but rather on

the traits themselves. Evolutionary psychologists

studyputativelyuniversal traits,whiledevelopmental

psychobiologists study developmental pathways

within individuals. In contrast, behavioral geneticists

attempt to understand why some individuals exhibit

a trait while others (especially closely related others)

do not. Why do some people have schizophrenia

while others do not? Why are two diagnoses of

schizophrenia more likely in twin pairs than in other

sibling pairs, and more likely still in identical twins

than in fraternal twins? These are the kinds of ques-

tion that motivate behavioral genetics.

The logic of the individual differences approach

helps to explain why behavioral genetics has not

(yet) had an impact in the clinic: answers to ques-

tions about individual differences tell us nothing

about why this particular individual has schizo-

phrenia or another behavioral trait or disorder. This

means that behavioral geneticists may be able to

explain what makes a trait (say, aggressiveness) vary

in a population without being able to explain why

Johnny is aggressive and Jill is not. Put more tech-

nically, using the individual differences approach,

behavioral geneticists try to explain how much of

the total variance in a trait in a population can be

explained by genetic variance, by environmental

variance, and by the ‘‘interaction’’ between these

two sources of variance. Yet, to explain variance is

not to explain causation – the phenotypic variance

may correlate with (be explained by) genetic vari-

ance even where genes are only one of many

important causal factors. That is, it may be that the

differences in a population with regard to political

affiliation correlate with genetic differences, even if

no genes are involved in actually causing one polit-

ical affiliation or another.

Explanations of total variance in terms of genetic

variance may, however, be suggestive of causation.

For instance, the three classical study designs in

behavioral genetics – family, twin, and adoption

studies – produce increasingly compelling data

about the heritability of traits. (‘‘Heritability’’ is a

term of art in genetics, referring to the percentage

of the total variance in a trait that can be accounted

for by genetic variance.) Individuals within families

have more genes in common than between fam-

ilies, and so a trait that runs in families may cor-

relate well with genetic inheritance patterns. Of

course, families share much more in common than

genes, and so family study designs are subject to

significant confounding. Consequently, adoption

studies have been employed to eliminate some of

these confounding factors. In an adoption study,

siblings reared apart, and their biological and social

families, are compared for the presence or absence

of some trait. If the trait is shared by biological

parents and offspring, but not by adoptive parents

or adoptive siblings, then a genetic explanation

may be inferred. By contrast, if a trait is shared by

adopted children and their adoptive parents, but

not by the biological parents, then an environ-

mental explanation may be inferred. Again, con-

founders may be present, including selective

placement of adopted children in homes and with

adoptive parents (environments) that are signifi-

cantly similar to their initial environments.

Twin study designs may be able to reduce con-

founding further. Twin study designs depend on the

fact that twins have more of their genes in common

than they share with other siblings. On average

identical (monozygotic [MZ]) twins have 100% of

their genes in common, while fraternal (dizygotic

[DZ]) twins, like any other siblings, have only 50%

of their genes in common. On the assumption that

the family environment related to a trait is equally

correlated between MZ and DZ twins (the ‘‘equal

environments assumption’’), behavioral geneticists

explain differences in traits between MZ and DZ

twins by appeal to genetics. A standard pattern,

under the equal environments assumption, is that

traits are shared more often betweenMZ twins than

between DZ twins (that is, MZ twins are more

concordant than DZ twins for a trait). Where that
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pattern does not hold, genetic variance is held to be

less important than environmental variance in

explaining variance in the trait. The equal envir-

onments assumption is controversial. It challenges

the commonsense intuition that parents treat their

identical twins more alike than they treat fraternal

twins. Therefore, many behavioral geneticists, and

many critics of behavioral genetics, are skeptical of

this assumption that environments do not vary

between MZ and DZ twins in any interesting way

related to the trait in question.

Evenwhere family, adoption, and twin studies lead

to consistent results about the role of genetic vari-

ance in explaining phenotypic variance with regard

to a trait in a population, these results remain, at

best, suggestive of causal factors. With advances in

molecular genetics, the suggestive results of quanti-

tative studies may help to lead to the identification

of specific causal factors – and thus to clinically

relevant strategies for prevention and treatment.

Molecular genetic techniques include genetic link-

age and allelic association studies. In a family with a

disproportionate number of members exhibiting a

behavioral trait, a genetic linkage study may be used

to identify a gene ofmajor effect. Success in a linkage

study depends on three conditions: that there really

is a gene ofmajor effect involved in the genesis of the

trait, that there is only one gene of major effect seg-

regating in a family, and that we know the mode

of inheritance of the gene. For a complex trait,

none of these conditions is likely to be met, and so

despite successeswith single-gene disorders (such as

Huntington disease), linkage studies have not been

particularly fruitful in behavioral genetics (Robert,

2000). Allelic association studies work in the opposite

direction: rather than starting with individuals

manifesting a trait and searching for candidate

genes, association studies begin with a candidate

genetic variant and investigators test individuals with

that trait to see whether they have the same genetic

variant. If so, then behavioral geneticists will infer

that the candidate allele really is involved, and they

may conduct biochemical or other analyses to

determine the mode of action. Again, allelic associ-

ation studies may reveal spurious correlations – if an

allele is in linkage disequilibriumwith another allele,

and only one of the alleles is involved in the genesis

of the trait, an allelic association study may reveal

association with the wrong allele.

Having knowledge of a correlation between gen-

etic variance and variation in traits may sometimes

suffice to design an intervention. For instance, if

there is good evidence that a particular genotype is

often associated with aggressive behavior, and if

aggressive behavior may be prevented by a behav-

ioral intervention, such evidence may guide school

psychologists or social workers to direct their efforts

at high-risk subgroups. But the surest route to the

general and clinical utility of behavioral genetics is

to take suggestive results (about individual differ-

ences) from quantitative, linkage, and associa-

tion studies and then to explore causation (within

individuals), so as to enable, where appropriate,

prevention and treatment of the manifestation of

certain behavioral traits.

Why is behavioral genetics important?

Behavioral genetics aims to study what makes

human beings behave differently from each other.

Accordingly, advances in behavioral genetics may

threaten or reinforce long-cherished personal and

social values and stereotypes, perceptions of group

differences, and even perceptions of ourselves and

our human nature. Moreover, findings in behavioral

genetics may have broad applicability – for instance,

in medical, legal, educational, and policy contexts –

and so understanding the status and limits of

behavioral genetics knowledge is imperative.

As with any studies of human behavior, and of

human genetics, studies in behavioral genetics are

prone to media hype. We have been bombarded by

provocative stories in the popular press asking

questions about whether babies are born gay or

criminal, whether aggression or hyperactivity are in

the genes, and whether propensity to get divorced is

a genetic trait. These stories are notmade up by the

media; rather, journalists play up the more sensa-

tionalistic elements of actual research programs in
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behavioral genetics. As with other media reports

about advances in genetics research, such stories

result in patient inquiries for genetic services, from

preconception, prenatal, and postnatal tests to

genotyping and genetic interventions. Sometimes

these requests will be entirely inappropriate,

whether because of the test itself (e.g., there is no

indication for ordering it) or the target of the

test (e.g., there are ethical concerns about testing

children for ‘‘gay genes’’). But even in easier cases,

behavioral genetic findings will raise a number of

important ethical, legal, and policy considerations.

Consider highly publicized findings that the

combination of a particular genotype with an early

childhood experience of abuse can result in very

bad outcomes (e.g., antisocial behaviors, including

criminal charges and convictions; Caspi et al.,

2002). Though these findings referred specifically to

an interaction between genotype and environment

(as the mutation alone does not result in antisocial

behaviors), the study was widely reported as having

revealed ‘‘criminal genes,’’ genes that lead to

criminal behavior (Wilson, 2002). Thus a kind of

genetic determinism was inappropriately read into

the study, with significant implications for social

policy – and potentially legal implications, too, if

some defense attorney were to argue that a mutant

gene made her client commit a crime, thereby

abolishing criminal responsibility.

Clinicians must be especially attuned to inter-

pretive challenges and the specter of genetic deter-

minism in behavioral genetics. One helpful way to

think about this issue was proposed by behavioral

geneticist Eric Turkheimer (2000), who claimed

that there are three laws of behavioral genetics:

(i) that all human behavioral phenotypes are herit-

able (heritability 6¼ 0); (ii) that the effect of genes on

phenotypic outcome is greater than the effect of

being raised in the same family; and (iii) that, despite

the second law, a significant amount of phenotypic

variation cannot be accounted for by either genetic

or familial effects. In his assessment of what these

three laws actually mean, Turkheimer noted that,

though well established, the first two laws are largely

artifacts of the statistical techniques employed, and

so not particularly informative of biological explan-

ations of (differences in) traits. They do not, for

instance, suggest that nature prevails over nurture,

except in a methodological sense, as there is no

environmental equivalent of identical twins – the

fiction of identical environment twins (both MZ

and DZ). The major problem with this state of

affairs is the likelihood of overestimating the mean-

ing – the significance – of behavioral genetic find-

ings. Heritability calculations must be properly

contextualized, for they may be as much artifactual

as genuine estimates of the genetic influence on

traits.

With significant progress in human genetics and

genomics enabled by the Human Genome Project,

and with the refinement of molecular and devel-

opmental methods, there is every expectation that

behavioral genetic explanations of differences in

traits will continue to increase. While not yet ripe

for clinical integration, clinicians can expect to see

an increase in patient requests for behavioral gen-

etic tests and, possibly, interventions in the coming

decade. As indicated below, such requests will often

be sensitive, and understanding the limitations of

current methods, and the genuine prospects of the

field, will be important for clinicians. For it is clin-

icians who will be required to discern the propriety

of patient requests for behavioral genetic tests and

interventions.

Ethics

Difference and discrimination

Behavioral genetics is the study of individual differ-

ences. In many social contexts, the identification of

such differences may be used as the basis for dis-

crimination (whether justifiable or not). The most

controversial studies in behavioral genetics involve

criminality and general intelligence (IQ or intelli-

gence quotient), not only because the phenotypes

are so poorly understood, but also because behav-

ioral genetics findings with respect to these traits

have been used to mark hierarchical distinctions

between racial groups. For instance, in The Bell
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Curve, Herrnstein and Murray (1994) claimed that

genetics explains the performance gap between

whites and blacks on standardized educational

exams such as IQ tests and scholastic aptitude tests.

On the basis of this behavioral genetic evidence, they

argued that investment in social programs to narrow

this gap is unwise. While Herrnstein and Murray did

not explicitly argue that whites are superior to

blacks, and so deserve their elevated social standing,

such a conclusion has indeed been drawn by many

others – however confounded the data may be. In

most societies, the politics of difference are fraught,

and behavioral genetics promises to exacerbate the

problem. Additionally, where behavioral genetic

findings are used to justify (rather than simply to

help to explain) the status quo, the potential for

societal harm is increased.

Normality and medicalization

Behavioral genetics studies a full range of behaviors,

from the normal to the pathological. But how to

draw the line between normal variation and path-

ology remains an open question. This is a generic

problem, not one particular to behavioral genetics,

but this does not make it any less important to

address in this context. For, as some critics have

argued, many of the traits explored by behavioral

geneticists lack construct validity; that is, the traits

(constructs) under study are not particularly robust

and are thus inconstant and open to wide variation

in interpretation (Press, 2006). Within behavioral

genetics, these traits may be pathologized, or medi-

calized – stipulated as pathological and so as falling

within the purview of medicine. As Press (2006,

p. 141) argued, ‘‘the reification of a fluid, continuous,

and essentially normal part of the human behavioral

repertoire as a bounded entity is a necessary pre-

condition for a behavioral genetics investigation.’’

One of her examples is shyness, once a normal

part of human behavior, now categorized in the

American Psychiatric Association’s Diagnostic and

Statistical Manual (1994) and subject to treatment

with powerful pharmaceuticals. A recurring theme

in bioethics is the ever-expanding scope ofmedicine,

well beyond the historical limits of the field. Some-

times such expansions are entirely appropriate,

as the trait in question clearly varies well beyond

acceptable norms; other times, though, medicine

overreaches, with significant social and ethical

sequelae.

Eugenics

Eugenic considerations are not specific to behav-

ioral genetics, though they are certainly germane.

Whether and how behavioral genetics findings may

be used to achieve eugenic goals is the subject of

ongoing discussion and debate (e.g., Nuffield

Council on Bioethics, 2002). The eugenics move-

ment was founded by Sir Francis Galton in England

in the 1860s. Eugenic means ‘‘well-born.’’ Inspired

by the success of plant and animal breeders, Galton

wondered whether the human race might be

similarly improved through a program of eugenics:

we could, he thought, decrease the number of

‘‘undesirable’’ humans and increase the number of

‘‘desirable’’ ones (Galton, 1869). Eugenics is usually

divided into positive and negative varieties. Nega-

tive eugenics involves discouraging or preventing

those deemed unfit from reproducing. Involuntary

sterilization is an instance of negative eugenics.

Positive eugenics is the encouragement of those

deemed fit to reproduce in abundance, and to give

birth only to the most perfect offspring. Though

there was considerable social and scientific support

for eugenics in the late nineteenth and early

twentieth centuries, the technologies for achieving

positive eugenics were not yet available. It is only

in the past few decades that some of these tech-

nologies (such as prenatal and preimplantation

diagnostic technologies) have been developed.

Combined with findings in behavioral genetics,

and especially with creeping medicalization, we

may witness increasing social pressure to improve

humankind by eugenic means. Indeed, some

have argued (controversially) that it is morally

imperative to use genetic selection technologies in

support of eugenic enhancement (e.g., Savulescu

et al., 2006).
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Law

A different kind of concern raised by behavioral

genetics – and, indeed, by any inquiry into human

biology and especially the human brain – is the

problem of free will. While human genetics and

genomics have always raised issues of free will (Weir

et al., 1994) – for instance, whether a genetically

influenced disease is avoidable via behavioral modi-

fication – these issues are more acute where what is

at stake is the genetics of behavior itself. In investi-

gating the relationship between human behaviors

and genes, behavioral geneticists may generate

results relevant to our conceptions of ourselves, our

choices, and our freedom to act. Such issues are

important to our understanding of moral responsi-

bility and accountability, but also to our under-

standing of legal responsibility and accountability.

Claims about free will and determinism – ‘‘my

genes made me do it’’ – are not only the stuff of

courtroom dramas on television. Behavioral genet-

ics has made its way into the real-world criminal

justice system in attempts to exonerate defendants

or at least to mediate the severity of their punish-

ment. Consider another finding regarding the

monoamine oxidase A isoform. A particular muta-

tion in the allele for this isoform eliminates all

enzyme activity, thus dramatically altering metabo-

lism of monoamines (e.g., serotonin, dopamine,

epinephrine [Brunner et al., 1993a, b]. The behav-

ioral outcome associated with this mutation is

aggressive behavior. Lawyers attempted a legal

defense on the basis of these ‘‘bad genes’’ in a

murder trial in Georgia, and commentators have

suggested that screening for mutations affecting

monoamine oxidase A might be a good strategy

for detecting potential criminals (Beckwith, 2006

[citing Morell, 1993; Felsenthal, 1994]). While the

defense failed and no such genetic screening pro-

grams are (yet) in place, we can expect similar

escapades in relation to genes correlated with

impulsive and antisocial behavior of all sorts (e.g.,

Wasserman and Wachbroit, 2001; Edgar, 2006).

Kenneth Schaffner (2006a, b) has written a terrific-

ally clear imagined dialogue between a judge and a

behavioral geneticist to help to shed light on the

science and its implications.

Policy

One excellent policy-related report is that of the

UK Nuffield Council on Bioethics. Their 2002

report, Genetics and Human Behaviour: The Ethical

Context, lays out the historical, ethical, legal, and

policy dimensions of behavioral genetics in clear,

accessible terms. Focusing on behaviors in the

‘‘normal’’ range (rather than behaviors that fall

clearly in the domain of psychiatry), their recom-

mendations include the need for heightened

awareness (and possibly government or profes-

sional oversight) of the possibility of inappropriate

medicalization; that clinicians and policy makers

evaluate proposed behavioral genetic enhancement

interventions mindful of the prospect of furthering

social inequalities; that any direct-to-consumer

marketing of behavioral genetic tests be regulated

and monitored as appropriate; that the legal system

should not be persuaded by defendants’ claims that

information about their genes (within the normal

range) absolves them of legal responsibility for

their actions (although behavioral genetic evidence

may be useful in determining sentencing for

crimes); that prescreening programs to identify

potential criminals based on behavioral geneticss

are entirely premature; that employers, educators,

and insurers should have no special claim on

behavioral genetic information; and that progress in

public understanding of behavioral genetics begins

with behavioral geneticists themselves, who should

take particular care to communicate clearly their

research findings andnot to inflate their significance.

Empirical studies

There are very few empirical studies of the signifi-

cance of behavioral genetics. One recent study,

though, helpfully attempted to discern the beliefs

and attitudes of healthcare providers and parents

toward genetic tests for violent behaviors in chil-

dren (Campbell and Ross, 2004). While such tests
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do not exist, Campbell and Ross based their study

on plausible (though imaginary) tests and used the

method of focus groups to study beliefs and atti-

tudes toward these hypothetical tests. Particularly

interesting results from the healthcare providers

included that they tended to medicalize behaviors,

that they would be reluctant to order tests in the

absence of available treatments, and that they were

concerned about the potential misuse of infor-

mation from behavioral genetics. Parents, by con-

trast, tended not to medicalize behaviors and were

not as concerned about testing in the absence of

therapies. Yet parents may be ambivalent about

testing their own children, and some in this study

were concerned that behavioral genetic research

may be detracting from political and environ-

mental interventions that could be expected to

yield socially beneficial outcomes.

How should I approach behavioral
genetics in practice?

Given the methodological and ethical challenges

discussed above, it is evident that behavioral gen-

etics, as a science, is not entirely ready for clinical

integration. Yet advances in the field, and espe-

cially in psychiatric genetics, will no doubt soon

appear in clinical contexts, suggesting that clini-

cians would be well advised to anticipate potential

clinical applications and prepare accordingly. Two

exceptionally useful resources for clinicians are by

Catherine Baker (2004) and Erik Parens, Audrey

Chapman, and Nancy Press (2006). Both books

were produced as part of a National Institutes of

Health-funded collaboration between the Hastings

Center and the American Association for the

Advancement of Science to develop ‘‘tools for

talking’’ about behavioral genetics, and they should

help clinicians to be prepared for the safe, effective,

and appropriate clinical integration of behavioral

genetics.

As with genetics more generally, it is important

for clinicians to understand the relevant science

and, especially, the limits of the science of genetics

for explaining development. Additionally, it is

imperative that clinicians appreciate the scientific,

social, and ethical complexity of genetic infor-

mation; these issues of data management and

counseling of patients are addressed in other

chapters, particularly Ch. 22.

The cases

Ms. C is clearly exhibiting affective, somatic, and

possibly cognitive symptoms of major depression.

Whether she has a mutation in the serotonin

transporter gene is moot from both a diagnostic

and a therapeutic perspective. But just initiating

treatment, whether with pharmaceuticals or talk

therapy or both, will likely not satisfy Ms. C, who is

adamant that she wants a finding of genetic sus-

ceptibility. A caring physician will want to explore

Ms. C’s desire for genetic self-knowledge, but also

to explain to her that her current symptoms are

perfectly understandable given the range of nega-

tive events she has recently experienced. There is

no shame in a diagnosis of depression, and there

are many different therapeutic approaches that can

help relieve her symptoms. Bringing behavioral

genetics findings to bear in this case is entirely

unnecessary and may even be more debilitating

than helpful if, for instance, Ms. C learns that she

does not have the mutation (she may feel shame as

a result) or if a positive test result is eventually used

by a third party in ways unfavorable to Ms. C’s

interests. If Ms. C really does plan to find another

physician to order the genetic test, her family

physician should simply step aside. In this case,

the physician explained some of these details

to Ms. C and she was satisfied. She began anti-

depression therapy (drugs and talk therapy) and

her condition improved within a few weeks.

As with Ms. C, Mr. and Mrs. D’s desire for genetic

knowledge is understandable. Though they

know full well that their son’s environment has

changed, the personality changes are so dramatic

that they feel a chemical imbalance must be
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involved – especially given their familial history.

This case is an especially difficult one, inasmuch as

a minor is involved, the parents want specifically

genetic tests, the parents are clearly worried that

they are responsible for these negative personality

changes in their son because they moved to a new

town, and this is the first visit with a new clinician.

The clinician had to work hard to establish the trust

not only of the parents but also of E himself. While

it is possible that E was at genetic risk of antisocial

behavior and that the new environment has

functioned as a stressor to trigger the manifestation

of these behavioral problems, it is not clear what

additional value genetic tests would have for

diagnostic or therapeutic purposes. On the basis of

current knowledge, genetic tests are simply not

indicated. Instead, the clinician assessed the

family’s willingness to meet with a psychologist or

other therapist and to work with teachers and

school administrators to help to provide appro-

priate social supports for E. They agreed with the

clinician’s advice that adolescence is not a medical

condition, or a condition necessarily requiring

medical treatment. But insofar as E was experi-

encing performance difficulties, and insofar as

Mr. and Mrs. D were having trouble coping, it was

appropriate for the clinician and other healthcare

providers to help this family to adjust to their new

circumstances. Though he still spends time with

the older kids, E is now fitting in better with his

peers and is doing just fine.
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SECTION V

Research ethics





Introduction

Richard E. Ashcroft

The efficacy of modern medicine depends very

largely on scientific research into the causes of dis-

ease, innovative therapies, and methods of organiz-

ing and delivering healthcare services. Interestingly,

modern bioethics can also be considered to have

developed from the articulation of standards for the

ethical conduct of medical research. Discussion of

the ethics of research in the aftermath of the viola-

tions of human life and dignity not only in the Third

Reich and Imperial Japan but also in the Western

liberal democracies before and after theWorldWar II

provoked more general discussions of the ethical

basis of medical care. For instance, modern discus-

sions of the role of patient autonomy inbioethics owe

much to the analysis of this concept in the Belmont

Reportof 1979 (p. 195),whichwasconcernedwith the

protection of human subjects of research.

Until relatively recently, medical research was

considered to be an area of special ethical risk,

involving, as it often did, exposing patients to risks of

harm that could be serious, and that could involve

doctors in treating their people more as ‘‘research

subjects’’ than as patients who should under no

circumstances be harmed. This way of thinking

about research ethics remains important. However,

more recent thinking about research ethics has

pointed out that patients canbeharmedby exposing

them to untested or unevaluated medical interven-

tions, and that there is far more continuity between

research ethics and ‘‘ordinary’’ bioethics than

had been thought. In addition, debate is currently

continuing about whether very strongly protec-

tive (perhaps ‘‘risk averse’’) approaches to patient

welfare undermine attempts to improve population

health overall by blocking the sharing of data and by

making certain kinds of research with children or

members of other vulnerable groups unnecessarily

difficult. At the same time, there is growing public

concern over whether medical research is always as

disinterested and beneficial as most of its practi-

tioners would hope: controversy continues over

conflict of interest in research, underreporting or

misreporting of research findings, and the com-

mercialization of medical research.

This section reviews the main areas of medical

research ethics that affect working clinicians today.

The opening chapter (Ch. 25) surveys the principal

issues. Chapter 26 considers the boundary between

innovation in medicine and surgery and formal

research. While medical practice is modified piece-

meal all the time, both to respond to specific features

of individual patients’ needs and to respond to

innovative ideas of individual practitioners, formal

research imposes specific requirements on doctors

and may be quite tightly regulated. When does

an innovation become a research project? Should

ethical standards for innovation be different from

those for research? The following chapters (27

and 28) concern the two most important forms of

clinical research: clinical trials and epidemiology,

respectively. Each describes the main ethical issues

in each form of research methodology. Chapter 29

moves on to discuss the dual role of physician and

researcher: do doctors who involve their patients

in research projects face a conflict of roles and of

moral obligations? Or can enrolling your patients in
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research projects be seen as entirely consistent

with the requirements of ‘‘ordinary’’ bioethics?

Chapter 30 considers another kind of conflict of role

or conflict of interest. Do doctors who conduct

research have obligations to the public or to their

patients that conflict with their obligations to the

sponsors of their research? How should such con-

flicts beminimized and regulated? The final chapter

in this section (Ch. 31) concerns a form of research

that is of growing importance, embryo research. Can

such research be considered simply immoral?

Whose interests need to be considered? Should the

state intervene to regulate such research?

There are many types of research that could not

be covered in the space available. Nor have we been

able to give more than a passingmention to some of

the wider issues of scientific integrity, the relation-

ship between medical research and evidence-

based medicine, the impact of medical innovation

on public health, and the global health context

of research. Nonetheless, this section sets out the

chief issues of current importance, and the general

principles that can be applied to these related

problems.

Several of these other topics are taken up in

Sections IV, VI, and VIII.
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25

Research ethics

Eric M. Meslin and Bernard M. Dickens

Dr. A is a family practitioner with a special interest in the

treatment of chronic obstructive pulmonary disease. He

receives a letter from the coordinator of a study to evaluate

a promising new treatment for this condition. The letter

invites Dr. A to submit the names of potentially eligible

patients. He will be paid $100 for each name provided.

Dr. B, a psychiatrist in private practice, is approached by a

pharmaceutical company to assist with a clinical trial to

test the efficacy of a new drug in the treatment of acute

psychosis. The study will enroll acutely psychotic patients

with no history of psychosis (or of treatment with

antipsychotic drugs) through physicians’ offices and emer-

gency departments. Patients enrolled in the study will be

randomly assigned to receive the new medication or a

placebo and will remain in hospital for eight weeks.

During this time, they will not be permitted to receive

antipsychotic medications other than the study drug.

Informed consent will be obtained from each participant

or a proxy. Patients may be withdrawn from the study if

their medical condition worsens substantially.

What is research ethics?

Research involving human subjects can raise diffi-

cult and important ethical and legal questions. The

field of research ethics is devoted to the systematic

analysis of such questions to ensure that study par-

ticipants are protected and, ultimately, that clinical

research is conducted in a way that serves the needs

of such participants and of society as a whole.

Why is research ethics important?

Many of the ethical issues that arise in human

experimentation – such as those surrounding

informed consent, confidentiality, and the phys-

ician’s duty of care to the patient – overlap with

ethical issues in clinical practice. Nevertheless,

important differences exist between research

activities and clinical practice. In clinical practice,

the physician has a clear obligation to the patient;

in research, this obligation remains but may come

into conflict with other obligations – and incentives

(Hellman and Hellman, 1991). The researcher has

an obligation to ensure that the study findings are

valid and replicable, and this has implications for

the design and execution of the study. For example,

the study must be designed in such a way that the

research question is answered reliably and effi-

ciently; sufficient numbers of subjects must be

enrolled in a reasonable period, and study partici-

pants must comply with their allocated treatment.

Substantial rewards can accrue to the successful

completion of a research project, such as renewed

funding, academic promotion, salary increases,

respect from colleagues, and, in some cases, fame.

Unfortunately, in a number of research studies,

including some conducted in the world’s leading

research institutions, the welfare of individual

subjects has been sacrificed to these competing

interests (Elliott and Weijer, 1995; Weijer, 1995).

An earlier version of this chapter has appeared: Weijer, C., Dickens, B., and Meslin, E.M. (1997). Research ethics. CAMJ 156:

1153–57.
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Various ethical principles, legal requirements, and

policy statements have been formulated at national,

international, and intergovernmental levels in an

attempt to ensure that clinical research is con-

ducted in accordance with the highest scientific and

ethical standards.

Ethics

The predominant ethical framework for human

experimentation was set out by the US National

Commission for the Protection of Human Subjects

of Biomedical and Behavioral Research (1979) in

the Belmont Report. This report articulated three

guiding principles for research: respect for persons,

beneficence, and justice. These principles are also

found in leading international formulations of

research ethics. Respect for persons requires that

the choices of autonomous individuals be respected

and that people who are incapable of making

their own choices be protected. This principle

underlies the requirement to obtain informed con-

sent from study participants and to maintain con-

fidentiality on their behalf (Levine, 1988). The

principle of beneficence requires that participation

in research be associated with a favorable balance of

potential benefits and harms (Levine, 1988). In the

articulation of the Belmont Report, beneficence

included non-maleficence – the principle com-

monly understood as the injunction to ‘‘do no

harm.’’ The principle of justice entails an equitable

distribution of the burdens and benefits of research.

Researchers must not exploit vulnerable people or

exclude without good reason eligible candidates

who may benefit from participation in a study

(Levine, 1988).

There is an ongoing and important discussion

about the sufficiency and continuing relevance of

the Belmont Report and its principles (Childress

et al., 2005), since the principles it set out do not

exhaust the ethical requirements for clinical

research (Meslin et al., 1995). Conditions such as

the following must also be met.

� A study must employ a scientifically valid design

to answer the research question. Shoddy science

is never ethical (Freedman, 1987a; Sutherland

et al., 1994).

� A study must address a question of sufficient

value to individuals and/or population groups to

justify the risk posed to participants. Exposing

subjects even to low risk to answer a trivial

question is unacceptable (Freedman, 1987a).

� A study must be conducted honestly. It should be

carried out as stated in the approved protocol,

and research ethics boards have an obligation to

ensure that this is the case (Weijer et al., 1995).

� Study findings must be reported accurately and

promptly. Methods, results, and conclusions

must be reported completely and without exag-

geration of benefits or minimization of harmful

effects to allow practicing clinicians to draw

reasonable conclusions (World Medical Associ-

ation, 2000; International Committee of Medical

Journal Editors, 1997). Whenever possible, study

results should be reported quickly to allow

physicians timely access to potentially important

clinical information (Meslin, 1994).

Law

The researcher’s duty to have informed consent

from research subjects is established in almost all

of the world’s legal systems. The legal doctrine

often described as ‘‘informed consent’’ is better

understood as ‘‘informed choice,’’ since a phys-

ician’s legal duty is to inform the subject so that he

or she may exercise choice – which does not always

result in consent. The physician’s duty to disclose

information relevant to the choice that the subject

is asked to make falls under an aspect of civil

(that is, non-criminal) law: the law of negligence.

A physician may be found negligent if a subject’s

choice (including the choice to forgo medically

indicated treatment) is inadequately informed

and results in harm (Truman v. Thomas, 1980).

Accordingly, subjects who are invited to enter a

study must be informed of, among other things, the

nature and extent of the known risks of participa-

tion, the possibility that participation may present

unknown risks, and the intended benefit of the
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study to participants and others. A subject’s treat-

ment in a trial without consent may be grounds

for legal action on the basis of ‘‘unauthorized

touching,’’ which is dealt with in two domains in the

UK: assault in criminal law and battery in civil law.

The duty to ensure confidentiality is usually

implicit in the physician–patient contract, fiduciary

duty, and legislation, and it is now equally applic-

able to research subjects. Confidentiality is a usu-

ally implicit term of the physician–patient contract

(that is, the tacit agreement between physician and

patient on the rendering of care), and its violation

is, therefore, a basis for legal action against the

physician. Increasingly, however, as physicians

move from fee-for-service payment to salaries

or other remuneration systems, confidentiality is

addressed under the law of fiduciary duty (Dickens,

1994). Fiduciary duty – the highest standard of duty

implied by law – requires that physicians disclose

information about a patient only in the patient’s

best interests and that they avoid any conflict of

interest in the disclosure of patient information

(even if that information is contained in records

physicians lawfully hold). Unauthorized disclosure

is actionable as a breach of fiduciary duty. It may

also violate a duty of confidentiality enacted in

legislation. For example, in the Canadian province

of Quebec, the Civil Code is so protective of patient

information that some have claimed that anony-

mous epidemiological studies may be unlawful

without the consent of each person whose medical

record is used (Deleury and Croubau, 1994).

Policy

A number of international policies guide the conduct

of research. Although the Nuremberg Code (1947)

and the UN International Covenant on Civil and

Political Rights (1958) remain important early state-

ments, the World Medical Association’s Declaration

of Helsinki, as amended most recently in October

2000, with clarifications in 2002 and 2004, is prob-

ably the most influential document governing

research worldwide (World Medical Association,

1964). Many of the requirements set out under

‘‘Ethics’’ in this article reflect the Declaration of

Helsinki. The Declaration highlights an important

additional requirement: subjects’ participation in

research should not put them at a disadvantage with

respect to medical care.

Researchers conducting studies funded by the

US National Institutes of Health must do so in

accordance with the regulations of the US

Department of Health and Human Services (1991),

and where the studies involve drugs, biological

products, or devices that are to be licensed or

marketed in the USA, the research must be con-

ducted in accordance with additional regulations

from the Food and Drug Administration (US

Department of Health and Human Services, 1991).

Researchers conducting research in other countries

should consult the guidelines of the Council for

International Organizations of Medical Sciences

(CIOMS) (CIOMS, 2002). Similarly, geneticists, for

instance, should consult the guidelines developed

by the Human Genome Organization (1996).

Both the Nuremberg Code and the Declaration of

Helsinki address how medical research should be

conducted, but neither offers a definition or

description of what is medical research (Levine,

1988) as opposed to other medical interventions

such as therapeutic innovation. The CIOMS 2002

International Ethical Guidelines for Biomedical

Research Involving Human Subjects stated:

The term ‘‘research’’ refers to a class of activity designed

to develop or contribute to generalizable knowledge.

Generalizable knowledge consists of theories, principles

or relationships, or the accumulation of information on

which they are based, that can be corroborated by accepted

scientific methods of observation and inference. In the

present context ‘‘research’’ includes both medical and

behavioural studies pertaining to human health. Usually

‘‘research’’ is modified by the adjective ‘‘biomedical’’ to

indicate its relation to health.

The CIOMS guidelines go on to note that:

Research involving human subjects includes: studies of a

physiological, biochemical or pathological process, or of the

response to a specific intervention – whether physical,

chemical or psychological; in healthy subjects or patients;
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controlled trials of diagnostic, preventive or therapeutic

measures in larger groups of persons, designed to demon-

strate a specific generalizable response to these measures

against a background of individual biological variation;

studies designed todetermine the consequences for individ-

uals and communities of specific preventive or therapeutic

measures; and studies concerning human health-related

behavior in a variety of circumstances and environments.

Research that is not intended to result in general-

izable knowledge, such as quality-assurance studies

for internal institutional use, and audits of depart-

mental safety and efficacy of care, is generally

not considered research. Proposals for research

involving human subjects must be submitted to

a relevant research ethics review board. Whether

a proposal requires review by such a board is a

decision for the board itself, which may find a

proposal to fall outside its mandate or jurisdiction.

Investigators should not decide for themselves

not to submit their proposals for review, except in

self-evident cases such as department audit not

intended for publication.

Empirical studies

Empirical studies have much to contribute to our

understanding of informed consent and the risks

and benefits of participation in research. For

example, if the principle of respect for persons is to

be upheld, it follows that research subjects must

not only be informed of the purpose, nature,

risks, benefits, and alternatives associated with their

participation but must also understand this infor-

mation. But how well do research subjects under-

stand information presented to them in the consent

process? The answer seems to be ‘‘Not well at all’’

(Reicken and Ravich, 1982). Indeed, because of a

phenomenon that Appelbaum and colleagues (1987)

referred to as ‘‘therapeutic misconception,’’ patients

commonly believe that experimental projects are

tailored to optimize their individual care. In its final

report, the White House Advisory Committee on

Human Radiation Experiments (1995) detailed the

results of a survey of 1900 research participants and

concluded that serious deficiencies remain in the

current system of protecting human subjects of

research.

Two lessons follow from the empirical studies on

informed consent to participation in research.

Firstly, researchers need to establish and maintain

effective strategies to ensure that research subjects

comprehend the information they are given during

the consent process. In an elegant review of this

topic, Silva and Sorrell (1988) listed a wide range

of methods available to improve participants’

understanding. Secondly, although such additional

measures are important, the empirical data high-

light the inadequacy of consent alone to protect

study participants. Consent is a necessary com-

ponent of this protection, but not sufficient. A

research study also must present an acceptable

balance of risks and benefits (US Department of

Health and Human Services, 1991).

Empirical studies on the risks and benefits of

research participation have also made an important

contribution to research ethics. For many years,

participation in research was viewed as a risky

endeavor, one from which people ought to be pro-

tected (Levine, 1994). However, a number of studies

in the late 1970s and early 1980s showed that the

risks associated with study participation were, in

reality, relatively small (Weijer, 1996). Indeed, recent

empirical work in oncology suggests that patients

with cancer who participated in clinical trials

received – apart from the specific study treatment – a

net benefit, namely, improved survival (Hjorth et al.,

1992; Freedman and Shapiro, 1994; Weijer et al.,

1996). If further study establishes conclusively that

trial participation in itself is associated with a higher

probability of benefit, it may be that prospective

study participants should be informed of this fact.

How should I approach research ethics in
practice?

Ethical issues in research must not be addressed

by researchers as an afterthought. Ethical issues
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permeate research and must guide research design.

What should be used as a control treatment?

Who should be included or excluded from a study?

How large should the sample be? All of these

questions have an ethical component (Freedman

and Shapiro, 1994). Researchers ought, therefore,

to consider ethical issues from the first stages of

planning.

A critical component in assuring the protection

of human subjects in research is the prior review

and approval of any study by an ethics review

committee. Although these institutional commit-

tees are referred to by different names–in the USA

they are institutional review boards, in Canada they

are research ethics boards, and in other countries

they are ethics review committees – they have a

common commitment to ensuring the protection

of the rights and welfare of subjects. These com-

mittees are increasingly being consulted prior to

the design and conduct of research and have

expertise in research ethics.

What resources are available to researchers to

guide them in ethical matters? Clearly, all phys-

icians involved in research ought to be familiar with

the key documents outlined above, particularly the

Declaration of Helsinki, CIOMS guidelines, and

comparable guidelines. Though directed primarily

toward an American audience, a number of excel-

lent reference texts are available (Levine, 1988; US

Office for Protection from Research Risk, 1993).

Many peer-reviewed journals now discuss ethical

issues in research, and two in particular focus

exclusively to research ethics: IRB: Ethics and

Human Research, which has been available many

years (formerly as IRB: A Review of Human Subjects

Research), and a new journal, the Journal of

Empirical Research on Human Research Ethics. Both

are excellent sources for the researcher in an ethical

quandary. Finally, and perhaps most important,

clinicians should routinely consult with colleagues

who have expertise in the ethics of research, par-

ticularly where relevant in developing countries

(Benatar, 2002), including members of research

ethics boards.

The cases

Dr. A is offered a financial reward if he will provide

the names of patients to a third party who is

coordinating a research study. Such ‘‘finders’ fees’’

are ethically and legally objectionable (Lind, 1990).

Physicians act in breach of fiduciary duty and in

conflict of interest if they use their professional

knowledge of a patient’s medical or other circum-

stances for their personal benefit. Firstly, names

may not be given to third parties without patient

consent. A physician who believes that entry in a

study may benefit an eligible patient should inform

that patient and let the patient decide whether his

or her name may be given to the investigator.

Secondly, physicians must not accept a fee based on

the number of names provided. If a physician is

asked to consult patients’ records or to do other

searches, he or she may be remunerated for the time

required to perform that service, whether or not any

patients are identified and consent to participate.

Dr. B is invited to enroll his patients in a placebo-

controlled study of a new antipsychotic drug. Is it

ethical for him to recommend the study to his

patients? No. As we have discussed, consent alone is

an insufficient ethical basis for enrolling patients in

a study: the study must present a favorable balance

of benefits and harms. A physician may recom-

mend participation in a study only if the treatments

being studied are in a state of ‘‘clinical equipoise,’’

that is, if there is ‘‘genuine uncertainty’’ within ‘‘the

expert clinical community about the comparative

merits of the alternatives to be tested’’ (Freedman,

1987b). In other words, genuine uncertainty must

exist in the community of expert practitioners as

to the preferred treatment (Freedman, 1987b).

When effective standard treatment exists for a dis-

ease, as it does for schizophrenia (Kane, 1996), it is

unethical (since placebo is an inferior ‘‘treatment’’)

to expose patients to the risk of ‘‘treatment’’

with placebo alone. Practicing physicians may

be told that placebo controls are necessary in

clinical research for scientific, ethical, or regulatory
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reasons. Freedman and colleagues have reviewed

these claims comprehensively and concluded that

practitioners should regard them with skepticism

(Freedman et al., 1996a, b).
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26

Innovation in medical care: examples from surgery

Randi Zlotnik Shaul, Jacob C. Langer, and Martin F. McKneally

C, a newborn infant, develops persistent vomiting on the

second day of life. X-rays show midgut volvulus, a

condition in which the intestines have twisted around

their blood supply. Surgical exploration reveals necrosis

of all but 15 cm of his small bowel. The necrotic bowel

is removed and total parenteral nutrition (TPN) is

initiated. At one year of age, he is taking half of his

nutritional needs through his intestinal tract; the other

half is given intravenously. Blood chemistry tests show

that he is starting to develop significant liver damage from

the TPN. C’s remaining small bowel has become dilated

and dysfunctional. You have recently read about a new

operation called the serial tapering enteroplasty (STEP),

an innovative technique, which may be able to lengthen

the remaining intestine and permit it to function more

effectively. A surgical stapler in common use is deployed to

segment the dilated bowel into a tapered, lengthened tube

more closely resembling the shape of the small intestine

(Kim et al., 2003). This operation, first developed in dogs,

has been undertaken in a small number of infants with

short bowel syndrome. It is considered a non-validated

innovation by most pediatric surgeons and is not yet

accepted as part of standard surgical practice. You would

like to offer the procedure to your patient, but you do not

think that there is time to go through the full Research

Ethics Board approval process at your hospital. Your

intention is to try to help, and perhaps other patients like

him. You do not have a formal research protocol, but will

develop your approach to treatment of this problem as you

gain experience with this new procedure.

You struggle to manage your patient, a young soldier

with severe respiratory failure caused by a blast injury.

Conventional ventilation, at the high levels of positive

pressure now required to maintain adequate gas exchange,

is further damaging the lungs. An innovative lung assist

device (ILA) has been proven in the laboratory and in

preliminary human trials to remove carbon dioxide

directly from the bloodstream, permitting ventilation

at lower pressure and reducing treatment-related injury,

but it is not yet approved for use in the institution.

You contact the manufacturer, who agrees to supply

the device on a compassionate basis at no charge. The

company will provide a professional support team to

instruct and assist you and your team in introducing and

managing the ILA.

What is innovation?

Innovation is a notional concept: there are many

notions of its meaning and no widely accepted

definition. For the purpose of this chapter, we

will define innovation as ‘‘a new evolving interven-

tion whose effects, side effects, safety, reliability,

and potential complications are not yet gene-

rally known in the community of practitioners’’

(McKneally and Daar, 2003). As a practical matter,

we also include cost, convenience, and impact on

institutional resources and personnel among the

important aspects of innovation that should be

taken into consideration when an innovation is

introduced.

We will exclude from this discussion incremental

improvements in established procedures and evo-

lutionary variations, such as stapled instead of

sutured anastamoses. Such variations and refine-

ments are generally accepted as implicit compon-

ents of improving standard practice. They fit well
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within professional and institutional practice and

policies for quality improvement. An informal

process of collegial oversight of practice and its

innovative variations is already in effect, as oper-

ating rooms, hospitals, and clinics form moral

communities of caregivers who share a commit-

ment to safeguard their patients, colleagues, and

institutions from unnecessary risks. Accredita-

tion, ‘‘credentialing’’ (validating qualifications),

peer review, and quality improvement practices

strengthen this protection. When an innovation

introduces unknown risks, potential side effects,

complications, resource requirements, or costs, the

protection of the patients, innovators, institutions,

and device manufacturers can be enhanced by

collegial review (McKneally and Kornetsky, 2003;

Morreim et al., 2006).

Innovation is not formal research as defined by the

Belmont Report (National Commission for the Pro-

tection of Human Subjects of Biological and Behav-

ioral Research, 1979), which designates research as

‘‘an activity designed to test an hypothesis, permit

conclusions to be drawn and thereby to develop or

contribute to generalizable knowledge (expressed,

for example, in theories, principles, and statements

of relationships). Research is usually described in a

formal protocol that sets forth an objective and a set

of procedures designed to reach that objective.’’

Under the current regulatory ethics paradigm,

‘‘innovative treatments are regarded as questionable

until they are framed in a research protocol with

formal mechanisms of informed consent’’ and

innovators participate in the exploratory phase that

precedes formal research, working ‘‘in the border-

land outside the regulatory ethics paradigm’’ (Agich,

2001). Hypotheses and protocols can only be

developed after exploration by innovators to stabilize

techniques and identify appropriate patients for

study.

Why is innovation important?

Most of the important advances in medical practice,

from anesthesia and appendectomy to heart surgery

and transplantation, were introduced through an

informal process we will call the innovation path-

way. This pathway has become the major driver of

increasing medical costs, as expensive innovative

technologies for diagnosis and treatment are added

to healthcare budgets. Generallymotivated by strong

financial incentives, biotechnology and medical

device companies are constantly pushing out the

boundaries of medical treatment. Since the passage

of the Bayh-Dole Act (1980), clinicians, hospitals,

and universities in the USA have had similar incen-

tives to pursue patents and equity shares in industry.

The biotechnology industry’s growth has been

further accelerated by venture capitalists seeking

investment opportunities in this volatile, high-stake

market (Leaf, 2005). In this setting of dynamic

growth in medical innovation, traditional safeguards

may be overwhelmed. Research ethics boards (REB)

and institutional review boards (IRB) utilize mech-

anisms to review protocols that are designed to

systematically generate generalizable data rather

than strategies uniquely tailored to individual

patients. There is a clear need for a nimble,

informed, flexible mechanism of collegial oversight

to protect the interests of patients, innovators, and

institutions.

Ethics

According to Wilton et al. (2000, p. 49), ‘‘Continued

innovation is necessary if there are to be future gains

in our ability to serve patients.’’ Improvements in

clinical care are dependent upon the development

and integration of safe and effective innovations. The

clinician’s ethical responsibility to act in the best

interests of patients, and continue to improve his or

her knowledge and skills, is consistent with the pur-

suit of innovation (Canadian Medical Association,

2004; American Medical Association, 2005). Estab-

lishing a pathway that minimizes risk to patients

while facilitating the pursuit of innovation is con-

sistent with these values as well as the principles of

beneficence and non-maleficence.

In most ethical formulations of the issues that

arise in health research involving human subjects,
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research is defined by its ends: that is, what is to be

learned (Lantos, 1994). Research is generally con-

sidered an activity designed to test a hypothesis

systematically, permit conclusions to be drawn,

and thereby develop or contribute to generalizable

knowledge. By contrast, ‘‘[i]nnovation is focused

solely on the benefit of the individual being cared

for. If at any point it appears that any aspect of

what is being done is not in that person’s best

interest, the physician must change course’’

(Morreim, 2005, p. 42). These formulations have

some overlap but they help to distinguish which

frameworks should apply to a given intervention.

In some cases, new practices should be introduced

through the protective framework of research

ethics and in others it is appropriate to have new or

innovative practices governed by traditional med-

icolegal standards combined with professional and

institutional policies.

The threshold at which innovation becomes

accepted standard practice is not sharply defined.

Many widely accepted procedures remain unvali-

dated, despite their acceptance (Levine, 1988). A

commitment to accountability grounds the clin-

ician’s ethical responsibility to evaluate innovative

healthcare interventions. Conducting good research

not only protects patients from unevaluated,

potentially harmful interventions, it also fosters and

maintains the integrity of clinical knowledge (Frader

and Flanagan-Klygis, 2000).

Law

The fact that there may be unexpected harms

resulting from innovative procedures does not in

and of itself qualify them for the same type of

review and oversight as research, but it does justify

an increase in the level of safeguards to protect

patients. The challenge is to delineate methods that

offer protection to patients without stifling innov-

ation (Strasberg and Ludbrook, 2003).

Canadian case law, for example, provides an

articulation of standards clinicians will be expected

to meet when providing innovative treatment. A

clinician’s standard of care is often described as

‘‘the degree of care and skill which could reason-

ably be expected of a normal, prudent practitioner

of the same experience and standing in the similar

circumstances’’ (Lyne v. McClarty, 2001). When

treating a patient, whether the treatment is

innovative or standard practice, the clinician

‘‘ . . .owes a duty to the patient to use diligence,

care knowledge, skill and caution in administering

the treatment . . . ’’ (Lyne v. McClarty, 2001). In

terms of reasonable precautions, it would be

expected that a clinician using an innovative

treatment would be able to show that others in the

same field would have considered the precautions

taken to be sufficient, that the clinician ‘‘ . . . could

not have learnt how to avoid the accidents by

example of another, that most probably no other

practical precautions could have been taken’’

(Lyne v. McClarty, 2001).

While many forms of oversight for the introduc-

tion of innovative procedures have been proposed

in the literature (Reitsma and Moreno, 2005), the

best options are those mechanisms that are con-

sistent with standards that have been generated

through the law in the relevant jurisdiction and

that operationalize the values of fiduciary respon-

sibility and accountability.

The legal standard of informed consent requires

that patients and substitute decision makers not

only understand and appreciate the potential risks

and benefits of a procedure but also the innovative

nature of the procedure (Coughlin v. Kuntz, 1987).

The law of informed consent requires that the

consent be voluntary; that the patient be capable of

understanding and appreciating the potential risks,

benefits and impact of the intervention in his or her

own life situation; and that the patient be informed

– must be told and comprehend all that a reason-

able person would want to know about the risks,

benefits, and impact of the proposed treatment. In

the consent discussion, clinicians need to discuss

the kind of information that a ‘‘reasonable patient’’

might consider material information for making an

informed decision about whether or not to consent

to the innovative procedure (Coughlin v. Kuntz,

1987).
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Professional standards are developed within

professional bodies and healthcare institutions and

are relevant to innovative practices. Maintenance

of professional standards through continuing edu-

cation and examinations are intended to help to

ensure that clinicians have the skill level and

knowledge to meet the challenges of rapidly

changing technology and scientific information.

Policy

Surgeons are constantly exposed to new proced-

ures and devices through medical journals, con-

versations with colleagues at meetings, and

through advertising and promotion by representa-

tives from the companies making new products.

Most hospitals do not have a specific policy in

place for surgeons to follow when introducing

innovative procedures, other than the REB, which

is infrequently used for this purpose (Reitsma and

Moreno, 2002). A policy for the introduction of

innovative procedures and devices should have a

number of attributes if it is going to be used by

surgeons. These include ease of use and a short

timeline between application and approval or

rejection. The policy should provide transparent

accountability, patient protection, and legal pro-

tection for the surgeon and the hospital.

We have developed a policy at The Hospital for

Sick Children, Toronto, for the introduction of

innovative procedures and devices that attempts to

address as many of the relevant issues as possible,

and have implemented and carried out a prelimin-

ary evaluation of the policy. At the time of this

writing, the policy addresses only procedures or

devices that have been introduced previously at

other institutions but are new to this hospital. An

on-line form contains 10 points about the proposed

innovation (Table 26.1) that the surgeon must

address and then submit to the surgeon-in-chief,

who has three options: approve of the proposal,

request for expert advice, or recommend submis-

sion to the REB/IRB. The process is evaluated using

structured interviews and a compliance review as

part of the hospital’s quality assurance program.

Over a one-year period, 14 applications to perform

innovative procedures were submitted through this

policy. All were approved, two after expert consult-

ation, and 23 procedures were performed. Case

review revealed perceived benefit to the patient in

78% of the cases, and lower cost in 56% of the cases

compared with the standard approach. Surgical

innovators strongly supported the process. Compli-

ance review indicated incomplete written docu-

mentation of the innovative nature of the procedure/

device in10%of the cases. Experiencewith thispolicy

suggests that innovative procedures and devices can

be introduced through a user-friendly process that

promotes accountability and responsible resource

utilization, intending to protect patients, surgeons,

and hospitals, but that the evolving consent process

needs further improvement.

Empirical studies

Reitsma and Moreno (2002) identified 59 published

papers that described surgical innovations, then

Table 26.1. Ten points to be addressed and submitted

to the surgeon-in-chief by a surgeon who is hoping to

use an innovative procedure or device

1. Description of the innovative procedure or device

2. Evidence of effectiveness/rationale for request

3. Evidence of collegial endorsement and suggestion

of advisers (internal or external) with whom The

surgeon-in-chief may consult

4. Potential risks and benefits to patient

5. Special consent considerations

6. Initial number of patients to be treated

7. Expected impact (positive or negative) on resources,

for example for procedure time, device costs, post-

operative care

8. Assurance of device safety and approval (may include

‘‘special’’ approval) for use in the jurisdiction

9. Evidence of necessary skill or training on the part of

the surgeon and the interdisciplinary team

10. Plans for collecting and reporting quality assurance

and outcome data
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surveyed the corresponding authors: 15 of 21

authors did not submit their protocol to an REB/IRB;

seven mentioned the innovative nature of the pro-

cedure on the consent form. Although 14 authors

described their work as research, only six sought

prior REB/IRB review.

In a subsequent study, Reitsma and Moreno

(2005) surveyed surgeons for their definitions of

innovative surgery and research, and for their

attitudes toward regulation, the need for specific

informed consent, and IRB review of surgical

innovations. The surgeons’ responses differenti-

ated routine surgical variation from research

requiring IRB review by two criteria: a formal

protocol and prior consent regarding the experi-

mental nature of the procedure. Suggestions

regarding oversight for significant innovations that

are not formal research include clearance with the

chief of surgery or a hospital committee, registries,

tracker trials, and review by experts in a particular

field.

Strasberg and Ludbrook (2003) analyzed experi-

ence with the introduction of laparoscopic chole-

cystectomy, live donor liver hemitransplantation,

radiofrequency tumor ablation, and coronary artery

angioplasty. They emphasized the value of regis-

tries of early experience for detecting new or

unexpected problems that were not discovered

in randomized trials of the same procedures.

Hazelrigg et al. (1993) reported a registry of early

experience with 1820 video-assisted thoracic sur-

gical procedures. The early publication of this col-

lective experience helped to identify the problems

encountered during the learning phase, and to

establish safe limits to the application of this

innovative technology.

At the time of writing, the Children’s Hospital in

Boston (Kornetsky, 2001) and the Massachusetts

General Hospital had similar effective policies that

emphasized expert collegial review, and consult-

ation with the REB/IRB when appropriate. The

Hospital for Sick Children and the University

Health Network in Toronto have both adopted a

somewhat similar model, as described in the policy

section of this chapter.

How should I approach innovation
in practice?

Innovation should be encouraged and facilitated

in a supportive setting that includes collegial over-

sight, full patient consent that is explicit about

the fact that the consent is for an innovative pro-

cedure, attention to effects on institutional per-

sonnel and resources, and responsible reporting

of outcomes. Innovators should participate in

registries of early experience to teach and learn

from colleagues about the effects, side effects,

useful modifications, and complications of the

new procedures or devices. Where doubt exists as to

whether an innovation should be the subject of an

REB/IRB review, consultation should be pursued.

Innovations should improve healthcare because

of greater convenience, less disability or pain,

reduced cost, improved accuracy and safety, or

better treatment outcomes. Claims to these

advantages should be validated before the innov-

ations are widely accepted. Expensive innovations

should be held to a high standard of validation

before they alter the allocation of institutional

resources, and healthcare budgets should include

an allocation for innovations to protect standard

services from destabilization. While collaboration

with industry can accelerate progress toward

technological solutions, clinicians should give

highest priority to their fiduciary obligation to their

patients.

The cases

C’s parents should be informed of the novelty of

the STEP procedure, the rationale and experience

at other centers, and the fact that C will be the first

patient in your hospital to be treated using this
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innovative technique. Collegial review and support

should be sought from a well-informed pediatric

surgeon and the surgeon-in-chief, who should

ensure that responsible members of the healthcare

team who will be involved in C’s care have the

appropriate skills and endorse the treatment plan.

A specific pre-agreed number of the serial tapering

enteroplasties should then be evaluated, including

their cost, outcome, and impact on the institution.

Information on the experience with C should be

shared with the registry (T. Jaksic, personal com-

munication, 2006). A formal research protocol to

establish the scientific validity of the procedure

should then be developed in collaboration with the

REB/IRB and other clinical scientists. This might

include a formal protocol to measure the absorp-

tive capacity of the newly formed intestine and the

quality of life of the patient before and after the

innovative procedure.

Emergency approval to use the innovative lung

assist device (ILA) should be sought from the

authorities responsible for evaluating medical

devices in human patients. The surgeon-in-chief

should be provided with a summary of the evi-

dence supporting the use of the ILA in this young

soldier, a summary of the potential risks and

benefits, and the endorsement of the planned

procedure signed by an informed colleague. All

relevant team members should have the necessary

skill or training to perform the procedure. The

consent process should clearly disclose the

innovative nature of the procedure. The experi-

ence gained should be carefully evaluated and

reported in a registry of ILA applications. This

experience and the advice of the innovating team

should be shared with the manufacturer to help to

improve the effectiveness and safety of the

innovative device to enable their research. When

the technical and procedural details of the treat-

ment and the most appropriate patients have been

identified, a formal research study should be

developed working with the REB/IRB to validate

the innovation.
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Clinical trials

Richard E. Ashcroft and A.M. Viens

Dr. D, a clinical investigator, is conducting a clinical trial

on a recently developed therapy for the treatment of

a progressive neurodegenerative disorder. While initial

results in a previous study generally appeared promising,

the therapy has been associated with fatal bone marrow

suppression in approximately 1% of patients. A colleague

pediatrician, who has a patient with this neurodegenera-

tive disorder, asks Dr. D if the child can be enrolled in the

clinical trial. There are no data in the literature about this

therapy having ever been used or tested in children with

this condition, and Dr. D wonders whether the child should

be included in the trial.

What are clinical trials?

Clinical trials are scientific evaluations of medical

interventions for the treatment of somatic or

psychological conditions that provide an analysis of

thequality, safety, andefficacyofparticularproducts,

or a method of evaluating two products for their

comparative value. While clinical trials are most

often used to test therapeutic pharmaceutical prod-

ucts, they can also be utilized to evaluate medical

devices or surgical procedures, plus other preven-

tive, screening, detection, and non-pharmacological

therapeutic products/methods.

Clinical trials influence clinical practice by pro-

viding vital information to clinicians and patients

to use in assessing appropriate treatment options.

Clinical trials allow for the generation of sound

empirical evidence that individuals can use to

address important questions concerning the benefits

and harms of particular therapies in a scientifically

rigorous and ethical way.

At the planning stage of a clinical trial, investi-

gators produce a research protocol that specifies

the procedures and methods to be performed

throughout the course of the trial. An appropriately

constituted research ethics committee – be it an

institutional research ethics board or a multicenter

research ethics board – must approve this protocol

for scientific thoroughness and ethical appropri-

ateness. This may include, amongst other consid-

erations, ensuring that the experimental design is

sound, the number of research subjects will accur-

ately represent an adequate statistical sample, there

is a suitable informed consent process, if there is

compensation being provided it is not unduly

coercive, and that the proposed research is in

accordance with current scientific practices and

ethical/legal regulations (Chow and Liu, 2003).

Clinical trials can be randomized (RCT) and non-

randomized. An RCT comprises two (or possibly

more) experimental or treatment groups/arms in

which trial subjects are randomly assigned into

different groups to ensure internal validity. If there

are two groups, one group receives the product

being studied and the other group receives the

standard therapy/product, or a placebo. Where

possible, the highest standards for RCTs include

blinding, where the trial subjects (single-blind trial)

or the trial subjects and investigators (double-blind

trial) do not know which product is being tested.

Non-randomized trials are sometimes conducted

where randomization is impossible for ethical or
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pragmatic reasons. They face greater problems of

bias, although these can sometimes be limited by

careful design (Reeves et al., 2001).

When new therapies are tested in humans,

especially in the case of pharmaceutical therapies,

RCTs generally comprise four progressive phases.

The successful completion of each phase provides

further evidence that the product may demonstrate

to be safe and efficacious. Not all therapies will

complete all four phases; for instance, RCTs may

be stopped prematurely if the results show great

potential, or if there are safety concerns for trial

subjects. At any time during the course of the trial if

adverse results arise that suggest possible risk or

harm to trial subjects, these findings should be

reported to current trial subjects, potential future

subjects, other clinicians involved in the subjects’

medical care, institutional research ethics board,

study sponsor(s), and possibly national bodies

responsible for research regulation and licensing

(Piantadosi, 1997; Levine, 1998). The different types

of clinical trials are as follows (with phase III trials

usually being RCTs).

Phase I. In this phase, products are tested on

a small number of subjects to collect data

on considerations such as toxicity and best

method of administration. These subjects may

be healthy volunteers or patients with specific

conditions, depending on the type and nature

of the product. Testing in this stage seeks to

collect data on the pharmacokinetic action of

products in humans, possible risks or side

effects associated with products at different

dosages, amongst other consideration. The

number of subjects participating in this phase

is usually under 100. If sufficient and appropri-

ate data are collected in this preliminary phase,

it is used to design phase II studies.

Phase II. In this phase, products continue to be

tested on a larger number of subjects to collect

further data on pharmacological and pharma-

cokinetic activity, particularly in patients with

the condition the product is proposed to treat. It

is also at this stage that the new product is

measured against the standard treatment or

placebo for its comparative efficacy. The

number of subjects participating in this phase

is usually no more than several hundred. If

sufficient and appropriate data are collected in

this secondary phase, it is used to design phase

III studies.

Phase III. In this phase, the product is tested

on an even larger number of subjects in a

continued effort to evaluate the product’s

safety and efficacy, especially in relation to

standard treatments or placebos. At this stage,

the product is generally dispensed as it would

when it is to be marketed, and it is evaluated

for its overall risk–benefit relationship and

clinical labeling profile. The number of subjects

participating in this phase is usually several

hundred to several thousand. When this stage is

complete, the study sponsors usually make an

application to the appropriate national regula-

tory and licensing bodies for approval to

market the product as safe and efficacious.

Phase IV. In this phase, which occurs only after

the product has been approved and licensed

for use, the product is evaluated for potential

long-term side effects associated with the drug.

This postmarketing surveillance phase could

also include studies concerning how different

dosages, schedules, or length of administration

of the product affect patients, or how different

patient populations react to the product.

While clinical trials are valuable for testing safety

and efficacy, it is also important that other research

methods of validating products are not forgotten

(Fried, 1974; Freireich and Gehan, 1979; Reeves

et al., 2001).

In addition to the important exchange of infor-

mation between study investigators, sponsors, and

institutional/regulatory bodies, it is essential that

the dissemination of results from clinical trials –

positive, negative, and inconclusive results – occurs

through peer-reviewed conferences and peer-

reviewed journals; even if the results are unpub-

lished, it is important that they are registered in a

clinical trials registry. This ensures that clinicians

and patients have access to the best information
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possible to make responsible decisions about what

medical interventions are worthwhile undertaking

(Simes, 1986; Horton and Smith, 1999; Rennie,

2004; International Committee of Medical Journal

Editors, 2006).

Why are clinical trials important?

Ethics

The ethical importance of clinical trials is some-

times underestimated. Yet the need to evaluate

treatments for their safety and efficacy, so as to

minimize harm to patients, reduce clinical uncer-

tainty, and improve the efficiency of resource

allocation, is great, as has been recognized since

Archie Cochrane’s (1972) lectures on Effectiveness

and Efficiency and the rise of the evidence-based

medicine movement (Daly, 2005). Much more

attention has been paid to the ethics of the conduct

of clinical trials. The standard principles of

research ethics apply to clinical trials, such that the

avoidance of coercion and undue inducement, the

properly informed consent of the patient, the pro-

portionality of risk and benefit, and the scientific

and clinical competence of the investigators all

need to be assured. In recent years, attention has

focused on the need to warrant randomization

in clinical trials. The principal theory of the

ethics of randomization is the ‘‘equipoise’’ theory

(Freedman, 1987; Ashcroft, 1999; Miller and Weijer,

2003). On this theory, clinicians discharge their

responsibilities to do their best for their patients if,

faced with genuine uncertainty as to which one of

the available treatments is most effective (or safest)

in treatment of a condition, they allocate the

patient treatment by randomization, thereby giving

the patient an equal chance of receiving the treat-

ment which is actually most effective. On the

equipoise theory, clinicians may have a preference

for one or other treatment, but where the clinical

community is uncertain or divided, clinicians

should submit their judgements to that of the

clinical community at large, and enter a patient

into a properly conducted clinical trial. At issue is

the question of whether the uncertainty is genuine,

and whether the patient understands this. Some

patients can experience the ‘‘therapeutic miscon-

ception,’’ according to which they believe that the

treatment they are receiving must be the treatment

that is best for them, when this is actually not

certain and the treatment is in a broader or nar-

rower sense ‘‘experimental’’ (see Ch. 29). Current

best practice is that uncertainty should be under-

written by the conduct of an appropriately rigorous

systematic review of the existing clinical evidence

before a trial is initiated; and a stronger claim is

sometimes advanced, that where uncertainty exists

a trial ought to be initiated.

In practice, not all clinical trials exist to resolve

clinical uncertainty, since many trials are run in

order to establish the safety and licensure creden-

tials of a new treatment, rather than to assess the

merits of a new or established treatment in the

light of the alternatives. This has provoked some

controversy when it came to light in the context of

trials run in the developing world. There is a heated

controversy about the choice of controls in many

such trials (but also in some trials in the developed

world). Many commentators argue that use of a

placebo control where a proven effective treatment

exists is unethical, since trial lists are failing to

act in the best interests of their patients. Some

would go further and say that such trials exploit

poor patients by taking advantage of their inability

to purchase or access treatments known to be

effective in the developed world. Critics of this

position hold that duties of beneficence do not

extend to providing treatments to trial participants

that would otherwise be unavailable, and further

that imposition of this standard as an ethical norm

would make much medical research unaffordably

expensive, thus limiting possible benefit to future

patients in the developed and developing world

alike (Schüklenk and Ashcroft, 2000). Ethical con-

troversy also exists about the extent to which

patients’ preferences should be allowed in what

treatment they receive, and about the way to make

resource-allocation decisions in order to prioritize

Clinical trials 203



which trials are conducted in the public sector. A

large proportion of trials are conducted by the

private sector for largely commercial or regulatory

reasons, rather than scientific or clinical reasons

(insofar as these are distinct). Finally, early phase

clinical trials, which are conducted with little pro-

spect of benefit to the patient, can be ethically

challenging for that reason, especially where the

trial may be seen by the patient as their last hope,

or where the risks of the new treatment are genu-

inely uncertain (Ashcroft, 2004). Often there can be

moral conflict in clinical trials between an investi-

gator’s scientific duty and protective duty – with

the predominant view being that, when in conflict,

the protective duty must override scientific duty.

Merritt (2005) has recently argued that, in such

conflicts, we need not choose one duty over the

other; instead, in hard cases, investigators should

proceed by taking into consideration the interests

that research subjects have in achieving their

personal goals for participation in research.

Law

Clinical trials are now strictly regulated throughout

the developed world, for example under the

European Clinical Trial Directive (European Union,

2001) in the European Community (adopted as the

Clinical Trials Regulations [2004] in the UK, for

instance), the relevant part of the Code of Federal

Regulations in the USA (US Department of Health

and Human Services, 2005), the International

Committee on Harmonization (1996), and the rele-

vant medicines licensing law and regulations. There

is little case or statute law in most jurisdictions

relating to the consent of patients, or the assessment

of risk and benefit in trials. However, most

developed countries have extensive legislation

relating to conduct and registration, and oversight

of trials is now fairly detailed (Plomer, 2005).

Policy

Alongside the law on clinical trials, there exists

an extensive body of policy and guidelines.

Internationally, the key documents are the

Declaration of Helsinki (World Medical Association,

1964), the Council of the International Organizations

of Medical Sciences (2002) guidelines on biomedical

research, and the International Committee on

Harmonization (1996) Good Clinical Practice guide-

lines. At national level, guidance is available from

both professional regulators and from research

sponsors. In the UK, for example, the General Med-

ical Council, which licenses doctors, has guidance on

the ethical conduct of research by doctors, as does

the Medical Research Council (the major public

funder of medical research), and the Central Office

for Research Ethics Committees (the government

office responsible for the oversight of ethical review

of research) (Medical Research Council, 1998;

General Medical Council, 2002; Central Office for

Research Ethics Committees, 2006). The organizing

principle for clinical trials research in the early years

of the twenty-first century is ‘‘good clinical practice’’

or ‘‘research governance,’’ which is designed to

ensure that clinical trials are conducted with meth-

odological rigor, in accordance with predetermined

protocols, and with appropriate oversight and

ethical standards.

Empirical studies

Considerable efforts have been made in recent

years to investigate empirically different features of

the ethics of clinical trials. For example, studies

have investigated patients’ recall of randomization

concepts, the quality of informed consent to par-

ticipation in trials, the methods doctors use to

explain trial methods to patients, patients’ prefer-

ences about access to different treatments in

trials and how to incorporate these into different

designs, and so on. This literature has been thor-

oughly reviewed in a number of systematic reviews

sponsored by the UK National Health Service

(Ashcroft et al., 1997; Edwards et al., 1998; Bartlett

et al., 2005; Robinson et al., 2005). The review by

Bartlett et al. (2005) is of particular importance

because it focuses on the justice of clinical trial

recruitment in theory and practice, and on the
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impact on trial quality of formal and informal

exclusion criteria. Given that the evidence base is

built out of the trials that are done, not those that

ought to be done, this issue is of growing import-

ance not only for research ethics but also for

healthcare equity more generally.

How should I approach clinical trials
in practice?

A reasonably logical approach is available. Firstly,

one should assess what is already known, ideally

through conducting or consulting a well thought

out systematic review of the evidence. Secondly,

one should assess whether the proposed trial is

methodologically adequate to resolve the key

uncertainties regarding the effectiveness, efficacy,

or safety of the interventions under trial. Thirdly,

one should consider whether the trial is being

conducted in accordance with the general prin-

ciples of research ethics (Weijer and Miller, 2004).

Are the consent arrangements adequate? Is the

risk–benefit ratio fair and appropriate? Has the

burden on research participants been minimized?

Are recruitment policies fair to the population

at large and to those recruited? Finally, one

should assess whether the trial will be conducted

in a disinterested fashion. Are inducements to

researchers appropriate (not excessive or inappro-

priate in kind) and properly declared? Will the trial

data be published in a timely way and made

available for meta-analysis by other qualified

researchers? Are measures in place to stop the trial

early if overwhelming evidence of effectiveness or

of harm to patients comes to light? A key check in

this process is review by the research ethics com-

mittee, but the final responsibility lies with the

doctor involved with the trial.

The case

Since the neurodegenerative disorder the drug

under study was meant to treat is extremely rare in

children, Dr. D did not think to exempt children

from the trial in the enrollment criteria. The ability

of Dr. D to enroll the child as a trial subject will

depend on a number of factors. Firstly, whether

Dr. D has any experience treating or investigating

children (or whether Dr. D can identify collabor-

ators who can become co-investigators). Secondly,

the ability to secure proper consent from a minor

and their parents for enrollment into such

research. Thirdly, whether the inclusion of children

can be scientifically justified; for instance the

number of children with this disorder makes it

unlikely that there will be sufficient numbers for a

meaningful examination of either separate or

pooled analysis of data at Dr. D’s institution. It may

be possible that the investigator could collaborate

with other sites to obtain a sufficient number of

eligible child study participants. Barring that pro-

spect, it may be possible for the child to be given

the study drug on compassionate grounds but not

be formally entered into the study. Fourthly,

whether the inclusion of children can be ethically

justified, for instance given the rarity of the disease

in the pediatric population, limited treatment

options, and the mortality and morbidity associ-

ated with the disease the potential benefits would

likely outweigh the risks and could justify enrolling

the child (or finding alternative provisions for the

drug).
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Epidemiological research

Richard E. Ashcroft

Dr. E is a primary care physician (general practitioner)

with an extensive patient list. He is approached by

researchers leading a large epidemiological study into the

association between asthma and heart disease. He is asked

for de-identified patient data on all his patients with a

history of asthma concerning their age, sex, age at first

diagnosis with asthma, current medication, and cardio-

vascular history. He is assured that the research ethics

committees of both his local university hospital and the

researchers’ own institution has approved the study. He is

offered payment for the administrator’s time required to

prepare this data.

What is epidemiological research?

Epidemiology may be defined as ‘‘the study of the

distribution and determinants of disease in human

populations’’ (Dunn, 2003, p. 34). There is no very

tight distinction between epidemiology and other

data collection and analysis practices in public

health, but for practical purposes epidemiology can

be considered a research activity, which is to say

that it is concerned with producing generalizable

scientific knowledge. A standard textbook of epi-

demiology (Farmer et al., 1996, p. 6) defined the

principal uses of epidemiology as:

The investigation of the causes and natural history of

disease, with the aim of disease prevention and health

promotion.

The measurement of health care needs and the evaluation

of clinical management, with the aim of improving the

effectiveness and efficiency of health care provision.

Both of these can be read as service objectives (What

caused this disease outbreak? How can we assess

the health needs of this group of patients?) and as

research objectives. For the purposes of this chap-

ter, we are interested mainly in epidemiological

research. Epidemiological research has a number of

different approaches, which include experimental

methods (principally randomized controlled trials)

and observational methods (principally cohort

studies, case–control studies, cross-sectional stud-

ies, ecological studies, and analyses of routine data).

The ethical issues involved in experimental

methods in epidemiology are discussed in Ch. 27.

This chapter will be concerned mainly with obser-

vational methods in epidemiological research.

Classical examples of epidemiological research

include John Snow’s identification of the water-

borne nature of the cause of cholera in the early

nineteenth century, Richard Doll and colleagues’

establishment of the causal link between smoking

and lung cancer in the late 1940s, and the defin-

ition of acquired immunodeficiency syndrome in

the early 1980s.

Why is epidemiological research
important?

Ethics

Because epidemiological research is concerned

with the causes and management of disease and

ill-health in populations, there is an associated
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generic risk that it may place community interests

in conflict with the interests of individual patients

and citizens. Because epidemiological research is

concerned with characteristics of populations, a

central methodological preoccupation of epidemi-

ologists is with bias. In particular, epidemiologists

are concerned with biased sampling from popula-

tions, which would produce inaccurate representa-

tions of the variables of interest in a population,

and false or misleading interpretations of associ-

ations between such variables. In a cohort study,

for instance, if significant numbers of the partici-

pants in a cohort were ‘‘lost to follow-up’’ or with-

drew their consent to the use of their records in a

study, this could fatally undermine the study. For

this reason, many epidemiologists are keen to use

designs that minimize the risk (as they see it) that

their sample will be biased in construction or in

operation. Two ways that bias can arise are that a

significant number of people might refuse to par-

ticipate or that a significant number of peoplemight

drop out during the course of a study. The major

ethical debates in epidemiology have, therefore,

concerned consent andmethods of recruitment and

retention in studies (Hart et al., 1997).

Other ethical issues do arise. In epidemiological

studies that involve collecting new data from study

participants (such as by measuring blood pressure

or collecting genetic samples), an important ques-

tion arises when person-specific data are collected

that indicate that the person may have a health

problem or risk which was not foreseen by the

person or the researcher – so-called ‘‘incidental

findings.’’ Does the researcher or research team

have a duty of care to the patient that would require

disclosure of this information? What if there is

nothing that can be done about this information?

What if this information represents a risk to third

parties? This problem can arise across the study as

a whole once the findings of the study are inter-

preted (Richards, 2003). For instance, in genetic

epidemiology, it can happen that a gene is identi-

fied that seems to raise the risk of heart disease in

those that have a given allele. Should all those

people in the study with this allele be informed?

Do they have a right to this information? (Sharp

and Orr, 2004).

Aside from individual-level ethical challenges,

there may also be population-level challenges.

While epidemiological research can be a powerful

tool for identifying inequities in healthcare, epi-

demiological research can reinforce inequities both

through study design and through the (mis)inter-

pretation of results. For instance, an epidemi-

ological study may be constructed to investigate a

health issue in a particular ethnic group, where

there is no particularly good reason to think that

this ethnic group is different from the population at

large from a health or medical point of view. The

interpretation of the results of such a study (either

by the researchers themselves or by some audience

of the research) may then be used to reinforce

stigma against this ethnic group (Singer et al.,

2003). Although epidemiology is at least as much

a social science as a medical and natural science,

it is relatively unusual for the social impact of

epidemiological research to be considered.

The most notorious example of unethical epi-

demiological research is probably the Tuskegee

Syphilis Study. This study, initiated in 1932, was a

study in a cohort of African-American men of the

natural history of syphilis. The men were not told or

were misled about the nature of the disease they

had; they were denied treatment, discouraged from

seeking alternative medical advice or treatment,

even when effective treatment for syphilis became

available in the 1940s, and were followed up until

1972 when the study was closed owing to the outcry

when the study came to public attention (Reverby,

2000). Although this study is an extreme example,

which is hardly representative of modern epidemi-

ological research, it does illustrate in a salutary way

the ethical issues described in this section.

Law

To this author’s knowledge, no jurisdictions have

specific laws or regulations for epidemiological

research as such. In this respect, epidemiological

research may be considered less regulated than
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clinical trials. However, many activities that form

central parts of epidemiological research do fall

under regulation: either relating to research in

general or framed with other purposes in mind. An

example will suffice to explain this. Firstly, many

epidemiological studies involve the collection of

new data from research participants. For example,

participants in a study of blood pressure and

mortality may be asked to undergo blood pressure

measurements and blood samples, in addition to

giving their consent for access to their medical

records for long-term follow-up. These blood

samples may be processed for DNA analysis in the

context of a search for genetic factors that may

partially explain health outcome variations over the

course of the study. The additional measurements

and invasive procedures to collect data and blood

samples would fall under relevant law and regula-

tions relating to research with human subjects in

general (the Declaration of Helsinki [World Medical

Association, 1964], Code of Federal Regulations [US

Department of Health and Human Services, 2005],

the common law of consent and applicable pro-

fessional guidance in the UK, and so on). The

processing of patient data for research purposes

would fall under data protection legislation and

confidentiality law in Europe, or the US Health

Insurance Portability and Accountability Act (1996)

and associated regulations in the USA. In both

Europe and the USA, this class of legislation was

not framed with research purposes in mind,

although both bodies of legislation make mention

of research in passing. The archiving of human

biological samples and their use for purposes

known at the time of collection, or re-use for pur-

poses determined subsequent to collection by the

original research team or some other group, may

be governed by common law provisions relating

to consent, by novel legislation such as the UK

Human Tissues Act (2004), or by regulations drafted

pursuant to existing law and regulation ad hoc.

(For more information on this issue, see Ch. 23.) It

is arguable that the regulation of epidemiological

research is somewhat unstructured and difficult to

apply given the rapidity with which epidemiology

has developed since the early 1980s under the

influence of new technology (both information and

data-processing and biomedical research tech-

niques) and the scaling up of research from studies

based on single communities to large-scale multi-

site projects.

Policy

In contrast to experimental methods in medical

research, relatively little has been written about

the ethics of epidemiological research. It is not a

central focus of the Declaration of Helsinki, for

instance, although the provisions of the Declar-

ation relating to non-therapeutic research proced-

ures would apply to epidemiological studies, which

involve the collection of new data from research

participants (World Medical Association, 1964).

However, the Council of the International Organ-

izations of Medical Sciences (1991) has issued

international guidance on ethics in epidemiology

(these are currently being revised). From the

early 1990s onwards, a series of ethical guidelines

were produced at national and international levels,

most importantly the statement of Good Epidemi-

ological Practice of the International Epidemi-

ological Association (2002 [updated in 2004]).

There have been a number of academic reviews of

ethical principles in research, and several specialist

epidemiological associations have produced guid-

ance on ethical issues in their specific areas of

epidemiological research (Coughlin, 2007).

Empirical studies

Given the complex situation regarding the regula-

tion of epidemiological research, there has been a

growth in empirical studies that seek to examine

the awareness among researchers of existing

guidance and ethical principles in epidemiological

research, the development of consensus within the

research community and in society at large about

what guidance and principles are required, the

specific ethical issues in research, and how best to

make the trade off between individual patient,

Epidemiological research 209



community, researcher, and societal interests in

epidemiological research (Prineas et al., 1998;

Wynia et al., 2001; Kessel, 2003). This growth in

empirical research as a way of defining issues and

generating consensus has been particularly notable

in relation to research involving genetic databases

and tissue sample collections, and to a lesser extent

in relation to research involving the use of patient

data without consent or with generic prospective

consent (i.e., a consent to the future collection and

use of data without the researcher returning to

re-seek consent from participants in connection

with each future use) (Richards et al., 2003; Tutton

and Corrigan, 2004; Eriksson and Helgesson, 2005;

Matsui et al., 2005; Stolt et al., 2005).

Empirical research can be useful in a number

of ways: it can identify the issues that are at stake

in practice (as opposed to what theoreticians

think they should be); it can evaluate the relative

importance of different concerns; it can gauge how

widely particular views are held; and it can act as a

kind of surrogate for a poll on policy decisions to

be made. Although this last use of empirical data is

frequently regarded as disreputable, in the context

of epidemiological research it may be important.

Since such research may depend for its ethical

justification on appeal to the public interest, it may

be important to establish both the content of the

public interest (what is it in this case?) and how far

the public interest is consistent with the aggregate

of individuals’ interests (Ashcroft, 2004). The latter

can be established by survey or polling, although

this should be handled with care (Rose, 2001;

Wendler, 2006).

No good systematic reviews have been con-

ducted of empirical research in this area, so find-

ings need to be handled with care. For example,

Richards and colleagues (2003) established that

research participants in a breast cancer epidemi-

ology study would welcome feedback of the find-

ings of research. Yet while acknowledging that

individual feedback would be desirable, they rec-

ognise the problems this might create. In a later

study, Dixon-Woods et al. (2006) found that par-

ticipants wanted individual feedback and found

general feedback unhelpful. The current state of

empirical research considering ethics in epidemi-

ology is, therefore, rather inchoate. At its best, it

can help researchers to frame their own thoughts.

It is too early to suggest that empirical research can

lead policy making in this area, but it can perhaps

be a counsel of humility regarding how far we know

the ethical answers.

How should I approach epidemiological
research in practice?

It is clear that many practice and policy issues

remain to be resolved in epidemiological research,

and that guidelines and regulations may not be

entirely helpful either in conducting epidemi-

ological research or in setting good practice stand-

ards. Nonetheless, some basic principles apply

generally. Firstly, the general principles of research

ethics apply to epidemiological research as they do

to any biomedical and public health research.

Consequently, so far as is possible, research should

be carried out with the voluntary and informed

consent of the research participants, in such a way

as to minimize harm, risk of harm, and inconveni-

ence to them, while maximizing the benefits to

science and society that could accrue from the

successful conduct of the project. Epidemiological

research will rarely directly benefit the research

participant, although some recruitment and data-

collection processes do involve what is effectively a

health screen for the participant. In this case, it will

be important to ensure that this is conducted with

proper information to the participant, and to a

clinically competent standard. It is necessary to

have a policy on the feedback of unexpected find-

ings of such a screening process to the participant

(Illes et al., 2006).

The main challenges lie where either it is not

possible to adhere to the normal ethical standards

in research or there is not yet a consensus on what

those standards require. Examples of the latter

include the as-yet-unresolved controversy on the

scope of consent to future uses of research samples
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in genetic database research and the debate on

feedback of individual test results from research

where those results are not validated to clinical

quality standards, their interpretation is as yet

uncertain, or there is no clinical intervention to

address any health problem they may indicate

(Duncan et al., 2005).

The standard examples of research that may

depart from the standard of informed voluntary

consent are research projects that involve collec-

tion of patient data from records without the

express prior consent of the patient. Most health

systems contain a vast amount of useful clinical

data, which can be a very valuable resource for

epidemiologists. In some cases, data can be col-

lected in an anonymized form, such that the

researcher cannot, in principle or practice, identify

any individual from the data collected. It can be

argued that this does not, in fact, violate any priv-

acy right of the patient. In other cases, the data can

be collected in a form that could in principle be

decoded to allow identification of the patient,

although in practice this would be very difficult,

and coding and firewalls can be put in place to

make this as difficult as possible. Here, the justifi-

cation might be based on the minimal risk of any

actual harm to the patient even pursuant to their

possible identification by a malign third party. This

justification would essentially accept that a privacy

right of the patient may have been violated but

hold that this was at worst a technical breach only,

outweighed by the value of the research and the

minimal risk of harm to the patient. Some com-

mentators would go further and argue that there is

not even a technical breach of a patient’s privacy

right in such a case. There are standard arguments

here. One is to hold that some breaches of confi-

dence are only breaches of ‘‘prima facie’’ rights,

since patient confidentiality can always be over-

ridden in the face of a clear public interest, such

as protection of third parties from serious harm

or in the administration of justice (Gostin, 2000).

Another is to hold that individual rights of privacy

arise from communal interests, rather than the

other way around: the ‘‘communitarian’’ approach

(Rubinstein, 1999). This type of justification may be

applied where patient information is identifying

but where there are privacy rules and safeguards to

protect the patient’s privacy from invasion by

unauthorized external parties. In any case, it is

clear that there is a very strong presumption in

favor of patient confidentiality and privacy, and in

favor of seeking patient’s consent to participation

even in minimal-risk database research. Part of the

case for this presumption lies in the common

interest in securing patient trust and support for

medical research. This may, in turn, underwrite

such practices as ‘‘broad’’ consent to re-use of

tissue samples, by ensuring that the public at large

understands and supports medical research as

such and accepts that detailed ‘‘narrow consent’’

may be a costly and inefficient brake on an activity

that is widely supported by the public (O’Neill,

2002). The present author’s research suggests that

most participants are less concerned with issues

around consent than they are with governance. So

long as they believe that the study is appropriately

governed, and driven by a concern with patient

welfare rather than political or commercial inter-

ests, they have a high level of trust in this type of

research (Williamson et al., 2004).

The role of the research ethics committee or

institutional review board here may be particularly

important as it can act as an independent check

on the claim that the research represents an

appropriate balance between individual interests,

the interests of the researcher, and the public

interest.

The case

In the light of the above discussion, the main

concerns of Dr. E will be as follows. Firstly, would

passing on data collected from his patient’s notes

in this way be lawful and consistent with relevant

professional guidance? The fine detail here may

vary between jurisdictions. But in principle,

although this information is not explicitly identi-

fying, in that names and addresses are not
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collected, a third party could potentially identify

one or more of the patients in the data table from

the information given. So what the doctor needs to

satisfy himself about would be the nature of the

procedural and technical protections in place to

prevent researchers or unauthorized third parties

from using the information in that way. He would

also need to satisfy himself that this is not a breach

of confidence or, if it is, that it is a justified breach.

For practical purposes, assurance by a research

ethics committee that the study has their ethical

approval may satisfy him on this point. Nonethe-

less, primary care physicians would normally be

legally responsible for this decision, and liability in

tort for a breach of confidence would not be

removed by the fact of ethical approval from an

ethical committee. The central issue, therefore,

would be whether patient consent is required for

this data processing. This is, in part, a legal ques-

tion. So far as it is an ethical question, we are to

consider first whether the patient has a right to be

asked for his or her consent. Most would consider

that it would be good practice to seek the patient’s

consent; however, this might introduce significant

bias into the sampling, and moreover we have

some research evidence to suggest that patients

regard collection of their data for this sort of pur-

pose as important and they are surprised by the

request for their consent (Robling et al., 2004).

Thus Dr. E could be advised to take the following

approach. Firstly, make it generally known to his

patients that medical research studies using their

data, subject to independent ethical review and

careful information security controls, are carried

out with his practice’s cooperation. They can be

asked to notify the practice if they do not wish their

information to be used in this way, thus giving

them an opt-out. However, the opt-out would

be a generic opt-out, so that there is no risk (from

the scientific point of view) of ‘‘consent bias’’ in

recruitment to particular studies (Medical Research

Council, 2000). Secondly, he should ensure that he

is satisfied that the risk of patient identification has

been minimized. On that basis, he can be satisfied

that any breach of patient confidentiality and risk

to patients’ interests has been minimized and he

can agree with the request. The issue of whether

paying his practice for the administrative work

required in producing the data may raise a ques-

tion of whether he is being induced to hand over

this information, but since it is only a question of

reimbursement for time spent on research at the

expense of other practice activities, this is not a

significant concern.
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Clinical research and the physician–patient
relationship: the dual roles of physician and researcher

Nancy M. P. King and Larry R. Churchill

Dr. F, an oncologist in a small community practice, has

been asked by a pharmaceutical company to conduct early-

phase clinical trials involving several new investigational

chemotherapeutic agents that do not yet have FDA approval.

These would be very small phase I trials, with the possibility

of conducting some phase I/II and phase II trials in the future

as well. The reimbursement he will receive for the research

will substantially increase the income of his practice,

provided that he is able to recruit and retain a sufficient

number of subjects. ‘‘More importantly, though,’’ Dr. F thinks

to himself, ‘‘I have so little to offermany ofmy sickest patients

now. The best thing about doing clinical research is being

able to offer them something new, that just might be their

best hope.’’

Dr. G treats patients with hemophilia. Although treatments

have improved dramatically in recent years, hemophilia is a

devastating, and devastatingly expensive, chronic disease.

Because she has high hopes about promising experimental

technologies, she also conducts research. She prides herself on

the research partnerships she develops with patient–subjects

who seek to contribute to the development of better

treatments. Recently, however, she has received inquiries

from patients with hemophilia from around the world who

want to enroll in her research because the experimental

interventions are provided free of charge. These patients tell

her that they cannot afford standard therapies, and that

enrolling inher research is their onlyhope for treatment.Dr.G

is troubledby this reasoning, anddiscusses itwitha colleague,

who responds, ‘‘Lots of people enroll in research to get

treatment. Almost all pediatric cancer patients are enrolled

in research. And when HIV-positive patients can’t afford the

drugs, my colleagues in the ID clinic immediately look to see

what trials they might qualify for – even before they look for

a free drug program they could use. Why are you worried

about patients who want to be in research to get treated?’’

What is the dual role of clinician and
researcher?

The differences between the role of physician and

that of researcher become readily apparent in the

definitions of ‘‘clinical research’’ and ‘‘medical

practice.’’ The Belmont Report distinguished

between these activities as follows: ‘‘For the most

part, the term ‘practice’ refers to interventions

that are designed solely to enhance the well-being

of an individual patient . . . and that have a rea-

sonable expectation of success . . . . By contrast, the

term ‘research’ designates an activity designed to

test an hypothesis, permit conclusions to be

drawn, and thereby to develop or contribute to

generalizable knowledge . . . ’’ (National Commis-

sion for the Protection of Human Subjects of

Biomedical and Behavioral Research, 1979). Clinical

research enrolling patients as research subjects is

essential for the efficient development of safer and

more effective treatments, but because of the dif-

ferences between research and clinical practice,

clinical research is given special regulatory over-

sight and research subjects are afforded special

protections.

When physicians who treat patients also engage

in clinical research, they take on a dual role,

because the activities in which they engage have

elements of both the clinician and the researcher.

These roles have important differences that can

conflict or become blurred. The differences in

the conduct and goals of clinical research and

medical practice can affect informed consent, alter
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the rights and duties of patient–subjects and

clinical investigators, and give rise to conflicts of

interest.

Why is the dual role of clinician and
researcher important?

It is increasingly common for physicians in private

practice as well as in academic medicine to find

themselves in the dual role. Failure to understand

and appreciate the differences between research

and treatment can have adverse effects on patients’

understanding and safety, and it could compromise

the value and validity of research. It is, therefore,

increasingly important for physicians to recognize

and manage the dual role, both in order to conduct

scientifically and ethically sound research and to

avoid confusion, harm, and exploitation of patients

and research subjects.

There are several key issues for clinicians con-

sidering involvement in research: (i) understanding

the scientific justification for conducting clinical

research and what counts as an acceptable balance

of risks of harm and potential benefits in clinical

research; (ii) avoiding exploitation of patient–

subjects and promoting justice in recruitment,

enrollment, and the post-trial care of patients; (iii)

ensuring that patients’ participation in research is

voluntary and adequately informed; and (iv) prop-

erly managing the dual roles of physician and

researcher.

There is a great deal of ethical, legal, regulatory,

and policy guidance addressing both clinical

research and medical practice. However, little of

this guidance addresses the particular challenges of

the physician’s dual role.

Ethics

A small number of scholarly articles directly

addresses the problem of managing the dual roles

of physician–investigator (Churchill, 1980; Glass

and Waring, 2002; Lemmens and Miller, 2002;

Brody and Miller, 2003). A much larger body of

scholarly literature addresses the physician’s moral

role and responsibilities in conducting clinical

research. Most of this discussion focuses on

phase III randomized controlled clinical trials

(RCTs). How can physicians’ moral obligation of

beneficence – the obligation to do the best for their

patients – be compatible with conducting research

that involves their patients? For phase III research –

the last step in determining whether an experi-

mental intervention is sufficiently safe and effective

to be considered a treatment – if a researcher

believes that the experimental intervention is better

than standard treatment, her duty as a physician

seems to be to provide the experimental interven-

tion. If the researcher believes that standard treat-

ment is better, her duty is to provide the standard

treatment. Either way, the physician should not be

doing the research.

This conundrum centers on the concept of

‘‘equipoise.’’ Research should develop evidence

that answers questions about an unproven inter-

vention; the novel intervention has to look prom-

isingly safe and effective, but the evidence for

its safety and effectiveness relative to the alterna-

tives must be lacking. That is, the research itself

should be necessary in order to ‘‘disturb’’ equipoise

and cause the scientific community to say, ‘‘Yes,

now we know that intervention A is/is not a better

treatment for X disease.’’ Because individual

physician–researchers cannot easily both be in

equipoise and fulfill their duties to their patients,

the philosopher Benjamin Freedman advocated for

the concept of ‘‘clinical equipoise’’ (Freedman,

1987) – meaning that in order for RCTs to go for-

ward there must be a collectively held equipoise

within the field. Individual clinical researchers need

not have equipoise themselves; they need only

recognize that there is disagreement within medi-

cine about whether standard treatment or the

unproven intervention is really better. Importantly,

proponents of clinical equipoise oppose the use of

placebo controls in clinical research except in very

limited circumstances (Freedman, 1990; Freedman

et al., 1996a,b).
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Recently, debate has emerged about whether

equipoise is the right concept to employ when

distinguishing clinical research from medical

practice. Some bioethics scholars argue that

focusing on clinical equipoise, because it addresses

the question of which is the better treatment,

makes the moral mistake of blurring research and

treatment. These scholars reason that research

should be viewed as a distinct enterprise, which

does not, cannot, and should not in itself serve the

goal of providing treatment to patients. ‘‘Which is

the better treatment?’’ is a question that cannot be

answered until the research is completed; there-

fore, clinical equipoise is a misleading moral

compass for clinical research. The alternative pro-

posed by these scholars is a shift away from the

norm of beneficence to non-maleficence, that is,

an effort to minimize or eliminate where possible

harms from research participation. The failure to

reduce or eliminate such harms results in exploit-

ation of patient–subjects (Miller and Brody, 2002,

2003; Miller and Rosenstein, 2003).

Although adhering to the norm of non-malefi-

cence and a goal of ‘‘non-exploitation’’ may pro-

mote clear distinctions between clinical research

and medical practice, clinical equipoise appears to

be a richer and more satisfying moral standard for

physician–researchers, who often view themselves

as treating patients through clinical research

(Miller and Weijer, 2003). Whether clinical equi-

poise provides adequate guidance for physicians’

decision making about whether research partici-

pation can maximize potential benefit to particular

patient–subjects is currently the subject of debate

(Hellman, 2002; Evans and London, 2006). Clinical

equipoise does not, however, adequately address

the issues raised by the enrollment of patients in

early-phase clinical trials, as its focus is on RCTs.

Related to the challenge of appropriately distin-

guishing research from medical practice is the

problem of the ‘‘therapeutic misconception.’’ This

name was coined by Paul Appelbaum and col-

leagues (Appelbaum et al., 1982, 1987; Appelbaum,

1996, 2002) to describe the observation that some

patients enrolled as subjects in clinical research

failed to recognize that they were participating in

research and misinterpreted some key features of

research protocols. For example, subjects might

not understand that they could be randomized to

receive standard treatment, an unproven inter-

vention, or a placebo, believing instead that the

intervention they received was selected by their

physician as the best treatment for them. Another

aspect of therapeutic misconception, according to

at least some definitions, is an unrealistic expect-

ation of direct benefit from the experimental

intervention. For instance, subjects may expect to

be cured of their disease if they take an unproven

drug, even though the research goal is to determine

a safe dose of the drug in the short term (Horng

and Grady, 2003).

Although Appelbaum and colleagues posited that

both patients and physician–researchers could be

affected by therapeutic misconception, it has most

often been described as a characteristic of research

subjects. However, when researchers have great

hope in an unproven intervention, or are excited by

the promise of new science, their own misconcep-

tion may not only blur their sense of the differences

between research and medical practice but also

affect the informed consent process, inappropri-

ately influencing patients’ decisions about research

participation (Churchill et al., 1998; Dresser, 2000,

2002; Miller, 2000).

Another moral tension in the dual roles of

the physician–researcher becomes evident when

physicians approach their own patients about

research participation. The patient may be reluc-

tant to say no, out of a sense of indebtedness

to the physician or out of concern that a refusal

could impair the relationship and adversely affect

future treatment. When there is confusion between

research and treatment, or about the role and

responsibilities of the physician–investigator, these

perceived pressures could also affect subjects’

understanding of the research, or unduly influence

their enrollment or continued participation. This

may be true whether the confusion is the patient’s

or the physician’s (Kass et al., 1996; Levinsky, 2002;

Chen and Miller, 2003).
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Law

There are relatively few court decisions about

clinical research. Many of those decisions address

plaintiffs’ claims that they were unaware they were

participating in research or were led by researchers

to believe that they were being treated when in fact

they were enrolled in research (Toth v. Community

Hospital at Glen Cove, 1968; Estrada v. Jacques, 1984;

Re Cincinnati Radiation Litigation, 1995). Several

recent decisions involving research with vulnerable

populations have suggested that researchers have

physician-like obligations of beneficence toward

their subjects and would restrict research participa-

tion by vulnerable subjects to circumstances where

benefit to them is expected (TD v. New York State

Office of Mental Health, 1996; Grimes v. Kennedy

Krieger Institute, 2001). Such a stringent standard

may protect vulnerable patients at the expense

of maintaining a meaningful distinction between

clinical research and medical practice.

A recent and controversial decision by the US

Court of Appeals has further reinforced a treat-

ment-oriented perspective on clinical research by

finding that, under some circumstances, terminally

ill patients may have a constitutional right of non-

trial access to experimental interventions that have

been shown to be safe enough in phase I trials to

proceed to further testing (Abigail Alliance v.

Eschenbach, 2006). It remains to be seen whether

these legal developments will make it more difficult

for patients and physicians to distinguish research

from treatment.

Policy

The precise nature and significance of the differ-

ence between clinical research and medical prac-

tice has been debated as a matter of policy since the

creation of the Nuremberg Code, the document that

emerged from the Doctors’ Trial at Nuremberg

describing the duties of researchers conducting

human experimentation (Nuremberg Code, 1949).

In 1964, the World Medical Association promul-

gated the Declaration of Helsinki specifically to

address medical research enrolling patients as

subjects, to which many physicians believed the

Nuremberg Code did not apply. The Declaration

addresses the challenges of combining clinical

research with medical care, framed in terms of the

duties of physicians ‘‘to promote and safeguard the

health of the people.’’

Another important policy perspective on the dual

role comes from the legal literature on clinical

research. A key legal characteristic of the phys-

ician–patient relationship is its fiduciary character:

patients repose trust in their physicians, who make

recommendations based on the patients’ best

interests, as mutually determined. It has recently

been persuasively argued by several scholars that

the researcher–subject relationship has at least

some characteristics of a fiduciary relationship

(Coleman, 2005; Miller and Weijer, 2006). Although

the two relationships are not the same, clinical

researchers have some duties that are similar to

those of physicians: for example, to protect

patient–subjects from undue harm, and to support

their informed decision making about research

participation. Precisely how to characterize the

differences between the roles of physician and

researcher and the duties that follow from them

remains to be determined; nonetheless, the fidu-

ciary model offers a promising way to think about

dual-role problems in clinical research.

Empirical data

There has been a great deal of empirical research

addressing ‘‘therapeutic misconception.’’ Each

study employs a somewhat different definition of

the concept, as well as different questions to

measure it in research subjects, but all the literature

acknowledges that many patients who are research

subjects appear to lack an adequate understanding

of the difference between clinical research and

medical treatment (Gray, 1975; Daugherty et al.,

2000; Joffe et al., 2001; Appelbaum et al., 2004;

Henderson et al., 2006). Recently, some scholars

have begun examining in more depth the views of

physician–investigators and research coordinators,
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in addition to patient–subjects, in order to assess

whether therapeutic misconception in other par-

ticipants involved in research is related to that in

patient–subjects (Daugherty et al., 1995; Joffe and

Weeks, 2002; Henderson et al., 2004a,b). Some of

this research also examines how both patient–

subjects and clinical researchers view the dual roles

of physician and researcher (Henderson et al.,

2004b; Easter et al., 2007). Other research examines

how research consent forms describe clinical trials

and their potential benefits for patient–subjects.

There is agreement that the consent form and pro-

cess can be a source of misconception in patient–

subjects, but consensus does not exist regarding

recommendations and guidance based on these

data (Horng et al., 2002, 2003; King et al., 2005).

How should I approach the dual roles of
physician and researcher in practice?

It is essential that physicians think of clinical

research as distinguishable from, and comple-

mentary to, medical treatment. All clinical research

is essentially future oriented: after the research is

completed, the data gathered from it will inform

medical treatment for future patients. In contrast,

the physician’s duty to act in the best interests of

the patient is immediate. Yet the clinical researcher

also has immediate duties to research subjects: to

protect them from harm insofar as possible, to

ensure that they are provided with adequate infor-

mation about research participation, and some-

times – depending on the design of the research – to

maximize the possibility of benefit to them.

A great deal of guidance exists to assist clinical

researchers in addressing research ethics ques-

tions, but there are few resources specifically

focused on the problem of dual roles. Some

have suggested maintaining a clear demarcation

between the roles, for example by donning a red

coat instead of a white coat in research settings

(Dresser, 2002) or explaining to patients ‘‘I have

two hats; a doctor hat and a researcher hat. I’m

going to take off my doctor hat now and put on my

researcher hat, so I can talk to you about a research

study.’’

Regardless of how physician–investigators emph-

asize the distinction to patients and research sub-

jects, the best opportunities for clarifying the

differences lie in the consent form and process. As a

classic article in the legal literature notes, informed

consent ‘‘encourages self-scrutiny by the physician–

investigator’’ (Capron, 1974): meaning that the duty

to explain the research to potential subjects also

provides physician–researchers with an opportunity

tomake their own views clear to themselves, through

articulating them to others.

It is important to recognize that delineating the

characteristics of clinical research and the differ-

ences between participating in clinical research

and receiving medical treatment is an exercise that

is ultimately specific to each research protocol as

well as to the treatments available to patients

who may become subjects. Physician–researchers,

and physicians who refer patients to clinical

researchers, should take the time necessary to

consider the ethical implications of their roles and

to undertake clear and careful discussion about

the differences between research and treatment

with patients.

To manage the dual role, physician–researchers

should:

� discuss the differences between research and

medical practice with patients

� disclose both physician and researcher roles to

patients, and distinguish them (‘‘switch hats’’) as

needed

� consistently use ‘‘research’’ terminology, not

‘‘treatment’’ language, when referring to investi-

gators, subjects, and experimental interventions

� present benefit to society as the sole or primary

goal of research

� explain that benefit to research participants,

while often hoped for, is always uncertain and

may be unlikely or impossible, depending on the

design and phase of the trial

� when clinical benefit from the experimental

intervention in a study is not possible or not

likely, say so
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� when clinical benefit from the experimental

intervention in a study is reasonably possible,

describe it clearly, including its nature, magni-

tude, duration, likelihood, and limits

� remember that, even though clinical research is

not medical practice, researchers can, do, and

should care about and for their research subjects.

The cases

Dr. F wants very much to be able to help his

patients but has little to offer that can meaningfully

extend the lives of many of them. As a result, he

believes, as many oncologists do, that experimental

agents hold more promise of safety and efficacy

than do standard treatments. If Dr. F’s research

goal is to treat his patients through a trial, then he

may have a therapeutic misconception. Although it

is appropriate for him to consider experimental

agents promising, in early-phase oncology trials

the genuine potential for subjects to experience

meaningful benefit is often very small (Horstmann

et al., 2005). In addition, because research partici-

pation is not the only way to care for patients with

advanced cancer, Dr. F should also discuss and

offer palliative care and other support services to

his patients and their families. It is important that

Dr. F recognizes his mixture of motivations for

conducting early-phase research. If he decides to

proceed with a research program, his desire to

recruit and retain subjects to improve his income

could bias the information he provides to them,

and he and his research colleagues will have to

work hard to avoid that (Klanica, 2005).

Dr. G has become aware of some of the pressures

on the healthcare system that can blur the distinc-

tion between research and treatment and affect

patients’ willingness to become research subjects.

Patients who enroll in research because they do not

have access to standard treatments may or may not

have TM, but because their goal is to maximize their

chances of benefit, they may not have the same

view of their participation as Dr. G hopes for. They

may resist randomization, or try to break a study

blind, or drop out of the research at the end of the

intervention period, avoiding follow-up data-

gathering visits as not beneficial to them. If Dr. G

continues to enroll these patients in her studies, she

must work especially hard to educate them about

research participation and to develop research

partnerships with them. Once they have completed

participation in her research, many of these

patients will continue to lack access to treatment.

Asking whether clinical research, and clinical

researchers, can or should ameliorate inequities in

access to healthcare opens up a significant global

social policy question. There are other avenues

Dr. G could pursue for improving healthcare access

for patients both at home and abroad.
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study on the efficacy and safety of a new antidepressant,

Xanadu, for use in pregnant women. The contract

stipulates that Dr. H will have access to all data for final

analysis and that all publications based on the study will

be submitted for final approval to the sponsor before public

disclosure. Dr. H’s budget includes money for finder’s fees

for clinicians who recruit patients into the trial and

rewards for clinician–researchers whose patients remain

in the trial for the duration of their pregnancy. In the

course of the trial, Dr. H becomes worried about potential

negative effects of Xanadu on newborns. He reveals his

concern to the company, requests immediate access to all

the data, and indicates that he will reveal his concerns at

an upcoming international meeting. The company refers to

a contradictory opinion of an internal data-monitoring

committee set up by the sponsor, refuses to provide full

access to the data, and points out that researchers have to

obtain final approval of the sponsor before any public

discussion of the results. Shortly after, Dr. H receives from

Calaxy an abstract discussing the interim results of the

study, accepted for presentation at an international

conference. Dr. H is first author on the abstract, which

does not contain any reference to his concerns. Dr. H

contacts the chair of his department, Dr. I, who is a

remunerated board member of Calaxy. She points out that

Calaxy is a trusted and transparent partner in research,

that it has its own data-monitoring committee, that it is

ultimately responsible for the safety and efficacy of its

products, and that contractual obligations have to be

respected. She mentions also in passing that Calaxy

provides close to 20% of the research funding of the

institution and that discussions are underway for the

funding of a Calaxy research chair, for which Dr. H would

be an excellent candidate.

What is financial conflict of interest
in research?

Thompson (1993) defined a conflict of interest as

‘‘a set of conditions in which professional judg-

ment concerning a primary interest tends to be

unduly influenced by a secondary interest.’’ When

clinician–researchers engage in research, tensions

can exist between their interests as researchers

and their primary obligations as clinicians. While

Ch. 29 considers these divergent roles, we will

focus specifically on financial conflicts of interest

(COIs).

Several reasons justify the focus on financial COIs.

Firstly, financial interests in research have expo-

nentially increased in the last decades as a result of

legislative (Bayh-Dole Act, 1980; Eisenberg, 2003;

Lemmens, 2004) and funding agency initiatives that

promote commercial matching funding (Downie

et al., 2002; Atkinson-Grosjean, 2006; Downie, 2006;

Lemmens, 2006). Medical research is increasingly

submerged in the competitive context of a lucrative

biotechnology industry. Secondly, many significant

This chapter was funded by Genome Canada through the Ontario Genomics Institute, by Génome Québec, the Ministère du

Développement Économique et Régional et de la Recherche du Québec and the Ontario Cancer Research Network.
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recent controversies that have affected the public

trust in the medical research enterprise are asso-

ciated with financial COIs (Silberner, 2000; Healy,

2002; Krimsky, 2003, 2006; Angell, 2004; Viens and

Savulescu, 2004; Revill, 2005; Armstrong, 2006a;

Gelsinger, 2006). Thirdly, an array of reports, ini-

tiatives, and regulations emanating from official

organizations and governmental agencies reflect an

awareness that the potential negative impact of

financial interests is a serious cause for concern

(Office of the Inspector General, 2000; American

Association of Medical Colleges, 2001, 2002; Can-

adian Institutes for Health Research, 2001, 2005;

Institute of Medicine, 2001; US Department of

Health and Human Services, 2004; UK House of

Commons Health Committee, 2005). Fourthly, the

tensions described in Ch. 29 are an inherent part of

research while financial interests are more object-

ive, tangible, and measurable, and can in theory be

separated from the conduct of research itself

(Thompson, 1993).

Types of financial interests
of clinician–researchers

Researchers can have various financial interests.

Some have stock in the company whose product

they are testing or significant interests in spin-off

companies set up for the purpose of commercial-

izing research results. The controversy surrounding

the death of Jesse Gelsinger, for example, revealed

that the director and lead investigator of the Human

Gene Therapy Institute, several of its researchers,

and the University of Pennsylvania all had sub-

stantial equity stakes, reportedly in the millions of

dollars, in a company that had invested in the

genetically altered virus used in the experiment

(Gelsinger, 2006; Krimsky, 2006).

Others are consultants for sponsoring companies

or are remunerated members of advisory boards.

Many receive significant payment for conference

presentations or as members of speaking bureaus

set up by pharmaceutical companies to promote

their products at academic, educational, and

promotional venues.

Financial rewards are also offered to researchers

for research recruitment, as described in the case

study (Lemmens and Miller, 2003). Financial

recruitment incentives can be offered as finder’s

fees (i.e., per capita payments for every research

subject recruited) or as bonuses for speedy

recruitment, recruiting extra subjects, or keeping

subjects in a trial (Office of the Inspector General,

2000). Finder’s fees are often part of more general

compensation for the costs of being involved

in research, making it hard to identify whether

and how much researchers receive for the mere

recruitment of research subjects.

Even when clinician–researchers have nothing to

gain from being involved in a research project,

their institutions can be financially dependent on,

or have close relations with, commercial sponsors,

creating institutional COIs (Emanuel and Steiner,

1995). This may have an influence on institutional

policies and behavior and create pressure on

individual researchers. Financial interests of indi-

viduals with decision-making authority within

institutions (e.g., departmental chairs, heads of

research) can transform an individual COI into an

institutional one (American Association of Medical

Colleges, 2002).

The mere sponsorship of a clinical trial may

create financial COIs that impact on research.

The conflict resides then in the fact that commer-

cial sponsors have a direct interest in obtaining

commercially favorable results, while the goal of

research is to obtain reliable and scientifically

accurate information that benefits patient care.

Why is it important to deal with financial
conflict of interest in research?

Ethics

Safety and well-being of research subjects

Financial interests in research may influence how

researchers recruit subjects and how they treat them

in the course of a clinical trial. When significant
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amounts of money can be gained by recruiting

more subjects, or for recruiting them faster,

researchers may be tempted to be more lenient

with inclusion criteria. Financial interests in the

results of a study or in keeping subjects enrolled

can negatively impact on the decision to withdraw

research subjects or to halt a trial when this is in

the subjects’ best interests.

Integrity of research

Commercial interests may threaten the integrity of

the research process in two ways. Firstly, financial

interests may impact on the design of the study, the

conduct of the study itself, the interpretation of

research data, and the presentation of the results

in publications. Empirical studies establish a stat-

istically significant link between source of funding

and research outcome. Industry-sponsored research

is more likely than research sponsored by non-

commercial sources to lead to a conclusion that a

new therapy is better than the standard therapy

(Bekelman et al., 2003; Lexchin et al., 2003; Bhan-

dari et al., 2004; Chalmers, 2004). Commentators

have pointed out that positive results are more

likely to be published than negative ones and that

industry-organized studies in which adverse effects

of new drugs are discovered often remain unre-

ported (Chan et al., 2004; Chan and Altman, 2005;

Chalmers, 2006).

Secondly, recent controversies have indicated

how pharmaceutical sponsors and academic

investigators have participated in the conscious

control over, or even manipulation of, research

questions and dissemination of results. Research is

increasingly coordinated by specialized contract

research organizations, which either conduct

research in specialized research centers or involve

a multitude of clinicians. Sponsors increasingly

control the design of the study, the recruitment of

subjects, the collection and analysis of data, and

the publication of the results. The final results

are often written by ghost authors, offered as

easy publications to established academics and

published in the most prestigious medical journals

(Healy and Cattell, 2003; Tereskerz, 2003; Angell,

2004; Lemmens, 2004). Academic authors are

accustomed to giving credibility to publications.

Instances of such practices are documented,

for example, in a 2004 lawsuit of the Attorney

General of New York against GlaxoSmithKline,

which was settled out of court (AG New York v.

GlaxoSmithKline, 2004; Lemmens, 2004).

Particularly when companies have already

invested significantly in product development and

expect to market a blockbuster drug in the near

future, they have significant financial interest in

emphasizing benefits more and harms less. Careful

selection of comparators and overemphasis of

positive findings is a tempting business strategy

(Aronson, 2006). Concerns about biased reporting,

lack of transparency, and research manipulation

are not limited to commercially sponsored

research, yet ample empirical evidence combined

with various reports suggest that the problem is

more prevalent in this area. This creates reasonable

doubts about the validity of clinical treatment

recommendations based only on publicly available

data (Bhandari et al., 2004; Marshall, 2004).

Distortion of the research agenda

The increase of industry funding and the growing

commercial focus of funding agencies also has an

impact on the health research agenda. Researchers

funded to conduct research with a commercial

focus are not available for other research endeavors.

Since commercial sponsors are able to offer higher

recruitment incentives to researchers and research

subjects, it may become harder to launch other

studies. Commercial interests also create incentives

for pharmaceutical companies to conduct research

that contributes to the creation of new categories of

disease or that influence the level of diagnosis of

existing illnesses (Lexchin, 2006; Moynihan and

Henry, 2006; Tiefer, 2006).

It is less likely that research will be conducted

on diseases affecting only few people (‘‘orphan
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diseases’’) or poor people (e.g., uninsured people in

industrialized countries or the majority of people in

developing countries). Proportionally less research

funding is available to study the impact of other

health factors, non-commercial products, or drugs

that are no longer protected by patents.

Another cause for concern is that pharmaceutical

sponsors are currently not required to conduct

research on the long-term health effects of their

products (Editorial, 2004; Lemmens, 2004). Indeed,

they may have significant financial interests in

avoiding long-term follow-up studies. If no one else

is conducting these studies, significant adverse

effects may remain undetected for a long period.

Policy

The nature of conflict of interest

regulations

Clearly, commercial interests of research cannot

justify exposing research subjects to direct harm.

Researchers who include non-eligible subjects in

a clinical trial because of the financial rewards

involved clearly violate widely accepted ethical

norms of research. In the same vein, those who

participate in the falsification of research, or

who misrepresent research findings, are guilty of

research misconduct or fraud (Anon., 2002; Hol-

den, 2005; Couzin and Unger, 2006; Cyranoski,

2006). In these cases, it is clear that moral culp-

ability is associated with behavior that is per se

reprehensible, whether it is stimulated by financial

greed or not.

In reality, it is hard to determine whether and to

what extent financial interests are the primary

motive behind reprehensible behavior. It is impos-

sible to enter into the mind of investigators. In the

Gelsinger case, there is no direct evidence that the

investigators acted because of financial gain. We

can only identify the fact that there were huge

financial interests at stake, and that there was

research misconduct. Subtle influence of commer-

cial funding of research is also possible. Involved

researchers may simply be unaware of the extent to

which they are influenced by commercial interests

in the research.

This explains the growing interest for precau-

tionary approaches. They are based on the pre-

sumption that financial interests are likely to

influence some to behave in ways that may expose

people to risks or that may affect the integrity of

research. Rules for COIs do not suggest that all

those who are in COI situations are necessarily

morally culpable. However, they reflect a growing

awareness of the impact of COIs and of the need to

set regulatory standards. A violation of these

standards becomes an issue of professional mis-

conduct. The sanctions associated with these rules

are imposed not because subjects are directly

harmed, or because the research they are involved

with is fraudulent or bias, but because we know

that this can be the result.

Regulatory remedies

Many universities, professional organizations, and

medical journals have established guidelines that

reflect the precautionary approach. Regulations for

COIs are further introduced by drug regulatory and

healthcare agencies. There is also growing attention

for the use of criminal law and professional mis-

conduct rules to deal with COIs (Kalb and Koehler,

2002; Lemmens and Miller, 2003). The procedural

mechanisms introduced by these organizations and

agencies include disclosure of COIs, review by

research ethics committees (REC) or specialized

COI committees, increased monitoring, and out-

right prohibition.

Disclosure is the most basic requirement. The

idea behind disclosure is that people who have been

informed of the existence of COI can make a well-

informed judgement about its potential impact.

Many medical journals have clear disclosure pol-

icies in place, obliging authors to reveal financial

relations with sponsors (International Committee

of Medical Journal Editors, 2006), although some

established journals are still struggling to impose
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disclosure or to enforce their policies (Editorial,

2003; Brownlee, 2004; Armstrong, 2006a, b, c, d;

Waters, 2006).

Disclosure is also a core component of respect

for research subjects. Indeed, it seems crucial to

disclose to those who accept at times significant

risks in research the various interests that may

impact on research. Yet some guidelines, such

as those issued by the American Association of

Medical Colleges (2001, 2002) and the US Depart-

ment of Health and Human Services (2004), remain

surprisingly vague about the requirement of dis-

closure and do not endorse a strict disclosure obli-

gation. Instead, they give institutional authorities,

such as RECs, leeway in determining when and to

what extent financial interests ought to be disclosed

(Lemmens and Miller, 2003). In our opinion, dis-

closure is a necessary although clearly not always

sufficient condition for dealing with COI.

Disclosure is also the basis of other procedures.

Academic institutions, journals, and funding

agencies submit COI situations to a review process.

Based on this review process, researchers can be

told to disclose the conflicts, or to make required

changes to, for example, the informed consent

procedure. Such COI committees or RECs may

further recommend that independent investigators

be added to a research project, or that an inde-

pendent data-monitoring committee be estab-

lished to monitor the safety of clinical trials,

analysis of data, and presentation of findings.

The financial COI may be deemed so significant

that a prohibition is warranted. The American

Association of Medical Colleges (2001, 2002), for

example, recommends that institutions introduce

in their COI policies a rebuttable presumption

that researchers with significant financial interests

ought not to be involved in the research, and

that institutions with significant interests ought

not to have research take place in their establish-

ments.

Finally, COIs may be the subject of specific pro-

hibitions. Various academic centers, for example,

have issued guidelines prohibiting the use of find-

er’s fees (Lemmens and Miller, 2003). Researchers

who violate these guidelines can be held account-

able by their institution for these violations.

Novel approaches

Many of these remedies have been in place for some

time without preventing major controversies. Sev-

eral authors have called for more radical and stricter

COI approaches. For example, to counter the overall

impact of financial interests on the focus of research,

some have suggested that public funding for

research should be significantly increased (Downie,

2006; Lemmens, 2006), or even that research on

healthcare products should be fully publicly funded

(Brown, 2000, 2006).

To deal with the phenomenon of ghost author-

ship (Flanagin et al., 1998), stricter sanctions have

been proposed. Two medical journals have

announced that they would ban those who have

been involved in submitting a ghost-authored art-

icle from submitting new articles for several years

(Brownlee, 2004). Others have recommended that

more details ought to be provided as to who con-

tributed to a study and that academic institutions

ought to diminish the focus on quantity of publi-

cations in the assessment of academic perform-

ance and ought to recognize better other

contributions to research (Davidoff, 2000).

Commentators and official reports have pointed

out that the regulatory structures set up to deal

with COIs are themselves affected by COIs and

are in need of significant reform (Office of the

Inspector General, 2000; Institute of Medicine,

2001; Lemmens, 2004; Viens and Savulescu, 2004;

Ferris and Naylor, 2006). For example, REBs are

increasingly expected to deal with COIs while they

are themselves affected by COIs and are in need of

significant reform. It is also not clear that internal

COI committees are independent enough to curb

significant institutional COIs.

The idea of mandatory registration of clinical

trials has also been gaining ground. This would

track trials before they begin, which would avoid

secrecy and ensure full reporting of results. Regis-

tration is already a regulatory requirement in the
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USA for all clinical trials involving serious and

life-threatening diseases. It has been recommended

by the International Committee of Medical Journal

Editors (2006; see alsoDeAngelis et al., 2005) a group

of international experts (Krleža-Jerić et al., 2005),

and the World Health Organization (2006a,b,c).

Participation in clinical registration is a major step

toward transparency and accountability (Horion,

2006; Sim et al., 2006) but shouldnot be regarded as a

panacea to COI concerns (Lemmens, 2004).

Another more drastic suggestion is to separate

those who conduct medical research from those

who have a financial interest in the outcome of

the research through the establishment of a new

drug-testing agency (Krimsky, 2003; Angell, 2004;

Lemmens, 2004). The agency, in dialogue with the

submitting company, would determine the appro-

priate design of clinical trials aimed at testing effi-

cacy and safety of the new compound and would

rely on independent accredited drug-testing cen-

ters to conduct the trials and analyze the results.

How should I approach financial conflict
of interest in research in practice?

Themounting evidence and exposures of the impact

of financial COIs should alert for clinician research-

ers. Disclosure of financial interests to RECs, COI

committees, research subjects, and in publications

is necessary although not sufficient. Clinician–

researchers should help to promote in their insti-

tutions a system of oversight that incorporates

regulation, includes assessment and analysis inde-

pendent of commercial interests, protects patients

from harm, improves transparency in clinical

research, and contributes to restoring public trust.

Clinician–researchers should obviously respect

institutional COI policies and procedures. They

should consult with professional organizations and

institutions when they are in doubt about how to

deal with COIs. They should refuse to be involved

in research fully controlled by sponsors and should

insist on full access to the data before accepting to

sign on to any publications reporting the results

of the study. Institutions should develop more

stringent COI policies and should have the courage

to prohibit research projects when personal or

institutional financial interests may impact or

appear to impact on the integrity of the research.

They should also be willing to sanction those who

violate COI policies. It is, for example, remarkable

that so many instances of ghost authorship have

been documented, yet that no significant sanctions

have been enacted.

Clinician–researchers ought not to rely on insti-

tutional policies and initiatives alone. Increased

vigilance, informing oneself about the empirical

evidence on COIs, and educational initiatives to

explore and resolve financial COIs may all help in

the long run to create a new research culture and to

restore integrity in research. Clinician–researchers

ought to critically determine how they can best

contribute to promote independent and socially

relevant medical research. Finally, clinical investi-

gators ought to ensure that clinical trials in which

they participate are registered, even if it is rarely a

legal requirement at this point in time.

The case

The research contract signed by the institution and

Dr. H gives the sponsor too much control over

future publications. Although it is common to

allow the sponsors to see the results before final

publication and provide time for the potential filing

of patent applications, sponsors ought not to be

given the power to prevent publications. Dr. H

should refuse to sign this stipulation and the

institutional review should also screen out these

clauses. In addition, clinician–researchers have a

primary ethical and professional obligation to

ensure the well-being of research subjects. When in

their professional opinion, safety is at stake, they

have to disclose this to research subjects and to

their colleagues regardless of contractual clauses

(Thompson et al., 2001; Viens and Savulescu, 2004).

Dr. H is in a difficult position to enforce his

obligations. Clearly, he should not be swayed by
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Dr. I’s assertions and promises. He should contact

the chair of the REC over his concerns related to

the safety of the product tested and people higher

up in the hierarchy of the institution with respect

to the pressure put on him. Dr. I’s personal inter-

ests and the relationship between the institution

and the sponsor reveal a significant institutional

COI. The potential impact of these institutional

interests ought to have been evaluated by the REC

or a COI committee before the research started.

At a minimum, the institution ought to investi-

gate what happened and ought to support Dr. H

fully in pressing for access to the full data and

withdrawal of the abstract. If the conference is

organized by a professional organization, that

organization ought also to investigate allegations of

ghost authorship and misrepresentation. If no

support is forthcoming and institutional support is

lacking, Dr. H has an ethical obligation to go public.

This may come at a high personal and professional

cost, as indicated by several recent controversies

(Thompson et al., 2001; Viens and Savulescu, 2004;

Revill, 2005). In an increasingly commercialized

research context, professional organizations, aca-

demic institutions, and governments ought to

develop adequate procedures to evaluate allega-

tions of misconduct and appropriate remedies to

protect whistle-blowers.

Dr. H ought not to have accepted the finder’s

fees and competitive enrollment fees provided for

in the budget and the REC ought to also have

spotted these. Although it is appropriate to remu-

nerate clinicians for the work they perform for the

study – these services ought not to be covered as a

clinical service by the healthcare system – financial

perks for mere recruitment are unacceptable.
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Embryo and fetal research

Ronald M. Green

The year is 2016. J and K meet with their pediatrician to

discuss whether their 11-year-old daughter, L, should

undergo a newly available course of stem cell therapy to

cure her type 1 juvenile diabetes. Left untreated, L’s illness

could lead to blindness, life-threatening circulation prob-

lems in her extremities, and, perhaps, early death. The

therapy that L’s parents and her pediatrician are contem-

plating requires careful HLA (immunological

compatibility) matching with one of the thousands of

human embryonic stem cell (hESC) lines identified in an

international registry. These were created over the previous

decade from frozen human embryos remaining from

infertility procedures and were donated to research or

therapy by their progenitors. A matching population of

specially created pancreatic stem cells could be made

from one of these lines and infused into L to remedy her

insulin deficit. While many parents would leap at this

life-saving opportunity, J and K – and their physician – face

a moral quandary. They are all devout Roman Catholics

and share their church’s view that human life must be

regarded as sacred from the moment of conception. They

view the destruction of a human embryo for stem cell

research or therapy as equivalent to killing a human being.

The physician explains to J and K that the frozen human

embryos used to create hESC lines were slated for

destruction. Is it not better, he asks, that such embryos at

least be used to save lives? But J and K are also aware of

their church’s moral teaching that ‘‘one should not do evil

in order that good may result.’’

What is fetal and embryo research?

Any research that uses human embryonic or fetal

tissues, or that implicates living human embryos

or fetuses, comes under the heading of embryo or

fetal research. Such research can be direct or

indirect. The use of living human embryos to derive

a line of embryonic stem cells is an example of

direct research on the embryo, as is research on a

non-viable fetus that has survived abortion or

miscarriage. Research aimed at the healthcare

needs of a pregnant woman that could inadvert-

ently affect the embryo or fetus she is carrying is an

example of indirect research.

Because different questions can arise depending

on whether research involves embryos or fetuses, it

is important to state what we mean by the fetus or

embryo. For scientific purposes, the embryo is usu-

ally defined as the product of conception until eight

weeks of gestation. From that point onward, the term

fetus is used. However, these definitions are not

pertinent to the major legal and ethical debates

about research. The important distinction here is

between entities produced by in vitro fertilization

(IVF) and existing outside the womb and those that

have implanted in a womb, where research neces-

sarily implicates the gestational mother. Following

This chapter is adapted from: Green, R.M. (2008). Research with fetuses, embryos, and stem cells. In The Oxford Textbook of

Clinical Research Ethics, ed. E. J., Emanuel, G., Grady, R., Lie, F., Miller, and D. Wendler. New York: Oxford University Press,

in press.
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Tauer (2004) and others (Gratton, 2002, p. 17), I will

define the embryo as ‘‘the product of conception

(whether produced in vitro or flushed from a uterus)

as it exists in the laboratory and that has not

undergone transfer to a woman.’’ The fetus is ‘‘the

product of conception existing in a womb’’ and

comprises both in vivo embryos and fetuses. These

definitions bypass the question of the organism’s

developmental stage. However, since it is not pos-

sible to culture an embryo in vitro for more than five

or six days, a limit not likely to be exceeded soon, the

term ‘‘embryo’’ as used here describes the early

product of conception, a mass of largely undiffer-

entiated cells with no bodily form or organs, while

the term fetus usually refers to a more developed

entity undergoing organogenesis and possessing an

incipient nervous system.

A further question is when an embryo can be said

to have come into being. Although many people

speak of the ‘‘moment of conception,’’ it is now

well established that conception/fertilization is not

a discrete event but a process that takes places

over many hours or days (President’s Council on

Bioethics, 2004). There are at least several candidate

‘‘events’’ for conception/fertilization, ranging from

sperm penetration of the egg to syngamy, the lining

up of male and female pronuclei inside the egg,

almost a day later. The choice among these can

significantly alter our moral and legal conclusions

with regard to specific research protocols. It is

important to recognize that a biologically and

morally informed choice is necessary here and that

conception/fertilization is not the ‘‘bright line’’ that

many people believe it is.

A different problem concerns the nature and

moral status of the entities produced by nuclear

transfer cloning technology. This approach, known

as therapeutic cloning, is being researched for the

production of immunologically compatible stem

cell lines. It involves inserting a patient’s own cell

into an enucleated egg, and chemically or elec-

trically stimulating the egg to divide like one that

has been normally fertilized. The resulting embryo

is then disaggregated to produce a stem cell line

that can be used for tissue repair or organ

replacement in the original cell donor without

rejection (Lanza et al., 2000). Since the entity pro-

duced in this way has never been fertilized by a

sperm, some ask whether it should even be

regarded as a human embryo (Kiessling, 2001).

Richard Hurlbut, an opponent of human embry-

onic stem cell research, has also recently proposed

using cloning technology combined with genetic

engineering to produce an embryo incapable of

developing beyond the earliest stages of growth, an

approach known as ‘‘altered nuclear transfer’’

(President’s Council on Bioethics, 2005). Since

this developmentally incompetent embryo could

never become a human being, Hurlbut argues, its

destruction for stem cell purposes would not be

morally objectionable (Cook, 2004). Others have

criticized these alternatives as definitionally inad-

equate or as not really eliminating the moral

objections to human embryonic stem cell research

(Melton et al., 2004).

Why is embryo and fetal research
important and how should I approach
it in practice?

Research directed primarily at the health needs of

fertile or pregnant women is likely to implicate a

developing fetus. In such cases, it is necessary to

balance possible risks and benefits for the woman

with risks or benefits to the fetus. This consider-

ation has long made fetal research an important

area of ethical inquiry, leading to regulations in

many jurisdictions that seek to balance maternal

and fetal claims. Direct research on the fetus has

also been pursued in the effort to reduce the inci-

dence of miscarriages or birth defects. Specific

health problems affecting embryos or fetuses, such

as the impacts of drugs, diagnostics, nutrition, or

regimens of prenatal care have required direct

fetal research with its attendant ethical questions.

Recently, in utero fetal surgery for spina bifida has

raised questions concerning how we should bal-

ance maternal and fetal claims in a research or

clinical context (Howe, 2003; Bliton, 2005).
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Fetal tissue transplantation research has also

long been an object of medical interest. Fetal

neural tissue has been used, with mixed results, in

the treatment of Parkinson disease and other

neurological disorders (Freed et al., 2001). With the

discovery that fetal germ cells are able to differ-

entiate into a variety of other tissues (Shamblott

et al., 1998), the issues raised by fetal tissue trans-

plantation research have reappeared in connection

with embryonic stem cell research.

Today, the most intensely debated issues arise in

connection with human embryonic stem cell

research. The creation of stem cell lines for use in

regenerative medicine research currently requires

the destruction of human embryos. This raises

questions about the moral status of the early

human embryo and when, if ever, nascent human

life may be sacrificed for the medical benefit of

children and adults. Research is underway on non-

destructive methods of stem cell derivation (Chung,

2006), and, as mentioned above, some theorists

have offered controversial proposals for alternative

ways of generating stem cells that they believe

could reduce or eliminate the moral issues raised

by embryo destruction (President’s Council on

Bioethics, 2005). However, the availability of tens of

thousands of frozen embryos remaining from

infertility treatments as a resource for stem cell

research suggests that this issue will not go away.

In addition, researching some of these alternatives

may require the destruction of human embryos.

Ethics

Fetal research

Three distinct research areas come under the

heading of fetal research: (i) direct research on

the fetus itself, (ii) research directed toward preg-

nant women or the condition of pregnancy (for

which the fetus is an indirect subject of research),

and (iii) fetal tissue transplantation research. For

each of these research areas, current US regula-

tions identify the major moral issues involved

and, with one or two exceptions, also reflect the

international moral consensus on these issues

(Green, 2002a).

Where direct research on the fetus itself is

concerned, the US Code of Federal Regulations

distinguishes between research of medical benefit

to a particular fetus and research not to its benefit.

In the former case, the risks must be ‘‘the least

possible for achieving the objectives of the

research’’ (US Department of Health and Human

Services, 2005). In the latter case, institutional

review boards can approve a protocol if the risk

to the fetus is not greater than minimal and the

purpose of the research is the development of

important biomedical knowledge that cannot be

obtained by any other means. Examples are minor

changes in maternal diet or the use of ultra-

sonography.

Regulations in the USA, and most other nations,

do not distinguish between a fetus destined for

abortion and one meant to be carried to term. At

first sight, it might seem reasonable to permit some

degree of increased risk when the termination of

the pregnancy is in prospect and when useful

research can be done. An example is an experiment

to see whether an agent likely to cause birth defects

passes through the placenta. However, endangering

the fetus in such cases will either limit a woman’s

freedom to change her mind about the abortion or

will result in harm to a born child if she should

choose to continue the pregnancy. The unaccept-

ability of either of these alternatives counsels a

standard of similar treatment of all fetuses.

Direct research on the fetus can also take place

on the fetus outside the womb following a spon-

taneous or induced abortion. A viable fetus is

treated by existing US regulations as a premature

infant and comes under the protections of regula-

tions governing research on children or newborns.

A non-viable fetus (or neonate) may be involved in

research only if (i) the vital functions of the neonate

will not be artificially maintained, (ii) the research

will not terminate the heartbeat or respiration of

the neonate, (iii) there will be no added risk to the

neonate resulting from the research, and (iv) the

purpose of the research is the development of
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important biomedical knowledge that cannot be

obtained by other means (US Department of

Health and Human Services, 2005).

Since fetuses normally have male and female

progenitors, the question arises as to whose con-

sent is required for such research. The need for the

mother’s consent is evident and is recognized in all

jurisdictions. Perhaps reflecting heated debates in

the USA on maternal–paternal consent for abor-

tion, the father, as co-progenitor, is also required to

consent on behalf of the fetus. However, federal

regulations permit three exceptions to this rule: if

the father is unavailable, incompetent or tempor-

arily incapacitated, or the pregnancy resulted from

rape or incest (US Department of Health and

Human Services, 2005).

Research directed at women who are pregnant

can also indirectly affect the fetus. The US federal

regulations specify that no pregnant woman may

be involved as a research subject unless either

(i) the purpose of the activity is to meet the health

needs of the mother, and the fetus will be placed at

risk only to the minimum extent necessary to meet

such needs; or (ii) the risk to the fetus is minimal

(US Department of Health and Human Services,

2005). Since some procedures, drugs, or dosage

levels may enhance maternal outcomes while

increasing fetal risk, these regulations can require

institutional review boards to weigh the mother’s

welfare against that of the fetus.

Fetal transplantation research is currently

allowed in many jurisdictions, including the USA

and UK. Since the mid 1990s, a strong international

consensus has emerged about the conditions for

good clinical practice regarding this (de Wert et al.,

2002). These aim at separating the motives and

timing for the abortion decision from the decision

to donate fetal tissue, and they preclude commer-

cialization of the tissue. There are voices that

entirely reject this international consensus on the

grounds that fetal tissue transplantation either

encourages abortion or involves wrongful com-

plicity in it. The Roman Catholic Church and some

conservative Protestant groups hold these views

(de Wert et al., 2002).

Embryo research

Public debate about embryo research began in

earnest in 1978 with the birth of Louise Brown, the

world’s first ‘‘test tube’’ baby. The development

of IVF made the early, ex utero embryo a possible

research ‘‘subject,’’ but, additionally, the rapid

growth of infertility medicine created demand for

more successful and less risky infertility treatments,

intensifying the demand for embryo research (Green,

2001). The development of the first human embry-

onic stem cell lines by James Thomson and John

Gearhart in 1998 (Thomson et al., 1998; Shamblott

et al., 1998) opened up new uses for human embryos

in the area of regenerative medicine research.

Unlike fetal research, where the welfare of born

children and women complicates matters, embryo

research unavoidably raises the question of how

much protection nascent human life deserves. Two

main ethical answers to this question have been

proposed. One, strongly associated with the views

of conservative religious groups, holds that human

life deserves full moral protection from conception

onward. This places the earliest embryo (and fetus)

on a plane of equality with child and adult subjects

and rules out embryo research that is not medically

to the benefit of the embryo under study (Sacred

Congregation for the Doctrine of the Faith, 1974;

Pontifical Academy for Life, 2000).

Opposing this position is a range of views that

can be termed ‘‘gradualist’’ or ‘‘developmental.’’

Some views stress the moral importance of qual-

ities like sentience, brain activity, the presence of

substantial bodily form, or the ability to survive

independently of the mother (viability). Others

emphasize not one but a variety of considerations

that, taken together, compel us to extend protec-

tions (NIH Human Embryo Research Panel,

1994; Warren, 1997). What all these views have in

common is the belief that the moral weight of

the embryo and fetus is not established once

and for all, but rather it increases over the course of

a pregnancy as additional morally significant

features make their appearance. Most who hold

this view are willing to permit embryo research,

234 R.M. Green



including research that destroys the embryo, up to

14 days of development. At that time, the primitive

streak appears, organ formation begins, and further

morally significant developmental events cannot

be ruled out.

Law

Most legal jurisdictions permit carefully regulated

direct or indirect research on the human fetus and

many also permit fetal tissue transplantation

research. The legal treatment of human embryo

research is much more diverse. In 1990, the British

Parliament passed the Human Fertilisation and

Embryology Act, which led to the establishment of

the Human Fertilisation and Embryology Author-

ity, an official government agency that provides

oversight and guidance for clinical and research

programs in infertility medicine. In its current

activities, the agency oversees and licenses all

clinical infertility programs in the UK, as well as

research on human embryos. Regulations in the

UK are at once the most comprehensive and the

most permissive in the world. Embryo research is

permitted for a wide variety of reasons (Human

Fertilisation and Embryology Authority, 2003), and

therapeutic cloning research is allowed.

The situation in the USA is very different. Federal

funding for any research requiring the destruction

of human embryos is prohibited by law (Green,

2001). At the same time, except for some restrictive

state laws, private sector research on embryos in the

US is unregulated, unlike the UK where all research

falls under the authority of the government agency.

Despite this relative research freedom, the absence

of federal support for human embryo research in

the USA, a country with over 450 infertility pro-

grams, has contributed to the inefficiency and high

cost of IVF (Neumann et al., 1994; Chambers et al.,

2006). It has also increased the risks to women

undergoing these procedures (Rossing et al., 1994;

Rebar, 2002) and the children produced by them

(Jones and Schnom, 2001; Kovalesky et al., 2003;

Powell, 2003). The US regulations have blocked

most federal funding for human embryonic stem

cell research and slowed the pace of that research

(Dreifus, 2006).

Similar diversity of legislation is also evident on

the international scene. Some nations (for example,

Israel, Singapore, China, and India) permit or even

fund embryonic stem cell research, while others

(Ireland, Italy, and Germany) forbid it (Hoffman,

2004). Religion is a driving force in these differ-

ences. Nations with large Roman Catholic or

evangelical Christian populations tend to oppose

human embryonic stem cell research, whereas

nations with non-Christian populations or fewer

conservative Protestants or Catholics tend to be

more supportive (Walters, 2004).

Policy

Since it is unlikely that moral positions on fetal or

embryo research will change in the near future, a

resolution of these debates may partly hinge on a

series of science and technology policy determin-

ations. Among these is the possibility of developing

alternatives to the use of human embryos or fetuses

in regenerative medicine research. This might

include the use of adult stem cells or alternatives to

the derivation of stem cells from spare human

embryos. Recently, there has been considerable

debate about the viability of these alternatives as a

way of bypassing the current stem cell impasse

and, in the USA, legislation has been proposed to

encourage these directions (Hulse, 2006).

A second policy issue raised by embryo research

concerns which considerations should guide public

policy. Is it possible to separate one’s personal

moral or religious views from the question of what

should be appropriate public policy in a demo-

cratic society where citizens hold very different

moral beliefs?

Finally, those who oppose research involving the

destruction of embryos or fetuses will have to

determine the extent to which they are prepared to

benefit from the fruits of this research. Are they

prepared to use stem cell lines derived from human

embryos or vaccines made with fetal tissues? At

what point does use become complicity and how
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does one form public policy in this area (Green,

2002b)? Germany and Italy currently ban the der-

ivation of embryonic stem cell lines, but permit the

clinical or research use of lines created before the

dates that these bans went into effect. Although US

President George Bush opposes research destroy-

ing human embryos, he authorized the use of stem

cell lines created before the imposition of his

restrictive policy. These and other cases reveal how

complex are the issues raised by morally contro-

versial but potentially beneficial research.

The case

Now that embryonic stem cells have demonstrated

curative potential, J and K and their physician will

have to re-examine the bases of their opposition to

the medical uses of human embryonic stem cells.

Does the privileging of early embryos over more

developed human beings really make sense? The

pediatrician can also play a useful role by making

clear how pervasive and difficult is the question of

the extent to which we are prepared to help our-

selves or others by using the fruits of deeds we

morally oppose. For example, versions of the polio

vaccine, which most citizens hailed as a major

advance in human health, were prepared from cell

cultures grown on the tissues of aborted fetuses.

Each individual must determine where he or she

will draw the line between benefiting from

wrongful deeds and complicity in them.
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SECTION VI

Health systems and institutions





Introduction

Ross Upshur

As ethical reflection in healthcare evolves, the

scope and range of issues of concern continues to

grow. Early scholarship in ethics focused primarily

on ethical issues arising from the care of individual

patients in hospitals, such as end of life care, broad

policy issues such as euthanasia and abortion, or

the domain of research ethics. For the most part,

the issues concerned analyzing ethical dilemmas

arising from the extensive and well-described value

conflicts that can arise between healthcare pro-

viders, patients, and families.

There is a transition occurring, with a new

emphasis on issues emerging from intersection of

the actions of healthcare providers, healthcare

institutions, and broader social and community

concerns. As well, there are new and emerging

ethical issues arising at organizational levels. In

terms of the level of reflection, the concerns are less

with interactions between individuals as between

individuals and collectives, and between collectives

and collectives. Current efforts explicating the

ethical challenges in planning for an influenza

pandemic illustrate the interactions of ethical

reflection at several levels of application and the

complex set of values required for a coherent

framework for analysis of these issues (Joint Centre

for Bioethics Pandemic Influenza Working Group,

2005). For the most part, this level of ethical

reflection has been neglected or underdeveloped in

standard accounts of clinical ethics.

These issues fall, somewhat neatly, under the

heading of health systems and institutions. The

chapters in this section illustrate this transition.

While some chapters focus on the more classic

issues arising in individual care, others explore the

trade offs between collective goods and individual

good.

Chapter 32 outlines the challenges of organiza-

tional ethics. This represents a new field of ethical

reflection that explores issues arising in healthcare

organizations as corporate citizens. Priority setting

is a ubiquitous challenge in healthcare, occurs at

all levels of health service provision, and raises

difficult ethical issues requiring systematic delib-

eration. In Ch. 33, a framework is provided for

analyzing these difficult issues. Error has similarly

been shown to be a universal issue in healthcare

provision and Hébert et al. in Ch. 34 survey recent

initiatives in what can broadly be termed a revo-

lution in the way in which error is conceived and

managed. Rather than focusing on faulting indi-

vidual agents, the emphasis is on seeing error as a

system issue and error reduction as part of a

transparent and collaborative effort.

Conflicts of interest are also a ubiquitous com-

ponent of medical care. The extent to which they

pervade every day practice is largely underesti-

mated. Chapter 35 provides a succinct overview of

the multiple ways in which conflicts of interest arise

and provides guidance on their management.

Ethical issues at the intersection of clinical care and

public health are discussed in Ch. 36. The mission

of public health is the protection and promotion

of the health of communities. As such, the focus of

practice is on populations, and the interests of

communities may be at variance with the rights
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of individuals. How these conflicts are managed

and the obligations of clinicians to public health are

discussed in Ch. 36. In the aftermath of the tsunami,

Hurricane Katrina, 9/11 and several notable ter-

rorist acts against civilians, it has become evident

that healthcare providers may find themselves

drawn into disaster responses. The set of obliga-

tions for physicians in these contexts pose novel

ethical challenges that are summarized in Ch. 37.

The unique challenges faced by rural practitioners

are described in Ch. 38 while Ch. 39 focuses on the

provision of community healthcare – both drawing

awareness to the lack of attention that these topics

have received in the literature.

The chapters in this section summarize the cur-

rent issues and controversies in the various fields.

It is evident from each chapter that they are char-

acterized by diverse and complex ethical chal-

lenges where some consensus exists but where

further research and scholarship, both empirical

and conceptual, are required.
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32

Organizational ethics

Jennifer L. Gibson, Robert Sibbald, Eoin Connolly, and Peter A. Singer

A hospital has faced significant resource constraints over the

last five years. After making significant cuts in adminis-

trative costs, the hospital senior management team is

exploring revenue-generating options to help fund its

clinical programs. One option under consideration involves

renting cafeteria space to a popular fast-food restaurant. In

the past, hospital cardiologists and endocrinologists have

opposed similar proposals on the grounds that offering fast

food is inconsistent with the hospital’s patient care mission

and its national reputation in the treatment of cardiac

disease and non-insulin-dependent diabetes. The Clinical

Operations Committee, which includes clinical and admin-

istrative leaders from across the organization, considers

whether it should support or oppose the current proposal.

Mr. A is a 62-year-old male, who presents at the emergency

department with severe chest pain. Mr. A is stabilized and

diagnostic tests indicate triple vessel coronary artery

disease. Bypass surgery is recommended. Prior to admis-

sion, it is discovered that Mr. A is a non-resident on a short

visit to his son, who immigrated four years ago. As a non-

resident, Mr. A is not covered by the national public health

insurance plan and he did not purchase medical insurance

for his trip. Neither he nor his son has the financial

resources to pay for the bypass surgery. Although Mr. A is

sufficiently stable to survive a flight home, he would not

have access to the necessary medical treatment in his home

country. The treating clinician wonders if the hospital

should cover the cost of the surgery.

What is organizational ethics?

Organizational ethics is concerned with the ethical

issues faced by managers and governors in health-

care organizations and the ethical implications of

organizational decisions and practices on patients,

staff, and the community. Organizational ethics can

be defined as ‘‘the organization’s efforts to define its

core values and mission, identify areas in which

important values come into conflict, seek the best

possible resolution of these conflicts, and manage

its own performance to ensure that it acts in

accord with espoused values’’ (Pearson et al., 2003,

p. 32). Organizational mission and value statements

describe how the organization proposes to conduct

its activities and outline a set of standards according

to which the organization’s actions and decisions

are to be judged (Spencer et al., 2000; Boyle et al.,

2001). Thus, the mission and values are sometimes

described as the ‘‘moral compass’’ of the organiza-

tion (Pearson et al., 2003).

Organizational ethics has been described as the

next step in the evolution of bioethics, which has

focused primarily on ethical issues in direct patient

care (Potter, 1996; Bishop et al., 1999). Organizational

ethics focuses on the business aspects of healthcare,

the multiple stakeholder interests (e.g., patients,

staff, suppliers, other providers, the community)

affected by organizational decisions and actions, and

the organization’s ‘‘total mission,’’ which includes

the goal of patient care as well as other important

goals such as financial sustainability, staff well-

being, and public accountability (Hall, 2000; Spencer

et al., 2000). There are three main categories of

organizational ethics issues: (i) ethical issues emer-

ging in clinical care as a result of decisions taken

elsewhere in the organization, (ii) ethical issues in

clinical care with wide-reaching organizational
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implications, and (iii) ethical issues related specific-

ally to the business aspects of healthcare organiza-

tions. The goals of organizational ethics are to

achieve a strong alignment between the organiza-

tion’s stated mission, vision, and values and the

decisions and actions by individuals on behalf of

the organization (Silverman, 2000) and to create an

organizational climate where organizational ethics

issues can be constructively addressed (Spencer

et al., 2000).

Why is organizational ethics important?

Ethics

Organizational ethics involves ‘‘the intentional use

of values in [organizational] decision-making’’

(Potter, 1996, p. 4). Winkler et al. (2005) proposed

four substantive principles of organizational ethics

to guide decision making based on values inherent

to the organization’s relationships with key stake-

holders (Table 32.1). Other values have also been

argued to be important for creating an ethical

organization: humaneness, reciprocal benefit, trust,

gratitude, dignity, service, and stewardship (Reiser,

1994). Trust has been emphasized by several authors

as a key to organizational ethics effectiveness in

healthcare organizations (Buchanan, 2000; Goold,

2001; Pearson et al., 2003). These and other values

are often articulated in an organization’s mission/

vision/value statements, code of ethics, policies, and

staff orientation and performance evaluation pro-

cesses. Ethical decision-making processes are also

essential to organizational ethics. Organizational

decision making is often fraught with moral uncer-

tainty about what ought to be done in the context

of competing stakeholder interests, conflicting

values, and limited information. Ethical decision-

making processes help to establish the ethical legit-

imacy of organizational decisions by facilitating

agreement around how decisions ought to be made.

Key procedural values include openness, trans-

parency, inclusiveness, empowerment, and recipro-

cal accountability (Buchanan, 2000; Emanuel, 2000;

Silverman, 2000; Spencer et al., 2000; Boyle et al.,

2001; Gibson, et al., 2005a). Ethical processes are

important for establishing institutional trust and

promoting constructive stakeholder engagement

around organizational decisions (Goold, 2001;

Gibson et al., 2005b). Although an organizational

decision may not favor a stakeholder’s interests, the

stakeholder may nevertheless be able to accept the

decision if the decision-making process is (and is

perceived to be) ethical. One prominent process

model isDaniels andSabin’s (2002)accountability for

reasonableness framework which is described in

detail in ch. 33. described. When integrated into

organizational mechanisms and structures, these

substantive and procedural values can contribute to

the establishment of a strong ethical climate and cul-

ture in the organization (Emanuel, 2000; Silverman,

2000; Spencer et al., 2000; Boyle, et al., 2001).

The field of business ethics offers additional

concepts and tools to address the business aspects

of healthcare, the importance of collective respon-

sibility for mission fulfillment, and the unique

value-creating activity of organizations as com-

pared with individuals (Spencer et al., 2000; Ells

and MacDonald, 2002). For example, ‘‘stakeholder

impact analysis’’ involves identifying all stake-

holder groups and interests, ranking and weighting

the stakeholders and their interests, and assessing

the impact of a proposed action on each stake-

holder group (Brooks, 2004). Several bioethicists

have proposed stakeholder impact analysis as a tool

to facilitate organizational ethics decision making

in healthcare organizations (Hall, 2000; Spencer

et al., 2000; Werhane, 2000; Boyle et al., 2001; Ells

and MacDonald, 2002).

Law

Healthcare organizations are legal entities with cor-

responding rights and responsibilities defined by a

range of common and civil law provisions. Although

the specific legal responsibilities of healthcare

organizations may differ from one jurisdiction to

the next, common domains of legal responsibility

include employment standards (e.g., occupational
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health and safety standards, human rights provi-

sions), consumer protections, corporate governance

requirements, tax regulations, privacy legislation,

and so on. Faith-based healthcare organizations

may have additional responsibilities defined by

canon law related to the religious mission of the

sponsoring organization (National Conference of

Catholic Bishops, 1995; Catholic Health Corporation

of Ontario, 2000).

Healthcare organizations can be held legally liable

for decisions made on their behalf. For example, in

Darling v.Charleston CommunityMemorial Hospital

(1965), the US court ruled that hospitals and their

governing bodies have a direct duty of care for

patients and can be held liable for injury resulting

from negligent supervision of medical staff. The

doctrine of corporate negligence holds that ‘‘a hos-

pital has a direct and independent responsibility to

its patients over and above that of the physicians

and surgeons participating therein’’ ( Johnson v.

Misericordia Community Hospital, 1981). The com-

mon law finding defines clinicians and adminis-

trators (including Board members) as legal

cofiduciaries of patient care.

The law recognizes that an organization cannot

control every action taken by an individual associ-

ated with it. However, the law expects healthcare

organizations to act in good faith and to make

reasonable efforts to create a workplace environ-

ment where illegal action is prohibited (Seay, 2004).

Many healthcare organizations have instituted

corporate compliance programs, which are

designed to mitigate organizational culpability

through the implementation of strategies to prevent

and detect illegal behavior, take corrective action in

the case of a legal violation, and enforce compliance

with legal standards among staff (Boyle et al., 2001;

Pearson et al., 2003). However, recent corporate

governance scandals (e.g., Enron) suggest that

corporate compliance programs may not be suffi-

cient alone to mitigate organizational culpability or

to ensure corporate ethical conduct. As a result,

some healthcare associations have developed edu-

cation programs and policy guidance to clarify the

legal and ethical obligations of corporate govern-

ance in healthcare organizations (Corbett and

MacKay, 2005.)

Policy

With the advent of managed care in the USA and

fiscal constraints elsewhere, concerns have been

raised about the encroachment of financial consid-

erations in patient care (Silverman, 2000; Pearson

et al., 2003). In 1994, the US Joint Commission for

Accreditation of Healthcare Organizations incorp-

orated organizational ethics into its accreditation

standards (Joint Commission on Accreditation of

Healthcare Organizations, 2006). Other accreditation

bodies have followed suit (Canadian Council for

Health Services Accreditation, 2004). In addition to

requiring ethics in the delivery of direct patient care,

Table 32.1. Principles of organizational ethics in healthcare

Patients Employees Community Resources

Normative principle Provide care

with compassion

Treat employees

with respect

Act in a public spirit Spend resources

reasonably

Stakeholders Patients Employees Community Patients, public

Values Competence,

compassion, trust,

shared decision

making

Fairness,

empowerment,

participation

Common good,

community, benefit

Quality, equity,

efficiency,

sustainability

From Winkler et al., 2005, p. 113.
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accredited healthcare organizations are expected to

include ethical considerations in decision making

(e.g., resource allocation, risk management, human

resource management), to develop mechanisms to

address ethical issues as they emerge, and to align

organizational decisions with the organization’s

mission and values (Joint Commission for Inter-

national Accreditation, 2002; Canadian Council for

Health Services Accreditation, 2004; Joint Commis-

sion on Accreditation of Healthcare Organizations,

2006).

Professional codes of ethics specify the ethical

obligations of health services managers to patients,

the organization, and the community (American

College of Health Executives, 2003; Veteran’s Health

Administration, 2003; Canadian College of Health

Service Executives, 2005; General Medical Council,

2006). In Canada, for example, an ethical healthcare

executive ‘‘services the public interest in an ethical

fashion, strives to provide quality services, commu-

nicates truthfully and avoids misleading or raising

unreasonable expectations in others, uses sound

management practices and ethical use of resources,

promotes public understanding of health and health

services, and conducts inter-organisational activities

in a cooperative way that improves community

health’’ (Canadian Council for Health Services Accr-

editation, 2004). There is an emerging consensus

within the health sector that clinicians andmanagers

are both accountable for the care and safety

of patients (Bishop et al., 1999; Chervenak and

McCullough, 2003). The Australian Medical Associ-

ation’s Code of Conduct for Corporations Involved in

the Provision of Management and Administrative

Services in Medical Centers in Australia offers a con-

crete attempt to clarify this shared accountability

(Australian Medical Association, 2001).

Clinician–managers may experience unique eth-

ical challenges in situations where their ethical

obligations as clinicians may conflict with their

ethical obligations as managers, for example, pro-

viding high-quality care to individual patients ver-

sus ensuring high-quality care within available

resources for the populations of patients served by

the organization. In recent years, a number of

professional organizations have developed specific

policies in an effort to guide clinician–managers

(Ozar et al., 2000; Canadian Nursing Association,

2002; General Medical Council, 2006).

Empirical studies

Empirical studies of organizational ethics are limited.

The vast majority of empirical research has focused

on a single organizational ethics issue: resource

allocation. Studies of institution-level resource allo-

cation in hospitals and health authorities have

highlighted the importance of fair decision-making

processes to resolve these challenges (Hope et al.,

1998; Ham, 1999; Daniels and Sabin, 2002; Martin,

et al., 2003; Peacock et al., 2006). Failure to resolve

the tension betweenmanaging economic constraints

and providing high-quality service was identified by

nurses as the most pressing organizational ethics

issue in their workplace (Cooper, et al., 2002, 2004).

Recent studies of organizational ethics in health-

care organizations highlight a number of other key

organizational ethics issues. Pearson et al. (2003)

identified six domains of organizational ethics issues

in managed care organizations based on interviews

with senior executives and physicians: confidential-

ity, community benefits, vulnerable populations,

medical necessity and appropriateness, end of life

care, and consumer empowerment. A Canadian

study found that clinician–managers faced ethical

issues related to resource allocation, workplace

safety, intraprofessional and interprofessional con-

flict, conflict of interest, and balancing the compet-

ing needs of the patient, the community, and the

organization (Lemieux-Charles et al., 1993; see also

Sibbald and Lazar, 2005).

The ethical climate of the organization has been

shown to be a significant factor in nurses’ decisions

to leave their positions or the nursing profession

(Hart, 2005) and in nurses’ self-reports of moral

distress and burnout (Corley, 1995; Severinsson,

2003; Corley et al., 2005). Perceived organizational

fairness is associated with increased quality of care

ratings, job satisfaction, and trust of management

as well as decreased emotional exhaustion among
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nurses (Aiken et al., 2001; Laschinger, 2004), while

perceptions of unfairness are correlated with

increased psychological distress among physicians

(Sutinen et al., 2002) and increased absenteeism

among hospital staff generally (Kivimaki et al., 2003).

How should I approach organizational
ethics in practice?

Organizational ethics effectiveness depends on,

firstly, knowing what ethical issues your organiza-

tion is facing, and secondly, ensuring there are

effective mechanisms in place to address these

issues. In 2005, we interviewed 150 Board members,

senior executives, clinical and administrative man-

agers, and senior clinical leaders in 13 publicly

funded healthcare organizations in Toronto, Canada

to find out what ethical issues their organizations

were facing and what strategies were being used to

address them. The key ethical issues and strategies

are summarized in Table 32.2 and these serve as a

good ‘‘roadmap’’ for approaching organizational

ethics in practice.

Organizational ethics effectiveness is reflected in

the degree to which an organization’s stated mis-

sion and values are expressed in the choices and

actions of the organization’s agents, including staff,

managers, and board members. Ethical guidelines,

policies, and decision-making frameworks are

important mechanisms for realizing the organiza-

tion’s mission and values, guiding ethical conduct,

and resolving value conflicts. However, experience

shows that ethical leadership from the board and

senior management, including senior clinical

leaders, is important for setting the ethical tone

of an organization (Spencer et al., 2000; MacRae

et al., 2005). Each of the 13 organizations we sur-

veyed had at least one full-time ethicist, who pro-

vided expert leadership in ethics. The ethicist can

play a key role in helping to resolve organizational

ethics issues as well as building ethics capacity

across the organization through staff education and

policy development (Godkin et al., 2005). Given the

complexity of many organizational ethics issues,

consultation with affected stakeholders is a key

strategy for clarifying the impact of alternative

organizational decisions. Finally, the effectiveness

of organizational ethics requires evaluation of these

strategies to ensure that organizational decisions

reflect the organization’s stated mission and values,

individual actions of staff embody these values,

organizational ethics issues are identified and

resolved constructively, and together these actions

contribute to a positive ethical climate.

The cases

The Clinical Operations Committee is faced with

determining whether or not the proposed business

opportunity is consistent with the mission and

values of the organization. The financial benefits

of the commercial partnership would certainly

generate revenue to support clinical programs.

However, these benefits may undermine the

patient care mission, particularly in the eyes of

stakeholders. The Clinical Operations Committee

should engage in a candid and cooperative dis-

cussion with the senior management team about

alternative solutions to address the funding gap.

Funding alternatives should be assessed on the

basis of the organization’s mission and values, their

impact on key stakeholder groups, and other rele-

vant factors (e.g., clinical data, legal considerations,

professional obligations). If the organization does

not already have a policy guiding business devel-

opment decision making, a key recommendation of

the Clinical Operations Committee should be that

the organization should develop such a policy,

based on broad range of stakeholder input, which

outlines explicit criteria and processes for making

business-development decisions and includes an

evaluation component.

Healthcare professionals have an ethical obliga-

tion to advocate for their patients. However, they

should also be good stewards of societal resources.

A physician’s professional autonomy allows for the

physician to donate his or her services, but it does

not necessarily give the physician the authority to
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donate hospital resources such as medical devices

and costly medication. These dual obligations may

create a conflict for the healthcare professional

involved in the care of Mr. A. The healthcare pro-

fessional can fulfill both obligations by bringing

Mr. A’s case forward to the decision makers within

the organization who are directly responsible for

allocating hospital resources. Decision makers

should consider (i) the gravity of Mr. A’s clinical

and financial need, (ii) the impact on other stake-

holder groups (e.g., access to care), (iii) the pro-

fessional obligations of the healthcare professional,

and (iv) the mission and values of the healthcare

organization. Consultation with an ethicist may

facilitate decision making in this case. Although

availability of resources may be a limiting factor on

the ability of an organization to provide the surgery

to treat Mr. A, it may be possible to fulfill the

hospital’s patient care mission and the healthcare

professional’s obligations in other ways, for

example by securing access to care for Mr. A

through another provider or by seeking alternative

funding sources. As in the previous case, an

organizational policy would be helpful to guide

decision making in future cases.
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Priority setting

Douglas K. Martin, Jennifer L. Gibson, and Peter A. Singer

Dr. B is on the seventh day of his rotation as medical

director of the intensive care unit (ICU) when he receives a

referral call about a patient in emergency who needs

ICU admission for ventilation support. Dr. B examines his

ICU census and notes that not only are there no ICU beds

available but there is also a request from a thoracic surgeon

for an ICU bed for a patient currently in the observation

room, and there is a request from a nearby hospital to

transfer one of their patients to Dr. B’s ICU.

Dr. C, a pediatrician, has been asked to chair her hospital

drug formulary committee to examine new drugs and

determine which ones should be provided from the hospital

budget. She is aware that these decisions are complex and

often controversial and is unsure how to proceed.

What is priority setting?

Priority setting involves deciding which resources

to allocate to competing needs. It is a key com-

ponent of every health system because, whether

wealthy or poor, no system can afford to provide

every service that it may wish to provide. Both

publicly and privately funded systems have the

challenge of delivering quality care within the

limits of government budgets or enrollee and

employer contributions.

Within health systems, priority setting occurs at

each decision level: micro (at the bedside or in

clinical programs), meso (in hospitals or regional

institutions), and macro (at the system-wide level).

Clinicians are directly involved in priority setting at

the micro level and often involved at other levels;

however, decisions at each of these levels are inter-

related. In the context of clinical programs, such as

in the first case opening this chapter, the ICU dir-

ector must decide which patient gets an ICU bed.

This decision itself is related to decisions in the

critical care program about how many beds to keep

open and how many nurses to maintain on staff,

and these are related to the hospital level decision

about the importance of critical care in that insti-

tutions and how much of the hospital’s budget

flows there, and these are related to both funding

for that hospital and system-wide funding for

critical care.

Why is priority setting important?

Health system sustainability is related to the effect-

iveness of the priority setting decision making within

the system. The costs of health-related services are

constantly increasing, with drug costs leading the

rise. Demands for health services are increasing as a

result of new technologies; increased public aware-

ness fueled by the Internet; aging populations in

Western democracies; pandemics such as HIV/AIDS,

malaria and tuberculosis; and an alarming increased

prevalence of non-communicable diseases, such as

cancer and cardiac disease, in the developing world.

The current growth in healthcare expenditures is

unsustainable and is limiting the ability of govern-

ments to fund education, infrastructure, and other

priorities. Therefore, setting priorities regarding

what we will and will not provide is vital to the

sustainability of any and all health systems.
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Ethics

Justice requires that like cases should be treated

alike and that the benefits and burdens of health

services be allocated equitably across patients.

Knowing what decisions to make would be quite

simple if we could agree on the criteria to guide

equitable allocation of resources. However, at the

crux, priority setting decisions involve choosing

among a complex cluster of criteria (e.g., clinical

factors, patient values, system goals) that may be

morally relevant to any one specific decision.

Moreover, reasonable people may disagree about

how these criteria should be applied and which

values should be emphasized, particularly in the

context of clinical uncertainty; competing patient,

program, or system goals; and multiple stakeholder

interests. For example, when decidingwhich patient

gets the bed in the intensive care unit (ICU), should

the ICUdirector emphasize benefit, and give the bed

to the patient with the longest most productive life

ahead, or emphasize need, and give the bed to the

patient who is the most vulnerable? The conflict

widens when the choice involves cost differences.

For example, should patients be given a very costly

drug that may keep them out of the ICU? Or, in the

context of drug-funding decisions, such as in the

second case opening this chapter, shouldweprefer a

very costly drug that would provide a large benefit to

a few patients or a less costly drug that will provide a

lesser benefit to many patients?

No consensus exists about an overarching moral

theory to help to resolve differences between

conflicting values. Therefore, the goal must be to

make these decisions in an environment where the

conflicting values can be explicitly identified and

deliberated upon in a morally acceptable manner.

In other words, the goal is fairness.

One of the most helpful advances in priority set-

ting has been the development of ‘‘accountability

for reasonableness,’’ an explicitly ethical framework

that provides guidance for decision makers who

want to implement fair priority setting (Daniels and

Sabin, 1997; Daniels, 2000; Daniels and Sabin, 2002).

It is theoretically grounded in justice theories

emphasizing democratic deliberation (Rawls, 1993;

Cohen, 1994). ‘‘Accountability for reasonableness’’

specifies conditions that operationalize the ethical

concept of fairness. A fair priority setting pro-

cess meets four conditions: relevance, publicity,

revisions/appeals, and enforcement (Table 33.1).

Recently, we proposed a fifth condition –

empowerment – arguing that power differences

between individuals within healthcare institutions,

which prevent some from fully participating in

decision making, may negatively influence the fair-

ness of priority setting and so must be attenuated by

leaders within the institution (Gibson et al., 2005).

Other approaches, such as economic evaluations,

may be helpful: for example, cost-effectiveness

analysis when setting priorities among new tech-

nologies or drugs, or program budgeting and mar-

ginal analysis when deciding among programs.

However, these approaches emphasize a narrow

range of values (e.g., efficiency), and not the full

range of relevant values. Therefore, economic

evaluations, like any other technical approach,must

be considered within the context of a fair priority

setting process (as described above). For example,

recent work in Canada and the UK has shown how

program budgeting and marginal analysis may be

used in conjunction with ‘‘accountability for rea-

sonableness’’ framework (Gibson et al., 2006;

Peacock et al., 2006).

Law

Legal frameworks are not clinically precise and are

more often helpful in identifying what decision

makers may not do, rather than what they should

do. In general, the law focuses on the reasonable-

ness of allocation decisions in light of existing legal

standards and the salient facts. Legally, physicians

have a fiduciary relationship with their patients

and are expected to meet a reasonable standard of

care. Similarly, as fiduciaries of the hospital cor-

poration, hospital board directors have a duty to

act honestly and in the best interests of the cor-

poration and its members as a whole, to exercise

due diligence in making decisions on the basis of
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information reasonably available, and to meet an

expected standard of care in discharging these

duties. Therefore, in some jurisdictions, the courts

have been reluctant to become involved in judicial

review of how physicians or hospitals use their

resources (e.g., R. v. Cambridge Health Authority,

1995.) To use Canada as an example, the Canada

Health Act mandates reasonable access to medic-

ally necessary services but does not specify what

those services should be, nor does it specify a

mechanism for making these difficult and conten-

tious decisions. The Canadian Charter of Rights

and Freedoms and provincial human rights

codes prohibit discrimination on grounds of race,

ethnicity, religion, age, sex, sexual orientation,

and physical or mental disability. In case law, a

British Columbia judge noted that physicians’

primary duty is to their patients, and that financial

considerations cannot play a decisive role in clin-

ical decisions (Law Estate v. Simice, 1994).

Empirical studies

At the micro level, healthcare professionals decide

which individuals are cared for first, which patients

receive which diagnostic tests and which drugs,

which patients are admitted to a hospital bed, and

which patients are taken to the operating theater.

Micro-level priority setting (also known as bedside

rationing) is inevitable because of the increasing

gap between the possibilities of effective medical

interventions and the available resources (Pearson,

2000). Klein et al. (1998) described six forms of

bedside rationing: denial, deflection, deterrence,

delay, dilution, and termination. They stated that

denial and termination were the most severe forms

of bedside rationing and they rarely occurred in

industrialized countries with publicly financed

healthcare systems.

However, broad characterizations often cover con-

text-specific practices, which often vary. In emergen-

cies, triage conventions require that life-threatening

situations be addressed first. But in non-emergency

clinical programs, such as critical care, neurosurgery,

cardiac surgery, and general medicine, the allocation

conventions are unclear and variable and should be

examined in context. A number of professional asso-

ciations have also developed detailed allocation pol-

icies for non-emergency clinical programs such as

critical care (e.g., Council on Ethical and Judicial

Affairs of the American Medical Association, 1995;

Carlet et al., 2004). However, the allocation conven-

tions are often variable across policies and it is not

always clear how they should be applied in context.

Critical care studies by Mielke et al. (2003),

Martin et al. (2003a), and Cooper et al. (2005)

determined that ICU admission decisions varied

from clinician to clinician. Some prioritized great

need, others the potential for benefit. Some

prioritized the young, others the elderly; often,

referring physicians who pushed the hardest and

loudest ‘‘found’’ a bed for their patient. Even in

contexts where admission policies exist, the pol-

icies only distinguished between broad categories

Table 33.1. The four conditions of ‘‘accountability for reasonableness’’

Condition Characteristics

Relevance Priority setting decisions must rest on reasons that ‘‘fair-minded’’ people can agree are relevant

in the context; ‘‘fair-minded’’ people seek to cooperate according to terms they can justify

to each other

Publicity Priority setting rationales must be publicly accessible

Revision There must be a mechanism for challenge, including the opportunity for revising decisions in light

of considerations that stakeholders may raise

Enforcement Leaders within the organization are responsible for ensuring that the other conditions

of fairness are met
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of patients and not between specific patients.

Moreover, where ICU admission policies exist, they

are typically not well known.

Severe funding cuts and an increased prevalence

of severe head injuries challenged neurosurgeons

at Groote Schuur Hospital in South Africa. Unsure

about what to do and troubled by the enormous

moral consequences of these decisions, the clin-

icians initiated a collaborative effort with the Uni-

versity of Cape Town Bioethics Centre to develop a

morally defensible allocation policy. A key feature

of the policy was that it allowed all head-injured

patients to be fully resuscitated and admitted to the

ICU, followed by a full assessment by a neurosur-

gical team 24 hours later with a view to with-

drawing aggressive treatment from those with the

worst prognosis (Benatar et al., 2000)

Walton et al. (2007) examined the selection of

patients for elective cardiac surgery and described

the clinical reasons (e.g., pathology and anatomy)

and non-clinical reasons (e.g., social supports,

clinician-specific experiences, and remuneration

schemes) that surgeons used to decide which patient

to take to surgery. Even in jurisdictions where

standardized urgency rating scores had been

developed to help cardiac surgeons to prioritize

patients on waiting lists, the scores were used for

record-keeping purposes only, not for alloca-

tion decisions; decisions were based on ‘‘clinician

judgement,’’ which varied from clinician to clinician.

In general medicine, Kapiriri and Martin (2007)

found that in Uganda, where drugs are extremely

scarce, publicly fundeddrugswere routinely denied to

patients with sufficient resources to purchase them

privately. In addition, those patients who received a

first course of treatment often didnot receive a second

course, so that the drug could be given to another

patient who had not yet received any treatment.

In a hospital drug formulary in Canada, funding

decisions were based on a complex cluster of fac-

tors, including benefit, quality of evidence, toxicity,

number of patients requiring the drug, comparison

with alternatives, cost, and an informal assessment

of cost effectiveness (Martin et al., 2003b). Signi-

ficantly, though often perceived as the accepted

approach to drug evaluation, several studies of

actual practice provide evidence that cost effect-

iveness analysis plays a relatively minor role in

drug formulary decisions (Luce and Brown, 1995;

Sloan et al., 1997; Foy et al., 1999; Martin et al.,

2001; PausJenssen et al., 2003).

How should I approach priority
setting in practice?

At the micro level, clinicians are forced to act as

gatekeepers for the health system, though they are

neither trained nor inclined to perform this bur-

densome task (Carlson and Norheim, 2005). Con-

sequently, they often fall back on clinical

guidelines. But guidelines are typically based on the

narrow range of values inherent in ‘‘evidence-based

medicine’’ and not on the entire range of values

relevant to these difficult allocation decisions

(Norheim, 1999). Clinicians often struggle with

these complex allocation decisions without support

or guidance. They find themselves torn between the

position that ‘‘physicians are required to do every-

thing that they believe may benefit each patient

without regard to costs or other societal consider-

ations’’ (Levinsky, 1984), and the view that ‘‘the

physician’s obligations to the patient . . . [must] be

weighed against the legitimate competing claims of

other patients, of payers, of society as a whole, and

sometimes even of the physician himself’’ (Morreim,

1995). Sabin (2000) argued that the ethical physician

should embrace both the values of fidelity and

stewardship. Moreover, the role of clinician

expertise has been viewed by the public as essential

to priority setting (Cookson and Dolan, 1999).

Ultimately, the way forward for clinicians

making priority setting decisions at the micro level

is to form collaborations with supportive man-

agers, patients, and others to develop admissions

policies and elective treatment guidelines (as

was described in the South African situation

above). Such decisions can be made using a fair

process guided by ‘‘accountability for reason-

ableness’’ that encompasses the views of all
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relevant stakeholders and makes the policies/

guidelines accessible and known. In addition, the

experiences of clinicians are vital to priority set-

ting at other decision points in the health system,

including the meso (institutional) and macro

(system) levels.

This usually involves determining the substantive

criteria for allocation decisions, as well as the pro-

cesses that will be followed in such decisions. An

example of criteria andprocesses for priority setting,

in the context of hospital strategic planning, is pro-

vided in Box 33.1 (Gibson et al., 2004). Analogous

criteria and processes could be developed for other

types of priority setting decision.

Box 33.1 Priority setting
Criteria

� Strategic fit

� Alignment with external directives

� Academic commitments: education, research

� Clinical impact

� Community needs

� Partnerships with external institutions or

organizations

� Interdependency between programs within

the same institution

� Resource implications

Process elements

1. Confirm the strategic plan

2. Clarify program architecture, including pro-

gram groupings and definitions

3. Clarify board/management roles and

responsibilities

4. Determine who will make priority setting

decisions and what they will do

5. Engage internal/external stakeholders

6. Define priority setting criteria and collect

data/information

7. Develop an effective communication strategy

8. Develop a decision review process

9. Develop process monitoring and evaluation

strategies

10. Support the process with leadership devel-

opment and change management strategies

The cases

Deciding which patient to admit, or not admit,

without support is ‘‘a damned if I do, damned if I

don’t’’ distressing situation. Dr. B should evaluate

the alternatives and clearly articulate the criteria

being used; discuss the criteria with others for

feedback and transparency; make a decision; com-

municate the decision and the reasons to all rele-

vant staff and the patients involved; then be open to

responding to new information or different argu-

ments. Once the presenting situation is dealt with,

Dr. B should immediately initiate a process to

develop an admission policy that meets the condi-

tions of ‘‘accountability for reasonableness,’’ and

which includes a dissemination strategy to ensure

that all critical care staff participate, buy-in, and use

the policy. A regularly scheduled policy review that

examines people’s experiences with the policy,

which acts as a quality-control mechanism, will

help to ensure that the policy is ‘‘fairness in action.’’

Dr. C must develop an environment of fair delib-

eration concerning decisions about which drugs

should be included in the formulary, guided by the

four conditions of accountability for reasonable-

ness (Table 33.1). This priority setting process

should be characterized by inclusiveness (i.e.,

seeking honest deliberation about competing val-

ues advanced by different types of people, including

managers, clinicians, and patients), transparency

(i.e., ensuring that decision criteria are communi-

cated throughout the hospital, and even to the

hospital’s community), and responsiveness (i.e.,

providing a vehicle for others to contribute to, or

even challenge, the committee’s reasoning, as a

quality improvement mechanism).

REFERENCES

Benatar, S. R., Fleischer, T. E., Peter, J. C., Pope, A., and

Taylor, A. (2000). Treatment of head injuries in the

public sector in South Africa. S Afr Med J 90: 790–3.

Carlet, J., Thijs, L. G., Antonelli, M., et al. (2004) Challenges

in end-of-life-care in the ICU. Statement of the Fifth

Priority setting 255



International Consensus Conference in Critical Care,

Belgium, April 2003. Intens Care Med 30: 770–84.

Carlson, B. and Norheim, O. F. (2005). ‘‘Saying no is no

easy matter’’ a qualitative study of competing concerns

in rationing decisions in general practice. BMC Health

Serv Res 5: 70.

Cohen, J. (1994). Pluralism and proceduralism. Chicago–

Kent Law Rev 69: 589–618.

Cookson, R. and Dolan, P. (1999). Public views on health

care rationing: a group discussion study. Health Policy

49: 63–74.

Cooper, A. B., Joglekar, A. S., Gibson, J. L., Swota, A.H., and

Martin, D. K. (2005). communication of bed allocation

decisions in a critical care unit and accountability for

reasonableness. BMC Health Serv Res 5: 67.

Council on Ethical and Judicial Affairs of the American

Medical Association (1995). Ethical considerations in

the allocation of organs and other scarce medical

resources among patients. Arch Intern Med 155: 29–40.

Daniels, N. (2000). Accountability for reasonableness. BMJ

321: 1300–130.

Daniels, N., and Sabin, J. E. (1997). Limits to health care:

fair procedures, democratic deliberation and the legitim-

acy problem for insurers. Philos Publ Aff 26: 303–502.

Daniels, N. and Sabin, J. E. (2002). Setting Limits Fairly:

Can we Learn to Share Medical Resources? Oxford:

Oxford University Press.

Foy, R., So, J., Rous, E., and Scarffe, H. (1999). Perspectives

of commissioners and cancer specialists in prioritizing

new cancer drugs: impact of the evidence threshold.

BMJ 318: 456–91.

Gibson, J. L., Martin, D.K., and Singer, P.A. (2004). Setting

priorities in health care organizations: criteria, processes,

and parameters of success. BMC Health Serv Res 4: 25.

Gibson, J. L., Martin, D. K., and Singer, P. A. (2005). Priority

setting in hospitals: fairness, inclusiveness, and the

problem of institutional power differences. Soc Sci Med

61: 2355–62.

Gibson, J. L., Mitton, C., and Martin, D. K., Donaldson, C.

Singer, P. A. (2006). Ethics and economics: does

programme budgeting and marginal analysis contribute

to fair priority setting? J Health Serv Res Pol 11: 32–7.

Kapiriri, L. and Martin, D.K. (2007). Bedside rationing by

health practitioners in a context of extreme resource

constraints: the case of Uganda. Med Decision Making

27: 44–52.

Klein, R., Day, P., and Redmayne, S. (1998). Managing

Scarcity: Priority Setting and Rationing in the National

Health Service, 2nd edn. Buckingham, UK: Open

University Press.

Law Estate v. Simice (1994). 21 CCCT (2d)228 (BCSC),

affd [1996] 4 WWR 672 (BCCA).

Levinsky N.G. (1984). The doctor’s master. N Engl J Med

311: 1575.

Luce, B. R. and Brown, R. E. (1995). The use of technology

assessment by hospitals, health maintenance organiza-

tions and third-party payers in the United States. Int J

Technol Assess Health Care 11: 79.

Martin, D. K., Pater, J. L., and Singer, P. A. (2001). Priority

setting decisions for new cancer drugs: what rationales

are used. Lancet 358: 1676–81.

Martin, D.K., Bernstein, M., and Singer P.A. (2003a).

Neurosurgery patients’ access to ICU beds: priority

setting in the ICU: a qualitative case study and

evaluation. J Neurol Neurosurg Psychiatry 74: 1299–1303.

Martin, D. K., Hollenberg, D., MacRae, S., Madden, S., and

Singer, P. A. (2003b). Priority setting in a hospital

formulary: a qualitative case study. Health Pol 66:

295–303.

Mielke, J., Martin, D. K., and Singer, P. A. (2003). Priority

setting in critical care: a qualitative case study. Crit Care

Med 31: 2764–8.

Morreim, E.H. (1995) Balancing Act: The New Medical

Ethics of Medicine’s New Economics. Washington, DC:

Georgetown University Press, p. 2.

Norheim, O. F. (1999) Health care rationing: are additional

criteria needed for assessing evidence based clinical

practise guidelines? BMJ 319: 1426–9.

Peacock, S., Ruta, D., Mitton, C., et al. (2006). Using

economics to set pragmatic and ethical priorities. Br

Med J 332: 482–5.

Pearson, S.D. (2000), Caring and cost: the challenge for

physician advocacy. Ann Int Med 133: 148–53.

PausJenssen, A.M., Singer, P. A., and Detsky, A. S. (2003).

How a formulary committee makes listing decisions.

Pharmacoeconomics 21: 285–94.

Rawls, J. (1993). Political Liberalism. New York: Columbia

University Press.

Sabin, J. E. (2000). Fairness as a problem of love and the

heart: a clinician’s perspective on priority setting. In The

Global Challenge of Health Care Rationing, ed. C. Ham

and A. Coulter. Buckingham, UK: Open University

Press, pp. 117–22.

Sloan, F. A., Whetten-Goldstein, K., and Wilson, A. (1997).

Hospital pharmacy decisions, cost containment, and

the use of cost effectiveness analysis. Soc Sci Med 45:

523–33.

Walton, N., Martin, D. K., Peter, E., Pringle, D., and Singer,

P. A. (2007) Priority setting in cardiac surgery: a

qualitative study. Health Pol 80: 444–8.

256 D. K. Martin, J. L. Gibson, and P. A. Singer



34

Disclosure of medical error

Philip C. Hébert, Alex V. Levin, and Gerald Robertson

A 77-year-old farmer with recurring kidney stones visits his

urologist for an annual examination. Prior to seeing the

patient, the physician is taken aside by her nurse, who tells

her the patient had been in the emergency department the

previous night with hematuria. A CAT scan had been done,

which indicated that the renal tumor seen on last year’s

CAT scan was larger and there were now lung metastases.

The physician cannot remember ever seeing the radiology

report from last year. To her complete surprise, it is found

filed in the patient’s chart. There is no record in the chart

that the results were ever shared with the patient. She

considers herself extremely meticulous and has never had

such an oversight before. The urologist considers what she

should tell the patient.

A 12-year-old boy has cataract surgery at a large teaching

hospital. At a critical moment the surgeon’s hand slips,

severely rupturing the lens capsule. The planned implant-

ation of an intraocular lens has to be abandoned. Instead,

the patient will have to use a contact lens. The physician

wonders what he should tell the patient and his family

about the surgery.

What is medical error?

Well-publicized reports of harm occurring to

patients as a result of their medical care in the USA

(Patient Safety Foundation, 1998), Canada (Sinclair,

1994) and the UK (Smith, 1998) have raised public

concerns about the safety of modern healthcare.

The US Institute of Medicine report (Kohn et al.,

2000). To Err is Human encouraged efforts to

prevent patient harm as did the UK Department of

Health (2000). In Canada, the release of the Canadian

Adverse Events Study (Baker et al., 2004) resulted

in the first tangible federal funding for a national

Canadian Patient Safety Initiative. Similar initiatives

are underway in Spain, Australia, and many other

countries.

Adverse medical incidents are by definition

injurious or cause a setback to someone’s interests

(Davies et al., 2003). Harmful effects of healthcare

include recognized natural complications causing

some injury to patients, such as a wound infection

following an appendectomy. Failure to manage ill-

ness according to best practices, such as improper

hand-washing techniques or poor instrument ster-

ilization prior to patient contact, are other forms

of error, not so much events as harmful processes

of care. Errors are considered ‘‘preventable’’ and

not primarily a result of the disease process.

One definition states that an error occurs when

there is ‘‘failure to complete a planned action as

it was intended, or when an incorrect plan is used

in an attempt to achieve a given aim’’ (Leape,

1994a).

Negligence is established only in a court of law

and should be distinguished from ‘‘honest mis-

takes,’’ the latter being typically errors of judgement

(Sharpe, 1987). For example, careful and capable

practitioners may make a mistake in diagnosis

An earlier version of this chapter has appeared. Hébert, P. C., Levin, A. V., and Robertson, G. (2001). Disclosure of medical error.

CMAJ 164: 509–13.
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despite having done everything correctly up to that

moment. Such acts may not be considered liable.

Perfection is not the standard as ‘‘even reasonable

doctors make mistakes’’ (Picard and Robertson,

1996). If a mistake could be made by a reasonably

careful and knowledgeable practitioner acting in a

similar situation, then the mistake may not be

negligent (Kapp, 1997; Wu et al., 1997).

Why is disclosure of medical error
important?

Ethics

Most obviously, further harm to a patient may

be caused by a clinician’s non-disclosure. For

example, a patient who is not told that he was given

a wrong medication will not know what side effects

to look for and might suffer avoidable injury as a

consequence.

Failing to disclose errors to patients undermines

public trust in medicine because it potentially

involves deception (Bok, 1979). Non-disclosure is,

potentially, a breach of the physician’s fiduciary

responsibilities, a lapse in the commitment to act

solely out of concern for the patient’s welfare

(Robertson, 1987).

Disclosure of error and adverse events is also

consistent with recent trends in healthcare toward

more openness with patients and the involvement

of patients in their own care (Etchells et al., 1999;

Hébert, 2008). Patients are due information about

errors out of respect for them as persons. They also

cannot properly consent to further treatment

unless they know what went wrong.

By the principle of justice (fairness), patients or

families, when harmed, should be able to seek

appropriate restitution. This may involve seeking

monetary recompense or pursuing professional

regulatory misconduct hearings. Although some

people sue solely for financial reasons, many are

disturbed, as Vincent et al. (1994) and others have

written, by the absence of explanations, a lack of

honesty, the reluctance to apologize, or being

treated as a neurotic. Where serious harm occurs

to a patient through the egregious and/or willful

violation of safe and reliable healthcare practices or

through deliberate dishonesty about the incident,

families may gain some solace from knowing that

the issues are treated seriously and that violators

are identified and receive appropriate professional

sanction (Shore, 2004).

Finally, non-disclosure of error may also under-

mine efforts to improve the safety of medical

practice in general (Lansky, 2002). If practitioners

are unable to be honest with patients or families

regarding the untoward event, they are unlikely to

be entirely candid in reporting the incident to the

appropriate authorities within the healthcare set-

ting. This will retard efforts to identify the faults

and weaknesses in our healthcare processes and

procedures.

Physicians sometimes argue that non-disclosure

may be justified out of concern about needlessly

increasing patient anxiety or confusing the patient

with complicated information, thus obscuring

true choice (Lantos, 1997). This perspective, called

‘‘therapeutic privilege,’’ has not been viewed posi-

tively in recent years by Anglo-American courts and

should be invoked only in extraordinary circum-

stances (Kent, 2005). With regards to complex pro-

cedures, suggesting that the information would only

be confusing to a patient is in direct contradiction

to the initial assumption that the patient was

capable enough such that the physician accepted

his/her informed consent to proceed. Those who

support the concept of therapeutic privilege argue

most strongly in cases of ‘‘harmless’’ error or ‘‘near

misses,’’ and in relation to contentious aspects of

the incident, such as ‘‘who did it.’’ It has also been

suggested that requiring disclosure of harmless

‘‘almost incidents’’ would threaten to overwhelm the

disclosure process with ‘‘noise.’’ Requiring disclos-

ure of ‘‘who did it’’ simplifies what are usually

complicated incidents andmight result in poisonous

finger-pointing, interfering with efforts to improve

patient safety. That said, professionals must be pre-

pared to share some of the burden of the incident

and not always attribute blame to the ‘‘system.’’
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Law

The law recognizes that physicians may make

mistakes without negligence. Indeed it frowns less

on the mistakes than on dishonesty and attempts to

conceal error – such concealment being incompat-

ible with the doctor’s fiduciary role (Robertson, 1987;

Picard and Robertson, 1996). In Stamos v. Davies

(1985), a respirologist mistakenly biopsied the

patient’s spleen in attempting a lung biopsy. When

the patient asked for the results, rather than honestly

admitting the error, the doctor replied he had ‘‘got

something else.’’ The judge found that the respirol-

ogist had breached a duty of disclosure owed to the

patient ‘‘as a matter of professional relations.’’

Punitive damages of $20 000 were awarded in a

1999 British Columbia case in which a surgeon left

an abdominal roll in the patient’s abdomen during

a laparotomy and presacral neurectomy. The sur-

geon waited over two months before telling the

patient. During that time, he took active steps to

cover up the mistake (e.g., by telling the nurses not

to make any written record of it). The court

described the surgeon’s delay in informing his

patient and his deliberate attempts to cover up

his mistake as demonstrating ‘‘bad faith and

unprofessional behavior deserving of punishment’’

(Shobridge v. Thomas, 1999).

These decisions and similar cases (Vasdani v.

Sehmi, 1993; Gerula v. Flores, 1995) suggest that, in

Canada at least, a doctor who makes an error in

treating a patient has a positive legal duty to inform

the patient. We recognize that the adversarial legal

climate may be perceived as a disincentive for

clinicians to be honest about error. However, the

reality of this threat is often exaggerated and mis-

placed. The Harvard Medical Practice Study found

that only 2% of negligent adverse events ever led to

actual malpractice claims (Localio et al., 1991).

In one study, aggressive error disclosure by a

Veteran’s Administration Hospital in Kentucky led

to a significant reduction in total dollars devoted to

lawsuits (Kraman and Hamm, 1999).

In order to improve patient safety, certain juris-

dictions currently have legislation requiring the

reporting of incidents to the appropriate health

authorities (Oklahoma State Legislature, 2004).

More far-reaching examples of such legislation also

require disclosure to patients and/or families

(Legislative Assembly of Quebec, 2006) and also

makes the admissions of error or adverse events

safe from legal discovery (Illinois 93rd General

Assembly, 2005). Lacking such addendums, legis-

lative efforts to improve the quality of care and

encourage reporting may falter.

Policy

Since the publication of the earlier version of this

chapter in 2001, there has been a proliferation

of professional policies addressing disclosure of

adverse healthcare events. Disclosure of error is now

explicitly addressed in Codes of Ethics for physi-

cians in Canada (Canadian Medical Association,

2004) and the USA (American College of Physicians

and Surgeons, 2005). Many professional and regu-

latory bodies or licensing authorities for physicians

have, or are in the process of adopting, policies

requiring physicians to disclose adverse events to

patients (College of Physicians and Surgeons of

Ontario, 1994). In the past, insurers of medical

professionals were traditionally too liability-shy to

openly advise candor with patients when adverse

events occur. This is now changing. For example, the

insurance organization for Canadian physicians, the

CanadianMedical Protective Association, well aware

of new trends in this area, advises honesty, seeing it

as the best way to strengthen the doctor–patient

relationship and so lessen the sting of any potential

malpractice (Canadian Medical Protective Associ-

ation, 2000).

Hospitals often have policies encouraging the

reporting and disclosure of ‘‘medical incidents’’ as

part of quality-assurance programs (VA Healthcare

Network, 1998; Lamb et al., 2003). Efforts to develop

policies of disclosure in the USA have been fueled,

in particular, by the requirement of their national

hospital accrediting body that all hospitals must

have in place a way of disclosing ‘‘unanticipated

outcomes of care’’ to patients and/or to families
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(Leape et al., 1998). Guidelines for and articles

addressing the ‘‘open disclosure’’ of untoward

medical incidents may be found in the USA (ECRI,

2002), UK (Vincent et al., 1999), Canada (Ontario

Hospital Association, 2005), and Australia (Walton

and the Clinical Practice Improvement Unit, 2001).

Empirical studies

Medical care causing harm is a very significant

problem. The Harvard Medical Practice Study

from the mid 1980s showed that 3.7% of patients in

hospital suffered an adverse event. Approximately

half of these events were considered preventable

(Brennan et al., 1991; Leape et al., 1991). The Quality

in Australian Health Care Study, conducted in the

mid 1990s, found that 17% of admissions were

associated with an adverse event, with 51% of these

considered preventable (Wilson et al., 1995). In

Utah and Colorado, 1992 data revealed a rate of

injury from medical care of 2.9% (Gawande et al.,

1999). Recent studies in the UK, Denmark, France,

New Zealand, Canada (Canadian Institute for

Health Information, 2004), and Spain (ENEAS, 2005)

all show similar rates of adverse events (3–16%

of hospitalized patients) and for preventability

(20–50% of all such events).

However, inconsistencies in definitions of error

and study methodology (Goldman, 1992; Rubin

et al., 1992; Smith et al., 1997) should make us

question claims that tens of thousands of patient

deaths per year result from physician error (Leape,

1994b). The studies cannot say that the patient

would be alive today were it not for this or that

error. These are not studies of causality.

The real situation might be better (Brennan et al.,

1991; Wilson et al., 1992). It also might be worse –

hospital records are notorious for underreporting

adverse events (Cullen et al., 1995) and there are

many barriers for accurate reporting by staff (Vincent

et al., 1999). As well, there are other dimensions of

error that are not explored by these studies. For

example, ambulatory care, the site of many health-

care encounters, remains largely not subjected to

monitoring and study. Error studies are limited in

that up to half of all US healthcare interventions can

be shown to be ‘‘inappropriate,’’ although perhaps

not always unsafe (McGlynn et al., 2003).

Regardless of the precise magnitude of harmful

medical events, each event raises the issue of dis-

closure. In one study in which patients of primary

care physicians were given hypothetical situations,

98% wanted honest acknowledgement of errors,

even if minor (Witman et al., 1996). If not so

informed, the surveyed patients indicated that they

would be more likely to sue the physician. A recent

survey, also of patients in the USA, bears this out:

without full disclosure of an error, 34% of those

surveyed would seek legal advice; 19.6% stated they

would do so even with full disclosure, if the error

was life threatening (Mazor et al., 2004).

The Kentucky experiment shows that hospitals

can be honest with patients about unanticipated

care outcomes and not increase their legal

risks. It did not address whether openness either

eliminated or reduced lawsuits directed against

physicians in particular.

Patients and physicians often differ in what

should happen to the erring physician. In a study

by Blendon et al. (2002), one-quarter of patient

responders favored more lawsuits; 40% wanted the

erring doctor to be fined, and 50% favored sus-

pension of licenses. These options were chosen

by a very small number of surveyed doctors. In a

2005 study, health plan members were prepared to

forgive an erring doctor if the patient withheld

critical information from the doctor (93%) but

would not do so if the doctor was simply tired

(32%), lacked knowledge (24%), or failed to follow

up (15%) (Mazor et al., 2005).

One problem with these studies is the assump-

tion of a ready distinction of error – a term sug-

gesting moral failure and fault to some – from other

adverse events: if something bad happens, it must

be somebody’s fault. Study subjects are asked

to respond to a simplified scenario, drained of

the complexity the participants experienced at the

time of the event. When harm to a patient occurs

because of medical care, it is important, where

possible, to be sure about what happened, yet it
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is often difficult to distinguish different classes of

event or where fault may or may not lie. Whereas

some adverse events are the result of individual

error or even negligence, other events arise because

of systemic issues (e.g., two medicine bottles with a

similar appearance) or the errors and oversights of

multiple members of the healthcare team.

How should I approach the disclosure
of medical error in practice?

Frankly disclosing error can be challenging for

practitioners (Hilfiker, 1984; Newman, 1996). Medi-

cal professionals have high expectations of them-

selves and, not surprisingly, find it difficult to

acknowledge their errors openly before patients and

colleagues (Finkelstein et al., 1997). Clinicians who

have observed a colleague disclosing an error to a

patient aremore likely to do so themselves (Hobgood

et al., 2006). This ethical ‘‘see-one, do one’’ is a nice

variation on an old medical pedagological technique

and clearly needs a little refinement. It is reassuring

as it suggests that disclosure is enabled by seeing that

your fellow clinicians have done so and have sur-

vived. Disclosing such events may be less traumatic

if practitioners follow practical guidelines for break-

ing bad news (Buckman et al., 1998). If uncertain

about how to talk to a patient concerning an error,

clinicians would be wise to seek advice from their

peers, mentors, or skilled hospital representatives

before doing so. In any case, early notification of the

clinician’s professional insurers is recommended.

In general, it should be assumed that the patient

would want full disclosure of errors and adverse

events. The professional duty to disclose error is a

proportionate duty: as the harm or risk of harm

from an event to the patient increases, so increases

the duty to disclose (Bogardus et al., 1999). When

an error is made but there is no obvious harm,

the requirement to disclose error diminishes. For

example,minor deviations fromaplan of care should

not necessarily trigger disclosure; major deviations

clearly should. Everything between is subject to dis-

cussion and needs to be addressed, but the focus

should always be on what is best for the patient as

seen from someone in the patient’s position. Clin-

iciansmight consider asking themselves: ‘‘if you (or a

loved one) were the patient, what would you want to

be told?’’

Disclosure should take place at the right time,

when the patient is medically stable enough to

absorb the information, and in the right setting.

Physicians should take the lead in disclosing

error to patients and their families (Levinson et al.,

1997). They should try not to act defensively or

evasively but, rather, explain what happened in an

objective and narrative way, trying to avoid react-

ing to the charged response that such disclosure

might generate. A physician may say ‘‘I’m sorry

this has happened.’’ Patients may appreciate this

form of acknowledgement and empathy. This may

strengthen, rather than undermine, the physician–

patient relationship.

If the adverse outcome requires medical atten-

tion, practitioners should disclose this and seek

prompt help for the patient. Patients may be

reassured by knowing that the physician is not only

remorseful but also dedicated to rectifying the

harm and preventing further harm by a clearly

defined course of action. It may be wise to offer to

get a second opinion or the option of transferring

care to another physician if the physician–patient

relationship no longer seems viable.

Meeting with patients, and their families if

necessary, in a timely way after an error can help

to avoid suspicions about a ‘‘cover-up.’’ Although

worrisome and uncomfortable to most clinicians,

having lawyers present, if desired by the patient or

the family, may help to ensure that all their con-

cerns are expressed and addressed. A healthcare

team meeting in advance of a conference with

the patient and family should establish that all

relevant information regarding the sequence of

events leading to the adverse outcome is at hand,

mutually understood, and presented as clearly and

openly as possible. It will also be important to say

what, if anything, will be done to prevent the

recurrence of such errors in the future. Patients and

families may better accept what has happened to
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them if they can be reassured that medical care will

be improved in the future.

Willful violations of safe healthcare practices

and procedures are rare but must not be tolerated

(Goldmann, 2006). When practitioners witness

errors made by other healthcare providers, they

have an ethical, if not legal, obligation to act on

that information. Errors causing serious medical

harm are ignored to the peril of the profession as

well as the public (Irving et al., 1998).

An emphasis on the faults of the system does not

abrogate individual responsibility for untoward

events. Individuals who exhibit poor judgement

and show no signs of insight into their conduct

ought to be reported by their peers to the appro-

priate authorities. Depending on the circumstances

and the magnitude of the error, options range from

encouraging disclosure by the erring practitioner

to discussing the situation with the hospital unit

director, department chief, risk manager, a profes-

sional insurer, or a representative from a regional

health authority. The goal of reporting is not

necessarily punitive. Where appropriate, reporting

of error may lead to therapeutic attempts to identify

treatable causes of error such as substance abuse

or psychiatric illness (Shapiro, 2003). Hospitals and

healthcare regions should have policies in place to

protect such reporters from retaliation.

Medical harm and error are complex and multi-

faceted problems for practitioners, patients, fam-

ilies, and society. Adequate responses and solutions

to them will depend on heightened personal, pro-

fessional, and cultural commitments to honesty

and truthfulness.

The cases

Assuming the report of renal cell cancer is accurate

and in the right chart, the urologist should first

find out what the patient now knows. If the patient

is indeed unaware, the urologist needs to tell the

patient, at this visit, about the findings on both

the initial and current studies. She must be pre-

pared for anger, shock, and disbelief. She should

empathically acknowledge that emotion as well as

her own upset. The patient may ask about the

consequences for his health and his farming busi-

ness. False reassurances, blame placed on the

patient for failed follow-up or on office staff or

fellow health professionals (radiology, trainees) will

not be helpful. Neither, however, should the

urologist shoulder the entire blame as there may be

other contributing factors such as systems issues. If

the patient wishes, he should be offered immediate

referrals that week, if not that day, to another

urologist and to an experienced oncologist. The

physician should re-evaluate her office procedures

and inform the patient of what will be done to

prevent similar errors in the future. As serious error

is typically emotionally difficult for healthcare

professionals, appropriate support should be

sought for the consultant through peers, family,

friends, and, if needed, helping professionals

(Shapiro, 2003).

In the second case, the surgeon should inform the

patient and his family about the intraoperative

event and the inability to achieve the intended

outcome. Although the incident may not have a bad

visual outcome for the patient, the surgeon must

warn them of the possibility. He should arrange for

appropriate follow-up surveillance and tell them

what, if anything, can be done should the bad

outcome occur. Hopefully, the possibility of the

bad outcome was addressed in the initial informed

consent. If so, the surgeon is not responsible for

contact lens expense. However, he may offer to

provide help by making appropriate referrals (e.g.,

to social work) to address the issues of contact lens

cost and management.
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264 P. C. Hébert, A. V. Levin, and G. Robertson



gov.au/teachresearch/cpiu/CPIUwebdocs/Webversion

LiteratureReview.pdf) accessed 31 July 2006.

Wilson, D. S., McElligott, J., Fielding, L., et al. (1992).

Identification of preventable trauma deaths: con-

founded inquiries? J Trauma 32: 45–51.

Wilson, R.M., Runciman, W. B., Gibbard, R.W., et al.

(1995). The Quality in Australian Health Care Study.

Med J Aust 163: 458–71.

Witman, A. B., Park, D.M., Hardin, S., et al. (1996). How do

patients want physicians to handle mistakes? A survey

of internal medicine patients in an academic setting.

Arch Intern Med 156: 2565–9.

Wu, A.W., Cavanaugh, T. A., McPhee, S. J., et al. (1997).

To tell the truth: ethical and practical issues in

disclosing medical mistakes to patients. J Gen Intern

Med 12: 770–5.

Disclosure of medical error 265



35

Conflict of interest in education and patient care

Ann Sommerville

A company producing drugs for the management of

common conditions including asthma and diabetes has

offered to pay the salary of a nurse in a doctor’s practice.

The nurse’s role is to audit patients’ records, ensuring that

those with conditions such as asthma and diabetes are

regularly examined and receive up-to-date medication.

The doctor thinks this enhances patient care. The nurse

provides anonymized patient data to the company and is

barred from promoting its products. Information about

the company’s drugs is regularly provided by a sales team

who visit the practice and pay for working lunches with

the doctor. A good relationship exists and the company

provides occasional gifts and invites the doctor’s staff to

dinner.

A well-referenced and user-friendly handbook on the

medical care of a range of allergies in babies and children

has been issued without charge to medical students and

practicing doctors. Distribution has been funded by a

leading charity whose remit is to raise awareness in society

and the profession about childhood allergies. Prescribing

advice is included in the handbook and two specific anti-

allergy drugs are recommended. They are described as

being particularly suitable for babies and young children.

Various companies market variations of the same products

but the brands named in the free book are glowingly

described as effective even in difficult childhood cases.

Parents who have also seen the book are starting to request

them by name for their children’s allergies. Both named

brands are produced by the same pharmaceutical com-

pany. Student leaders have contacted local doctors and

university colleagues urging them to lobby for the book to

be withdrawn and to avoid prescribing these products.

This is because the pharmaceutical company that produces

the two named drugs previously donated $50 000 to the

allergy charity that is distributing it. It is not obvious

that the donation was specifically for this handbook,

however, and many students are reluctant to reject a

free learning tool, arguing that they are sensible enough

not to be unduly influenced by the prescribing advice

(Jack, 2006).

What are conflicts of interest in education
and patient care?

A conflict of interest has been described as ‘‘a set of

conditions in which professional judgment con-

cerning a primary interest tends to be unduly influ-

enced by a secondary interest’’ (Thompson, 1993).

Medical research is notorious for giving rise to sig-

nificant conflicts of interest and these are discussed

in Ch. 30. Here the focus is on the influence exer-

cised by the pharmaceutical industry’s promotional

activities on medical education and patient care,

which is also highly controversial. Sixteen com-

promising but common ways have been identified

in which health professionals become entangled

with drug companies (Moynihan, 2003). More

potentially arise as the industry seeks newmarketing

methods. Such measures include the provision of

hospitality or gifts for prescribers, company funding

for clinical audit or research, paid meetings with

company representatives, sponsored travel to con-

ferences in exotic locations, inordinately high fees

for conference speakers, and publishing opportuni-

ties for industry-friendly reports. Some of these
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activities are acceptable but only if on a modest

level and open to scrutiny. Some are unacceptably

compromising but seen by those involved as merely

‘‘the entwinement of individuals from different

backgrounds and value sets who get to know

each other and therefore want to reciprocate

friendships and favours’’ (Smith, 2003). The result is

that boundaries are blurred. As evidence mounts

that prescribing patterns are seriously affected by

such marketing strategies, prescribers often seem

unwilling to acknowledge the excessive influence

of venal interests (gifts and hospitality), clever

advertising, or the apparently reassuring company

information sheets.

Conflicts of interest occur in medical education

in several ways. Educational meetings may be

subsidized or feature sponsored speakers who

only provide a pro-industry picture. Participants’

travel or lavish accommodation may be subsidized

so that they feel well disposed towards the spon-

sor. Educational materials or journal articles may

be provided by a sponsoring company to reflect its

views. More subtle influence may be exercised

by the sponsor’s views being incorporated into

educational material published by an apparently

independent third party. The media spotlight

is increasingly turning, for example, on to the way

in which charitable donations by drug manufac-

turers to patient support groups can result in

an indirect but still very powerful influence on

prescribing patterns (Jack, 2006). As a proportion

of the overall funding of postgraduate medical

education, the sums spent by pharmaceutical

and biomedical companies frequently rival that

of independent funders, including governments.

The industry also exerts an enormous influence

on practitioners’ prescribing and treatment pat-

terns, not least because its drug information

is often more readily available and more reassur-

ingly worded than other sources of prescribing

advice. Drug advertising often associates brands

with attributes designed to appeal to prescribers,

particularly inexperienced ones. Despite reams

of analysis about how such conflicts can be

minimized or avoided, they appear undiminished.

More crucial than ever, therefore, is the need for

practicing health professionals and students to

raise their awareness of them.

Why are conflicts of interest in education
and patient care important?

Ethics

While there is nothing inherently unethical in the

occurrence of conflicts of interest in medicine,

there may well be in the manner in which they

are addressed. Society expects particularly high

standards of the caring professions, whose advice

should be independent, evidence based, and

motivated by altruistic concern for patient welfare.

These same expectations apply to doctors working

within the pharmaceutical industry, who may feel

pressured by product loyalty or colleagues’ drive

to maximize profits. Pharmaceutical and allied

industries are well aware of the common public

perception that they are disproportionately profit

orientated and are increasingly try to address the

range of ethical issues raised by their work (Mackie

et al., 2006). For doctors working for pharmaceut-

ical companies, the conflicts of interest can be

acute, but their ethical obligations to be truthful,

maintain professional integrity, and put patient

safety first are no less than those of any other doc-

tor. Public trust can be seriously undermined if self-

regarding interests supersede in medicine, even

though they may be endemic in other sectors of

society. Public confidence is also compromised if it

appears that prescribing and treatment decisions

are influenced more by pharmaceutical promo-

tional materials than objective evidence. Profes-

sional and regulatory bodies acknowledge that even

the unfounded perception of undue influence can

be as damaging to public trust as corrupt practice. A

common emphasis found in the guidance is that

prescribers must be wary when any pecuniary or

other incentive is offered. They must be as alert to

perceived conflicts of interest as well as to actual

ones since patients’ erroneous belief that doctors’
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judgement is skewed towards personal advantage

undermines trust as much as real corruption.

Law

Legal provisions vary in different jurisdiction.

Nevertheless, there is a generally shared recogni-

tion that certain professionals, including doctors,

are in a privileged position in the community in

terms of the power and knowledge they acquire.

The trust and societal status given to them requires

them to avoid acting solely in their own interests

when in a professional relationship with patients or

clients. In some societies, this is covered by the

concept of ‘‘fiduciary duties’’ obliging doctors to

act conscientiously to maintain patient trust and

public confidence. In jurisdictions that lack explicit

reference to fiduciary duties, the same obligation is

expressed in other terms. It is usually covered by

the codes of professional bodies that may have the

force of law. In the UK, for example, the General

Medical Council is the regulatory body for medi-

cine. Its powers are derived from the Medical Act

1983 and its guidance has binding force on doctors

who are registered. The guidance reminds doctors

of their legal and ethical obligation to act in

patients’ best interests and warns them against

accepting any inducement, gift, or hospitality that

may either affect or be seen to affect their judge-

ment (General Medical Council, 2001). In addition

in many jurisdictions, pharmaceutical and bio-

medical industries are bound by a range of regu-

lations that similarly require them to exercise social

responsibility. Not only do these regulations govern

the conduct of clinical trials, pharmacovigilance,

and the reporting of adverse events but they

also cover marketing and product promotion. For

example, the advertising of drugs in the UK is

controlled by a combination of statutory measures

such as the Medicines Act 1969, with both criminal

and civil sanctions, and the pharmaceutical

industry’s own self-regulatory codes. Nevertheless,

the law sometimes needs interpretation in the

context of new scenarios, such as the situation

described in the second case opening this chapter.

Policy

Public policy requires that patients be able to have

confidence in healthcare services. The professional

codes for both doctors and the pharmaceutical

industry proscribe activities that might undermine

patient or public trust. National pharmaceutical

codes focusing onmarketing activities are published,

for example, by the Association of the British

Pharmaceutical Industry (ABPI) in the UK, Medi-

cines Australia and the Pharmaceutical Research

and Manufacturers of America. Promotional activ-

ities are also covered in international guidance, such

as those published by the International Federation

of Pharmaceutical Manufacturers and Associations

(2003), the European Federation of Pharmaceutical

Industries and Associations (2006), and the World

Health Organization (1988). What is less clear is

how widely these are known and how rigorously

enforced. In the UK, a survey of doctors (ABPI, 2006)

found that few were aware of the rules governing

pharmaceutical representatives’ relations with them

and even fewer knew how to make a complaint

under the pharmaceutical code. Yet the complaints

procedure can be an effective tool in enforcing

standards and drawing public attention to breaches

by the industry.

Empirical studies

The enormous influence of the pharmaceutical

industry is an issue of concern in many countries.

A growing literature has examined it in different

contexts and eminent bioethicists have summarized

it (Lemmens and Singer, 1998). Medical journals

have produced thematic issues devoted to it (e.g.,

the British Medical Journal; Anon., 2003). In the UK,

a Parliamentary committee (House of Commons

Health Committee, 2005) investigated it, finding

that the industry’s marketing affects all sectors of

society – not only prescribers, but patients, regula-

tors, managers, medical charities, researchers, aca-

demics, the media, and politicians. Pharmaceutical

industry influence is particularly crucial for current

and future prescribers of medicinal products and

268 A. Sommerville



devices. The parliamentary report described how

doctors become tainted by their association with

industry and recommended measures to curb mar-

keting excesses. This echoes concerns long expressed

in other countries including the USA, Canada, and

Australia. All have experienced calls for stricter con-

trol on the way that drugs are advertised, particularly

to young health professionals.

In fact, since the 1980s, attention has been

repeatedly drawn to the way in which medical

education and prescribing are influenced by

pharmaceutical companies, whose advertising also

constitutes a large percentage of the revenue of

many medical journals. In the UK, the problem

was highlighted and guidelines published in the

mid 1980s (Royal College of Physicians, 1986). As

concern grew internationally, more guidance fol-

lowed. In 1990, the American College of Physicians

published Physicians and the Pharmaceutical

Industry, followed in 1998 by guidance from the

Canadian Medical Association and in 1999 by the

Australian (Royal Australasian College of Phys-

icians, 2005). Such guidelines expose common

quandaries in the way in which industry influences

the structure and function of medical education at

all levels. Codes provide guidance on the handling

of conflicts of interest that need to be addressed

from both the perspective of health professionals

and from that of the pharmaceutical industry.

They forbid doctors from accepting – and com-

panies from offering – significant gifts, including

lavish travel, expensive hospitality, or extravagant

meals. Any funding must be modest and open to

scrutiny.

Detailed international guidance for medical prac-

titioners working in the field of pharmaceutical

medicine is also available. It recognizes that they

experience an understandably strong interest in the

drugs they have been involved in developing. They

must recognize, in turn, their ethical responsibility to

stand aside from product loyalty and other pressures

stemming from their employment and ultimately

put the protection of patients’ interests first. Just as

prescribers must seek independently verified data,

doctors employed in the pharmaceutical industry

must seek to ensure that only reliable and accurate

information is used in marketing. They have diffi-

cult conflicts of interest that demand considerable

determination and doctors should be supported by

their professional bodies when they make a stand.

Conflicts of interest in education

Pharmaceutical representatives have been described

as the ‘‘stealth bombers of medicine: they swoop in,

change practice, better than any journal article or

formal educator’’ (Shaughnessy and Slawson, 1996).

Drug companies’ interaction with doctors and aca-

demia has also been compared to porcupine quills –

numerous and harmful if approached the wrong

way (Lewis et al., 2001). Scholarships, grants, or

other educational funds are provided by biomedical

industries. Over half of all UK postgraduate medical

education and much nurse education are funded by

the pharmaceutical industry from its marketing

budget (House of Commons Health Committee,

2005). This is not unique to the UK but is repre-

sentative of a general trend. The powerful effect of

such influence on medical students was the focus of

a Finnish study (Vainiomaki et al., 2004), which

found that students’ reliance on pharmaceutical

promotions as an educational source increased over

the course of their studies. It does not disappear

after graduation. Former New England Journal of

Medicine editor Arnold Relman (2003) commented

that practicing doctors ‘‘are taught about drugs by

agents of the pharmaceutical industry, which works

hard to persuade them to select the newest and

most expensive medication – even in the absence of

scientific evidence that they are any better than

older, less costly ones.’’ Even when aware that

marketing was likely to affect their later prescribing,

the Finnish students did not favor reducing it. This

may be because the importance of avoiding undue

industry influence is insufficiently emphasized in

medical ethics teaching in most countries. Even

in the USA, where awareness of the power of

pharmaceutical marketing is probably highest, only

one in four medical schools provide courses to

prepare students in this respect (Black, 2004).
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The need to inculcate good prescribing habits in

young doctors has been the focus of a considerable

literature, and some student organizations have

taken on the task of awareness raising. In 2002, the

American Medical Student Association started

its nationwide ‘‘PharmFree’’ campaign urging an

end to sponsored education, free lunches, and

pharmaceutical advertising aimed at students. It

encourages members to seek out independent,

evidence-based sources of healthcare information

and rejects all pharmaceutical advertisements and

sponsorship. Its website highlights how ‘‘the prac-

tice of pharmaceutical gifting to students and

physicians increases the costs of health care for

patients and does not primarily serve patient

interests’’ (American Medical Student Association,

2006). The topic of relationships with industry has

also been a major issue in Australian and Canadian

student groups, among others.

Conflicts of interest in patient care

Professional codes require prescribers to put the

patient’s interest first, but prescribing patterns are

often influenced by drug companies through the

provision of gifts, dinners, funding, financial assist-

ance with travel for prescribing doctors and nurses,

or accommodation at scientific meetings. Inexpen-

sive gifts, limited hospitality and travel sponsorship

are acceptable, and clear criteria are set out by

professional associations. Professional codes ban

lavish gifts or inducements from pharmaceutical

companies and prohibit company representatives

from offering them.

Traditionally, doctors and medical students

have been the main targets of pharmaceutical

advertising, but nurse prescribers are increasingly

approached. All health professionals suffer infor-

mation overload, but they have a responsibility to

inform themselves independently about the drugs

they prescribe. Professional organizations must also

strive to help doctors working in pharmaceutical

companies to exercise rigorous control over the

marketing information. The dangers of not doing so

were highlighted by a Scottish investigation into a

child’s death. Ten times the licensed dose of a

common asthma drug had been prescribed, largely

because of the reassurance provided by the manu-

facturer’s marketing material about its safety

(National Patient Safety Agency, 2005). Advertising

slogans stressing the drug’s benefits for children led

doctors to prescribe high doses without checking

evidence-based guidance.

How should I approach conflicts
of interest in education and patient care
in practice?

A number of strategies for individual and collective

action have been identified. The most basic duty is

for all health professionals to be vigilant about the

kinds of circumstance in which temptation occurs

and to familiarize themselves with their professional

bodies’ rules. Obviously, they need to be able to

recognize the potential for conflicting interests, but

this is not necessarily as easy as it sounds, as shown

by the case examples at the start of the chapter.

Familiarity with regulatory codes

and guidelines

Codes of practice must not only be taught and

known but also enforced. Whereas the regulatory

codes for medicine can result in doctors being

banned from practice, one of the problems with

pharmaceutical codes has generally been their

voluntary nature and lack of enforceability. They

are, however, backed up by a complaints procedure,

which, in an increasingly image-conscious world,

there seems to be growing willingness to implement

and publicize. This means that people employed

in healthcare and industry should understand how

the relevant complaints procedures work.

Training and awareness raising

Regrettably, the provisions of professional codes

and evidence of the strong influence of marketing

on prescribing appear to be poorly appreciated by
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many practitioners. Internationally, few courses exist

to help students and doctors to evaluate marketing

campaigns, but general issues around pharmaceut-

ical promotion and its influence on prescribing

must be highlighted in undergraduate education for

all health professionals. Such training should also

guide themaboutwhere to find reliable non-industry

sources of prescribing guidance. Undergraduate and

continuing professional training need to highlight

independently validated sources of data and inter-

national evidence-based clinical publications. In

countries such as the UK, where nurse prescribing is

growing, the lack of specific courses for nursesmakes

them particularly reliant on pharmaceutical com-

pany promotional information. Training is a key

issue, not only for health professionals but also for

pharmaceutical company employees, who need to

be aware of the acceptable boundaries of their

interaction with clinicians.

Alternative sources of funding

Despite the repeatedly stated desire of health

organizations and professional groups to distance

prescribing from the influence of marketing, find-

ing acceptable alternative funders for education

has remained a problem. This needs to be further

addressed nationally and internationally.

Transparency

Openness and public disclosure are key factors

in defusing many potential conflicts of interest.

Speakers at conferences and authors of articles

must declare any interest or links they have with

industry when presenting their views. They should

alert their audience to the possibilities of conscious

or unconscious bias. The duty to disclose financial

or professional interests is also recognized in the

publishing rules of medical journals. Regulatory

codes emphasize the importance of health profes-

sionals always declaring to patients or to insti-

tutional healthcare purchasers any personal or

financial interests they (or close relatives) hold.

Registers have been proposed in some countries for

all health workers to record all gifts and benefits

given to them over a trivial sum, including travel

and hospitality. Even where such registers exist,

according to evidence from the pharmaceutical

industry itself, many health professionals remain

unaware of the requirement to declare their inter-

ests (ABPI, 2005). Cases undoubtedly still occur

in which doctors accept significant benefits or

cost-free opportunities to attend symposia in

exotic locations with pharmaceutical sponsorship.

Such offers are likely to be seen by the public as

thinly disguised bribes. Only inexpensive tokens

or modest hospitality at meetings with clear edu-

cational content are likely to be above suspicion.

In any case of doubt, reference should be made to

the local professional guidance. Even if prescribers

themselves are convinced their independence

will not be compromised, the perception that the

industry is buying influence needs be avoided.

Therefore, rigorous attention is needed in any

situation that could be perceived as compromising.

The cases

The cases have been chosen because they are

common and represent the borderline between what

is clearly prohibited and what is deemed ethically

acceptable. In the first case, it is unwise of the doctor

to accept gifts or expensivemeals. The services of the

audit nurse represent a significant gift and, although

it not clearly prohibited, any strings attached to it

need to be carefully reviewed. If accepted, it should

be declared if a local public register exists. Although

company-sponsored nurses do not promote drugs,

the data they research are used by the company sales

teams to assess the practice’s potential market.

Nurses may also receive bonuses by identifying

patients who could be transferred to costly new drug

schemes and so pressure to transfer them builds up

on the doctor. Any form of company-sponsored

service must be handled with care and with a

keen eye to the public’s and patients’ perceptions.

Doctors’ awareness of their own and colleagues’

prescribing patterns needs to be high and in line
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with peer practice, with regular review if patterns

change as a result of accepting the service.

The second case illustrates one of the subtle

ways that medical education can be influenced

when sponsored material is provided to medical

students and practicing doctors as if it were com-

pletely independent, unbiased advice. Unfortu-

nately, such material is often aimed at, and taken

up by, the most inexperienced prescribers. In

accepting such free books, students and doctors

need to be aware that they are likely to be per-

ceived as acting in a biased way if they subse-

quently prescribe the products recommended,

unless they have clearly considered rival products.

In the UK, regulators have forced the withdrawal of

some sponsored information booklets for doctors

(Jack, 2006). Similar educational materials to which

patients have access and which mention specific

drugs have also been ruled as violating the UK ban

on advertising drugs directly to the public. While

there is nothing unethical or illegal in companies

donating to charities or patient groups or spon-

soring their materials, all such donations must be

open and transparent.
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Public health ethics

Halley S. Faust and Ross Upshur

A 42-year-old female sees her family physician for a vaginal

discharge. She and her physician have a long-standing

doctor–patient relationship, as well as a personal friend-

ship. Three weeks previously, the patient had been to a sales

convention in Reno and committed a ‘‘marital indis-

cretion.’’ She is worried she may have a sexually transmitted

disease (STD). She gives consent for her physician to do the

appropriate diagnostic work-up and treatment, but states

that if this is an STD she doesn’t want her physician to

report it to the public health authorities, nor to tell her

husband, with whom she has had sexual intercourse since

her return from the convention two weeks ago.

What is public health ethics?

Public health has been described as the science and

art of promoting and protecting health, preventing

disease, prolonging life and improving quality of

life through the organized efforts of society (Last,

2001). It achieves these goals using community

interventions, disease control, and principles of

epidemiology and biometry. Public health ethics is

concerned with the ethical issues raised by such

community and population-based approaches to

health problems.

While the goals of public health and clinical

medicine are to increase well-being, the latter

uses individual action and intervention for the

good of individual well-being, while the former

uses a social approach to improving the good of

communities. The principles used in determining

which programs are worthy of public health action

and which are not have evolved over time; the

elaboration of these principles is now gaining

currency in the fledgling field of public health

ethics (Kass, 2001; Roberts and Reich, 2002; Nixon

et al., 2005). Ethical principles for consideration

in planning for disaster responses to pandemic

influenza have recently been proposed (University

of Toronto Joint Centre for Bioethics, Pandemic

Influenza Working Group, 2005). Most of these

principles would also apply to the reasoning for

requiring a reporting and surveillance system in the

first place.

Various authors have proposed public health

ethics frameworks that would uniquely appeal to

one or more of utilitarianism, duty-based systems,

or communitarianism. In all cases, the basic moral

considerations are to produce benefits to the

public as a whole, while minimizing harms, fairly

distributing benefits and burdens, respecting indi-

vidual autonomy and privacy, and honoring prior

commitments and promises (Childress et al., 2002).

If a principles-based approach is used, the follow-

ing principles have been proposed.

Effectiveness. A public health intervention or

requirement should have been proven to be

effective in preventing or mitigating specific

health conditions. For example, reporting and

early intervention are known to reduce the

spread and impact of sexually transmitted

disease (STD).

Proportionality. Any moral infringement that

will be incurred with the effective interven-

tion should be considerably outweighed by the

benefits gained. In the case of STDs, the benefits
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are to prevent or alleviate harm to any sexual

partners of the patient.

Necessity. The intervention proposed should

produce an outcome that cannot be produced

by another intervention that does not create a

moral infringement. As STDs do not go away

by themselves, suspected contacts need evalu-

ation and treatment.

Least infringement. Only the least amount of

restriction or disclosure of information should

occur. The patient in our case, would not

have any other non-STD-related information

transmitted to the health department. Further,

encouraging the patient to speak with her

husband first would reduce the harm that

might occur if the husband first hears about

the exposure from a public health worker.

Public justification. Public health policies and

the imposition of such policies/rules/regula-

tions on individuals or families need to be

justified through public debate. The need for a

law for reporting of notifiable conditions has

been debated in the public arena many times

and deemed in nearly all political jurisdictions

to be a necessity. When notification occurs

with patient-identifying information, then dis-

cussions ensue with the patient by both the

physician and the public health agency as to

why disclosure is required, and then contacts

are traced.

Reciprocity. Society has an obligation to mitigate

the burdens imposed by public health regula-

tions and actions by supporting an individual

who is complying with public health mandates.

Training physicians in counseling patients

about STD case reporting and assisting patients

in educating and informing partners are

examples of reciprocity.

Transparency. Similar to public justification, this

principle requires public deliberations on the

determining of public health laws, rules, and

regulations; public accountability for the impos-

ition of those rules; and the assessment of their

effectiveness. Public reporting of STD trends

would be an example.

In this chapter, our specific focus is on the ethical

issues raised by reporting and surveillance for

communicable diseases. This is arguably the most

important and most common interface between

clinicians and public health agencies. We will review

the ethical and legal aspects of when clinicians’

duties to the public’s health may supersede their

duties to their patients, recognizing that, while

reporting infectious disease cases to public health

authorities may create a hardship on the part of

patients, the clinician’s role is not solely to that

patient but also legitimately extends, in certain

circumstances, to the public’s welfare.

What is public health reporting and
surveillance?

One of the great accomplishments in healthcare in

the twentieth century has been the reduction of

the impact of infectious diseases in the developed

world (Figure 36.1; Centers for Disease Control and

Prevention, 1999a). While sanitation and the advent

of antibiotics and immunizations are two of the key

factors in infectious disease control and preven-

tion, a third important factor has been public

health surveillance systems designed for tracking

and reacting to trends in infectious disease incidence

(Centers for Disease Control and Prevention, 1999b).

Since the second half of the nineteenth century,

surveillance has largely relied on the goodwill of

physicians and healthcare institutions to report the

diagnosis (or suspicion of a diagnosis) of diseases

that have relevance for prevention and control in

the population at large (Koo and Wetterhall, 1996).

While clinician reporting to public health author-

ities started out as voluntary (Fox, 1986), in the

twenty-first century nearly all countries have laws

that require clinicians to report incidents of an array

of diseases. Which diseases are reportable is depen-

dent on the jurisdiction and changes over time as the

incidence, treatment, and control of diseases have

changed. The World Health Organization through its

International Health Regulations currently requires

reporting of only three diseases: plague, cholera, and

yellowfever (WorldHealthOrganization, 1998). In the
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USAandCanada, each state and province has its own

list of reportable conditions (Roush et al., 1999),

often based upon recommendations from the Cen-

ters for Disease Control and Prevention (2006a). The

case definitions are provided as well (Centers for

Disease Control and Prevention, 2006b). Canada is

themanager for theGlobal PublicHealth Intelligence

Network, which searches the World Wide Web for

communicabledisease reports (PublicHealthAgency

of Canada, 2004). Each province in Canada has its

own list of reportable diseases in addition to a list of

diseases under surveillance, carried out through its

provinces in the Canadian Integrated Public Health

Surveillance program.

Further, in some jurisdictions not only must

clinicians report suspected or confirmed cases of

some communicable diseases but laboratories are

mandated to report as well. Therefore, even if the

patient asks the clinician not to report her own

case, the case will be reported to the relevant

authorities if laboratory studies are done to con-

firm suspected diagnoses.

What criteria are used to determine which
diseases/conditions need reporting?

Obtaining identifiable information about an indi-

vidual poses serious concerns of privacy for the

patient. Additionally, public health agencies rec-

ognize that reporting of diseases takes time and

effort by practitioners, and also requires resources

at the local public health level to review reports,

trace contacts, collate data, and report surveillance

information. Consequently, over the years, fairly

strict criteria have evolved for determining which

diseases to list as reportable.

Surveillance systems are designed to spot trends

in incidence for diseases (i) that occur normally in

the population (e.g., Lyme disease, pneumococcal

pneumonia, chlamydial infection), (ii) that occur

in regular outbreaks (e.g., influenza, gastroenteritis,

hepatitis A), and (iii) that are not expected to occur –

where one case could be a major problem (e.g.,

measles, meningococcal meningitis, hantavirus).

In the first case, spotting increasing trends may

encourage public health personnel tomove available

resources from one program to another to help

to reduce the incidence over time. In the second

case, contact tracing and source eradication or

isolation would be important in a timely fashion.

In the third case, immediate mobilization of all

available resources might be necessary to limit

any further spread, particularly for highly serious

diseases like hantavirus, plague, Ebola virus, or

severe acute respiratory syndrome (SARS). Reporting

completeness is particularly important for this last
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category of diseases, where one case is cause for

alarm.

The criteria used are related to seriousness of

the disease, potential for transmission by either

human-to-human or animal-to-human methods,

and ability to control and/or treat the problem.

Unfortunately, we know that the norm is under-

reporting by clinicians and institutions. Various

studies have shown that, on average, only 63%

of cases are reported, and, depending on the disease

and jurisdiction, somewhere between 10% (giar-

diasis; Campos-Outcalt, et al., 1991) and 99%

(tuberculosis; Trepka et al., 1999) of disease-specific

cases are reported (Doyle et al., 2002). A 2002 study

in the USA (St Lawrence et al., 2002) revealed that

‘‘The frequency of case reporting [by clinicians] was

lowest for chlamydia (37% . . . ), intermediate for

gonorrhea (44%), and highest for syphilis, HIV, and

AIDS (53–57%).’’ If the relative completeness of

reporting does not change from time to time, then

incidence trends are still good gauges of actual

disease activity in the population, and public health

authorities can respond accordingly.

Why is public health ethics important?

While public health functions have only been part

of governmental activities in their current form

since the mid 1800s, they originally evolved to

protect the public broadly from the introduction

or spread of communicable diseases. In the early

years, public health activities were quite liberty

restrictive and impacted mostly on immigrants

and the lower classes: mandatory isolation through

quarantine, rejection of diseased individuals

attempting to migrate at national borders, enforced

treatments. While we are not as heavy handed

about these activities these days, in emergencies

classic public health interventions are still used.

For example during the SARS outbreak in 2003

in Toronto, isolation and quarantine of suspected

cases and limited hospital access occurred

(National Advisory Committee on SARS and Public

Health, 2003). There was heightened surveillance of

airline travelers and travel advice was issued

(World Health Organization, 2003).

An example of the third principle, mandatory

treatment, is invoked with tuberculosis, wherein

directly observed therapy and sometimes police

actions are undertaken to force individuals to com-

ply with required treatment (Taylor et al., 2005).

Lapses in mandatory compliance with case

reporting are sanctioned in some jurisdictions by

substantial fines. Courts have held that doctors

may be liable if persons are infected by the doctor’s

patient if the doctor ‘‘ . . .negligently fails to diag-

nose a contagious disease, or, having diagnosed the

illness, fails to warn members of the patient’s

family . . . ’’ (Menikoff, 2001).

Clearly, when the condition of one patient has a

potential for harming another, we are under legal

imperative to minimize harm to others who are not

our patients. Indeed, there aremany legal mandates

to violate our patient’s confidentiality, or for which

we have dual loyalties: suspected child and elder

abuse, occupational injury, and insurance reim-

bursement are just three examples (R. E. G. Upshur

and S. R. Benatar, unpublished observations).

Of course, legal imperatives are not necessarily

coincident with moral imperatives. For, by divul-

ging personal patient information, we violate our

duty to maintain our patient’s confidence and

privacy. Whereas in health emergencies like SARS,

where large numbers of individuals may be at risk,

the physician’s responsibility shifts from being

primarily patient oriented to being public oriented

(Lo and Katz, 2005), with individual patients for

whom transmission of disease is likely to be more

limited, why shouldn’t we work hard to protect

our patient’s privacy and the key ongoing trust

relationship we have?

Trust is not the only concern for violating the

privacy pact in the doctor–patient relationship. We

have concern for other types of harm patients may

experience when certain types of disease are known

to afflict them: stigmatization (HIV), embarrass-

ment, ostracism, reduced insurability, discrimin-

ation in employment and housing, and even political

retribution can be the consequences of private

Public health ethics 277



health information becoming public. How do we

balance these individual concerns with the public’s

welfare? What are the key components of public

health ethics decision making?

How should I approach public health
ethics in practice?

The translation of public health ethics principles

into daily medical practice is fairly straightforward

for reporting notifiable conditions. All things con-

sidered, not only is reporting the correct ethical act

to take but it is also the required act to take legally

in virtually all political jurisdictions.

Firstly, the clinician needs to be familiar with the

diseases required to be reported in their respective

practice jurisdictions, as well as the mechanisms

to be used to make full reports. Many jurisdic-

tions make this information available through

newsletters or on their websites (e.g., Connecticut

Department of Public Health, 2006).

Secondly, clinicians need to appreciate the value

of reporting diseases. By internalizing this appreci-

ation, the hesitancy to comply with the require-

ment (or alternatively the willingness to comply

with a patient’s request not to report a disease, as

in the case at the beginning of this chapter) will

be reduced. Physicians should not consider this

requirement unpleasant; instead it should be con-

sidered virtuous. Having personal conviction that

taking an action is the right action helps in com-

plying more completely with the reporting require-

ment. Additionally, it shows conviction during the

discussionwith the patient. This would be consistent

with the effectiveness, necessity, and proportionality

principles.

Thirdly, the clinician should practice discussing

the need to report diseases with patients, including

working on specific wording that is most effective for

communicating the need with sympathy and care.

Some reportable diseases, like cholera, measles, or

tularemia, are not as sensitive to discuss with

patients as STDs or diseases with social stigma

attached, such as tuberculosis or Hansen’s disease

(leprosy). As with other diseases that carry profound

implications, there are various ways to communicate

unpleasant information to patients (Epstein et al.,

2004). We spend a lot of time training oncologists to

discuss the options of cancer treatment and prog-

nosis, or palliative care with patients (Sutherland

et al., 1991; Hagerty et al., 2005). Similar training and

practice is appropriate for reporting discussions.

Frank discussion and proposed actions are neces-

sary to conform to a transparency approach.

Finally, in keeping with the principle of reci-

procity, the clinician should be sure that the health

department is supplying the patient with all of the

emotional and treatment support appropriate for

the situation. By entering into the reporting rela-

tionship, the clinician is, in a sense, now an arm of

the government, which has responsibility for assur-

ing that the burdens imposed by breaking confi-

dentiality are offset asmuch as possible with support

for minimizing the harm that may come of it.

The case

The clinician empathized with the patient’s request

and then discussed the importance of reporting for

the good not just of the patient’s husband but also

so that the contacts from whom the patient had

received her illness could also be traced for proper

testing and treatment. In addition, the clinician

made the patient aware that her clinician was not

the only source of information to the public health

authorities: for an accurate diagnosis some tests

would have to be sent to the laboratory, which is

also mandated by law to report information about

positive test results. The clinician emphasized that

the public health authorities are quite knowledge-

able and sensitive about handling these situations,

and that they try to keep contacts anonymous,

though, of course, if contacts only had sex with

one person the inference would be obvious. The

patient nervously consented to testing and report-

ing, but asked that she be allowed to speak with
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her husband before the physician reported to the

public health authorities. The clinician agreed,

suggesting a timeline by which date the patient

needed to report back, or the clinician would have

to proceed with the notification as mandated by

law. The clinician also set a time for calling the

health department and patient to assure a smooth

transition for the reporting and contact tracing.
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Emergency and disaster scenarios

Harvey Kayman, Howard Radest, and Sally Webb

In October 2001, the USA was on edge following the

discovery of several letters containing anthrax. People who

worked in facilities that received letters containing anthrax

were sometimes stigmatized within their communities.

Some employees of American Media Inc., the site of the first

anthrax case, were doubly victimized. Physically affected by

their potential exposure to anthrax, they were also socially

stigmatized by physicians who refused to care for them,

schools that turned away their children, and employers of

second jobs who refused to let them work: some American

Media employees who moonlighted as housekeepers were

not allowed into homes to clean (Malecki, 2001).

Suddenly, around 9:50, everything momentarily appears

pale pink. There is an enormous bang. Some of my

colleagues have looks of terror on their faces. We can see

white smoke and debris raining down in the square. The fire

alarms are sounding. Although staff members leave, the

doctors stay . . . After several minutes, we gingerly make our

way to the front of the building and look down onto the

stricken bus. . . . I grab some surgical gloves and my

ambulance service physician identity card . . . On arrival

downstairs, I meet the deputy chairman of the BMA

Council . . . Knowing of my prehospital emergency care

experience, he asks me to take over the direction of clinical

operations . . . My assets are a building offering protection

from all but a direct hit and 14 doctors, most of them

experienced general practitioners with some training in

emergency medicine. But we have no equipment, no

communications, and no personal protective clothing.

Armed with nothing, we set about maximizing the victims’

chances of survival. I have trained for such a situation

for 20 years – but on the assumption that I would be

part of a rescue team, properly dressed, properly equipped,

and moving with semimilitary precision. Instead, I am in

shirtsleeves and a pinstripe suit, with no pen and no paper,

and I am technically an uninjured victim. All I have is my

ID card, surgical gloves, andmy colleagues’ expectation that

I will lead them though this crisis (Holden, 2005).

What are emergency and disaster
scenarios?

In most situations, clinicians practice in an orderly

milieu, often in coordination with other clinicians

and with institutions that exist to cure disease,

improve health, and/or prevent illness. Clinicians,

like the rest of the population, may suddenly be

faced with a chaotic world in the event of natural

catastrophes, epidemics, or terror attacks: disasters

that can cause terrible damage to peoples and

societies. Standard ethical assumptions and med-

ical practices may no longer be applicable. Both

personal and professional equilibrium will be

threatened. Ordinarily, clinicians do not face mor-

ally ambiguous situations and when they do, their

own skill and experience is usually sufficient to deal

with them. During a disaster, clinicians will ask

themselves, ‘‘How will I resolve the dilemmas now

facing me?’’ as they struggle with the disparate

demands of their patients and the obligations of

their profession (American Medical Association,

2004). In these settings, the needs of the individual

patient will often conflict with the needs of the

community and ethical conflicts will emerge in all

phases of the disaster response (Gostin, 2003a;

Institute for Bioethics Health Policy and Law, 2003).

Advance disaster training and emergency medical

281



preparedness must include planning and pre-

paredness for sound ethical decision making in

times of crisis.

National and international healthcare organiza-

tions have outlined recommendations for emer-

gency preparedness plans. These plans often include

mitigation, preparedness, response and recovery

phases, and mandate frequent drills by responders.

An effective response should be rapidly instituted;

integrated between communities, law enforcement,

public health officials, and healthcare facilities; and

include the elements seen in Table 37.1, including

our addition of attention to ethical issues.

Many critical problems exist in implementation

of an effective disaster response. Mass casualties,

especially in bioterrorism or radiation attack, will

cause a sudden surge in demand for medical

resources such as hospital beds, critical care equip-

ment, medications, antidotes, staff, isolation rooms,

and trained ancillary personnel, which may not be

available (Church J for the Department of Defense,

2001; Hick et al., 2004). Surge capacity, or the ability

to handle an unexpected increase in patient volume,

will be inadequate, since emergency departments

remain overcrowded with patients, log-jammed

awaiting admission to equally overcrowded hos-

pitals. Critical nursing and other ancillary personnel

shortages preclude increasing numbers of beds to

alleviate overcrowding and improve access to care,

even in ordinary times (American Hospital Associ-

ation, 2007). In addition, communication systems

may fail, leading to great uncertainty amongmedical

personnel, whomay be forced to grope about for the

best strategies to minimize panic and restore order.

Responses to disasters and emergencies have

enormousmonetary costs to societies.Manymedical

facilities are now in tenuous financial health owing

to falling reimbursements and increasing operating

costs and will depend on state, federal, or inter-

national assistance to sustain their response efforts

during the crisis and recovery phases of a catas-

trophe. Resource allocation and triage issues will

challenge local leaders and clinicians in the acute

phase, as hospitals usually have a limited supply of

stored medications and equipment to utilize.

Important ethical issues will surface during dis-

asters including triage, access to care and other

justice issues; privacy and confidentiality; the pro-

fessional duty to treat; quarantine and its effect on

patient autonomy, individual liberty and the right

to refuse medical treatment; and transparency in

public health planning (Pesik et al., 2001; Singer

et al., 2003; Wynia and Gostin, 2004).

Why is preparation for emergency
and disaster scenarios important?

Planning for a successful integrated, tiered, and

flexible response team to ensure access to care for all

citizens is necessary. Hospital staff and clinicians

will have little experience with the wide array of

partners with whom they will need to interact during

a crisis. Law enforcement, the military, public health

officials, emergency preparedness staff, community

leaders, and politicians join the clinician under

conditions of crisis (USDA Forest Service, 2004;

Emergency Management Institute, 2005). These

personnel may have little experience in dealing with

jurisdictional disputes that will inevitably arise

between federal, state, and local government offi-

cials, between law enforcement and firefighters, and

Table 37.1. Key elements of a response to a disaster or

emergency

Mass casualty care challenges and procedures

Infrastructure preservation

Communication barriers/breakdowns

Incident command system and integration

Personal and scene safety issues

Contamination, containment, and security issues

Decontamination indications and sites

Maintenance of regular healthcare services

Personal protection and equipment issues

Personal behaviors and beliefs

Psychological impact

Secondary threats

Ethical issues

Adapted from Waeckerle et al. (2001).
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between officials of various institutions in their

communities.

Interaction with the community is essential to

make sensible and equitable moral decisions, as

well as to recruit practical logistical support (Glass

and Schoch-Spana, 2002). Forums in which com-

munities learn about clinical concerns (e.g., need

for quarantine) and in which clinicians learn

about community concerns (e.g., fear about loss of

autonomous decision making) will be important

in ensuring a transparent and reciprocal response

to a catastrophic event. These advance programs

should help clinicians and citizens to examine their

own sense of vulnerability, understand impending

threats, and recognize their own strengths and

value (JCAHO, 2004). In crisis, it is usually impos-

sible to provide the time and resources for identi-

fying, reflecting, and dealing with these issues.

Resource allocation and access to care

In contrast with public health clinicians, practicing

clinicians seldom have to deal with policy issues

and community-based problems. They do not have

to decide between patients or what resources will

be committed to whom and for what outcomes.

Indeed, ‘‘rationing at the bedside’’ is regarded as

morally problematic in normal conditions, a prob-

able violation of the physician’s fiduciary duty to his

or her patient (Council on Ethical and Judicial

Affairs, 2004a). In the USA until very recently, it was

not regarded as appropriate to think of the costs

in time, money, and resources in deciding whether

to treat or not to treat a given condition in a

given patient. Clinicians will be forced to face

tough resource-allocation decisions in catastrophic

emergencies (Agency for Healthcare Research and

Quality, 2002).

Most developed countries make universal

healthcare available to their citizens. Where this is

not the case, as in the USA, the commitment is

nevertheless present to provide healthcare for

everyone (Council on Ethical and Judicial Affairs,

2004b). Given the complexity of the US system,

disparities in disease outcomes increasingly exist

between those who are reasonably well off and

those who are not (Krieger and Birn, 1998). Ironic-

ally, as part of planning for health emergencies

and disasters, health officials are committed to

minimize death and illness in all populations.

Paradoxically, crisis moves healthcare toward a fair

distribution of benefits and burdens, although, as

Hurricane Katrina revealed to Americans in 2005,

the space between intention and reality can be very

wide (Centers for Disease Control and Prevention,

2006). Whether effective or not, realistic or not, the

restoration of the health of populations and com-

munities and only secondarily of individuals is the

primary concern in disaster response (Landesman,

2005).

Individuals who are poor or uninsured, however,

may be reluctant to seek healthcare and are more

vulnerable targets for bioterrorism attacks or mass

casualties. Attempts to control contagious disease

outbreaks will be unsuccessful if such affected

populations fail to seek care or do so at late stages

of infectivity.

Triage

Triage is commonly defined as the process of

prioritizing sick or injured people for treatment

according to seriousness of the injury. Clinicians will

be expected to triage – to decide what groups must

be left to survive on their own, what groups will get

the limited resources that are available, and what

groups will be judged capable of handling their own

medical problems.

Urgent decisions are required in crisis situa-

tions where uncertainty prevails. These decisions

will surely place lives at risk. Clinicians and their

coworkers will need to be emotionally and morally

prepared for doing and deciding what under

normal conditions would be unthinkable (Glass and

Schoch-Spana, 2002; American Medical Association,

2004).

Experts have made recommendations to help

with this practice, which is unfamiliar to many

primary care practitioners (Pesik et al., 2001). The

Working Group on Emergency Mass Critical Care
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(Rubinson et al., 2005) have suggested using only

interventions that are known to improve survival

and without which death is likely, that are not very

expensive, and that can be implemented without

consuming extensive staff or hospital resources.

These guidelines should also be used for patients

already receiving care in an intensive care unit

who are not casualties of an attack. Emergency

workers and caregivers, even if asymptomatic,

should probably be given priority for receiving

medical care or prophylaxis to preserve the pool of

available clinicians. However, every effort must be

put forward to ensure non-discriminatory evalu-

ation and treatment, as surveys have shown that the

public believes that influence, wealth, and younger

age impact the rapidity and degree of treatments

given (Blendon et al., 2003; Human Rights Center

and East–West Center (Honolulu), 2005).

Clinicians will feel the need to protect themselves

and their families. Ordinarily, they manage to

balance conflicting obligations between their own

needs, the needs of their families, the needs of their

patients, and communities (Goldrich and Polk,

2004). Suddenly faced with serious risk to them-

selves or to their families, that ordinary balance is

likely to be unavailable. It remains controversial

whether it is ethically permissible to alter a triage

algorithm to protect a clinician’s family members if

they are at less risk than others. However, those who

then do not receive limited resources are likely to

feel and express their outrage.

Quarantine

Clinicians may have to aid in placing entire popu-

lations into quarantine (Gostin, 2003a; Institute for

Bioethics Health Policy and Law, 2003). To com-

plicate matters further, some of these populations

will be made up of people who have been wronged

by their societies and who will be resentful and

mistrustful of authority, including medical author-

ity (Krieger and Birn, 1998; Covello and Sandman,

2001).

Transparent, understandable, and truthful com-

munication about the potential for initiating

quarantine during communicable disease out-

breaks or acts of bioterrorism may alleviate some of

the public’s mistrust in advance. This becomes

absolutely essential when crises strike (Kurland,

2002; Gostin, 2003b; Gostin et al., 2003). Frightened

and desperate people will not understand what is

happening to them nor the reasons for the sacri-

fices of freedom, privacy, and comfort that they are

asked to make. Quarantine may also cause signifi-

cant economic harm to individuals who will lose

their income by missing work. As epidemics or

crises evolve, leaders may need to revise social

distancing strategies, and these ‘‘course changes’’

may further alienate the public and lead to mistrust

and confusion.

The first case outlined at the start of this chapter,

hysteria and misunderstanding within the com-

munity led to the social stigmatization, discrimin-

ation, economic losses, and psychological injury

seen not only in exposed victims but also in those

with potential exposure to the deadly contagion.

Similarly, linking severe acute respiratory syndrome

(SARS) in North America to visitors from China

caused widespread avoidance by the public of Asian

businesses or communities, causing serious eco-

nomic losses. Another example was seen in the

Canadian SARS outbreak, where many people were

denied access to healthcare during the quarantine

process, and consequently some died from treat-

able diseases such as myocardial infarction or

infections. During quarantine, such concerns about

bodily integrity, right to privacy, a commitment to

distributive and procedural justice, due process,

and the right for people to control their own prop-

erty and destiny will emerge (Kass, 2001; American

Public Health Association, 2002).

Clinicians also need to prepare for the medical,

emotional, and logistical challenges that they will

face. Until social and political order can be restored,

a shift in clinicians’ commitments is necessary

during both triage and quarantine from respecting

the fiduciary relationship with a single patient to

minimizing suffering for the largest possible num-

ber of patients in a fair and just manner. While

some experts feel that only public health officers
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and not physicians should act in this broader

‘‘civic’’ role, many others stress that this shift in

commitments to maximize the public’s health is

part of a physician’s professional obligation (Wynia

and Gostin, 2004).

Other ethical issues

As is evident from our description of what clinicians

face in catastrophe, tools to help to deal with the

deepmoral concerns that will arise are as essential as

the medical algorithms for treatment of mass casu-

alties or toxic or infectious exposures. Ethics over-

laps with legal issues (Gostin, 2002; The Turning

Point Public Health Statute Modernization National

Excellence Collaborative, 2003), law enforcement

issues, psychological issues, spiritual issues, inter-

personal issues, social issues, and communication

issues (McKenna et al., 2003). Yet ethics has its

special role to play: to work out what clinicians ought

and ought not to do in the situations in which they

find themselves. Of course, clinicians do not come to

crisis without a good deal of ethical experience and

without their own moral values. Fortunately, ethical

decision making is also facilitated by professional

codes and practices. In other words, while some of

the language of ethicsmay be esoteric, the essence of

ethical deliberation is approachable if considered in

advance and incorporated into preparedness plans.

How should I approach emergency
and disaster scenarios in practice?

Preparing for ethical decision making in crisis must

be part of training for catastrophe. Briefly, this

should include how to identify ethical issues, how

to deal with them, and not least of all, how to

evaluate them in order to improve future moral

performance (Singer et al., 2003). Ethical decision

making requires consideration of the medical, pol-

itical, religious, social, and economic factors that

taken together raise ethical issues. The values of

the community in which they arise contribute as

well to their complexity. So, insofar as possible,

ethical decision making needs an interdisciplinary

approach. No single specialty or point of view can

be adequate.

Many tools for approaching ethical dilemmas in

public health are available (Public Health Leader-

ship Society, 2002). One should be familiar with the

foundational principles of bioethics decision mak-

ing: autonomy, beneficence, non-maleficence, and

justice (Beauchamp and Childress, 2001). Explor-

ation of different moral perspectives like rights

(Uzgalis, 2001), distributive justice (Rawls, 1971),

consequences (Solomon, 2000), and universal ideals

(Koterski, 2000)may enhance ethical deliberation in

situations involving the tension between individual

liberty and the common good. The ‘‘precautionary

principle’’ provides an excellent framework for

sound ethical decision making. It requires trans-

parency of plans and actions, inclusiveness of the

affected population in the decision-making process,

a commitment to accountability, and an awareness

that action, even coercive action, must be taken in

the face of uncertainty when there is a serious threat

to the public welfare (Tickner, 2002; Kayman, 2006).

In crisis, early recognition of the signs of ethical

tension is important. For example, a growing sense

of discomfort or an unwillingness to communicate

openly about a situation suggests that there is likely

an underlying ethical dilemma confounding the

situation. When possible, consultation with a mul-

tidisciplinary team or bioethicist trained in ethical

deliberation is recommended. Those in state, federal,

and international public health leadership positions

should begin a dialogue on how to best encourage

the development of such deliberative bodies, even

for ordinary times. A group including nurses, social

workers, chaplains, administrators, and community

members can provide moral perspective and sup-

port. In the midst of crisis, this may not be possible.

But if it is – and it is advisable to make every effort to

have such a group available – its members will

understand that they must make decisions quickly

with limited, perhaps incorrect, information.

One obvious tension in crisis situations is between

individual rights and freedoms and the public’s

health and common good. It is likely that ethical
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problems will arise anytime that liberty, freedom

of association, and freedom of movement are

restricted. A landmark US Supreme Court ruling

(1905) in Jacobson v. Massachusetts mandates that

coercive public health action must be shown to be

effective, necessary, least restrictive possible, propor-

tional, and impartial. The Public Health Code of

Ethics (Thomas et al., 2002) can also provide guid-

ance for public health officials and clinicians during

catastrophes.

In the second case opening this chapter, another

tension is highlighted: between a clinician’s duty to

treat and preserving one’s own health and safety. As

seen in this case and historically in the plague and

the recent SARS epidemic, clinicians must weigh

the considerable health risks to themselves and

their families against their professional duty to care

for others. The majority of health professionals rise

to the challenge, even risking (and suffering) mor-

tality. Although the original 1847 American Medical

Association’s Code of Ethics stated, ‘‘When pesti-

lence prevails it is [physicians’] duty to face the

danger . . . even at the jeopardy of their own lives,’’

some health professionals now place their own

safety ahead of those patients who need their care.

Because most professional codes emphasize duty

over potential harm to self, healthcare institutions

have an obligation during crises to promote the

safety of and minimize risks to their healthcare

workers. Individual clinicians are urged to consider

in advance how their own moral decision making

can help them to balance professional and personal

obligations.

Retrospective analysis by bioethicists of ethical

issues that emerge during crises, such as the SARS

epidemic, can help to enable better preparation

for future events and is strongly recommended

(Singer et al., 2003). The evaluation in the aftermath

of a crisis might include outcomes indices in vari-

ous population groups, including people from dif-

ferent socioeconomic situations, ethnicities, ages,

and gender. Research efforts by interdisciplinary

teams of policy makers, academicians, healthcare

providers, and community groups should focus,

not only on mortality, but on the incidence of

displaced peoples, of social isolation or quarantine,

of variable economic losses, and so on to help

communities to improve future public health or

management strategies. A recent report (Daniels,

2006) has emphasized utilizing five benchmarks to

address dimensions of equity: exposure of people

to public health risks, inequalities in the distribu-

tion of the social determinants of health; financial

and non-financial barriers to access to care;

inequalities in the benefits for different groups; and

the burden of healthcare cost among those less able

to pay.

The keys to minimizing ethical dilemmas in

times of emergencies and disasters include a basic

familiarity with ethical concepts and tools, and a

recognition that although uncertainty and chaos

can confound all situations, an equitable, trans-

parent, and organized approach can foster trust

and cooperation among large numbers of those

affected. Interdisciplinary planning with clinicians,

the community, law enforcement, public health

officials, and politicians is of paramount import-

ance. Clinicians will be faced with difficult moral

choices favoring the health of the public over the

health of the individual. A commitment should be

made that the response system will be fair, and that

people will have recourse to express their concerns

to formulate improvement.
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Rural healthcare ethics

William A. Nelson and Jared M. Schmidek

A primary care physician that works in a small, remote

hospital diagnoses a patient with lung cancer and refers

the patient to a distant large medical center for treatment.

After several overnight trips to the medical center, the

patient returns to the primary care provider to indicate

that she is no longer willing to travel and wants to receive

care at the small hospital.

A rural psychologist, also a member of the town’s school

board, discovers during a family counseling session that

one of the patients, a schoolteacher, has missed many

teaching days because of a significant alcohol problem.

A family physician treats a long-term patient for a minor

work-related injury. The patient is very depressed and

tearful but refuses to discuss it. The physician encourages

the patient to see a mental health professional to be further

assessed and, if needed, receive treatment. The patient

acknowledges feeling depressed but does not want help. If

people see his truck at the mental health provider’s office,

everyone will know that he has ‘‘that’’ type of problem. The

patient also requests that the physician not make any

reference to depression in his medical record, because his

sister-in-law works at the doctor’s office.

What is rural healthcare ethics?

In A Fortunate Man, Berger and Mohr (1967,

pp. 13–15) provided a deeply compelling portrait of

an English country doctor who lives and provides

care in a remote, rural community: ‘‘Landscapes

can be deceptive. Sometimes a landscape seems to

be less a setting for the life of its inhabitants than a

curtain behind which struggles, achievements and

accidents take place. For those who are behind the

curtain, landmarks are no longer only geographic

but also biographical and personal.’’ Rather than

feeling discouraged by his professional isolation

and stressful workload as a ‘‘one-man hospital’’

and its challenging situations, we are uplifted by

the depth of his relationships and commitment to

the people of a remote community. In this story of

a country doctor, we are taken behind the curtain

to a unique setting, unknown and rarely under-

stood by many who live in metropolitan and urban

settings.

Authors have reported from different countries

that what makes the rural community unique is not

just its small population density or distance to an

urban setting but also the combination of its social,

geographical, cultural, religious, and personal val-

ues as well as its residents’ economic and health

status (Flannery, 1982; Bushy, 1994; Ricketts et al.,

1998; Roberts et al., 1999a; Ricketts, 2000; Gamm

et al., 2003; Kelly, 2003; Institute of Medicine, 2005).

A rural community’s health beliefs, overall health

status, geographic isolation, access to healthcare,

and limited ethics services play a influential role in

the nature and frequency of ethical issues faced by

healthcare professionals as well as in the manner in

which they respond. Rural healthcare ethics focuses

ethical reflection through the application of ethical

concepts and ethical standards of healthcare prac-

tices to challenges that occur in rural settings. A

need exists for the rural setting to be understood as

culturally distinct from the urban setting, which has

been the primary focus of healthcare ethics (Purtilo,

1987; Roberts et al., 1999a; Cook and Hoas, 2001).
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Why is rural healthcare ethics important?

There are four reasons for the importance of con-

sidering rural healthcare ethics. The first reason is

the large number of people living, working, and

receiving healthcare in rural communities. In 2001,

30.4% of Canada’s population lived in rural com-

munities (Canadian Rural Partnership Research and

Analysis Unit, 2002). In the UK, 19% or 9.5 million

people live in rural areas (Department for Environ-

ment, Food and Rural Affairs, 2004). In the USA,

approximately 59 million people, roughly 21% of

the population, live in rural, ‘‘non-metropolitian’’

communities according to the 2000 United States

Census (Institute of Medicine, 2005); however,

variations in the definition and methodologies used

to define rural areas have resulted in several esti-

mates (Institute of Medicine, 2005).

The second reason is the distinctive character-

istics of residents of rural communities. In the USA,

the rural population has a lower median income

per household (US Department of Housing and

Urban Development, 2000) and higher poverty

rates than the urban population (Institute of

Medicine, 2005). In 2000, 23% of US children in

‘‘completely rural, non-adjacent counties’’ lived in

poverty (Economic Research Service, 2005). Rural

residents are also more likely to be underinsured or

uninsured (Ziller et al., 2003), further increasing the

financial hardship of interacting with the health-

care system (Ricketts, 2000). Compared with the

urban population living in metropolitan counties,

residents of the US rural population have a higher

age-adjusted mortality rate (National Center for

Health Statistics, 2005); a higher probability for a

chronic or life-threatening disease (Braden and

Beauregard, 1994); a higher proportion of vulner-

able residents, specifically children and the elderly,

who require more health services (National Center

for Health Statistics, 2001a); higher rates of par-

ticular mental health issues including substance

abuse (Institute of Medicine, 2005) and suicide

(National Center for Health Statistics, 2001b); and

encounter a greater prevalence of environmental

and occupational related hazards (Ricketts, 2000).

A large study of US veterans concluded that, when

compared with urban veterans, those living in a

rural setting have worse health-related quality of

life scores (Weeks et al., 2004). Similar health

inequalities between rural and urban populations

have been reported in other countries, for instance,

in Canada (Romanow, 2002).

The third reason is that there are fewer health-

care providers per capita for rural populations than

for urban populations. About 9% of physicians

practice in rural America although roughly 21%

of the population lives in those areas (Rosenblatt

and Hart, 1999; Institute of Medicine, 2005). These

disparities encompass a wide range of health-

care professionals other than physicians, such as

nurses, social workers, dentists, and, in particular,

mental health professionals (Wagenfeld et al.,

1994; Goldsmith et al., 1997; Holzer et al., 1998;

Rost et al., 1998; Hartley et al., 1999; Bird et al.,

2001; Baldwin et al., 2006; Johnson et al., 2006;

Rosenblatt et al., 2006).

In addition to these three factors shaping the fre-

quency and nature of rural ethics issues, the fourth

reason why rural healthcare ethics is important

is because there are limited ethics resources

focused on rural issues. In the USA, these limita-

tions include the number of bioethicists (Nelson

andWeeks, 2006), a rural-focused literature (Nelson

et al., 2006), ethics committees, adequately trained

ethics consultants, and opportunities for rural

ethics education (Niemira, 1988; Cook and Hoas,

2001; Cook et al., 2002; Nelson, 2004). In addition,

numerous barriers contribute to the lack of existing

or effective ethics committees in rural commu-

nities, including the lack of ethics expertise, time

and financial resources to support ethics training

and education, an understanding of rural commu-

nities, and the use of a urban model for ethics

committees in the rural healthcare facility (Niemira

et al., 1989a, b; Bushy and Rauh, 1991; Moss, 1999;

Cook and Hoas, 2000, 2001; Cook et al., 2000a;

Nelson, 2006). As a consequence of the limited rural

ethics-related resources, rural clinicians are ham-

pered in their efforts to seek rural ethics training,

and, when consulting the clinical ethics literature,
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find that the material has such an urban focus that

it proves unhelpful (Roberts et al., 1999b; Cook and

Hoas, 2001; Cook et al., 2000a). It has been noted

that ‘‘bioethics is an urban phenomenon,’’ because

its focus emanates from large, university, tertiary

care hospitals, and the ‘‘latest hot research topic,’’

all intended for an urban audience (Hardwig,

2006, p. 53).

Ethics

With an understanding of rural healthcare comes

an emerging awareness of the special ethical con-

siderations inherent to clinical practice in closely

knit, tightly interdependent small communities

(Nelson and Pomerantz, 1992a; Bushy, 1994;

Roberts et al., 1999a; Cook and Hoas, 2001; Roberts

and Dyer, 2004). Because of the distinct character-

istics of the rural community, the identification and

solutions that rural practitioners might employ to

address ethical conflicts may differ from their urban

counterparts (Roberts et al., 1999a; Cook and Hoas,

2000, 2001; Nelson, 2004). In a rural setting, for

example, it might be necessary to provide health-

care to a family member, friend, or neighbor;

whereas, in a urban setting, it permits for greater

role separation and clearer personal and profes-

sional boundaries since other healthcare clinicians,

facilities, and more diverse health resources might

exist in more the immediate area (Purtilo and

Sorrell, 1986; Sobel, 1992; Schank, 1998; Roberts

et al., 1999a; Cook et al., 2001; Roberts and Dyer,

2004).

Responses of healthcare professionals to all ethical

conflicts are expected to be in accordance with

generally accepted ethical principles or standards of

practice, such as informed consent. However, com-

munity values inherent to rural settings influence

healthcare decision making, including self-reliance

and self-care; the use of informal supports, such as

neighbors, family, and church members; a strong

work ethic; and a different perception of illness,

where, illness occurs when a person cannot work

(Bushy, 1994). Roberts et al. (1999a, p. 33) com-

mented that these ‘‘Cultural issues . . . sometimes

exert a greater influence on rural than urban

healthcare because local customs and practices

may affect a greater proportion of a caregiver’s

practice.’’ Since identification and solutions to eth-

ical issues in rural areas may differ from urban areas

(Roberts et al., 1999a; Cook and Hoas, 2000, 2001;

Nelson, 2004), rural clinicians may experience

dissatisfaction with professional ethics codes and

ethical standards of practice that are primarily urban

focused (Niemira, 1988; Cook and Hoas, 2000;

Roberts et al., 1999b; Cook et al., 2002) and, in gen-

eral, provide inadequate insight into how the rural

context might influence ethical decision making.

Several articles have suggested that the quality of

care of rural residents might be adversely impacted

because of the limited amount and variety of

available healthcare services and the insufficient

array of healthcare professionals (Moscovice and

Rosenblatt, 2000; Cook et al., 2002; Gallagher et al.,

2002; Weeks et al., 2004). Isolation from specialists

and specialized technological resources force the

provider to make decisions based more on clinical

impression rather than the most up-to-date spe-

cialty knowledge and technology. Some rural pro-

viders believe this compromises the quality of care

they can deliver (Turner et al., 1996; Cook and

Hoas, 2000; Cook et al., 2000b) and the ethical

norms of the medical profession.

Geographic isolation of rural communities might

also give rise to ethical issues. Distance to and

between healthcare professionals and facilities

in rural regions can be extensive, thereby limiting

their accessibility to rural residents (Nelson and

Pomerantz, 1992b; Bushy, 1994; Rosenthal et al.,

2005; Chan et al., 2006). Distance to healthcare

services can be additionally problematic because of

the lack of public transportation, challenging roads,

and weather-related barriers (Cook and Hoas,

2001).

Resistance or refusal to be transferred to urban

and tertiary-care centers through fear of the

unfamiliar urban setting is not uncommon among

rural patients (Nelson and Pomerantz, 1992a). This

resistance or refusal leaves many rural clinicians

conflicted because a competent patient refuses
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care that the clinician believes is essential. Related

ethical conflicts include how aggressively the clin-

ician should attempt to persuade a patient to seek

treatment in a distant, urban medical center. If the

patient maintains their refusal, the clinician must

address the burden by providing, presumably, less

than an optimal level of care. This ethical issue is

accentuated by legal concerns when professionals

believe they are practicing outside their scope of

competence (Roberts et al., 1999b).

Overlapping or multiple relationships can influ-

ence and become the source of many ethical con-

flicts faced by rural healthcare professionals.

Because healthcare clinicians might have multiple

roles within the community, for example as a

physician, as a school board member, and as a

neighbor, relationships with patients in rural set-

tings might foster boundary-related ethical con-

flicts (Purtilo and Sorrell, 1986; Miller, 1994; Roberts

et al., 1999a, b; Cook and Hoas, 2001; Cook et al.,

2001; Larson, 2001). However, disengagement of the

provider frommultiple relationsmay lead to a sense

of rejection, a lack of trust, and produce a less

productive clinical relationship (Cook and Hoas,

2001). Rural clinicians might experience ethical

conflicts since they routinely try to balance com-

peting needs, such as that of the individual patient

versus the community.

Because of the familiarity and frequent contact

among healthcare professionals with patients, their

families, and other community members, rural

healthcare providers might often face situations

that make privacy and confidentiality difficult

(Woods, 1977; Spiegel, 1990; Jennings, 1992; Sobel,

1992; Ullom-Minnoch and Kallail, 1993; Rourke

and Rourke, 1998; Schank, 1998; Roberts et al.,

1999a, b; Simon and Williams, 1999; Glover, 2001;

Cook et al., 2002; Campbell and Gordon, 2003)

resulting in ethical conflicts (Simon and Williams,

1999; Henderson, 2000). For example, healthcare

facilities are one of the largest employers in some

small towns, so it is not uncommon for a patient’s

relative or neighbor to be a member of the health-

care professional’s staff or even the billing clerk

who records diagnoses.

Disease stigma might lead to ethical conflicts

because of the extent of knowledge rural residents

have about one another (Roberts et al., 1999a).

Clinicians may be reluctant to record in a medical

record a stigmatizing diagnosis, such as HIV, a

mental illness, or a sexually transmitted disease.

Rural residents may be uncomfortable with the

prospect of disclosure of such information to the

clinician or may not seek necessary care (Flannery,

1982; Purtilo, 1987; Nelson and Pomerantz, 1992a;

Bushy, 1994; Ricketts et al., 1998; Ricketts, 2000;

Kelly, 2003).

Policy

Rural populations are a critical concern in discus-

sions of the provision of an appropriate standard of

care, health disparities, and the allocation of gov-

ernment healthcare resources in many countries,

including the UK (Cox, 1997), Canada (Romanow,

2002; Maddalena and Sherwin, 2004), and the

USA (Institute of Medicine, 2005). For instance,

in the USA, the Institute of Medicine’s report

Quality Through Collaboration: The Future of Rural

Health Care outlined a five-point strategy and

made 11 recommendations regarding the quality of

healthcare provided to or in rural populations

(Institute of Medicine, 2005, pp. 1–18). The recruit-

ment and education of physicians and other

healthcare professionals to rural areas are recog-

nized in many countries as particularly significant

policy concerns. Strategies have been developed to

address these needs of the vulnerable rural popu-

lation (Cox, 1997; Boffa, 2002; Romanow, 2002;

Institute of Medicine, 2005).

Since healthcare policy is regionalized in Canada,

ethics committees to aid governing authorities

exist to provide specialized reviews regarding

research, clinical, or organizational ethics issues

(Maddalena and Sherwin, 2004, p. 235). Ethics com-

mittees that help to supplement rural and remote

health authorities face challenges and might even

not exist owing to geographical isolation, the lack of

adequate trained members, and insufficient finan-

cial support. Some authorities utilize the services of
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an urban ethics committee; however, such a

committee is unable to take into account the

rural perspective (Maddalena and Sherwin, 2004,

pp. 235–7).

Empirical studies

Various studies have identified ethical issues

encountered in rural settings in the USA (Purtilo

and Sorrell, 1986; Robillard et al., 1989; Ullom-

Minnich and Kallail, 1993; Turner et al., 1996;

Roberts et al., 1999a, b, 2005; Cook et al., 2000a, b,

2002; Cook and Hoas, 2000, 2001; Warner et al.,

2005). The commonly noted ethical issues arising in

rural communities included safeguarding confi-

dentiality and privacy, boundary conflicts due to

overlapping relations, access to healthcare services,

allocation of healthcare resources, inability to pay

for healthcare, disease stigma, clinician–patient

relationship, informed consent, and community

cultural value conflicts. In India, another study

explored patient satisfaction with medical profes-

sionals’ ability to communicate medical infor-

mation among hospitalized patients between urban

and rural settings (Sriram et al., 1990). Although

these studies provide an understanding of ethical

issues occurring in rural settings, the generaliz-

ability of four studies (Purtilo and Sorrell, 1986;

Robillard et al., 1989; Turner et al., 1996; Ullom-

Minnich and Kallail, 1993) are limited since many

had a small sample size, a low response rate, or

were conducted in limited geographic locations

(Roberts et al., 1999a, p. 31). These limitations have

continued in other studies.

Cook and others have noted differences between

the availability, frequency, and competency of rural

ethics committees (Cook et al., 2000a). A survey of

117 rural hospitals, mainly of administrators, in

six states in the USA found that only 41.2% of

the hospitals had an ethics committee or similar

mechanism. Data suggest a predictive relationship

between the size of the hospital, the presence of

an ethics committee, and accreditation from the

Joint Commission on Accreditation of Healthcare

Organizations.

In a literature review using an established meth-

odology for conducting literature searches, Nelson

and others found that despite initially identifying

57 000 articles broadly related to bioethics pub-

lished between 1966 and 2004, only 86 publications

specifically and substantively addressed rural

healthcare ethics issues, with 55 of the publications

related to the USA, including seven original

research articles (Nelson et al., 2006).

Using members of the American Society for

Bioethics and Humanities (ASBH) as a represen-

tative cross-section of professional resources for

healthcare ethics, Nelson and Weeks (2006) ana-

lyzed how ASBH members were distributed along

the rural–urban continuum. The ratio of ASHB

members to urban hospitals is about one in three,

whereas in rural hospitals the ratio is one to one

hundred. The ratio is even more dramatic when

using hospital beds as the denominator. Using

various comparisons, the authors consistently

found that ASBHmembers are underrepresented in

rural settings compared with urban settings, sug-

gesting that the availability of professional bioe-

thical resources may be inadequate in rural

settings.

How should I approach rural healthcare
ethics in practice?

Rural clinicians respond to ethical challenges

based on their personal beliefs and experiences,

community values, and/or their understanding of

ethical guidelines. The quality of care a patient

receives can be greatly influenced by the clinician’s

response to ethical challenges. Several strategies

are suggested to support the efforts of rural clin-

icians in addressing ethical challenges.

� Rural clinicians can acquire an understanding

of healthcare ethics, including an awareness of

basic ethical standards of practice. Ethical stand-

ards are generally accepted guidelines to help to

guide responses to common ethical conflicts.

Even though these guidelines may lack a specific

rural focus, they can provide an important
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foundation for how to respond to ethical chal-

lenges. Ethical standards can be found in a

wide variety of sources, such as, the American

Medical Association Ethics Manual (American

College of Physicians, 1998), professional codes

of ethics (American Psychiatric Association,

2006), and position papers. Articles covering

ethics are regularly published in medical and/or

ethics specialty journals.

� Rural clinicians can develop a network of col-

leagues who can be consulted to provide support

or advice regarding ethical challenges (Cook

et al., 2000a). Another clinician’s perspective,

outside the immediate clinical situation, might

provide insight, clarity, and supportive advice

(Roberts et al., 1999b).

� Rural clinicians can identify healthcare ethicists

to provide consultation and training. Despite the

general lack of trained ethicists that live or work

in rural settings (Nelson and Weeks, 2006), many

are available through the telephone, Internet,

or tele-health programs. Most academic-based

ethics centers have websites that can provide

ethics resources. The development of networks

with ethicists and clinicians can alleviate a sense

of isolation (Roberts et al., 1999b).

� Rural clinicians can identify those healthcare

facilities with an ethics program or committee.

Many committees do exist at small rural facil-

ities, which could provide case consultation and

education programs that might serve as a useful

resource.

� Rural clinicians can collaborate with a network

of clinicians, ethicists, and ethics committee

members to proactively draft and disseminate

ethics practice guidelines for recurring rural

ethical conflicts. The process may seem time

consuming, but the process can diminish future

conflicts. Such an effort can also be facilitated

through formal, established professional groups.

� Rural clinicians can develop and implement

community-wide educational programsonhealth-

care issues, such as end of life decision making,

privacy, and confidentiality, to foster community

understanding of basic ethical concepts in

healthcare. Educational events can be facilitated

in collaboration with community leaders, such

as clergy (Cook and Hoas, 2000, 2001). Clinicians

can also develop pamphlets delineating their

ethical standards of practice to complement dis-

cussions. Proactive initiatives can foster a com-

munity understanding by utilizing a ‘‘preventive

ethics’’ approach (Forrow et al., 1993).

� Rural clinicians can encourage healthcare educa-

tion conference planners at regional or national

professional meetings to include a focus on rural

issues (Roberts et al., 1999b). These meetings can

provide an opportunity to engage with others

concerning rural healthcare.

� Rural clinicians can actively participate on com-

mittees of national or international professional

organizations that establish standards of care to

ensure that a rural perspective is recognized.

� Rural clinicians can work with professional

organizations, such as the National Rural Health

Association, to advocate for adequate rural

healthcare resources from government agencies.

The cases

All healthcare professionals must address ethical

challenges. The clinician in each case must address

ethical challenges that are inherent to the rural

context and are familiar to all rural clinicians.

In the first case, limitations of resources gener-

ated healthcare access and quality of care concerns.

The rural physician referred the patient to improve

clinical care. However, the patient declined the

specialized care because of the travel distance,

possibly challenging roads, and the lack of her

normal support system at the urban medical

facility. After disclosing to the patient his clinical

limitations as a non-specialist, the rural physician

ought to provide the needed care. The physician,

ethically, cannot refuse to provide care to the

patient. To enhance quality of care of the patient,

the physician should seek consultation with spe-

cialists for guidance, possibly by the usage of
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colleagues, professional organizations, or the Inter-

net to create a consultation network. Proactively,

physicians should educate their patients and the

community about rural health issues, including the

need of access to specialized care, and they should

work with local social service agencies to diminish

the barriers to receiving care in distant communities.

In the second case, competing professional obli-

gations, as a physician and as a school board

member, force the clinician to weigh whether or not

to take administrative action against a teacher

based upon privileged medical knowledge. There

are no easy resolutions in this case; however, the

patient did come to the psychologist to address

family relationship issues. The psychologist should

pursue a suitable treatment of the patient’s alcohol

problem and avoid using the information ascer-

tained in the counseling session as a school board

member. The situation could change if, the psych-

ologist believed, students were harmed by the

teacher’s alcohol problem. Proactively, healthcare

professionals should discuss over lapping relation-

ships with all patients prior to providing healthcare.

As in this case, there also needs to be a clear

understanding with all school board members on

ways to separate or diminish conflicting roles.

In the third case, the physician should encourage

the patient to seek needed mental healthcare in the

nearby community or in a more distant community

where his truck may not be recognized. If the

patient still continues to be unwilling to seek the

needed specialized care, the family physician

should attempt to address the mental health con-

cerns using mental health colleagues to provide

guidance on an adequate course of treatment. The

concern of the patient regarding charting of the

depression is reasonable because of the nature of a

small, close-knit community. The physician may

consider keeping personal notes out of the medical

record. The physician should implement a privacy

and confidentially protocol that includes discus-

sions with patients only behind closed doors,

keeping all records locked, and only sharing patient

information and records with those that have a

‘‘need to know.’’ The physician should proactively

educate staff about the importance of privacy and

the associated problems, including how breaches in

confidentiality can be detrimental to care. Phys-

icians can work collaboratively with mental health

professionals using a single clinic to avoid stigma

(Roberts et al., 1999a; Roberts and Dyer, 2004).
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Community healthcare ethics

Kyle W. Anstey and Frank Wagner

Staff in a community care agency provide service to an

elderly, but capable, woman in her home. This woman is

cared for by her son, who the staff believes is neglectful. The

home care staff believes that the neglectful son is not

providing adequate support to his mother while at the

same time enjoying many financial benefits (e.g., rent and

food) in this living arrangement. Further, the pair lives in a

‘‘rough’’ area of the city and staff has witnessed the son

both purchasing from, and having loud arguments with,

local drug dealers. The staff are concerned about their own

and their client’s safety and feel distress in relation to the

situation each time after they visit the home; yet within

their organization there exists no tools for them to discuss

or work through the ethical issues faced in this situation.

What is community healthcare ethics?

Community healthcare ethics can be defined as an

endeavor to promote the sector’s philosophy of

supporting clients’ independence and ongoing

integration (or reintegration) in their community. It

does so by providing a unique view that is sensitive

to how client’s self-determination may be affected

by the distinct supports offered by the sector, and

the different settings they are provided in.

Such a definition is not unproblematic, as com-

munity healthcare ethics is ill defined: it lacks the

rich literature, dedicated educational programs

and professional roles, codes, and policies that treat

ethical issues in institutional clinical practice.

Thousands of articles have been published on the

latter, which is also considered in many dedicated

journals. In North America, clinical ethics education

is frequently incorporated into the training of phys-

icians and nurses, many of whom will later work

hospitals with established ethics programs led by

clinical ethicists. By comparison, our review of the

literature shows that there is little scholarship

available on ethical issues in community healthcare.

There is no journal dedicated to this topic, and less

than 100 peer-reviewed articles on this subject.

Outside of the community care sector in the greater

Toronto area (GTA) that we will focus on in this

article, there are very few programs that include

ethics training for community care staff such as

personal support workers. Even fewer homecare

organizations have established ethics policies,

programs, or committees, and to our knowledge,

none of these has its own ethicist.

One might question whether these differences

demand a distinct analysis for community care and

argue that institutional clinical ethics resources can

continue to be applied as patients move from

hospital or clinic to home. This position fails to give

sufficient weight to the marked difference between

these sectors with respect to philosophy of care,

resulting range of supports, and, most importantly,

setting of care provision. Institutional clinical care

is focused on treatment, with a curative goal. As

noted, the philosophy of community healthcare

focuses on independence and ongoing integration

(or reintegration) of clients in their community.

We will not explore the ethical significance of

the contrast between these ‘‘medical’’ and ‘‘social’’

models of care here, as this is well examined by

theorists in areas of inquiry such as disability
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studies. However, it is important to acknowledge

that these philosophies and the care provision

that follows are not mutually exclusive: indeed,

institutional clinical practices are essential to

community healthcare. Clinical treatment may be

necessary before a client can make use of com-

munity care supports, and may be essential to their

bodily, person, and social-level functioning. Fur-

ther, community care itself offers specialized care

as found in acute clinical settings, such as dialysis,

ventilator care and tube feeding, laboratory ser-

vices, and physical and speech therapy. Addition-

ally, however, community care also offers a myriad

of distinct services that include personal care,

homemaking and shopping assistance, repair and

maintenance services, transportation, adult day

care, and respite care. This complex combination

of formal and informal care, and multiple non-

health issues such as family dynamics, safety, and

housing, creates ethical dilemmas that are not

suitable for analysis or resolution using an ethical

framework based on an institutional model.

Why is community healthcare ethics
important?

The provision of services in the setting of the cli-

ent’s home (rather than the institution-based care

described at the start of this chapter) itself creates

ethical issues. The case illustrates a frequent scen-

ario facing personal support workers: other people

sharing the home setting (in this case, the son)

may have a vested interest and benefit materially

from the client continuing to be cared for at home.

Further, the location of the client’s home in the

community is intimately related to the safety issues

facing the workers who provide this assistance.

Such examples of the significance of setting suggest

that ethical approaches used in institutional clinical

care cannot simply be transposed from hospital to

community care.

There is clearly a need for a great deal of work on

the significance of setting in community ethics.

Indeed, some of the small body of literature avail-

able on community care ethics treats this topic

(Liaschenko, 1996; Aulisio et al., 1998). Yet, beyond

addressing the lack of community ethics literature,

there is a pressing need for resources to aid com-

munity care staff in supporting their clients in

the community. There has been an observed

increase in the number and complexity of ethical

dilemmas in the homecare sector (Committee to

Advance Ethical Decision-Making in Community

Health, 2001). Faced with an increasing number

of complex cases and ethical dilemmas, there is

evidence that staff in the homecare sector are

experiencing considerable moral distress, which

is commonly defined as an inability to translate

moral choices into moral action (Elpern et al., 2005:

523; Rushton, 2006, p. 161). Evidence suggests that

the experience of moral distress in community

care may be having an impact on the recruitment

and retention of workers in the sector (Wojtak,

2002, p. 70).

The prevalence of these issues and the asso-

ciate outcomes like moral distress are plausibly

explained in part by a general increase in caseload

and complexity. This results from a number of

interrelated factors, including increased pressures

from governments and payers worldwide to move

from institutionally based healthcare to less-

expensive community-based care. Increasing pro-

portions of the population are aged, with chronic

conditions, and continue to live at home depend-

ent on in-home and community services. The

impact of medical technology combined with a

trend toward reduced length of stay (and subse-

quent earlier discharge of non-compliant and/or

complex cases from hospital without effective

communication with patient, family, or commu-

nity support agencies) contribute to further dis-

tress. Furthermore, the related tendency toward

‘‘silo-ing’’ – the perception on the part of many

decision makers in these institutions that their only

responsibility is for care delivered in their own

setting – leads to increased isolation for patient and

caregivers after discharge.
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How should I approach community
healthcare ethics in practice?

To support their community-based staff in dealing

with such complex issues as raised in the case

above, the Toronto Community Care Access Centre

and other community organizations in the GTA

have formed innovative partnerships, and trialed

an ethics toolkit for ethical decision making in

community healthcare. We describe this toolkit,

and the strategic community engagement process

that informed it, in detail below. Our aim in doing

so is to share with other community care sectors a

common approach for their workers to identify,

analyze, and address ethical issues arising in their

service delivery, with the intention of improving

client care and staff experience.

The main components in this community-based

approach to ethics issues are: (i) a strategic com-

munity engagement process, (ii) a code of ethics,

(iii) a decision-making worksheet, and (iv) ethics

case documentation, review, and evaluation tools.

A strategic community engagement
process

Since most bioethical decision-making resources

are based on hospital cases and in hospital settings,

the development of this approach began by letting

those forming the community articulate their own

experience with the unique community-based

ethical dilemmas and decide what resources were

important to support their work in this area.

A strategic community engagement process was

developed to identify specific issues facing workers

in the sector and to address the need to build

organizational ethics capacity to meet these chal-

lenges. In this way, the initiative was grassroots

based, and the decision-making tool was grounded

in the values of the community.

Most homecare organizations in the GTA com-

munity sector lack the resources necessary to mount

their own ethics initiatives. However, many organi-

zations in the sector indicated a real willingness

to cooperate in developing common tools and

education for their staff. A joint research project to

identify the major ethical issues facing their front-

line staff was commissioned in 2001. The project

included a literature review, as well as a question-

naire and oral interviews with over 200 staff and

representatives from 45 agencies (over half of

the interviewees were front-line workers). Analysis

of responses revealed seven major categories of

ethical issues faced by community health workers:

� making choices

� allocation of financial resources

� workplace demands

� environmental factors

� client safety

� worker safety

� consent.

These project results served as the catalyst for

formalizing cooperation between the participating

agencies and led to the establishment of the GTA

Community Ethics Network in October 2005. This

network has continued and developed a mission to

provide the resources, coordination, and support

necessary to advance the practice of ethics among

its 30-member health service agencies. Regular

meetings of agency representatives provide a sup-

portive forum for members facing difficult ethical

issues, as well as for coordinating and resourcing

joint initiatives and tools for their staff. We are

not aware of any other comparable collabora-

tion between community agencies in Canada, or

worldwide.

A code of ethics for community health

The Code of Ethics for Community Health resulted

from a working group round-table discussion

attended by approximately 200 people from 40

community-based provider agencies, and it was

finalized in September 2003. The result was an

agreed code that expresses in lay terms common

values of the community sector members. A total

of 10 principles are articulated in the code

(Figure 39.1). These principles provide staff with
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Figure 39.1. The Code of Ethics of the Community Health and Support Sector of Toronto.
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relevant concepts that help them to identify and

articulate ethical issues and conflicts based on a

common language within the community context.

A decision-making worksheet for
community health

The third major component of the toolkit is a

decision-making worksheet also designed, piloted,

and modified with the input of over 200 frontline

staff. The worksheet is a step-by-step field tool to be

used by a staff member who is faced with an ethical

dilemma out on a home visit or in another com-

munity setting. It is introduced to staff as part of a

three-part training process that includes: (i) helping

staff to discern true ethical dilemmas, (ii) provid-

ing tools and resources on how to deal with the

dilemma, and (iii) confirming a commitment on

behalf of the employer organization to provide

supports and resources should the workers need

help. The worksheet comprises four key sections or

steps that are identified by the acronym ‘‘IDEA,’’ to

aid memory:

I identify the facts

D determine the ethical principles in conflict

E explore the options

A act on your decision and evaluate.

Ethics case documentation, review, and
evaluation tools

Toolkits are ultimately only significant if they

change the behavior of the staff and organizations

that make use of them. A system of case docu-

mentation is now being trialed among members

of the Community Ethics Network to provide the

measurement necessary to evaluate whether this

common approach will achieve its goal of enhan-

cing practice around ethical decision making in the

community health sector.

The Clinical and Community Ethics Database

(CCED) allows ethics cases to be documented,

reviewed, and potentially evaluated in a secure

environment. Data fields are grouped and may

further structure and focus discussion, within the

categories of the IDEA worksheet. Additionally, case

reports can be generated in this format, and

stripped of identifying fields to help to facilitate the

sharing of case knowledge between organizations.

Moreover, the database can report on trends across

cases related to volume of consults, the time spent

conducting them, as well as client demographic

information. For example, an organization could

query how many times it dealt with cases of family

neglect and/or safety as described in the case above,

the time spent conducting them, and what groups

or individuals among its staff tended to refer them

for consultation. All organizations within and out-

side the Community Ethics Network can freely use,

modify, and distribute this open-source database.

The network has also initiated a follow-up case

review process to facilitate and guide discussion

about these documented cases, and to support staff

decision-making processes by using these collected

cases as a basis for new staff educational materials.

There is considerable need for such material, as our

literature reviews have produced mainly hospital-

based case examples that do not reflect the unique

variables of community care.

Cases and ethical consults documented via the

CCED will provide a significant component for the

development of materials for informal and formal

education of community sector workers. Informally,

they will serve as a reference point in debriefing

affected staff through individual case reviews and

for conducting discussions with wider staff groups

likely to be affected by similar issues. In the educa-

tion sector, documented cases will be incorporated

into the formal education of nursing degrees and

training for personal support workers as a result

of a partnership between the Community Ethics

Network and a local community college (George

Brown College). This initiative will reinterpret and

reformat the case-based materials developed by
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community workers to contribute to the develop-

ment of formal educational material that is part

of the Community Ethics Network strategic plan.

Specifically, the material will focus on the inter-

professional learning required to ensure appropriate

ethical decision-making process by these and other

workers in the community sector.

How should I approach community
healthcare ethics in practice?

The cooperation of the GTA community sector has

permitted the development of unique resources to

support community healthcare staff as they face an

increasing volume and complexity of moral issues.

Beyond beginning to address the resulting moral

distress staff may experience, the partnerships,

tools, and processes of the GTA community sector

are also important for addressing an altogether

different type of pressure: namely, that brought by

changing healthcare accreditation standards.

The Canadian Council for Health Services

Accreditation (CCHSA) has expressed concern

about the ability of small homecare organizations

to build and maintain capacity in ethics (Murphy,

2006). The unique partnership of the Community

Ethics Network addresses this concern by pooling

resources so that all organizations have access to

the same robust set of tools.

Furthermore, some of these tools are themselves

relevant to accreditation, as the CCHSA is begin-

ning to move beyond requiring mechanisms for

conducting case consultations toward review of

their results, and the impact of these outcomes for

ethics services (Murphy, 2006). As noted above, the

CCED collects the necessary information on service

delivery for such evaluation research, which to date

has never been conducted with community agen-

cies, and very little among clinical ethics support

services (Slowther et al., 2001).

The CCED and other components of the toolkit

will be of use in other regions. Indeed, some

teaching hospitals in Toronto as well as in other

parts of Ontario and Canada have used the toolkit

to assist in the education of their staff. These

resources can be freely used with appropriate

attribution, and downloaded from the Community

Ethics Network website at: http://www.utoronto.

ca/jcb/ethics/cen.htm

While the network’s tools will be of use to indi-

vidual homecare organizations, it is important to

emphasize this partnership itself as a model for

collaborative approaches to ethical issues facing

other catchment areas. Again, this network pro-

vides a forum that enhances organizational cap-

acity to review difficult cases that arise, and the

resource pool required to further develop and

teach new educational materials.

The case

The case illustrates the significant ethical issues

arising from the delivery of community health ser-

vices unique to the community healthcare setting.

Using the ethics toolkit, the community care staff

member first used the IDEA framework to collect

the relevant facts, including the perspectives of the

client on the situation. The client consistently

maintained that she was quite happy with the

quality of her life, and that she had absolutely no

desire to be placed in a long-term care facility. While

she acknowledged that her son was ‘‘not perfect,’’

she did not feel neglected or abused, and found

comfort in having a familiar face around the house.

Directed by the worksheet to reflect on her own

emotions, feelings, and values about the situation,

the staff member felt that the son’s motives and the

impact of his choices on client’s quality of life was

her primary concern. His criminal behavior was an

issue for her more for this reason than for her

own personal safety. Nevertheless, directed by

the worksheet to examine the Code of Ethics in

articulating the values in conflict (step 2), she

felt reassured by the code’s allowance for service

being withdrawn where, after all options have been

considered, employee safety remains comprom-

ised. Further, the code emphasized the need to

respect choices that capable clients like this elderly
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woman make about their care plan, but to seek

guidance in situation where clients like this elderly

woman may be at risk. A district supervisor was

involved, and together they determined that there

was a conflict between their perception of the

quality of the patient’s life and her own. Given that

the client was capable, and the staff member had

informed her of the provider perspective on the

potential consequences of her son’s behavior and

dependency (e.g., possibly not receiving service,

danger in the home), the staff decided to respect

the client’s decision to live at home.

Next, the staff member took action (step 3 and

step 4) and communicated her respect for the cli-

ent’s decision to her and her son. At this time, she

also communicated to the son that he must offer the

resources necessary to provide quality care to his

mother, and that his capacity to do so would be

evaluated. Further, he was informed that legal

action would be taken if evidence of abuse was

encountered in the future; that he could relinquish

his role as caregiver if he wanted; or that staff would

help to educate and support him in meeting his

mother’s medical and dietary needs. The son agreed

to these conditions.
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SECTION VII

Using clinical ethics to make
an impact in healthcare





Introduction

Susan K. MacRae

A recent study was done in Canada to identify

what clinical ethicists felt were the top 10 clinical

ethical challenges facing Canadians in healthcare.

(Breslin et al., 2005; Table VII.1).

What is clear from this list is that many of these

ethical issues are core to challenges of healthcare

more broadly today. While this study was con-

ducted in Canada, it is likely these same challenges

may be similar in other healthcare systems, at least

in the developed world.

Clinical ethics is a comparatively recent endeavor

in healthcare, but despite its relative newness it

provides an ideal model for initiatives that can

impact healthcare because of its inherent interdis-

ciplinary make-up and its unique capacity to impact

care across the healthcare spectrum from ‘‘board-

room to bedside.’’ While clinical ethics offers this

unique perspective to address healthcare problems,

it is often missing from the meetings where signifi-

cant system-wide decisions are made. Many deci-

sion makers miss the key point that much of

healthcare is grounded in values and many of the

solutionsmay be found in the ethical field of inquiry.

The most likely reason for this absence of clinical

ethics at the decision tables in healthcare is related

to the still developing nature of this work. What the

chapters in this section show, however, is that per-

haps clinical ethics is ‘‘coming of age’’ and is

beginning to make serious arguments to the

healthcare community about how its activities and

frameworks can offer useful, real-world contribu-

tions to help to guide system decision makers,

healthcare professionals, and the public.

In Ch. 40, the authors outline the importance of

systems thinking in the practice of clinical ethics

with the goal of impacting the overall professional

and organization ethics culture and accountability

of hospitals and other healthcare settings. The

authors built their chapter around a challenge by

Singer, Pelligrino and Siegler from their 2001 article

‘‘Clinical ethics revisited,’’ who stated that the

two significant challenges in the field of clinical

ethics for this decade are (i) for clinical ethics

practice (consultation and committees) to integrate

clinical ethics work into the culture of health care

organizations and (ii) to improve organizational

accountability for clinical ethics. The authors take

this challenge and offer systems thinking as an

important response to these problems by arguing

that clinical ethics must focus more on the

underlying systems factors that give rise to many

of the ethical concerns in healthcare rather than

focusing only on cases and acute situations. The

three authors provide leadership to major clinical

ethics programs in Canada, the USA, and the UK

and have each independently evolved to this sys-

temic approach to clinical ethics. In this chapter,

they describe their reasons for and experience with

this approach. At the end of the chapter, the

authors highlight their own top 10 leading practices

in applying systems thinking to clinical ethics.

Chapter 41 reviews four innovative strategies that

may improve clinical ethics effectiveness in

healthcare organizations: (i) the hub and spokes

model for clinical ethics service delivery, (ii) lead-

ership and management skills training for clinical
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ethicists, (iii) ethics strategic planning and (iv)

evaluation of clinical ethics services based on pro-

cess indicators. These innovations were developed

in the ‘‘laboratory’’ of the University of Toronto

Joint Centre for Bioethics, where 15 healthcare

organizations and 25 bioethicists collaborate across

a broad spectrum of health care organizations

(from acute care, home care, specialty hospitals,

and a genomic institute) to model, pilot, test, and

share innovations in clinical ethics service and

practice. This chapter reviews these innovations in

the context of clinical ethics effectiveness. In so

doing, they give a brief history and outline some of

the complexities involved in evaluating clinical

ethics effectiveness. They make a further point that

the unique patient populations, variability of ethics

capacity in any given institution, and the different

missions and values of different organizations will

demand that ‘‘some component of evaluating

clinical ethics effectiveness will necessarily [be]

context-dependent.’’ Nevertheless the authors

challenge us to take this notion of effectiveness

seriously, as ethics is increasingly recognized as an

important component of high-quality clinical care

and valued strongly by patients and their families.

In Ch. 42, the authors tackle the challenge of

bioethics teaching in clinical practice and advocate

for a clinician–teacher approach. The authors

intend the chapter to encourage clinician–teachers

to accept the important responsibility of teaching

bioethics and to provide them with some practical

advice. While the focus in this chapter is on med-

ical students and medical residents, the authors

acknowledge that a similar clinical approach

applies to teaching other clinicians, such as nurses.

The authors organize their chapter around five

questions for the clinical teacher. (i) Why should I

teach? (ii) What should I teach? (iii) How should I

teach? (iv) How should I evaluate? (v) How should

I learn? The authors review the importance of a

bedside or case-based approach as a way to cap-

ture the interest of the clinical audience. The

authors quite extensively review various evaluation

strategies for clinical training, including in-training

evaluation reports, chart audits, objective struc-

tured clinical examination using standardized

patients, multiple choice examinations, and short

answer or essay examinations. Finally, the authors

encourage clinicians to seek continued and further

education for themselves if they are to teach bio-

ethics as a specialized skill. The authors provide an

extensive list of bioethics teaching resources in an

appendix at the end of the chapter.

This section is a limited examination of only a

few innovations in clinical ethics that strive to

make an impact on the healthcare system. There

are others in the field working toward the same

goal. Perhaps it is now time for those individuals

Table VII.1. The top 10 ethical challenges facing Canadians in healthcare

Rank Scenario Score

1 Disagreement between patients/families and healthcare professionals about treatment decisions 113

2 Waiting lists 102

3 Access to needed healthcare resources for the aged, chronically ill, and mentally ill 89

4 Shortage of family physicians or primary care teams in both rural and urban settings 82

5 Medical error 76

6 Withholding/withdrawing life-sustaining treatment in the context of terminal or serious illness 56

7 Achieving informed consent 43

8 Ethical issues related to subject participation in research 40

9 Substitute decision making 38

10 The ethics of surgical innovation and incorporating new technologies for patient care 21

From Breslin et al., 2005.
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interested in clinical ethics as a vehicle for quality

improvement and influence in healthcare to col-

laborate and share lessons and strategies. There are

considerable opportunities to further research

and gather evidence to demonstrate how changing

the ethical culture in healthcare can make a sig-

nificant impact to the current problems we face in

healthcare.
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Clinical ethics and systems thinking

Susan K. MacRae, Ellen Fox, and Anne Slowther

A health region, with multiple hospitals and community

healthcare organizations, is faced with increased pressures

to improve the ethical care of patients and improve staff

experience across the system. Currently the patient satis-

faction scores at many of the sites are quite low and recent

Health Commission inspections in some hospitals have

highlighted management of consent issues and patient-

centered care as areas of major concern. The staff ’s morale

is waning and moral distress seems to be increasing. The

CEO of the Strategic Health Authority believes that clinical

ethics could potentially make a significant difference to the

overall culture of the system but feels that the existing

mechanisms are not that effective. She begins to consult

with experts in the field to discuss how clinical ethics can

help her to improve her health system.

‘‘ABC Health Care’’ has an established clinical ethics

program that performs a variety of functions including

case consultation, education, policy work, and scholarly

writing. Although ABC has received positive accreditation

ratings relating to clinical ethics, many within ABC –

including both administrators and clinical staff – have a

general sense that ABC’s current clinical ethics program

may not be fully addressing the organization’s needs. For

example, the program tends to focus on a narrow range

of ethical concerns, mostly related to high-profile acute

situations in the intensive care and emergency units. In

contrast, staff experience a much broader range of ethical

issues in their work day to day, and many issues and areas

go unserved. Although the clinical ethics program devotes

many hours to ethics consultation, similar ethical issues

continue to recur again and again. At times, ethics

program staff seems more concerned about philosophical

questions and principles than about the practical realities

experienced by patients and healthcare staff. Overall, the

clinical ethics program’s impact on everyday behavior or

on organizational culture is unclear, and no measures exist

to evaluate the program’s effectiveness. The CEO feels

strongly that the clinical ethics program should be held

accountable for its effects on the system (or lack thereof). He

looks to other organizations for models of how clinical

ethics programs can be used to make systems change.

What is systems thinking in clinical ethics?

According to Silverman (2000), systems thinking

‘‘is concerned with the key interrelationships,

structures, and processes that control and monitor

behaviour . . . With systems thinking, the focus is

not on individuals as objects of improvement, but

rather, on examining interrelationships, commu-

nications, ongoing processes, and underlying

causes of behaviour with an eye towards changing

interactions or redesigning the system to produce

different behaviours.’’

In the healthcare arena, systems thinking has

been increasingly evident since the late 1980s

(Berwick, 1989). Don Berwick, President of the

Institute for Healthcare Improvement in the USA,

has been instrumental in instilling the concept,

now well recognized in healthcare, that ‘‘every

system is perfectly designed to achieve the

results it achieves’’ (Berwick, 1996). Also in the

USA, the major organization that accredits
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healthcare organizations – the Joint Commission

on Accreditation of Healthcare Organizations

(JCAHO) – adopted a new set of Principles of

Organization and Management Effectiveness in

1989 that strongly emphasized a systems approach

to continuous quality improvement in patient care

(JCAHO, 1991).

Unfortunately, clinical ethics has not caught on

to this trend toward systems thinking in healthcare.

To the contrary, clinical ethics has continued to

focus more on the particulars than the general:

more on, for example, reacting to acute situations

on a case-by-case basis than on identifying and

addressing the underlying systems factors that give

rise to many of the ethical concerns in healthcare

(Silva, 1998).

Why is it important to apply systems
thinking to clinical ethics?

In 2001, three long-standing leaders in the field of

clinical ethics wrote a paper that highlighted the

history of clinical ethics, talked about key devel-

opments in the previous decade and outlined

remaining challenges for the field in this decade

(Singer et al., 2001). The two top significant chal-

lenges they highlighted for clinical ethics practice

(consultation and committees) was the need to

integrate clinical ethics work into the culture of

healthcare organizations and to improve organi-

zational accountability for clinical ethics. What

these authors were pointing to is a need to

understand and impact the functioning of the

larger context (the system) in which the ethical

issues in healthcare exist.

A systems approach to clinical ethics offers a

potential for significant impact across a broad

scope of healthcare. Practically speaking, a systems

approach focuses on the dynamic ‘‘assemblages of

interactions within an organisation or between

organisations’’ (Emanuel, 2000). As a result, this

perspective can impact the broader healthcare

culture and address the ‘‘silo’’ problem in clinical

ethics consultation (where the consultation service

is perceived to operate in relative isolation from the

rest of the organization) (Blake, 2000). A systems

approach can improve ethics accountability by

demonstrating a systemic commitment to ethics,

by integrating ethics from ‘‘boardroom to bedside’’

(MacRae et al., 2002), and by bridging the artificial

gap between organizational and clinical domains

(Foglia and Pearlman, 2004).

A systems approach can help clinicians, man-

agers, and ethics facilitators to understand and

address the components of the systems that drive

ethical care and behavior. These components may

relate to local dynamics and practice, or they may

be broader in scope to include such things as

financial models, information technology systems,

philosophy of care issues, rewards and incentives,

historical factors, or professional boundary issues.

Systems thinking may also help to decrease moral

distress and disempowerment among healthcare

staff – a factor that has been shown to be a major

cause of staff burn-out and turnover. Moral distress

has been defined as ‘‘what happens when a staff

person knows the right thing to do, but insti-

tutional constraints make it nearly impossible to

pursue the right course of action’’ (Jameton, 1984)

and is something that lends itself to a deeper

inquiry using systems thinking. Systems thinking

applied to the problem of staff moral distress

inquires into the systemic challenges that create

painful ethical challenges for healthcare profes-

sionals, moving the solution beyond the staffs’

personal suffering to the possibility of changing

institutional conditions that created this suffering

in the first place. A similar approach can be used

to move to a more patient-centered healthcare

quality approach that addresses key patient and

family concerns (Cleary and Edgman-Levitan,

1997).

A systems approach also helps to ensure that

clinical ethics practice is collaborative with others

in the healthcare organization or system. In the

traditional models, clinical ethics programs and

clinical ethics committees are poorly integrated

across the organization and with other groups in

the systems that have similar goals.
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Finally, systems-based clinical ethics supports

evidence-based practice and accountability to the

end-users in healthcare. In this way the end-user

provides the marker to the type of system that is

in existence around a given situation and, there-

fore, lends insight into future opportunities for

improvement. Such an approach requires serious

study of the effects of various clinical ethics inter-

ventions on actual practice in order to drive

innovation and change. This includes incorpor-

ating clinical ethics indicators into other system

measurements such as patient satisfaction out-

comes and accreditation scoring. The shift is one

where a clinical ethics committee or consultant

moves from asking questions such as, ‘‘Was this

one consult or educational session successful?’’

to questions such as ‘‘How has clinical ethics

impacted the overall healthcare culture in how it

sets financial priorities, frames problems, addresses

staff morale, etc?’’ – or even to such fundamental

questions as, ‘‘Is this the system of healthcare we

ought to have in order to achieve the goals we strive

to achieve?’’

There are no regulatory requirements for ethicists

in Canada, the USA or the UK, and no formalized

competency requirements or understanding of

‘‘effective’’ clinical ethics practice. This lack of

standards in clinical ethics is strangely accom-

panied by drive to require clinical ethics services

by oversight bodies (Canadian Counsel on Health

Services Accreditation, 2004; Royal College of Phy-

sicians, 2005; JCAHO, 2007). It is only a matter of

time before ethicists are going to need to define

what counts as effective practice. One danger in

this shift towards effective practice is that ethicists

will respond to this challenge by being too inwardly

focused and will spend time exclusively on their

own professional issues such as their working

conditions, core competencies, and codes of con-

duct for ethicists without, at the same time, looking

outwardly for impact on the people that ethics is

meant to serve. A field that is too inward looking

may soon make itself irrelevant in the broader

healthcare context and die under its own weight.

It seems that a reasonable approach for those

in ethics may, therefore, be to look beyond the

characteristics of individual consultants and con-

sultations to an examination of how clinical ethics

interventions are actually affecting patients,

healthcare professionals, and organizations and

healthcare more broadly (Fox and Tulsky, 1996;

Leeman et al., 1997). In this way systems-based

clinical ethics programs can offer leadership in the

field as a standard bearer to which regulating

bodies may turn.

How should I apply systems thinking
to clinical ethics in practice?

Changing organizational behavior and/or culture

is no small task. As leaders of three large clinical

ethics networks in three different countries, we

have each been working for a number of years to

find innovative ways to meet this challenge. In the

USA, EF leads the National Center for Ethics in

Health Care of the Veterans Health Administration,

which is the largest healthcare system in the USA,

with roughly 8 million enrolled patients, 200

thousand employees, and 1300 sites of care deliv-

ery. In the UK, AS leads the support program for

the national network of clinical ethics committees.

This programme includes a website (http://www.

ethics-network.org.uk) and educational resources

for all clinical ethics committees in the UK, of

which there are approximately 85. In Canada, SM is

the Deputy Director of the Joint Centre for Bio-

ethics, a partnership with the University of Toronto

and 15 diverse healthcare organizations in the

greater Toronto area and with the largest group of

in-hospital full-time clinical bioethicists in Canada

and perhaps in the world.

Despite the fact that the authors work in three

different countries, with three different cultures,

healthcare-funding structures, and settings, we

have all evolved independently towards systems

thinking in our clinical ethics practice. Below we

have identified our top 10 leading practices that we

agree are essential when applying systems thinking

to clinical ethics.
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The top 10 leading practices in applying
systems thinking to clinical ethics

Have a clear organizational mandate

A clear organizational mandate means that clinical

ethics programs must have a well-defined organi-

zational role, clear responsibilities and expect-

ations for that role, and the status, authority, and

resources needed to carry out that role.

EXAMPLE. The National Center for Ethics in

Health Care (http://www.va.gov/ethics) is one

of the major national program offices of the

Veterans Health Administration. It is respon-

sible for promoting ethical healthcare practices

throughout the Veterans Health Care System

and its roles and responsibilities are delineated

in formal documents that are updated regularly.

The Center’s Director is a senior executive who

reports to the organization’s top leadership. The

Center’s budget supports 20 full- and part-time

staff members.

Be and stay engaged with the ‘‘real world’’

By engaging with the ‘‘real world,’’ we mean that

the clinical ethics program must be well attuned to

the everyday reality of the healthcare organization

and the ‘‘real world’’ it seeks to affect. From our

experience, historically two streams of activity have

struggled to claim the ‘‘ownership’’ of the field of

clinical ethics: the highly academic field of applied

ethics on the one hand and the grassroots move-

ment of clinicians, clinical programs, and hospital

ethics committees on the other. This has often

resulted in a split in the field of clinical ethics

between scholars studying bioethics in universities,

who often have extensive theoretical training but

relatively little experience with day-to-day health-

care conflicts and operations, and clinicians and

members of clinical ethics teams in hospitals, who

may have little formal ethics training but under-

stand very well the practical realities of the modern

healthcare organization and the ethical dilemmas

therein. Systems thinking allows one to move

beyond this ownership question to a question of

impact and seeks to integrate theory and practice

for the betterment of healthcare quality.

EXAMPLE. The University of Toronto Joint

Centre for Bioethics (http://www.utoronto.ca/

jcb) seeks to bridge this theory-to-practice gap

by involving scholars and practitioners alike in a

common pursuit of ‘‘real world’’ bioethics solu-

tions in an engaged way. These solutions range

from ethics deliverymodels to evaluation studies

of the field, as well as scholarship andmodels for

practical problems faced by healthcare organiza-

tions and citizens. This approach involves

engaging with the end-users of ethics knowledge

inorder toconstantly redefinethemodelscreated

in academia while at the same time presen-

ting scholars with opportunities to apply their

knowledge to actual dilemmas of the present

reality of healthcare and its key stakeholders.

Take advantage of economies of scale

Application of a system-based clinical ethics pro-

gram can benefit from creation of networks in a

way that provides more impact and higher benefit

and service to individuals belonging to the network

than what they would be able to realize if a similar

effort were made at the individual level.

EXAMPLE. The UK Clinical Ethics Network

includes all clinical ethics committees in the

UK linked to a small support team at the Ethox

Centre (http://www.ethox.org.uk). This model

enables widespread dissemination of educa-

tional material and information to the individ-

ual committees, which, in turn, supports them

in their efforts to improve ethical practices

within their organization and avoids duplica-

tion of effort. The network provides a facility

for sharing experience, best practice, and new

ideas between committees, increasing the

rate at which clinical ethics can develop in

the individual organizations. For example, a

committee dealing with a difficult case consult-

ation around confidentiality in clinical genetics
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can use the network email system to access

expertise in other committees, who may be able

to share examples of policies they have

developed on this issue. The resulting discus-

sion and exchange of information is open to all

committees, so good practice is disseminated

throughout several institutions.

Be practical and useful

A clinical ethics program should be practical and

useful: that is, it should be focused on serving

the practical needs of the organization of which it

is part and helping to advance the organization’s

mission and goals. Some clinical ethics centers

and programs have a strongly academic or theor-

etical bent, serving primarily as ‘‘think tanks.’’

Some see it as their mission to enhance dialogue

[http://wings.buffalo.edu/faculty/research/bioethics/

news1], encourage debate [http://www.fom.sk.med.

ic.ac.uk/medicine/about/divisions/ephpc/pcsm/

research/meu/], or enrich the moral imagination

[http://www.ethics.emory.edu/]. In contrast, centers

like ours are service oriented and focus on results.

Specifically, we aim to improve actual on-the-

ground ethical behavior throughout the healthcare

organizations we serve.

EXAMPLE. The mission of the National Center

for Ethics in Health Care of the Veterans Health

Administration is explicitly practical and behav-

ior based. One of the Center’s major national

initiatives, called IntegratedEthics, is an organ-

ization-change initiative designed to help indi-

vidual healthcare facilities improve ‘‘ethics

quality’’ at three levels: decisions and actions,

systems and processes, and environment and

culture. ‘‘Ethics quality’’ is seen as essential to

the core mission of the Veterans Health Admin-

istration: delivering high-quality healthcare.

Be proactive, not reactive

Systems thinking allows clinical ethics to be pro-

active and not just reactive. In the case of current

ethics consultants, the practicing lone bioethicist

often struggles with isolation and overwork, and

lacks appropriate integration, sustainability, and

accountability to move beyond a few priorities

and reactive efforts (MacRae et al., 2002). Clinical

ethics needs to function strategically if it is to do any

more than react to crises. Clinical ethics that

is geared at systems change is not as focused on

the crisis situations as it is on the overall context

of these situations, which may allow for more

thoughtful, systematic, well-thought-out strategic

directions for ethics interventions. As clinical ethics

becomes more systems focused, interventions (e.g.,

consultation or educational sessions) are seen as

opportunities to understand the ‘‘root cause’’ of a

problem or behavior and to suggest changes or

alternative systems models that will reduce rather

than create ethical difficulties for clinicians and

patients. The goal is wider than resolving the

immediate ethical conflict involving an individual

patient and his or her clinicians. In some cases, it can

be to eliminate the underlying cause of the ethical

conflict completely from the system. This ‘‘upstream

approach,’’ which looks at what causes the problems

or what leads to certain behaviors, focuses not on

the failures of individuals but instead on the

opportunities in the system for improved outcomes.

Ethicists may also choose to impact public policy,

for example by choosing to collaborate with clin-

icians or scholars to conduct research to influence

a thoughtful response to a larger trend they are

noticing in the field. Or they may plan overall goals

through a formal ethics strategic-planning process

(Gibson et al., 2007) to help to highlight the insti-

tution’s priorities with respect to ethics.

EXAMPLE. At the University of Toronto Joint

Centre for Bioethics, an affiliated hospital was

asked to create an ethics framework for alloca-

tion of scarce resources in the event of pan-

demic influenza. This framework was developed

locally but was then adopted by the provincial

health ministry as the ethical framework for the

provincial plan. A white paper Stand On Guard

for Thee (http://www.utoronto.ca/jcb/home/

documents/pandemic.pdf) was also generated,
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which was subsequently adapted by healthcare

organizations and health systems internation-

ally, including the World Health Organization.

Build relationships

If the goal of clinical ethics is to effect change in the

healthcare system then it requires that the ethics

program/committee liaise and build relationships

with others in the organization or region. These

linkages may be with other departments, such as

quality, patient relations, or risk management, or

with key senior leaders and university scholars.

One of the failures of traditional ethics committees

has been that it often lacks the necessary rela-

tionships within the system to move the under-

standing of unique ethics problems to other parts

of the system and thus effect more global change to

systemic problems. A systems-based clinical ethics

program builds networks of individuals from a

variety of backgrounds. Programs that value the

involvement of these different disciplines and that

builds transdisciplinary communities enables the

necessary critical approach that many ethics

problems require. This diversity allows for a rich

complexity of views and perspectives in the ana-

lyses, which can provide solutions that are well

rounded, supportive, and inclusive.

EXAMPLE. The UK Clinical Ethics Network acts

as a link between the clinical ethics commu-

nity ‘‘on the ground’’ and national organiza-

tions such as the General Medical Council and

other professional bodies, facilitating ethical

dialogue within the regulatory systems that

guide professional practice. This provides local

input into development of national policies

governing professional behavior and improves

the implementation of professional guidance

at a local level.

EXAMPLE. At the University of Toronto Joint

Centre for Bioethics, the Clinical Ethics Group

(made up of the 22 clinical bioethicists and

the seven clinical ethics fellows) meets for

three hours each week for ethics rounds,

case conference, and continuing education

seminars. The group is also linked via an

electronic listserv. Through this interdisciplin-

ary group space, a sense of community is

strengthened and harnessed to share material

and resources, review cases, learn new mater-

ial, conduct research and joint projects, and

support each other emotionally and profes-

sionally. This community of support and

practice has shown itself to be a key factor in

the capacity of the bioethicists to do their

work. Many bioethicists now consider com-

munity as a key factor in their effectiveness.

Maintain a constant improvement orientation

An improvement orientation focuses on achieving

continuous improvement throughout the system:

setting up an iterative process between individual

committees, local programs and larger institutional

bodies to develop and evaluate systems change.

Providing a research or evidence base to clinical

ethics system’s approaches is a critical factor for

achieving effectiveness in this field. The evidence

may come from the use of case studies and the

distillation of key themes and good practices.

EXAMPLE. The National Center for Ethics in

Health Care is spearheading a system-wide

initiative to improve the quality of ethics

consultation in Veterans Health Administra-

tion medical centers nationwide. A central part

of that effort is the development, field testing,

and deployment of ECWeb: a secure, web-

based software program designed to standard-

ize ethics consultation processes and to provide

an electronic method of documenting, stor-

ing, and retrieving ethics consultation data.

In addition, ECWeb can generate reports of

service utilization, consultation processes,

and participant satisfaction. Other features of

ECWeb include secure access to authorized

users through the Veterans Administration’s

own internet system, stratified access to infor-

mation on a need-to-know basis, ability to
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designate certain consultation records as

quality-improvement reviews with special legal

confidentiality protections, automated (email)

reminders of planned consultation activities,

automated (email) notification of consultation

referrals, ability to attach electronic documents

to records (e.g., Word documents, PDF files),

ability to search records by key word, and

categorization of consultations into standard-

ized content domains and topics for quality

improvement and reporting purposes.

Understand key stakeholders

Understanding the individuals or groups that can

affect or be affected by an ethics program is also

essential. To be effective, an ethics program must

be able to reach its stakeholders and earn their

trust. This requires insight into stakeholder char-

acteristics, including their preexisting knowledge,

how they like to receive information, plus their

needs, interests, and values. Effective ethics pro-

grams appreciate the importance of understanding

their stakeholders and actively seek out infor-

mation to inform their approach.

EXAMPLE. The recent Project Examining

Effectiveness (PEECE) research study con-

ducted at the University of Toronto’s Joint

Centre for Bioethics (Godkin et al., 2005) asked

key stakeholders, including patients/families,

healthcare staff and physicians, bioethicists,

ethics committee members, and senior health-

care administrators and funders, to define

clinical ethics and what they consider to be

effective clinical ethics practice. This grass-

roots case-study approach to examining clin-

ical ethics effectiveness allowed for a more

nuanced snapshot description of what the end-

users of healthcare think, rather than prescrib-

ing a model created by bioethicists. A similar

model is currently being applied to case

studies in organizational ethics as a method

to elucidate current practices and lessons in

this area.

Ensure accountability for the ethics program

Accountability requires that ethics committees,

consultants, and programs work to an appropriate

standard, have clear lines of reporting, and are

situated in such a way to impact change at the level

required at the institution.

EXAMPLE. Clinical ethics committees in the

UK are situated within the clinical governance

structure of each institution. This ensures that

the work of the committee feeds into clinical

management by raising awareness at an

executive level of the issues facing clinicians

on the ground. It also provides an opportunity

for the committee to play an active role in

policy and guideline development within the

institution. The UK Clinical Ethics Network is

currently developing guidance for all commit-

tees on core competencies, and on procedures

for assessing the acquisition and maintenance

of competencies by committees. This includes

an ability to identify and engage with ethical

issues at a systems level as well as responding

to individual conflicts within the system.

Target root cause organizational factors that
influence behavior

Many ethics programs make the mistake of focus-

ing exclusively on specific decisions and actions on

a case-by-case basis. But to have a real and lasting

impact on ethical behavior, ethics programs must

target not just individual behaviors but also the

underlying root cause organizational factors that

influence them. In particular, individual behaviors

are powerfully influenced by an organization’s

systems, processes, environment, and culture

(http://www.va.gov/integratedethics/primer.cfm).

If an ethics program focuses only on specific

decisions and actions, without addressing broader

organizational influences that may facilitate or

impede ethical practices, employees are more

likely to experience moral distress or a feeling that

they know the right thing to do but are unable to

do it (http://www.cna-nurses.ca/cna/documents/
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pdf/publications/Ethics_Pract_Ethical_Distress_

Oct_2003_e.pdf#search=%22moral%20distress%22).

In contrast, when ethics is integrated throughout

an organization’s systems, processes, environment,

and culture, employees recognize ethical concerns

and discuss them openly. They feel empowered to

behave ethically and know they will be supported

when they ‘‘do the right thing.’’

EXAMPLE. The IntegratedEthics initiative of

the National Center for Ethics in Health Care

is a multilevel organizational change project

that is being rolled out to all Veteran Health

Administration facilities nationwide. The ini-

tiative seeks to improve ‘‘ethics quality’’ by

explicitly targeting not only individual deci-

sions and actions but also the underlying

factors that influence behavior. It includes

specific mechanisms for dealing with ethics

quality gaps on a systems level, as well as

specific interventions for fostering a positive

ethics environment. The initiative’s evaluation

tools assess not only specific ethical practices

but also ethics-related structures, processes,

environment, and culture (http://www.va.gov/

integratedethics/index.cfm).

The cases

Both of the cases at the beginning of this chapter

represent scenarios that could benefit from sys-

tems thinking. In the first case, the situation is

based in a health region that spans many health-

care delivery sites, while the second scenario is

based in an organization. In both cases, a systems

approach to clinical ethics requires an explicit

recognition by clinical ethicists and other ethics

facilitators of the different interrelational systems

of values within and outside the organization as

well as a focus on culture-wide ethical integrity.

More specifically, a systems approach to clinical

ethics in these cases requires using the original

functions associated with clinical ethics – consult-

ation, education, policy development, and schol-

arly work – for the purpose of improving the overall

culture and system of care delivery, including, but

moving beyond, care of the individual patient. It

means seeking an impact at all levels of the

organization from ‘‘boardroom to bedside,’’ mak-

ing ethics as available and visible at senior execu-

tive meetings for example, as it is in clinical rounds.

It means working with senior leaders to effect

change throughout the organization, sitting at the

senior tables and clinical tables and offering useful

and effective tools and resources to help them to

manage the real problems they face. It requires

that the ethicist understands the context of

healthcare and its business model and structure in

order to identify how change can occur within that

particular setting, while still appreciating the con-

siderable variation in cultures that occurs from one

healthcare organization to another. It may also

mean building liaisons with other departments

and with professionals focused on organizational

change, such as quality departments, patient rela-

tions, and risk management, while maintaining

the unique viewpoint that ethics offers to the dis-

cussions that usually surface in these arenas. It

means acknowledging the many different ethical

codes (professional, financial, personal) and clashes

that exist in the complex systems of healthcare

(Thurber, 1999). It also means integrating ethics into

the key ‘‘thrust’’ areas in the network, organization

or region (such as patient safety, pandemic influ-

enza planning) as an important contribution from

ethics that may affect the overall system of care.
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Innovative strategies to improve
effectiveness in clinical ethics

Jennifer L. Gibson, M. Dianne Godkin, C. Shawn Tracy, and Susan K. MacRae

A large tertiary healthcare organization has a full-time

clinical ethicist who is responsible for ethics consulta-

tion, education, policy development, and research. A recent

accreditation survey identified a number of gaps in clinical

ethics services across the organization. The clinical ethicist

is already over-extended and is at risk of burning out. The

Vice-President responsible for overseeing the ethics port-

folio wonders what can be done to enhance support

for the clinical ethicist, strengthen ethics capacity across

the organization, and improve the overall effectiveness of

clinical ethics services.

What is clinical ethics effectiveness?

The ultimate goal of any clinical ethics delivery

model is improved patient care. As more healthcare

resources are invested in clinical ethics services,

questions are increasingly raised about whether

these services are effective in improving the quality

of patient care and whether they justify invest-

ments of limited healthcare resources. In this

chapter, we identify some key challenges to exist-

ing clinical ethics delivery models and suggest four

innovative strategies to improve effectiveness in

clinical ethics services in healthcare organizations.

Since 1995, when James Tulsky and Ellen Fox

convened the Conference on Evaluation of Case

Consultation in Clinical Ethics (AHCPR, 1995), there

has been amarked increase in scholarly attention to

the study and evaluation of clinical ethics, par-

ticularly related to the ethics consultation com-

ponent of clinical ethics (e.g., McClung et al., 1996;

Orr et al., 1996; Schneiderman et al., 2000). This has

been described as a new phase in the clinical ethics

movement (Aulisio, 1999). As the field of clinical

ethics continues to develop, it will not be sufficient

for clinical ethicists ‘‘merely to mean well’’; they

must also be able to demonstrate effectiveness

(Aulisio, 1999). While the goals of clinical ethics are

generally clear – namely, the identification, analy-

sis, and resolution of ethical concerns arising in the

delivery of patient care (Siegler and Singer, 1988) – it

remains unclear how clinical ethics effectiveness

should be defined and evaluated.

Defining and evaluating clinical ethics effective-

ness is complex for several reasons: (i) the different

perspectives of multiple stakeholders on effective-

ness (e.g., healthcare managers, patients, clinicians,

society), (ii) the different levels at which evaluation

can take place (i.e., individual ethicist, clinical

ethics service, organization), and (iii) the diverse

activities within the clinical ethics portfolio that

must be evaluated (i.e., consultation, education

policy development and research) (Griener and

Storch, 1992; Aulisio et al., 2000). To date, most

evaluative efforts have focused on identifying core

competencies for clinical ethics practice (ASBH,

1998) and benchmarks of clinical ethics effective-

ness from the perspective of those who deliver the

services (Godkin et al., 2005). The perspectives of

other stakeholders, such as patients, family mem-

bers, and healthcare managers, have not been

adequately explored (Cleary and Edgman-Levitan,

1997). For healthcare organizations, the most rele-

vant concern is whether clinical ethics services are

effective in improving local delivery of patient care.
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Consequently, the uniquepatient populations served

by an organization, existing clinical ethics capacity

within the organization, and the mission and values

of the organization would be key considerations in

evaluating the effectiveness of clinical ethics service

in improving patient care. So while it is important

that there be a continued emphasis on identifying

evidence-based practices in clinical ethics and

developing general benchmarks of clinical ethics

effectiveness to use across clinical ethics programs,

some component of evaluating clinical ethics effect-

iveness will necessarily be context dependent.

Why is clinical ethics effectiveness
important?

Ethics is increasingly recognized as an important

component of high-quality clinical care (Woolf, 1994;

Cleary and Edgman-Levitan, 1997; Wynia, 1999,

2006; CCHSA, 2004; JCAHO, 2007). Indeed some

commentators, such asWynia (2006), have suggested

that ethics ‘‘just might be the realm of quality that

many patients care about most of all.’’ Demonstra-

ting clinical ethics effectiveness is important in

healthcare institutions for the purposes of assessing

quality and identifying areas for improvement,

increasing efficiency and impact, justifying alloca-

tion of resources, influencing policy, and dissemi-

nating knowledge (Silva, 1998; Wynia, 2006).

Additionally, in Canada and the USA, accreditation

standards now require healthcare organizations to

have formal mechanisms in place to help staff to

deal with ethical issues related to client care and

business practices (CCHSA, 2004) and to demon-

strate ‘‘ethical behavior in care, treatment, and

services and business practices’’ (JCAHO, 2007).

The dominant model for clinical ethics service

delivery in healthcare institutions has been the lone

ethics consultant model – also referred to in the

literature as the ‘‘lone ranger’’ (Fox et al., 1998) or

‘‘beeper ethicist’’ model (McGee, 1995) – operating

with or without the support of an ethics committee.

The role of the clinical ethicist (or ethics committee)

generally includes ethics consultation (including

research ethics), policy development, education, and

research (Storch and Griener, 1992; McNeill, 2001;

Slowther et al., 2001). The lone ethics consultant

model faces three challenges: integration, sustaina-

bility, and accountability (Silva, 1998; Berchelmann

and Blechner, 2002; MacRae et al., 2005). When

accountability for clinical ethics is delegated to the

clinical ethicist alone, it is difficult to achieve inte-

gration of ethics across the organization and to meet

demand for clinical ethics support in a sustainable

way. Accessibility of clinical ethics services among

patients and family members is often particularly

limited within this model.

How should I approach clinical ethics
effectiveness in practice?

In this section, we describe four innovative strategies

to improve the effectiveness of clinical ethics ser-

vices in healthcare organizations. These practical

strategies were developed and piloted by the

University of Toronto Joint Centre for Bioethics

(JCB) in response to the challenges identified above:

integration, sustainability, and accountability. The

JCB is a partnership network among the University

of Toronto and 15 health organizations (13 acad-

emic and/or community hospitals, one community

care access center, and one science organization),

each of which has at least one full-time clinical

ethicist. The strategies include (i) the ‘‘hub and

spokes’’ model for clinical ethics service delivery, (ii)

leadership and management skills training for clin-

ical ethicists, (iii) ethics strategic planning, and (iv)

evaluation of clinical ethics services.

Strategy 1: the ‘‘hub and spokes’’ model for
clinical ethics service delivery

The hub and spokes model is an innovative model

of clinical ethics delivery. In contrast to the tradi-

tional lone ethics consultant model, the hub and

spokes model envisages an integrated institution-

wide ethics network comprising the clinical ethicist

(‘‘hub’’), who provides core ethics leadership, and
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ethics resource leaders with training in ethics

(‘‘spokes,’’ e.g., clinical staff), who help to build local

ethics awareness, knowledge, and skills in clinical

settings across the organization (Figure 41.1).

One of the strengths of this model is its adapt-

ability to different organizational contexts, as well

as its flexibility in operational design. For example,

within the JCB partnership network, the spokes at

one acute care hospital are physicians in three core

clinical areas (critical care, oncology, family medi-

cine), a portion of whose salary is paid by the

organization for the purpose of providing local

ethics support. By contrast, one rehabilitation

hospital has professional practice staff (e.g., social

workers, physiotherapists) as spokes, whose local

ethics roles are written into their job descriptions

as protected time. Some organizations within the

JCB network augment the model with a ‘‘clinical

ethics forum,’’ made up of the hub and spokes, a

senior management representative, and other key

stakeholders (e.g., patient/family representatives,

board members, quality and risk managers, chap-

lains). In addition to providing an important com-

munity of support for the hub and spokes, the

forum is a mechanism for developing strategies to

improve and monitor clinical ethics effectiveness

and for reinforcing ethics accountability in the

organization (MacRae et al., 2005).

The hub and spokes model contributes to

improved clinical ethics effectiveness in three

ways. Firstly, it improves ethics integration. By

positioning spokes locally, ethics support is more

readily accessible to staff, patients, and family

members and can be more immediately incorpo-

rated into patient care decision making. Secondly,

it improves sustainability. The integrated structure

offers a more sustainable clinical ethics service

because it does not depend exclusively on the

efforts of any single individual, thereby lessening

the risk of isolation and burnout characteristic of

the lone clinical ethicist model. Finally, it improves

accountability. Although it has generally been rec-

ognized that healthcare institutions are account-

able for ethics in clinical care, this model takes an

important step toward formalizing this account-

ability and recognizing clinical ethics ‘‘not just as

the clinical ethicist’s role, but as an integrated part

of everyone’s role’’ (MacRae et al., 2005).

The hub and spokes model can also be imple-

mented across organizations. For example, the

Ethics
resource

leader
(spoke) Ethics

resource
leader
(spoke)

Ethics
resource

leader
(spoke)

Ethics
resource

leader
(spoke)

Ethics
resource

leader
(spoke)

Ethics
resource

leader
(spoke)

Ethics
resource

leader
(spoke)

Clinical
bioethicist

core
(hub)

Programme 4

Pro
gra

m
m

e 3

P
ro

g
ra

m
m

e 
2

Program
m

e 5
Pr

og
ra

m
m

e 
6

Programme 7

Programme 1

Figure 41.1 The hub and spokes model. (From MacRae et al., 2005.)
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JCB’s Clinical Ethics Group, which is made up of

all of the clinical ethicists and clinical ethics fel-

lows who work in JCB partner organizations along

with members of the JCB’s leadership team, meets

on a weekly basis for case review, professional

development, and collaboration on creating and

testing innovative clinical ethics practices. The

group places significant emphasis on peer sup-

port and quality assurance, which group members

describe as an invaluable component of their

local clinical ethics effectiveness (Chidwick et al.,

2004).

Strategy 2: leadership and management skills
training for clinical ethicists

Leadership can be defined as ‘‘the process through

which an individual attempts to intentionally

influence another individual or a group in order to

accomplish a goal’’ (Pointer and Sanchez, 2005).

The hub and spokes model involves a significant

shift in the clinical ethicist’s role. As the hub, the

clinical ethicist’s responsibilities include providing

core leadership to the integrated ethics network,

mentoring and coordinating the spokes, strategic

planning, and evaluating and monitoring clinical

ethics effectiveness (MacRae et al., 2005). In some

institutions, it may also involve budgeting, man-

aging staff, and reporting to senior management or

the board of directors. As healthcare organizations

face budget constraints, many clinical ethicists face

the challenge of justifying the ‘‘value-for-money’’

of their activities. Sustainability may depend in part

on the clinical ethicist’s ability to influence the

decision-making process, whether through a senior

management champion or their own persuasive-

ness. Senior managers in JCB partner organizations

are increasingly calling for clinical ethicists to play

a greater ethics leadership role, including partici-

pation in broader organizational initiatives that

have significant ethical implications for patient

care (e.g., pandemic influenza planning, resource

allocation). Consequently, clinical ethics effective-

ness requires a certain amount of institutional

intelligence (i.e., practical knowledge about how

the organization works functionally and politically),

as well as leadership skills.

Clinical ethics training does not typically involve

professional development in leadership or man-

agement skills. What leadership training clinical

ethicists do receive tends to be informal (i.e., learn-

ing from experience) or a combination of formal

mentorship by a senior manager, executive coach-

ing, or continuing education seminars in manage-

ment for clinicians. To our knowledge, there is no

leadership program developed with clinical ethicists

in mind. To fill this gap, the JCB developed and

piloted a six-month leadership program for its

affiliated clinical ethicists and clinical ethics fellows

in 2005/2006. With the academic support of faculty

from a local management school, the program was

designed to link the classroom experience with the

practical realities of ethical leadership in healthcare

organizations. Classroom learning focused on three

key themes: effective leadership, change manage-

ment, and interpersonal skills related to networking

and dealing with interpersonal conflict. Over the

course of the program, each clinical ethicist con-

ducted a leadership project in their organization

under the preceptorship of his/her senior manager

andwith the peer advice of two or three other clinical

ethicists. On the last day of the program, each clin-

ical ethicist had the opportunity to present his or her

leadership project and to receive constructive feed-

back from a panel of senior managers from JCB

partner organizations.

Strategy 3: ethics strategic planning

The demand for ethics service is often so great and

so varied that ethicists feel they must be all things

to all people, which is an unsustainable objective.

The JCB has developed an ethics strategic-planning

process and has piloted it across eight partner

organizations. The objectives of the ethics stra-

tegic-planning process are (i) to develop a vision

for the clinical ethics portfolio aligned to the

organization’s strategic directions (mission/vision/

values), (ii) to reach agreement on focused prior-

ities related to the vision, and (iii) to develop an
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action plan that includes clear mechanisms and

indicators of effectiveness. The strategic planning

process is conducted in three steps.

Step 1 is an institutional scan. The purpose of the

institutional scan is to gather information about

the organization’s ethics needs, the perceived

effectiveness of existing clinical ethics services,

and possible future directions for clinical ethics

in the organization. Focus groups and interviews

are conducted with a broad range of internal

stakeholders ‘‘from boardroom to bedside,’’

including patients and family members when-

ever possible. Scan findings are collated, valid-

ated by a member check with participants, and

benchmarked against leading practices in other

healthcare organizations. The final institutional

scan report is the key input for the ethics

strategic planning retreat (in step 2).

Step 2 is an ethics strategic planning retreat. The

purpose of the retreat is to draft a strategic

plan, including a vision statement, three to five

year priorities, and performance indicators for

clinical ethics in the organization. Retreat

participants include a broad range of internal

and relevant external stakeholders. The final

ethics strategic plan document provides a

guide to yearly action planning for the clinical

ethics portfolio (in step 3).

Step 3 is a yearly action plan. The purpose of

the action plan is to specify key action steps,

timelines, performance indicators, and account-

abilities to operationalize the priorities in any

given year. The clinical ethicist is accountable for

developing the action plan and monitoring its

implementation in consultation with the repor-

ting senior manager and in coordination with

other ethics resource leaders (e.g., ‘‘spokes’’) in

the organization. The action plan provides an

accountability framework for evaluating clinical

ethics effectiveness on a yearly basis.

A key strength of the ethics strategic planning

process is its broad engagement of institutional

stakeholders. This strengthens the integration of

clinical ethics by aligning clinical ethics services

with stakeholders’ needs, building a sense of shared

responsibility for ethics across the organization, and

creating a network of support for the hub and

spokes. Moreover, by linking the clinical ethics ser-

vice to the organization’smission, vision, and values,

the ethics strategic plan advances the organization’s

strategic directions. Finally, it provides an explicit

accountability framework for monitoring, improv-

ing, and evaluating organizational performance in

relation to clinical ethics and, ultimately, for justi-

fying a sustainable resource base.

Strategy 4: evaluation of clinical ethics
services

All clinical ethics services should have explicit per-

formance standards and a formal evaluation strat-

egy to monitor progress, facilitate ongoing quality

improvement, ensure alignment with current

organizational needs and goals, and hence, enhance

accountability for the organizational resources

invested in the service. Clinical ethics services can be

evaluated against a number of benchmarks and

quality indicators, including strategic plan priorities,

locally developed indicators (e.g., action plan), and/

or accreditation standards. This suggests the need for

a multimodal evaluation strategy, including both

qualitative andquantitative data related to short- and

long-term goals of the clinical ethics service as well

as to the overall goal of improving patient care.

To address some gaps in knowledge around

clinical ethics effectiveness, the JCB initiated the

Project Examining Effectiveness in Clinical Ethics

(PEECE). The study objectives were three-fold: (i)

to examine the services, structures, and activities of

nine clinical ethics services in JCB partner hospitals

(see Godkin et al. [2005] for a detailed review of

findings related to this objective); (ii) to identify

specific policies, processes, and practices stake-

holders defined as effective; and (iii) to investigate

stakeholders’ views on clinical ethics effectiveness.

To address objectives two and three, individual

interviews and focus groups were conducted with

a broad range of stakeholders including senior

managers, clinical ethicists, ethics committee

members, clinicians, patients, and family mem-

bers. Stakeholders defined clinical ethics effect-

iveness primarily in terms of process indicators
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Table 41.1. Key parameters for evaluating clinical ethics effectiveness

Internal parameters External parameters

� Strategic alignment (i.e., compliance with

organization’s mission, vision, values, and goals)

� Strategic focus (i.e., achievement of priorities in ethics

strategic plan)

� Clinical performance (e.g., patient/family satisfaction,

staff satisfaction)

� Professional performance (e.g., all-round evaluation,

peer evaluation)

� Accreditation standards (e.g., CCHSA, JCAHO)

� Professional competencies (e.g., ASBH core

competencies)

� Leading practices from the field (e.g., institution-wide

focus, peer support)

� Resource benchmarks (e.g., one ethicist for every

48 intensive care beds; Godkin et al., 2005)

related to quality issues (e.g., patient-centered care,

communication, inclusiveness) rather than more

clinically oriented indicators such as number of

hospital admissions or length of stay (Tracy et al.,

2005). In addition, they saw clinical ethics effect-

iveness as a bedside-to-boardroom phenomenon,

which should be evaluated at both the clinical

and the organizational level and should include

patients’ and family members’ views. A number of

potential quantitative and qualitative evaluation

strategies were suggested by stakeholders includ-

ing, for example, global assessments of organiza-

tional culture, performance measurement tools

(e.g., patient/staff satisfaction surveys, staff and

board performance evaluations), and formal debrie-

fings with affected stakeholders following clinical

ethics interventions (e.g., consultation, education

sessions). Based on the PEECE data and our experi-

ence with JCB partner organizations, Table 41.1

identifies key parameters, for which specific local

indicators could bederived, to evaluate clinical ethics

effectiveness in practice.

A key lesson learned in the clinical ethics services

of JCB-affiliated institutions is the importance of

incorporating a formal evaluation strategy into

daily clinical ethics practice. This type of daily

management of clinical ethics effectiveness can be

likened to a sailor embarking on a sea journey with

a clear destination in mind, a map to guide the

way, and the necessary skills to steer the ship – but

who must adjust course according to the wind and

the sea conditions in order to reach the destination

successfully. Experience shows that clinical ethics

services are more likely to be effective if the clinical

ethicist has clear goals linked to the needs, values,

and goals of the organization, gathers real-time

information and feedback from key stakeholders

related to these goals, and uses this information to

make mid-course corrections in clinical ethics

services.

The case

The Vice-President and the clinical ethicist should

consider taking the following steps. Firstly, they

should explore developing a broader network of

ethics support throughout the organization (e.g.,

the hub and spokes model). Secondly, depending

on the previous experience of the clinical ethicist, it

may be advisable to augment the clinical ethicist’s

expertise with leadership and management skill

training. Thirdly, an ethics strategic-planning pro-

cess should be conducted to create an institution-

wide vision for clinical ethics and ensure that

the clinical ethics service’s priorities are aligned

with the organization’s mission/vision/values and

ethics needs, and to build on the organization’s

existing ethics capacity. Finally, an evaluation

strategy should be developed to monitor, improve,

and evaluate the performance of the clinical ethics

service in relation to its action plan and other

indicators of clinical ethics effectiveness. Following

these steps will help to ensure that the organiza-

tion’s clinical ethics service is integrated, sustain-

able, accountable, and ultimately more effective.
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Teaching bioethics to medical students
and postgraduate trainees in the clinical setting

Martin F. McKneally and Peter A. Singer

As he reviews the curriculum for his surgical residency

training program, Dr. A is concerned about how to prepare

his residents to gain understanding of biomedical ethics as

it relates to the specialty and to use their understanding to

improve patient care (Royal College of Physicians and

Surgeons of Canada, 2001). Last year, he invited a moral

philosopher to give a guest lecture, which focused on

theoretical issues with no reference to how these concepts

relate to clinical experience. The residents’ evaluations were

unfavorable: ‘‘a waste of our time,’’ ‘‘not relevant to the

problems we face.’’ Recently, the residents and nurses were

troubled by a difficult situation on the ward: Mr. B, a 46-

year-old patient, was found to have unresectable pancre-

atic cancer, but his wife insisted that the staff withhold the

diagnosis from him because he is prone to depression. Dr. A

wonders whether this situation could serve as a learning

opportunity for the residents and staff and whether he

should try to lead a seminar about this problem. He pages

the chief resident.

What is bioethics teaching and
why is it important?

Bioethics is now taught in most medical schools as

part of the standard curriculum. Many accrediting

bodies require residency training programs to teach

bioethics as a condition of approval, and there is

increasing interest in bioethics in continuing med-

ical education. We need teachers who can help

clinicians to learn bioethics, an inherent aspect of

good clinical medicine (Jonsen et al., 1998). The

purpose of this chapter is to encourage clinician–

teachers to accept this important responsibility and

to provide them with practical advice. Teaching

bioethics to clinicians such as nurses, physiothera-

pists, physicians, residents, and medical students is

facilitated by using a clinical approach.

How should I approach bioethics
teaching in practice?

Working with physicians in training with their

clinician–teachers, we have developed a practical

approach that we outline by answering five ques-

tions: Why should I teach? What should I teach?

How should I teach? How should I evaluate? How

should I learn?

Why should I teach?

The primary goal of teaching bioethics to clin-

icians is to enhance their ability to care for patients

and families at the bedside and in other clinical

settings. Dealing effectively with a bioethical

problem depends on recognizing the ethical issue,

applying relevant knowledge, analyzing the prob-

lem, deciding on a course of action, and imple-

menting the necessary steps to improve the

situation (Jonsen et al., 1998). Clinicians confront

An earlier version of this chapter has appeared: McKneally, M. F. and Singer, P. A. (2001). Teaching bioethics in the clinical setting.

CMAJ 164: 1163–7.
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ethical problems in a charged public setting, where

their values and beliefs, and those of their patients,

may not be congruent (Engelhardt, 1996). Enhan-

cing clinicians’ knowledge and skills in resolving

ethical quandaries can increase their ability to deal

with issues that cause moral distress and thus

enable better team and institutional performance

in caring for patients.

We favor enlisting interested and respected clin-

icians as primary teachers of bioethics and

encouraging them to pursue additional training in

ethics or bioethics. Their expressed values and

approach to ethical problems will penetrate widely

as part of the informal but powerful cultural

network that has been described as the hidden

(Hafferty and Franks, 1994) or informal (Hundert

et al., 1996) curriculum. Bioethicists, moral phil-

osophers, chaplains, and other non-clinicians are

valuable collaborators in presenting the clinical

ethics curriculum and can enrich and illuminate

the educational experience; however, in our view,

they should not displace the clinician–teacher

(Siegler, 1981; Shalit, 1997). Unlike other students of

ethics, clinician learners are grounded in experi-

ential work with patients; in our experience, they

respond better to clinician role models as teachers

than to those whose understanding of ethical issues

is based on more abstract knowledge. Clinician–

teachers’ credibility in the biomedical aspects of

care and their unchallenged passport into the

clinical domain make them ideal communicators of

the ethics curriculum.

What should I teach?

Clinicians in most specialties regularly deal with a

common set of ethical issues, such as truth telling,

consent, capacity, substitute decision making, con-

fidentiality, conflict of interest, end of life issues,

resource allocation, and research ethics. These

topics are well suited to an introductory bioethics

teaching program. Curricular modules, including

teaching cases, discussion questions, suggested

answers, summaries, and references, such as those

prepared for the Royal College of Physicians and

Surgeons of Canada Bioethics Education Project

(Royal College of Physicians and Surgeons of

Canada, 2004), are useful for introductory teaching

of bioethics in the first and second years of residency

training. Cases that focus on the management of

problems that are specific to a particular clinical area

are effective in specialty conferences. For example,

physiatrists will be attracted to an analysis of the

issue of justice in the treatment of disabled people.

Urologists may find more salience in the case in

which a family demands postmortem sperm aspir-

ation and in vitro fertilization of a surviving partner

as a condition for organ donation (Murphy, 1995).

Discussion of these topics offers an opportunity

to deepen the discourse with clinicians about the

humanistic and holistic aspects of medicine that

are an important part of a well-rounded medical

education.

What not to teach? Resist the temptation to teach

theory unrelated to cases, particularly at the start.

Clinicians want to learn the right thing to do and

how to do it; they will learn the theoretical back-

ground that guides the ethical decision-making

process when they see its applicability to making

good decisions.

How should I teach?

Because it is most closely linked to patient care,

bioethics should ideally be taught at the bedside or

in the clinic. We are unaware of models for bedside

teaching of bioethics or systematic evaluation of its

effectiveness, and the uneven and hectic pattern of

clinical medicine limits the predictability of bed-

side and clinic teaching. Nevertheless, we encour-

age clinician–teachers to innovate and expand on

this potent pedagogical experience.

Case-based conferences provide an alternative

method that is also closely linked to clinical care.

Clinicians learn well when they are actively

involved in case discussions (Davis et al., 1999). We

recommend taking advantage of this in teaching

both the practical and theoretical aspects of bio-

ethics. A problem case captures the interest of the

clinical audience. The discussion that follows the
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case presentation provides a broader exposition of

pertinent theory and empirical evidence. It closes

with a return to the case. Resolution is achieved by

using the definitions, principles, and reasoning

introduced during the discussion to clarify the best

options for management. When presenting clinical

cases, whether on paper or in video format,

clinician–teachers can use interactive techniques

by asking participants to describe how they would

manage the case, explain the reasoning that led

them to their position, and outline their approach

to mediating the conflicts inherent in the case.

Standardized patients or role playing intensifies

the experience for medical students and junior

residents; more experienced clinician learners are

less engaged by this approach. Cases that have

caused some measure of moral anguish to the

clinicians are especially effective. The strong feel-

ings revived at morbidity and mortality conferences

make this a powerful, formative learning experience

that is vividly remembered by residents and

other clinicians exposed to this tradition (Bosk,

1979). Interactive discussion with peers is a potent

catalyst to learning to articulate and analyze ethical

issues.

Many clinical medical ethicists recommend the

presentation of clinical cases using four main head-

ings: medical factors, patient preferences, quality

of life issues and contextual features (Table 42.1;

Jonsen et al., 1998). This analytic framework is

helpful for identifying issues that require ethical

analysis and resolution. Like the ‘‘review of sys-

tems’’ in an Oslerian clinical history, it provides

structure and reminds students of important but

less bioscientific aspects of the case that should be

considered in the ethical analysis. One of us (MM)

uses a modified form of this analytic tool for case-

based teaching.

If Dr. A chooses to use this approach in a facili-

tated discussion of the case of Mr. B outlined at the

beginning of this chapter, he might first ask the

residents to provide information on the following.

1. Medical factors. How do we make the diagnosis

of pancreatic cancer preoperatively? What intra-

operative findings preclude resection? What are

the treatment alternatives? What is the survival

rate and prognosis?

2. Preferences. Do patients really want detailed

scientific explanations of the extent of their

disease? Do family members feel that they can

protect the patient from despair or disappoint-

ment by dissembling? Why do science-based

medical team members insist on disclosure?

3. Quality of life. Discussion might focus on

the quality of residual life, the psychological

harm from deception, loss of confidence in

physicians who misled, and deprivation of the

patient’s opportunity to settle emotional as well

as financial accounts, or to realize deferred

personal goals.

4. Contextual features. What are the unique

psychological or social factors particular to the

patient that might justify an exception to the

general recommendation that truth telling is

the best policy? Cultural beliefs about the harm

from disclosure of a diagnosis of terminal illness

might be elicited from the residents.

In contrast to the ‘‘review of systems’’ approach

in the model by Jonsen et al. (1998), experienced

clinician–teachers often use problem-specific

frameworks to organize their thinking. Experienced

clinicians have a specific approach to common

clinical problems; for example, rather than a single

framework (i.e., a type of Starling curve) to diag-

nose and treat all cardiology problems, they use

individual frameworks for common paradigm cases

Table 42.1. An approach used for case-based teaching

of clinical and ethical decision making

Areas of consideration Characteristics

Medical factors Diagnosis, treatment,

prognosis

Quality of life Before, during, after

Preferences Patient, family, team

Context Support system, cost,

availability, special

circumstances

Based on information in Jonsen et al. (1998).
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such as heart failure, coronary artery disease,

and arrhythmias. Similarly, experienced bioethics

teachers can use paradigmatic frameworks for

analyzing truth telling, consent, end of life issues,

priority setting, and other common ethical prob-

lems. In the scenario faced by Dr. A, the paradigm

would be truth telling (Hébert et al., 1997). There

are specific arguments to use in conversations with

patients and families about telling the truth, such

as: Mr. B needs time to prepare for death; he may

know anyway; when he finds out, he will lose faith

in his care team; and he has the right to know. If

these arguments fail to convince Mr. B’s wife, an

intermediate strategy between withholding the

truth and burdening the patient with the truth is to

‘‘offer truth’’ (Freedman, 1993): that is, explicitly

ask him if he would like his wife to handle all the

medical information or to learn of the medical

findings himself directly from his physician.

Small group conferences allow clinicians to

develop their skills through active participation

in discussion. The large group lecture is a less

effective venue, although gifted teachers can be

effective, even in this format, if they can evoke the

emotional responses associated with important

prior clinical experiences of the audience. Debates

can introduce humor, tension, and active learning;

they may increase the intensity of vicarious par-

ticipation in the larger group format if they focus

on ‘‘what should we do?’’ The learning experience

is most intense for the debaters, but requiring

members of the audience to take a stand, vote, and

defend their position increases their participation

and active learning. Well-informed individuals in

the audience who have completed assigned read-

ing can help to enliven the debate and stimulate

other members of the larger group to become

better informed. Residents respond well to this

form of peer learning pressure.

How should I evaluate?

In-training evaluation reports (ITERs), a well-

established method of evaluation in residency

training programs, record the discussion of

performance between teachers and their clinician

trainees. Such reports are a valuable source of

feedback to residents about their clinical perform-

ance, and a reminder to program directors of the

domains of performance that should be evaluated.

Adding a bioethics domain to the ITER emphasizes

to both the teacher and the learner that it is

important. Turnbull and colleagues (1998) have

provided helpful advice on how to use the ITER

process effectively; their recommendations may be

applied to bioethics. To our knowledge, the ITER

has not been evaluated in relation to bioethics.

Innovative methods to get feedback from patients

and other members of the healthcare team may be

particularly applicable to bioethics.

Chart audits can measure clinical performance.

Many aspects of performance with respect to eth-

ical issues may not be recorded in the chart

because of the customary telegraphic recording of

bioscientific aspects of patient care in hospital

records. Despite this limitation, Sulmasy and col-

leagues (1994) used chart audits as a method of

evaluating the impact of bioethics teaching on

residents’ performance. Their study demonstrated

that bioethics education improved clinician learn-

ers’ performance in writing and clarifying do-not-

resuscitate orders.

Objective structured clinical examinations

(OSCEs), using standardized patients, are also used

to evaluate clinical performance. We have con-

ducted studies using OSCEs with standardized

patients for evaluating bioethics performance

(Singer et al., 1993, 1994). This method is feasible

and has adequate inter-rater reliability, content

validity, and construct validity. However, as with

OSCEs for other specific topics, it shares the prob-

lem of low internal consistency; a reliable estimate

of bioethics performance would require more OSCE

stations than is feasible in most settings.

Multiple-choice written examinations, although

limited in value, are accepted as reliable methods

of evaluating clinical knowledge and judgement.

However, they may be better suited to evaluating

bioscientific aspects of medicine than the value-

based judgements and reasoning processes that
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characterize ethical discourse. Other evaluative

formats such as short-answer or essay questions

are commonly used in undergraduate and graduate

bioethics teaching. A reasonable strategy would be

to combine the reliability of these methods with

the validity of some of the methods described

above.

In addition to measuring learners’ performance,

process measures evaluating a bioethics teaching

program also describe the number of teaching

sessions, the topics, the teaching materials dis-

tributed, the number of participating clinicians, the

clinicians’ critique of the content and method, and

the learners’ evaluations of the session. This record

will be helpful when accreditors ask, ‘‘How are you

teaching bioethics?’’

How should I learn?

Teaching bioethics to clinicians is a specialized

skill, but one that is not difficult to learn for clin-

icians who are already effective teachers. The con-

tent material for learning bioethics is available to

teachers and students on the World Wide Web

and in journals, books, conferences, and educa-

tional programs adapted to their needs. Graduate

programs specifically geared at clinicians are now

available, as are summer intensive programs.

A partial list of resources that may be helpful

to clinicians who are interested in bioethics is

included in the Appendix at the end of the chapter.

The case

Dr. A discusses his intentions for an education

session with the chief resident. He decides against

a lecture and helps the chief resident organize a

case-based clinical conference about the issue of

truth telling, using a debate or discussion format.

All of the residents are asked to read about cultural

variations in the practice of truth telling about the

diagnosis and extent of cancer spread (Thomsen

et al., 1993) before attending the conference. Two

opinion leaders among them are asked to read

additional information about legal and ethical

views on truth telling (Hébert et al., 1997). Enlisting

opinion leaders is an effective strategy for imple-

menting change (Stross, 1996). One of the two

residents is advised to consult with the psychiatry

service, the other with the moral philosopher,

inviting both to participate in the discussion of

whether withholding the diagnosis is appropriate

to forestall depression. Dr. A decides to use the

truth-telling module of the Royal College of Phys-

icians and Surgeons of Canada curriculum for his

basic teaching plan and references. He prepares

copies of the ‘‘Bioethics Bottom Line’’ component

of the truth-telling module to distribute at the end

of the session as a record of the main points of

the discussion. To strengthen his effectiveness in

teaching bioethics, Dr. A plans to explore available

intensive courses, conferences and workshops.

Participants in these programs have described the

experience as intellectually engaging and person-

ally rewarding.
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Appendix: bioethics teaching resources

The Royal College of Physicians and Surgeons

Bioethics Education Project (http://rcpsc.

medical.org/ethics/index.php) provides cur-

ricular modules for teaching bioethics to

residents in medicine, surgery, obstetrics and

gynecology, psychiatry, and pediatrics.

The College of Family Physicians of Canada has

prepared a bioethics curriculum that is avail-

able on its website (www.cfpc.ca/English/cfpc/

communications/health%20policy/Bioethics%

20Curriculum/default.asp?s-1).

The Canadian Bioethics Society website (www.

bioethics.ca/) provides links to university bio-

ethics centers and bioethics organizations

throughout Canada.

Useful websites for US organizations include the

US National Institutes of Health Bioethics

Resources on the Web (www.nih.gov/sigs/

bioethics); the Georgetown University Kennedy

Institute of Ethics (www.georgetown.edu/

research/kie/) and the Georgetown University

National Reference Center for Bioethics Lit-

erature (www.georgetown.edu/research/nrcbl),

which holds the center’s database of bioethics

organizations and provides assistance for

using BIOETHICSLINE, an online medical

ethics database available through Internet

Grateful Med (http://www.frame-uk.demon.co.

uk/guide/grateful_med.htm). The American

Society for Bioethics and Humanities offers

multiple resource links on its website (www.

asbh.org); The Center for Law and the Public’s

Health at Georgetown and Johns Hopkins

website (http://www.who.int/ethics/en/) links

to national and international ethics resources.

The International Research Ethics Network for

Southern Africa (http://www.irensa.org/cgi/

about.cgi) provides educational resources,

regional contacts and news on current

research.

UNESCO Bangkok website (http://www.

unescobkk.org/index.php?id=41) provides a

downloadable textbook and accompanying

teacher’s guide. The site also links to multiple

regional bioethics resources and organizations.

The Bioethics and Society Research Registry,

Oxford University website (http://www.

bioethicsandsociety.org/) provides links to

bioethics courses offered in the UK.

The Council of Europe Bioethics Division

website (http://www.coe.int/T/E/Legal_affairs/

334 M. F. McKneally and P. A. Singer



Legal_co-operation/Bioethics/) provides news

and links to bioethics events in Europe.

The International Association of Bioethics

website (http://www.bioethics-international.

org/iab-2.0/index.php?show=index) is a good

venue for communicating with colleagues

from around the world.

More extensive educational programs that are

accessible to clinicians while they continue their

professional work include the Alberta Provincial

Health Ethics Network Distance Education

Course: Introduction to Bioethics (www.phen.

ab.ca/disted/); the MHSc Bioethics Program

at the University of Toronto Joint Centre

for Bioethics (www.utoronto.ca/jcb/Education/

mhsc.htm); the Medical College of Wisconsin

Center for the Study of Bioethics distance

learning programs (http://www.mcw.edu/

bioethics/depage.html); and the Alden March

Bioethics Institute at Albany Medical College

(http://www.bioethics.org/), which provides

formal graduate training to clinician–teachers.
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SECTION VIII

Global health ethics





Introduction

Solomon R. Benatar

In an increasingly interdependent world we are

all threatened by widening disparities in wealth

and health, and by failure to achieve the goal of

more widespread respect for basic human rights.

In such a world, further complicated by signifi-

cantly different cultural perspectives on the good

life, it is necessary to consider how relationships

between individuals, institutions, and nations

should be structured in order to reduce injustice

and improve prospects of human well-being,

peace, and security.

In Ch. 43, Solly Benatar outlines global dispar-

ities, defines global bioethics, argues that global

bioethics is important, and examines how cross-

cultural differences could be considered and rec-

onciled in theory and in medical practice without

resorting to moral relativism.

In Ch. 44, Jerome Singh examines the legal and

ethical responsibilities of health professionals in

relation to care of those who are victims of torture

and degrading treatment. After defining dual loy-

alty and describing how dual loyalty dilemmas

arise, he refracts the rights of detainees through the

‘‘lens’’ of the principles of biomedical ethics, and

shows how international human rights law, several

United Nations Resolutions and international

medical ethics guidelines provide a framework for

protecting such vulnerable persons. His chapter,

inclusive of a description of how it is possible for

those in authority to become complicit in abusing

detainees, is of special topical interest given the

recent treatment of detainees in Guantanamo Bay

and Abu Ghraib prisons.

The HIV/AIDS era has focused world attention on

lack of access to essential life-extending drugs for

millions of people. Moving from concerns about

individuals to concerns for whole groups of people,

Jillian Clare Cohen and Patricia Illingworth address

in Ch. 45 the question of how access tomedicines for

all could be improved. They attribute the imbalance

in access at a global level to government and market

failures and then describe how changes to Trade-

Related Aspects of Intellectual Property (TRIPS)

coupled to enhanced corporate social responsibility

could facilitate improved access to necessary drugs

globally.

Moving to what ought to be done to narrow

injustice at a global level, Gopal Sreenivasan con-

cludes the section by arguing in Ch. 46 that, in the

absence of a theory of international distributive

justice to which all could agree, it would be pos-

sible to reduce disparities in wealth and health

significantly through the application of ideas

emanating from a theory of non-ideal justice.

A clinician might ask, ‘‘Why should clinicians

care about global health ethics? I am already faced

with a multitude of local ethical dilemmas and

issues, why should I think global bioethics affects

my clinical practice?’’ Firstly, because this book is

aimed at clinicians in both industrialized and

developing nations, it illustrates that, to varying

degrees, there are problems in many healthcare
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settings with access to and distribution of medical

services and in respecting human rights. Secondly,

clinicians practicing in the industrialized world

should have some sense of solidarity with their

colleagues in the developing world, especially

regarding some of the more pressing issues

they face. Thirdly, it highlights to clinicians the

importance of recognizing the existence of rea-

sonable ethical pluralism in bioethics and how

different cultural and political conditions affect

our conception of bioethics in industrialized

nations.

The chapters in this section do not attempt to

deal comprehensively with all aspects of global

bioethics and global health ethics. However, we

hope that they provide readers both with a sensi-

tizing introduction to a broad set of ethical con-

siderations on issues that impact profoundly on the

health of whole populations and with references

through which to pursue further study.
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Global health ethics and cross-cultural
considerations in bioethics

Solomon R. Benatar

The AIDS Clinical Trials Group Study 076 (ACTG076) made

an important contribution to prevention of HIV infection

when it established that mother-to-child transmission of

HIV (MTCT) in the USA and France could be significantly

reduced by giving antiretroviral drugs to pregnant women

orally for 8 weeks or more prior to childbirth (median 14

weeks) and intravenously during labor, as well as to the

newborn child for 6 weeks in the absence of breast feeding

(Connor et al., 1994). A major controversy developed when

in subsequent studies of MTCT in developing countries

shorter courses of treatment were compared with placebo.

Although there is no reason to believe that the ACTG076

regimen would not work in developing countries if it could

be applied, placebo studies were undertaken instead. The

rationale was that use of the ACTG076 regimen was

precluded in developing countries, not only by its extremely

high cost but, more relevantly, because women do not

present early enough in pregnancy to receive this prolonged

and intensive regimen. In addition they are anemic and

malnourished, unable to stop breast feeding, and have

difficulty providing treatment to a child for a six-week

period (Varmus and Satcher, 1997). Consequently, cheaper

and more easily applied preventive methods needed to be

studied to enable rapid application of this preventive

method to save many lives in developing countries.

What is global health ethics?

Global health ethics is a suggested means through

which to promote widely values that include

meaningful respect for human life, human rights,

equity, freedom, democracy, environmental sus-

tainability, and solidarity (Benatar et al., 2003). It is

contended that failure to pursue adequately such

values that play an essential role in improving

population health is the underlying basis for new

threats to health, life, and securitywithin nations and

across the world. Global health ethics could promote

this set of values – which combines genuine respect

for the dignity of all people and a conception of

human development that goes beyond that con-

ceivedwithin the narrow, individualistic ‘‘economic’’

model of humanflourishing (Doyal andGough, 1991;

Bensimon and Benatar, 2006). Foremost among the

values to promote is solidarity, without which we

ignore distant indignities, violations of human rights,

inequities, deprivation of freedom, undemocratic

regimes, and damage to the environment.

A framework that combines an understanding of

global interdependence with enlightened long-term

self-interest has the potential to promote a broad

spectrum of beneficial outcomes, especially in the

area of global health. Health and ethics provide a

framework within which such an agenda could be

developed and promoted across borders and cul-

tures. An extended public debate through a multi-

disciplinary approach to global health ethics could

promote the new mindset needed to improve health

and to deal with threats to health at a global level.

This chapter utilizes material from the following previously published articles with permission from the publishers: Benatar, S. R.,

Daar, A. S., and Singer, P. A. (2003). Global health ethics: the rationale for mutual care. Int Affairs 79: 107–38; Benatar, S. R. (2004).

Towards progress in resolving dilemmas in international research ethics. J Law Med Ethics 32: 574–82; Benatar, S. R. (2004).

Rationally defensible standards for research in developing countries. Health Human Rights 8: 197–202.
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That mindset requires recognition that health,

human rights, economic opportunities, good gov-

ernance, peace, and development are all intimately

linked within a complex, interdependent world. The

challenge of the twenty-first century is to explore

these links, to understand their implications, and to

develop processes that could harness economic

growth to human development, narrow global dis-

parities in health, and promote peaceful coexist-

ence. This process requires that interest in health

and ethics be extended beyond the micro level of

interpersonal relationships and individual health to

include ethical considerations in relation to public

and population health at the levels of institutions,

nations, and international relations (Benatar et al.,

2003).

A global agenda must, therefore, extend beyond

interpersonal ethics and mere rhetoric on universal

human rights to include greater attention to individ-

ual and institutional duties, social justice, and inter-

dependence. The relatively new interdisciplinary

field of bioethics, when expanded in scope to em-

brace widely shared foundational values, couldmake

a valuable contribution to the improvement of global

health.A vision, discussed indetail elsewhere, offers a

way forward for global health reform through five

transformational approaches (Benatar et al., 2003):

� developing a global state of mind

� promoting long-term self-interest and not

merely short-term interests

� striking a balance between optimism and pes-

simism about globalization

� developing capacity in disadvantaged groups

� achieving widespread access to public goods

such as education, basic subsistence needs, and

work; this requires collective action, including

financing (to make sure they are produced), and

good governance (to ensure their optimum

distribution and use).

Why is global health ethics important?

Global health: disparities and implications

Since the birth of modern bioethics in the 1960s, the

world has changed profoundly. Major expansion

of the world economy has been associated with

spectacular progress in science, technology, knowl-

edge, healthcare, and in speed of travel and

communication, which have been beneficial for

many. The dark side of progress includes widening

disparities in wealth and health, rapid population

growth, the emergence of new infectious diseases,

escalating ecological degradation, numerous local

and regional wars, a stockpile of nuclear weapons,

and dislocation of millions of people (Benatar,

1998). The gap between the income of the richest

and poorest 20% of people in the world increased

from a nine-fold difference at the beginning of the

twentieth century to 30-fold by 1960 – and since

then to almost 80-fold by 2000. The gap in health

status across the world has also widened (Benatar,

2001). This is illustrated by the fact that although

life expectancy improved dramatically worldwide

during the second half of the twentieth century this

trend has been reversed in the poorest countries in

recent years (Kaiser Network, 2006). The emergence

and spread of new infectious diseases pose déjà

vu dilemmas and, together with new terrorist

threats, demonstrate how interconnected we all are

(Singer, 2002). The recent epidemic of severe acute

respiratory distress syndrome (SARS) (Booth et al.,

2003; Lee et al., 2003) is a small-scale example of the

new, acute, rapidly fatal infectious diseases that

may, like the 1918–19 influenza epidemic, sweep

through the world with high mortality rates in all

countries and accompanying profound social and

economic implications. This recrudescence of a

public health threat also provided ethical insights

into the implications of the interconnectedness of

individuals and society and the need to reconsider

the ethics of overriding individual rights (Singer,

et al., 2003). Consequently, in the first decade of

the new millennium we face the grim reality of

human life, health, and security being under severe

threat.

Growing global instability and threats to human

security and well-being from the widening gulf

between the world’s ‘‘haves’’ and the ‘‘have-nots’’

call for newways of thinking and acting. Distinctions

between domestic and foreign policy have become

blurred, and the need for coherence between local
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and international policies is increasingly being

acknowledged. Public health, even in the most

privileged nations, is arguably now more closely

linked than ever to health and disease in impover-

ished countries. Under such circumstances, linkage

of local action to an expanded global health agenda

based on shared values and the application of new

concepts in public health ethics (Nixon et al., 2005)

could facilitate significant improvements in global

health.

Cross-cultural considerations
in bioethics

In a world characterized by many different value

systems and cultures, wide disparities in wealth and

health, and common threats (for example new

pandemics and environmental degradation), it is of

special importance to give consideration to whether

there are universal ethical principles that poten-

tially bind us all more closely than we appreciate. If

there are, how could these be applied rationally in

specific social contexts? This is important both in

relation to clinical care of patients (Berger, 1998;

Bowman, 2004) and in international collaborative

research (Benatar, 2004a).

Rather that attempting to review the extensive

debate on ethical universalism and moral relativ-

ism (Horton, 1995; Macklin, 1999; Beauchamp,

2003; DeGrazia, 2003; Turner, 2003; Hinman, 2006),

I explore here whether areas of disagreement

in making ethical decisions may be explicable

by failure to understand others and by differing

perceptions of social relations. I shall suggest that

universal ethical principles applied through moral

reasoning, with appropriate consideration of mor-

ally relevant local factors, could allow us to find a

rational middle ground between the seemingly

polarized perspectives of ethical universalism and

ethical relativism.

There are two requirements for finding such

middle ground. Firstly, it is necessary for scholars to

acquire deeper insights into their own value systems

and the value systems of others. Secondly, and of

equal importance, is the need to avoid either

uncritically accepting the moral perspectives of all

cultures as equally valid or rejecting them all

as invalid. Instead, and despite the shortcomings

perceived by some of such an approach, moral

reasoning should be used to evaluate when and

how local considerations can be morally relevant

in the application of universal principles in local

contexts.

Understanding others

Understanding others is essential in a globalizing

world. Understanding ourselves and others

requires what Ninian Smart (1995) has called

‘‘structured empathy’’ and ‘‘cross-disciplinary

study of world views/belief systems.’’ Belief sys-

tems provide ways of ‘‘seeing’’ the world that,

‘‘through symbols, actions, and mobilization of

feelings and wills to act . . . serve as engines of

social and moral continuity and change’’ (Smart,

1995). As world views represent powerful and dif-

ferent starting points from which people think and

argue (and generate conflict), it is necessary to

understand how they are constructed, used, and

abused. While Smart describes several dimensions

of world views with special emphasis on these

dimensions within religions, his analysis is also

relevant for secular world views (Smart, 1995).

Understanding others also requires mutually

respectful dialogue. Martha Nussbaum (1997)

eloquently argued that three capacities are essential

for intelligent dialogue and cooperation between

people from different backgrounds in today’s inter-

dependent world: (i) the capacity for critical exam-

ination of oneself and one’s traditions, (ii) the

capacity to see oneself as bound to all other human

beings, and (iii) the capacity to imagine what it

might be like to be in the shoes of a person very

different from oneself. Jonathan Glover (2001), in his

descriptions of numerous genocides across the

world during the twentieth century and his quest

for understanding why these are perpetrated, con-

cluded that it is only our moral imagination that

could enable us to significantly alter our outlook and

actions.
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Bioethics in the context of a more nuanced

understanding of social relations

Anthropologists and social scientists have been

critical of modern bioethics on the grounds that it is

based on Western moral philosophy and western

biomedical perspectives. An additional criticism

is that bioethics is located within a theoretical

framework that emphasizes the application of sci-

entifically rigorous medical care to people who are

sufficiently autonomous to make self-interested

decisions about themselves in a context of minimal

social connectedness. It is claimed that such a highly

reductionist and individualistic approach takes

insufficient consideration of the social and cultural

contexts of illness or associated ethical dilemmas. In

addition, it isolates bioethical issues from spiritual

perspectives on health and neglects the dynamic

nature of relationships between individuals, their

families, and their communities (Fox and Swazey,

1985, 2005; Hoffmeister, 1990; Lieban, 1990; Weisz,

1990; Christakis, 1992; Marshall, 1992).

Some critics of modern bioethics favor a more

embracing communitarian conception of the indi-

vidual that acknowledges and values closer links

with other people. As an example, the African notion

of a person values links with the past (ancestors), the

present (family and community), and with other

animate beings (and even inanimate objects such as

earth) within a ‘‘web of relations’’ that has been

labeled as an ‘‘eco-bio-communitarian perspective’’

(Tangwa, 2000). Within this more embracing context

of the African perspective, and similarly withinmany

other traditional cultures, illness represents more

than mechanical dysfunction. Here understanding

and dealing with illness requires an explanatory

model that includes attention to the influence of

external social interactions, luck, fate, and magico-

religious considerations. These arguments also apply

in clinical practice, where ethical decision making

could be facilitated in cross-cultural contexts by

considering differences in how people in various

cultures understand the meaning of personhood,

what they view as harms and benefits, how the

human body and illness are to be interpreted, and

the role of religion and belief systems in health and

alleviation of suffering (Helman, 1990). It is neces-

sary to understand that such differences may give

rise to abhorrence in some cultures of issues that are

taken for granted in others – for example truth telling

about fatal diseases, the use of advance directives,

removal of life support, and donation of organs

(Berger, 1998; Bowman, 2004).

These two views of people, within social rela-

tionships defined in a polarized manner either as

individualistic or communitarian along a single

dimension, have generated much debate in rela-

tion to ethical considerations in cross-cultural

research (Loue et al., 1996; Nairn, 1998; Tangwa,

2002). Some scholars insist that the individualistic

approach is the best universal model and that it

must be rigorously applied (Macklin, 1999). Others

argue that this is a ‘‘particular rationality’’ about

human life; one that is attractive in its abstract

form but lacks resemblance to the real world in

which people live (Fox and Swazey, 1985).

Mary Douglas and colleagues have offered amore

complex framework for understanding social rela-

tions and interactions. This framework hopes to

bridge the gap between a conception of all humans

as fundamentally the same in being rational and

self-interested and another conception that views

people as differing greatly in what they consider to

be rational and what is indeed in their own self-

interest (Douglas et al., 2003). These scholars posit

that both polar views rest on shaky foundations

because cultures and societies vary across time,

such that social differences cannot be explained so

simply. They also make the case that if we are

indeed all totally different it would be hard to

understand history and to cooperate across cultures

and that it is not necessary to have to choose

between these extremes.

They propose a cultural theory in which four basic

ways of life can be derived from two dimensions

(Figure 43.1), and from which a large variety of

ultimate forms of social and cultural life can be

derived. Each of the four ways of life identified in this

analysis, ‘‘consists of a specific way of structuring

social relations and a supporting cast of particular
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beliefs, values, emotions, perception and interests’’

(Douglas et al., 2003). This analysis illustrates the

wider spectrum of middle ground that lies between

the usually described extremes of individualism and

community, and the inadequacy of always focusing

on the polar extremes of dichotomous options.

Cultures are also dynamic and undergoing con-

tinuous change. Some traditional hierarchical soci-

eties are moving towards greater democracy and

placing more emphasis on individualism, for

example in the new South Africa with its liberal

constitution and Bill of Rights. In addition, multi-

cultural modern societies are acknowledging the

need for more emphasis on community, and the

need for solidarity is increasingly appreciated in a

globalizing and interdependent world. However, it is

important to note that in such pluralistic societies

respect for democracy should take precedence over

the preservation of cultural traditions that under-

mine democracy and human rights. Under these

circumstances, egalitarianism (see Figure 43.1) is

becoming an attractive and challenging common

ground on which diverse cultures could hopefully

meet.

How should I approach global health
ethics in practice?

In a multicultural, pluralistic world, it is proposed

that healthcare professionals and researchers

should have a deeper understanding of the global

forces that profoundly influence health. They

should also be educated about the social, eco-

nomic, and political milieu that frames the context

in which the clinical practice of medicine and the

conduct of international collaborative research

take place and be sensitive to the differing per-

ceptions of research and healthcare that prevail in

such contexts (Benatar, 2002; Marshall and Koenig,

2004; Fox and Swazey, 2005).

The example of international collaborative

research illustrates the need to understand others

and for finding a middle ground between ethical

universalism and ethical relativism, because it is in

this field more than in any other that serious efforts

have been made to understand what it means to

do research on vulnerable people in developing

countries (Benatar, 2004a; Fogarty International

Center, 2005). In addition, given the high profile of,

and interest in, research, the example of standards

set in the research context and linkage of research

to improvements in healthcare could provide the

stimulus towards achieving greater commitment to

improving global health.

I have proposed a two-dimensional framework,

along the lines of the analysis offered by Douglas

and colleagues, to facilitate understanding dis-

agreements about some of the ethical dilemmas

that arise in cross-cultural collaborative research

(Figure 43.2; Benatar, 2004a). One dimension of

this framework stretches from a pole representing

the abstract philosophical construction of universal

ethical concepts and principles to a contrasting

pole where the local ethos (defined as the ‘‘mores’’

that are influenced by time, geographical location,

culture, and other social forces) defines the differ-

ent worlds that have been studied and described by

anthropologists and social scientists. A second

intersecting dimension stretches from the ability

to use moral reasoning to negotiate the application

of universal principles within local contexts to

positions of moral dogmatism and ‘‘instruction

manual’’ approaches to ethics.

This is a more nuanced analysis than one that

pits ethical universalism against moral relativism
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Figure 43.1. Four forms of social solidarity. (Adapted from

Douglas et al., 2003.)
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along a single dimension. It enables distinctions to

be drawn between four broad positions: moral

absolutism, moral relativism, reasoned global

universalism, and reasoned contextual universal-

ism. Moral absolutism describes the position taken

by those who believe in ethics as prescribed

and immutable. Moral relativism contends that

morality is entirely relative to time, place, and

culture. The position of reasoned global universal-

ism is reached through the application of a set

of abstract ethical principles that have been

developed and justified through a reasoned pro-

cess. The position of reasoned contextual univer-

salism is reached by taking morally relevant local

factors into consideration in applying reasoned

global universalism.

Seeking morally justified practical applications

within the position of reasoned contextual univer-

salism acknowledges the relevance of history,

geography, culture, economics, and other factors to

the interpretation of universal principles so that

they can be utilized effectively and progressively

in differing contexts (Benatar, 2002). The influence

of such factors on shaping values, belief systems,

and the real world is evident in the evolution of

bioethics and its methodology in the western world

since the early 1960s (Sugarman and Sulmasy,

2001).

Many continue to seek research ethics guide-

lines that can be uniformly adopted to resolve

controversial ethical dilemmas. However, it should

be more widely acknowledged that just as it is not

possible to spell out precisely in any particular

jurisdiction what is constitutional or unconsti-

tutional in all situations and at all times without

judicial interpretation so it is a fruitless exercise to

attempt to write detailed ‘‘instruction manual’’

type directions spelling out precisely what is ethical

or unethical in all situations at all times. The place

of ethical universalism is at the abstract and

conceptual levels, and then there is the need to

seek reasoned ways of specifying how abstract

principles are to be applied at the local level.

As with considerations of social solidarity,

the position of reasoned contextual universalism

allows for the rational application of universal

approaches within local contexts. Achieving such

middle ground avoids the abstraction that is

blind to context while also avoiding the perils of

moral relativism (London, 2000, 2001). An essential

requirement here is to have deeper insights (a dif-

ficult task) into when and how it is morally

appropriate to take local contexts (ethos/mores)

into consideration in applying universal ethical

principles. Considerations of major importance

will include whether local cultural values inflict

harms that could and should be avoided (or are

harmless) and whether (or not) they infringe

on human rights or abrogate respect for human

dignity – in the full acknowledgement that these

concepts too are not easily defined in acceptable

ways to all (Benatar, 2004a; Ashcroft, 2005).

The case

The HIV/AIDS pandemic has had a powerful

influence on expanding the discourse about global

health and human interconnectedness across the

globe. It has also sensitized researchers to the

complexities of applying universal principles in

medical research. The case study selected here is

used to illustrate the need for a broader, more

global approach to health and to bioethics and the

need to find rational means of applying universal
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Figure 43.2. Four perspectives on ethical dilemmas. (From

Benatar, 2004a.)
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ethical principles in different contexts without

resorting to moral relativism.

The ideas outlined above have been applied

to facilitate resolution of persisting ethical

dilemmas in international collaborative research

and to assist in determining when a placebo con-

trol is justified in clinical research (Benatar, 2004b).

I have suggested that under the very different

circumstances in which pregnant mothers present

for delivery in developing countries the research

question that needs to be asked about preventing

MTCT of HIV infection differs somewhat from

the question asked about how to reduce MTCT

in wealthy countries. So, the question to study

becomes, ‘‘to what extent can MTCT of HIV be

prevented in resource-poor settings where preg-

nant mothers only present to clinics a few weeks

or hours before labor, are often anemic and

malnourished, and where breast-feeding cannot be

avoided?’’

The balance of benefits and harms associated

with a research project pursuing this question, and

the feasibility of then introducing into everyday

clinical practice an affordable preventive regimen,

differ very significantly from the original studies.

When few women present early enough to be

treated with the full ACTG076 regimen, the legit-

imacy of a different study design, which may

include a placebo, is based on this significantly

different research question being asked in a totally

different social context with very different impli-

cations for the local society. Important relevant

differences include inability to enroll enough

women presenting early enough to receive the

ACTG076 regimen (those few who do present early

could receive it), inability to prevent breast-feeding,

and the great public health value of obtaining an

answer to the research question as rapidly and

efficiently as possible in the face of a major pan-

demic where many threatened lives in developing

countries could be saved.

So, if we agree that (i) double standards should

be avoided, (ii) that different standards may be

acceptable when there are relevant contextual dif-

ferences, and (iii) that consideration of relevant

differences is part of the moral reasoning process,

then we can agree that different standards may not

be double standards. Such arguments can lead to

the conclusion that the use of a placebo in the

comparative arm of a study of short-course anti-

retroviral treatment in MTCT could be ethical

(Benatar, 2004b).

This argument can also be taken one step further

in the quest to link research to improvements in

medical care in developing countries. For example,

in the ACTG076 study in wealthy countries, the

researchers were not faced with needing to treat

their research subjects for malaria, tuberculosis, or

other concomitant diseases that may afflict them

during the study, as treatment for these would be

available to them through locally available health

services. In developing countries, however, it

would surely be unethical of researchers not to

treat their research subjects for such conditions if

treatment were not otherwise available to them. So

we have provided a reasoned account of why and

how researchers should be required to provide a

broader and different standard of overall care in

these two research situations (Shapiro and Benatar,

2005), and that this is not an example of double

standards, but rather of morally legitimate different

standards (Benatar, 2004a).

Making progress in global health will require

new paradigms of thinking. Progress could be

made through an extended notion of global bio-

ethics and by coupling research to improvements

in health through a broader conception of the

standard of care that links research to sustainable

development through partnerships and strategic

alliances.
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Physician participation in torture

Jerome Amir Singh

Hours after a bomb kills 23 people in a busy marketplace,

state armed forces arrest a suspect. Dr. A, a state physician,

is summoned to the city’s detention facilities. When he

arrives, he finds the suspect unconscious and covered in

blood from severe beatings inflicting by the security forces.

He is asked to resuscitate the patient for further interro-

gation. Angered at the bombing, Dr. A complies. Shortly

thereafter, in an attempt by detaining authorities to extract

information from the detainee, Dr. A is asked to administer

sodium pentothal (also known as ‘‘truth serum’’) to the

detainee. Before doing so, the suspect dies from his injuries

sustained from the beatings. The detaining authorities

instruct Dr. A to record the death as a suicide, which he

does. Later, Dr. A wonders whether his actions and silence

in the matter makes him complicit in the torture and

subsequent cover-up of the incident. He is also uncertain

whether he is obliged to act in the best interests of

his employer (the state), himself, or his patient in such

instances.

Dr. B, a psychiatrist in a detention center, is informed

by one of her patients that he has not been charged or tried

for any crime since his detention months earlier. In

addition, he is regularly shackled and held in solitary

confinement for prolonged periods, made to stand in

awkward positions for hours on end, and deprived of sleep

by the detaining authorities. Dr. B is unsure what to do

with this information.

C, a prison nurse, overhears correctional services officials at

her prison boast about their interrogation and humiliation

of detainees who were recently transferred there as a result

of extrajudicial renditions, a practice whereby detainees

are deported by countries without going through proper

court channels. Their accounts include, amongst others,

stripping detainees naked and photographing them, and

scaring them with prison dogs while they are blindfolded.

C, who has not personally witnessed any of these acts, nor

knowingly treated such patients, confronts her colleagues,

who inform her that such detainees have no recognition or

protection under international law. C is unsure of her

moral and legal duties towards the detainees.

What is torture?

In the World Medical Association’s (WMA) Dec-

laration of Tokyo of 1975 (hereafter the Tokyo

Declaration) torture is defined as: ‘‘the deliberate,

systematic or wanton infliction of physical or

mental suffering by one or more persons acting

alone or on the orders of any authority, to force

another person to yield information, to make a

confession or for any other purpose.’’ ‘‘Any other

purpose’’ could include simply punishing and ter-

rorizing persons (McQuoid-Mason and Dada,

1999). In 1984, the United Nations (UN) adopted

the Convention Against Torture and other Cruel,

Inhumane or Degrading Treatment or Punishment

(hereafter Convention Against Torture). In Article 1

of this convention, torture is defined as ‘‘any act by

which severe pain or suffering, whether physical or

mental, is intentionally inflicted in order to obtain

This chapter is based on: Singh, J. A. (2003). American physicians and dual loyalty obligations in the ‘‘war on terrorism.’’ BMC Med

Ethics 4: 1–10 (http://www.biomedcentral.com/1472-6939/4/4).

350



a confession, to punish or to intimidate in cases

where such suffering is inflicted with the conniv-

ance of a public official’’ (UN General Assembly,

1984).

Why are ethical and legal issues
surrounding torture important?

Dual loyalty conflict defined

In 2003 the International Dual Loyalty Working

Group proposed a comprehensive set of guidelines

on dual loyalty conflicts, entitled Dual Loyalty

and Human Rights in Health Professional Practice

(DLHR) (Physicians for Human Rights and Univer-

sity of Cape Town Health Sciences Faculty, 2003).

This defined a dual loyalty as a ‘‘clinical role conflict

between professional duties to a patient and obli-

gations, express or implied, real or perceived, to

the interests of a third party such as an employer,

insurer or the state.’’ This paper addressed these

issues in the context of a health professional’s clin-

ical role conflict between serving his or her detainee

patient and serving his or her country or employer.

How dual loyalty dilemmas can arise

History and recent events have demonstrated that

health professionals of a detaining power are not

above being complicit in detainee abuse (British

Medical Association, 2001; Lifton, 2004; Marks,

2005). If a detainee is being subjected to poor

detention conditions, or abusive or humiliating

interrogation by a detaining power, health profes-

sionals could experience a conflict of interest

between (i) their duty to care for, and protect, that

patient (whichwould ideally require the professional

to actively protest against, or report, abusive treat-

ment to the appropriate authorities), and (ii) their

patriotic duty to protect and serve the interests of

their employer or country (which might arguably

require the professional to remain silent about such

treatment). Conversely, a government’s openly neg-

ative views towards detainees could induce health

professionals not to want to provide reasonable care

to, or protect the interests of, such detainees. This

could conceivably occur where health professionals

come to believe (rightly or wrongly) in the detainee’s

complicity or guilt in actual, incomplete, or pro-

spective crimes against the professional’s country.

This mindset could conflict with the professional’s

ethical duty to care for the detainee.

International human rights law

The Universal Declaration of Human Rights

adopted by the UN General Assembly in 1948 states

that ‘‘no one shall be subjected to torture or to

cruel, inhumane or degrading treatment or pun-

ishment.’’ Although this declaration is not binding

on countries, it carries considerable moral weight.

Article 7 of the Covenant on Civil and Political

Rights of 1966 (which is an instrument that is

binding on states that ratify it) replicates this right

word-for-word (UN General Assembly, 1966). In its

General Comments on this clause, the UN’s Human

Rights Committee stressed that this prohibition

relates not only to ‘‘acts which cause physical pain

but also to acts that cause mental suffering to

victims’’ (Kellberg, 1998). Indefinite solitary con-

finement, a measure practiced by some countries,

can be seen as a form of mental suffering. The

Committee has also stated that no justification or

extenuating circumstances excuses a violation of

Article 7, including an order from a superior officer

or a public authority.

In 1978, the European Court of Human Rights

ruled that the use by British forces in Northern

Ireland of tactics such as hooding, forced standing,

sleep deprivation, subjection to noise, and depriv-

ation of food and drink was not torture. However,

the Court did find that such methods were

‘‘inhuman and degrading’’ and, therefore, unlawful

under various treaties (Ireland v. UK, 1978). More-

over, in 1999, the Israeli Supreme Court unani-

mously ruled that certain Israeli interrogation

methods (including forced uncomfortable postures

and sleep deprivation) were unlawful (Public Com-

mittee against Torture in Israel et al. v. Government

of Israel et al., 1999).
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The Israeli Supreme Court also ruled that the State

(of Israel) could not use the defense of ‘‘necessity’’ to

justify such treatment. These cases illustrate that the

techniques outlined above are clearly considered

repugnant internationally. Health professionals of

countries practicing such techniques should not be

party to such treatment. Professionals who witness

such treatment have an ethical duty to speak out

against it. This resonates with the benevolent advo-

cacy role for health professionals postulated above.

International humanitarian law

The international treaties governing armed con-

flicts are known as international humanitarian law

or the ‘‘law of war.’’ Disregard of these treaties can

easily lead to degrading and/or abusive treatment

of detainees, which, in turn, could impact nega-

tively on their mental and physical health. In the

international conflict context, ‘‘prisoner of war’’

(POW) status entitles detainees to basic rights

under several international treaties, including

the Third Geneva Convention. The four Geneva

Conventions established rules for the conduct

of international armed conflict (UN, 1949). The

Geneva Convention applies ‘‘to all cases of declared

war or of any other armed conflict which may arise

between two or more of the High Contracting

Parties, even if the state of war is not recognized

by one of them.’’ ‘‘Common Article 3,’’ as it has

become known, is found identically in all four

conventions and is taken to define a ‘‘hard core’’ of

obligations that must be respected in all armed

conflicts. This is generally taken to mean that no

matter what the nature of the war or conflict certain

basic rules cannot be abrogated. Common Article 3

states (UN, 1949):

The following acts are and shall remain prohibited at any

time and in any place whatsoever: violence to life and

person, in particular murder of all kinds, mutilation, cruel

treatment and torture; outrages upon personal dignity, in

particular humiliating and degrading treatment

Under the Geneva Conventions, POW status also

bestows upon detainees a plethora of rights, many

of which directly or indirectly involve military

physicians. These include Articles 3, 13, 15, 17, 19,

21, 22, 31, and 46. Article 17 is of particular rele-

vance. It states that no physical or mental torture,

nor any other form of coercion, may be inflicted

on POWs to secure from them information of any

kind whatsoever. It also states that prisoners who

refuse to answer questions may not be threatened,

insulted, or exposed to any unpleasant or disad-

vantageous treatment of any kind. This would

clearly rule out the application of any robust

interrogation methods on detainees by a detaining

power.

Non-binding United Nations resolutions

Although UN General Assembly resolutions are

generally not binding on member states (unless

they agree to be bound), like the Universal

Declaration of Human Rights, they carry consider-

able moral weight as they reflect the moral con-

science and general consensus of the collective

international community. According to the 1982

UN General Assembly resolution entitled Principles

of Medical Ethics relevant to the Role of Health

Personnel, particularly Physicians, in the Protection

of Prisoners and Detainees against Torture and

Other Cruel, Inhuman or Degrading Treatment or

Punishment (hereafter the Principles of Medical

Ethics), it is a contravention of medical ethics for

health personnel to apply their knowledge and skills

in order to assist in the interrogation of prisoners

and detainees in amanner that may adversely affect

their physical or mental health and which is not in

accordance with the relevant international instru-

ments, and to certify, or to participate in the certi-

fication of, the fitness of prisoners or detainees for

any form of treatment or punishment that may

adversely affect their physical or mental health

(Principle 4). Further, it is a gross contravention of

medical ethics, as well as an offence under applic-

able international instruments, for health personnel

to engage, actively or passively, in acts which con-

stitute participation in, complicity in, incitement

to, or attempts to commit torture or other cruel,
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inhuman, or degrading treatment or punishment

(Principle 2). It also explicitly stipulated that there

may be no derogation from the foregoing principles

on any ground whatsoever, including public emer-

gency (Principle 6).

According to the 1988 UN General Assembly

resolution entitled Body of Principles for the Pro-

tection of All Persons under Any Form of Detention

or Imprisonment (hereafter BOP) all persons under

any form of detention or imprisonment shall be

treated in a humane manner and with respect

for the inherent dignity of the human person

(Principle 1). Nor may that individual be subjected

to torture or to ‘‘cruel, inhuman or degrading

treatment or punishment’’ (Principle 6). This is to

be interpreted so as to ‘‘extend the widest possible

protection against abuses, whether physical or

mental, including the holding of a detained or

imprisoned person in conditions which deprive

him, temporarily or permanently of the use of any

of his natural senses, such as sight or hearing, or of

his awareness of place and the passing of time’’

(Principle 6). Under this provision, no circumstance

whatsoever may be invoked as a justification

for torture or other cruel, inhuman or degrading

treatment or punishment. Significantly, the BOP

explicitly stipulates that officials who ‘‘have reason

to believe that a violation of this Body of Principles

has occurred or is about to occur’’ must report

the matter to their superior authorities and, where

necessary, to ‘‘other appropriate authorities or

organs vested with reviewing or remedial powers’’

(Principle 7(2)). Thus, health professionals need to

be mindful that even detainees who are assigned

unilateral classifications such as ‘‘unlawful com-

batant’’ are protected against undue advantage

being taken against them during interrogations

(Principle 21).

The UN Standard Minimum Rules for the Treat-

ment of Prisoners made it clear that its provisions

cover the general management of institutions and

are applicable to all categories of prisoners, criminal

or civil, untried or convicted, including prisoners

subject to ‘‘security measures’’ (UN Congress,

1955; Articles 4(1), 84(1), 84(2), 95). Countries that

disregard the rights of detainees could also be

violating a UN resolution pertaining to the protec-

tion of human rights and fundamental freedoms

while countering terrorism (UN General Assembly,

2002). This resolution affirms, among others, that

states must ensure that any measure taken to

combat terrorism complies with obligations under

international law, in particular international human

rights, refugee, and humanitarian law.

International medical ethics guidelines

According to the Tokyo Declaration (WMA, 1975), a

physician should not ‘‘countenance, condone or

participate in the practice of torture or other forms

of cruel, inhuman or degrading procedures, what-

ever the offence of which the victim of such

procedures is suspected, accused or guilty, and

whatever the victim’s beliefs or motives, and in all

situations, including armed conflict and civil strife’’

(Article 1). It stated that the physician ‘‘shall not

provide any premises, instruments, substances or

knowledge to facilitate the practice of torture or

other forms of cruel, inhuman or degrading treat-

ment or to diminish the ability of the victim to

resist such treatment’’ (Article 2). Physicians who

participate in interrogation sessions, either directly

or by resuscitating unconscious detainees for the

purposes of further interrogation by the detaining

power, could be deemed as having diminished the

ability of detainees to resist such treatment. The

mere presence of any physician during any inhu-

mane treatment of detainees is also a violation of

the Tokyo Declaration (Article 3). Physicians cannot

justify their involvement in such interrogations

on the basis of any political ideology (such as a

country’s ‘‘national security’’ interest) as the Tokyo

Declaration states that the physician’s fundamental

role is to alleviate the distress of his or her fellow

men, and no motive whether personal, collective,

or political shall prevail against this higher purpose

(Article 4). According to DLHR, the health profes-

sional should not perform medical duties or engage

in medical interventions for ‘‘security purposes’’

(Guideline 14).
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According to Article 1 of the Regulations in time

of Armed Conflict (also known as the Havana

Declaration) (WMA, 1956), medical ethics in time

of armed conflict is identical to medical ethics in

times of peace. Article 2 of this document makes

clear that as the primary task of the physician is

to preserve health and save life, it is unethical

for physicians to (a) give advice or perform

prophylactic, diagnostic or therapeutic procedures

that are not justifiable in the patient’s interests,

(b) weaken the physical or mental strength of a

human being without therapeutic justification, and

(c) employ scientific knowledge to imperil health or

destroy life.

Provisions (a) and (c) prohibit physicians treat-

ing or resuscitating detainees in furtherance of

further invasive interrogations. Provision (b) could

be interpreted as forbidding physicians from

declaring detainees mentally competent for indef-

inite solitary confinement or administering a truth

serum to detainees for interrogation purposes.

The Manual on Effective Investigation and

Documentation of Torture and Other Cruel, Inhu-

mane or Degrading Treatment (the Istanbul Proto-

col) is the first set of international guidelines

intended to serve for the assessment of persons who

allege torture and ill-treatment, for investigating

cases of alleged torture, and for reporting such

findings to the judiciary and any other investigative

body (Action for Torture Survivors, and Amnesty

International, and Association for the Prevention

of Torture et al., 1999). If physicians witness or

suspect the abuse of detainees, they should con-

sider it their ethical duty to use the Istanbul Protocol

to document and report such abuse. This approach

is endorsed by the DLHR guidelines on prison,

detention, and other custodial settings, although it

cautions (Guideline 6): ‘‘The health professional

must, however, weigh this action against any

reprisal or further punishment to the prisoner that

may result. When appropriate, the health profes-

sional should gain the consent of the prisoner

before making such a report.’’

But how should clinicians handle risks of

reprisals against themselves? Those few docu-

mented accounts that do exist of brave clinicians

laudably acting in the interests of their tortured

detainee patients despite the threat of serious

repercussions if they did so reveal that many were

themselves subsequently abused or tortured (CPT

[European Committee for the Prevention of Torture

and Inhumane or Degrading Treatment or Pun-

ishment], 2001). Physicians in Iraq during the

Hussein era, for example, participated in state-

inflicted torture because they feared for their lives

if they failed to comply with army directives (Reis

et al., 2004), while physicians in Turkey routinely

also do not report torture for fear of reprisal

(Physicians for Human Rights, 1996). But does the

failure to report actual or suspected abuses against

detainees constitute a transgression of law or

ethics? From a legal perspective, health profes-

sionals in many countries are deemed to have a

‘‘special duty’’ relationship with their patients that

obliges them to act in their patient’s best interests.

A failure to do so usually constitutes an ‘‘omission’’

in law, which is actionable in criminal and civil law.

However, the health professional is not obliged to

act if doing so could reasonably compromise his or

her life. Accordingly, if a health professional rea-

sonably believes that his or her life or safety would

be endangered by any torture-related disclosure to

outside parties, his or her special duty obligation

to act in the patient’s interests would arguably

not immediately apply. The health professional’s

duty in this regard, though, would be triggered as

soon as the threat ended and/or the opportunity

to disclose to relevant third parties arose, if

applicable. In this regard, the CPT stated (2001;

Principle 5; italics added for emphasis):

Doctors have a duty to monitor and speak out when

services in which they are involved are unethical, abusive,

and inadequate or pose a potential threat to patients’

health. In such cases, they have an ethical duty to take

prompt action as failure to take an immediate stand

makes protest at a later stage more difficult. They should

report the matter to appropriate authorities or inter-

national agencies who can investigate but without expos-

ing patients, their families or themselves to foreseeable

serious risk of harm.
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Moral disengagement, ideological totalism,
and victim blame

The participation of health professionals in torture

(e.g., advising torturers on methods, evaluating

individuals to determine whether they can survive

additional torture, and using medical skills in the

process of torture) is well documented (Stover and

Nightingale, 1985; Reis et al., 2004). Health profes-

sionals, like others who witness or are aware of

incidents of torture in their settings, fail to denounce

torture for a variety of reasons, including fear, self-

interest, and self-promotion. Such individuals may

not wish to acknowledge that torture is perpetuated

by their government, and/or their ignorance may

mean that they are unaware that torture is never

justifiable (British Medical Association, 1999).

There may be social circumstances and particular

factors that precipitate a loss of moral perspective

(Weinstein, 1988). These may have colonial and

imperial roots. The negative labeling or devaluing of

a group by influential forces can breed a culture of

fundamentalism or extremist ideology (also known

as ‘‘ideological totalism’’). ‘‘Moral disengagement’’

occurs when subordinates of a labeling group regard

the interests of the labeled group as less relevant

because of the political culture under which they live

(British Medical Association, 2001). Health profes-

sionals must avoid morally disengaging from their

patients regardless of the political culture patients

emerge from. ‘‘Victim-blame’’ is a tendency to hold

victims responsible for their own fate. If profes-

sionals knowingly or unknowingly adopt this men-

tality, their ethical obligations towards patients may

become compromised. They should note that ideo-

logical totalism, moral disengagement, and victim

blame were factors that facilitated the abuse of

detainees in apartheid South Africa. Health profes-

sionals must ensure that they do not make the same

mistakes when carrying out their duties.

Extrajudicial renditions

The transfer of terror suspects (primarily from

countries in the developed world) for interrogation

to (primarily developing) countries known for

practicing torture is a growing practice. The

deportation has been labeled ‘‘extrajudicial rendi-

tion’’ and occurs without due process through

proper legal channels;usually a court has to approve

a deportation before it can occur (Garcia, 2006).

To ensure that detainees have access to the

outside world and as a safeguard against human

rights violations such as ‘‘disappearance’’ and tor-

ture, all detained people have the right to be held

only in an officially recognized place of detention,

located if possible near their place of residence,

and under a valid order committing them to

detention (UN General Assembly, 1977 [Rule 7(2)],

1988 [Principles 11(2) and 20], 1992 [Article 10];

Council of Europe Committee of Ministers, 1987

[Rule 7(1)]; Organization of American States, 1994

[Article XI]). Physicians who certify detainees fit for

travel for the purposes of extrajudicial rendition,

treat them for illnesses and injuries in furtherance

of being declared fit for such travel (if fitness for

travel is even an issue in such instances), or who

treat them on their arrival in preparation for inter-

rogation should be mindful that their actions

amount to complicity in torture. The relevant prin-

ciples of ethics and international law in regard to

complicity in torture apply equally to them in these

instances. Such physicians have a duty to speak out

against such practices and to expose them.

In November 2002, the Optional Protocol to the

Convention against Torture was adopted by the

UN Economic and Security Council. This instru-

ment seeks, inter alia, to establish a system of

unannounced inspections of prisons and deten-

tion centers. Because of its binding nature, some

countries are refusing to ratify it. The duty of

beneficence sometimes necessitates the health

professional adopting an advocacy role. Given that

the optional protocol seeks to enhance detainee

patients’ rights,members of the international health

professions community (in conjunction with res-

pective domestic professional associations) should

regard it as their ethical duty to pressure relevant

government to accede to it. These measures will

resonate with the health provider’s beneficent
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duties to promote good and prevent harm. Health

professionals should press their government to

realize that if their country fails to respect the laws

of war and detainee health rights it cannot expect

its enemies to do any better if its own troops are

captured.

How should I act when encountering
torture in practice?

By acting as whistleblowers, health professionals can

play an important role in reducing gross human

rights violations (British Medical Association, 2001).

When professionals stationed in military detention

camps observe that detention conditions of detain-

ees fall short of the standards required under inter-

national humanitarian law, or are of the professional

opinion that such conditions are compromising,

or could compromise, the health interests of

detainees, the health professional’s duty to protect

the well-being of detainees must be regarded as

paramount.

Detainees who have incommunicado status are

especially vulnerable and powerless to resist abuse.

Health professionals should strive to change this

situation by reporting suspected violations of

detainee rights to the UN Special Rapporteur on

Torture. Alternatively, they can approach organ-

izations such as the International Committee of the

Red Cross, Medécins Sans Frontiéres, Amnesty

International, Physicians for Human Rights, or

Human Rights Watch. These organizations could at

least use their profile to publicize the incidents and

apply pressure on relevant governments to inves-

tigate such allegations. To discourage victimization

of whistleblowers, domestic health professional

associations should press their governments to

explicitly endorse their code of ethics. They should

also offer express support to professionals who

experience, or who are likely to experience, dual

loyalty conflicts.

While the post 9–11 torture and abuse of

detainees by US forces has been comprehen-

sively documented and rightfully evoked outrage

(Physicians for Human Rights, 2005), it is the

participation and complicity of US physicians

in these acts that is of particular concern (Singh,

2003; Gregg Bloche, 2004; Lifton, 2004; Marks,

2005; Miles, 2004; Rubenstein, 2004a; Slevin and

Stephens, 2004). Proponents of such deeds argue

that in times of war: ‘‘A patient’s rights to life and

self-determination contract; human dignity strains

under the barrage of military necessity; and the

interests of the state and political community

may outweigh considerations of patients’ welfare’’.

Moreover, that ‘‘medical ethics in war are not

identical to medical ethics in times of peace’’

(Gross, 2004: 22). Such arguments are weak as they

are seemingly engineered to defend misguided

national self-interests and simplistically side step

fundamental multilateral principles of law and

medical ethics. They too, have justifiably been

condemned (Rubenstein, 2004b).

If a health professional experiences a conflict of

interest between his/her duty to care for, and pro-

tect, a detainee from abusive treatment and the

patriotic duty to protect and serve the interests of

his/her country, he or she should consider it their

legal and ethical obligation to report or actively

protest against such treatment to appropriate

authorities. Detainees have rights by virtue of

several international legal conventions and ethical

declarations, which are not elastic in nature. A

unilateralist and isolationist mentality based on

militarymight, self-interest, and a sense of impunity

can lead to a disregard of international law, medical

ethics, and, consequently, detainee rights. This

mindset must be avoided by health providers.

If faced with a conflict between following

national policies and universally embraced multi-

lateral principles of international law and ethics,

health professional should consider themselves

morally bound to follow the latter. Conversely,

even in situations where they come to believe

(rightly or wrongly) in the detainee’s complicity or

guilt in actual, incomplete, or prospective crimes

against the health professional’s country, and

where the professional finds him or herself not

wanting to protect the interests of a detainee
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because of his/her government’s policies, the

health professional’s core duty to care for the

detainee patient must still prevail.

Health professionals should always remember that

the duty of care supersedes any blanket notion of

loyalty, obligation, allegiance, or patriotism theymay

feel is owed to their station. Health professionals

involved in treating detainees, particularly victims of

torture, must always strive to practice ethics-based

care. History will judge their failure to do so.

The cases

Dr. A’s role in the torture of the terror suspect and

the subsequent cover-up of the suspect’s true

cause of death constitutes complicity in torture

according to international law and guidelines on

medical ethics. Dr. A ought to have acted in the

best interests of the detainee by refusing to par-

ticipate in the interrogation session and reporting

the true cause of death to the relevant authorities.

Dr. B is legally and ethically obliged to report the

detainee’s allegation to her superiors (and if pos-

sible, keep his identity confidential, or if requested

to do so by the detainee). Failing any relief, she

should consider reporting the matter to higher

authorities or outside bodies.

C is legally and ethically obliged to report her col-

leagues’ conduct to her superiors. Moreover, she

should note that extrajudicial renditions are

unlawful according to international law. Failing

any action from her immediate superiors, she

should consider reporting the matter to higher

national authorities or outside bodies.
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Access to medicines and the role of corporate
social responsibility: the need to craft a global

pharmaceutical system with integrity

Jillian Clare Cohen-Kohler and Patricia Illingworth

Dr. D is a primary healthcare worker in a large city in an

East European country. He struggles to make ends meet for

his family given his paltry income. Recently, Dr. D was

approached by a multinational pharmaceutical company

at his practice. He was told that for every prescription of the

company’s product for high blood pressure, he will receive

an additional 5 dollars. Dr. D believes it is a pretty good

medication but knows there are other equally effective,

though much less expensive medications. He does not want

to engage in unethical prescribing, but the monetary

incentives offered to him make this a difficult choice.

Company E has a new drug that could considerably help

to cure inflicted populations in Africa and elsewhere.

However, this new product is priced well beyond the

purchasing power of most persons in developing countries

and would significantly drain already limited health

budgets of developing country governments. The company

argues that it needs to price the drug at a rate that will

enable it to recoup its significant research and development

costs. But people will die without access to it.

What is access to medicines
and corporate social responsibility?

The phrase ‘‘access to medicines’’ as used in this

context refers to the social problem of providing

medicines to those who need them both domes-

tically and globally. The problem exists primarily

because of the high cost of these medicines. In

addition, the phrase ‘‘access to medicines’’ has also

been used to refer to the need to create medicines

for disease that primarily afflict those in the

developing world for which there is no market.

The term ‘‘corporate social responsibility’’ refers to

the moral duty of corporations to provide these

medicines even if it entails sacrificing profit.

Why is access to medicines and corporate
social responsibility important?

Access to medicines is important both to us as

individuals and collectively. From an individual

point of view, pharmaceuticals make us feel better

when we are sick by either treating existing health

conditions to help us live or to heal us. When we

are well, pharmaceuticals can prevent adverse

health conditions from developing. Pharmaceut-

icals, if used appropriately, have the power to

improve and prolong our lives. As pharmaceuticals

have curative and therapeutic qualities, they

cannot be considered as simply ordinary goods.

Moreover, access to essential and good-quality

medicines has been argued by many to be a basic

human right. This is understood from the Universal

Declaration of Human Rights and consequent

covenants, although not universally accepted on

the basis of philosophical reasoning.

The collective problem relates to the practical

issue of ensuring access to medicines. Should we

pay for individual drug treatment no matter what

the price? If we assume as our premise that access

to medicines is a basic human right, then what

implications does this have for pharmaceutical

organizations and their shareholders? Access to

essential medicines has become a central topic
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within international policy making. It is increas-

ingly viewed as a fundamental human right, with

international human rights law placing attendant

obligations on states to ensure access (Cullet, 2003).

Specifically, Article 12 of the United Nations (UN)

International Covenant on Economic, Social and

Cultural Rights outlines the ‘‘right to the highest

attainable standard of health,’’ which includes the

right to the availability of essential medicines as

defined by the World Health Organization (WHO)

(UN Committee on Economic, Social and Cultural

Rights, 2000). Through the legal obligations to

‘‘respect,’’ ‘‘protect’’ and ‘‘fulfill’’ the right to

health, governments have implicit duties to ensure

that pharmaceutical systems are institutionally

sound, transparent, and have appropriate mech-

anisms to reduce the likelihood of corruption or

undue influence. This includes sufficient regulation

of the pharmaceutical industry to ensure that the

‘‘appropriate’’ corporate behavior is being prac-

ticed. Regulation of the pharmaceutical system is

a core government responsibility. Unfortunately,

in most developing countries, weak regulatory

agencies result in lax standards.

As the required duties are not being followed, the

global pharmaceutical system is unsatisfactory on

several moral grounds, the most compelling of

which is that access to pharmaceuticals is often a

life and death issue. Until the global population

has equitable and regular access to essential

medicines, this morally reprehensible situation will

persist. In this chapter, we argue for the need to

develop global pharmaceutical systems that are

commensurate with the right to essential medi-

cines and the moral importance of access to those

medicines.

To begin with, we need to address market and

governmental failures and start authentically caring

for others, particularly those who live beyond our

borders. This perspective requires a rethinking of

the primacy of market principles, particularly the

primacy of shareholder interest in profit maxi-

mization over individual health needs – in this case,

the right to access to affordable medicines. Access

here implicitly refers to public health policies that

promote affordable, appropriate, good-quality

medicines as needed.

In Ghana, as an example, despite availability of

pharmaceuticals in many health facilities across

the country, access to drugs is largely limited by

financial barriers for the majority of the popula-

tion, particularly the poorest of the poor. As Man-

agement Sciences for Health (MSH) has reported,

recent data indicate that 40% of Ghana’s popula-

tion earns less than the minimum wage and that

this proportion is even higher in rural areas (MSH,

2003). As a result, the poverty level makes it diffi-

cult for patients to purchase drugs. The cost of a

recommended adult treatment course for pneu-

monia for a minimum wage earner will be two days

of wages from a private pharmacy, one and three-

quarters days from a private healthcare facility, and

one and a half days from a public healthcare facility

(MSH, 2003).

Explaining the global drug imbalance

Global inequities in access to pharmaceuticals

are stark between developed and developing

countries because of market and government fail-

ures and income differences (Reich, 2000). People

in developing countries make up about 80% of

the population but only represent about 20% of

global pharmaceutical sales (MSF [Médecins Sans

Frontiéres], 2001). More specifically, high drug

costs, weak or corrupt purchasing patterns and

distribution systems, and the potential conse-

quences of the Trade Related Aspects of Intellec-

tual Property (TRIPS) agreement further constrain

drug access (Henry and Lexchin, 2002). Inadequate

access to essential drugs is not only a concern in

less-developed countries. In the USA, for example,

many seniors and uninsured people cannot afford

the drugs they need (Henry and Lexchin, 2002).

Even in Canada, many patients with needs for

particular drug therapies (e.g., for cancer) are

denied treatment because of the exorbitant drug

costs.

While spending on pharmaceuticals represents

less than 20% of total public and private health
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spending in most countries belonging to the Organ-

isation for Economic Co-operation and Develop-

ment, it represents 15–30% of health spending

in transitional economies and 25–66% in develop-

ing states. In most low-income states, pharmaceut-

icals are the largest public expenditure on health

after personnel costs and the largest household

health expenditure. Family illness, including drugs,

is a major cause of household poverty in develop-

ing states (Velasquez et al., 1998). One of the major

differences between developing countries and

advanced economies is that in developing countries

the majority of pharmaceutical expenditure repre-

sents out-of-pocket payments: anywhere from 50%

to 90% (Velasquez et al., 1998). Consider that, along

with the fact that about 1.3 billion persons survive

on a dollar a day, and we understand plainly why

there is a drug gap. If provision of pharmaceuticals is

not being covered within the public sector and

patients must rely on out-of-pocket payments for

their drug needs, many will simply not be able to

afford them.

How should I approach access
to medicines and corporate social
responsibility in practice?

Government failures

Many of the problems with access to essential

medicines are best corrected by governments and

international organizations. The inequities in the

pharmaceutical system do not result from one single

factor but rather from a complex interweaving

of many. One of these is government deficiencies.

More government spending on health generally

and pharmaceuticals (including infrastructure) in

particular is a necessary condition for improving

access to pharmaceuticals. The WHO’s Commission

on Macroeconomics and Health found that basic

healthcare spending in the poorest countries would

require $57 billion in 2007. This would be the

necessary annual health outlay for both health

infrastructures and the care against infectious dis-

eases and nutritional deficiencies (WHO, 2001).

In many of these developing countries, the overall

health expenditure may be as little as US$10–12 per

person per year (WHO, 2003). Furthermore, in 1999,

39 of 94 reporting countries (41%) had a public drug

expenditure of less than US$2 per person per year

despite having large numbers of people living

with the human immunodeficiency virus (HIV) and

the acquired immunodeficiency syndrome (AIDS)

(WHO, 2000). On top of this inadequate percentage

of spending on health and drug expenditure, ineffi-

ciencies and/or corruption in the prescription,

storage, and use of drugs in developing countries

are such that some countries do not gain enough

from allocated budgets. (See Cohen [2006] for more

on this issue.) The failures of developing country

governments are both internal – through poor

governance – and external – through external forces

such as structural adjustment programs that enforce

reduced expenditure on healthcare systems. In add-

ition, the arms trade and the mechanisms through

which debts are created by developed nations further

impoverish poor countries.

Market failures

Markets work effectively and efficiently when there

is real price competition, comprehensive and

accurate information, an adequate supply of drugs,

consumers are able to make informed and beneficial

choices between competing products, and there are

few barriers for entry to the market. However, there

is significant evidence that allowing markets to reign

supreme in relation to pharmaceuticals does not

lead to desirable outcomes because pharmaceutical

markets are not typical for a myriad of reasons.

Firstly, consumers do not typically make choices

about their pharmaceutical needs. Their healthcare

provider prescribes a medicine for them and may

not always act in the best interest of the patients

but rather on the basis of self-interest. This is the

classic principal-agent dilemma. Secondly, there

are information asymmetries between consumers

and healthcare providers, between healthcare pro-

viders and manufacturers, as well as between
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manufacturers and governments. Patent protection

means that there are market monopolies for prod-

ucts, which prevents price competition and essen-

tially distorts the market.

We are compelled to think about access of the

poorest to essential medicines because as the num-

bers point out the inequities are glaring. There is an

80/20 distortion in the global pharmaceutical mar-

ket. Even though developing countries represent

about 80% of the global population, they represent a

relatively small proportion of the global pharma-

ceutical market, about 20% of the global value, thus

providing limited market incentives for the devel-

opment of new drugs specific to diseases of those

countries (including many tropical diseases). Since

1973, more than 25 new infectious diseases have

emerged, all requiring treatment with pharmaceut-

icals. Some infectious diseases, such as HIV/AIDS,

are global in their scope and are particularly devas-

tating. Other diseases like cholera, tuberculosis, and

malaria are mainly disease burdens of developing

states. New infectious diseases such as the severe

acute respiratory syndrome (SARS) continue to

evolve and require drug treatments.

One of the arguments industry raises for the

application of robust intellectual property law is

that it could conceivably promote research and

development of products in those markets that

formerly did not adhere to strict intellectual prop-

erty standards. But this is unlikely to happen any-

time in the near future given that we see limited

spending on diseases of the poor despite increased

global expenditure on health research and devel-

opment. In 2001, an estimated US$70 billion was

invested globally in health research and develop-

ment, with the private sector in the USA alone

accounting for just under half of the spending

(MSF, 2001). An analysis of drug development out-

comes since 1975 shows that only 15 new drugs

were indicated for tropical diseases and tubercu-

losis (MSF, 2001). These diseases primarily affect

poor populations and account for 12% of the global

disease burden. In comparison, 179 new drugs were

developed for cardiovascular diseases that repre-

sent 11% of the global burden of disease. Finally,

out of the 1393 new drugs approved between 1975

and 1999, only 16 (or just over 1%) were specifically

developed for tropical diseases and tuberculosis,

diseases that account for 11.4% of the global

disease burden. The WHO’s Commission on Intel-

lectual Property Rights, Innovation, and Public

Health (CIPIH, 2006, p. 13) identified an interdep-

endence between poverty, disease burden, and

research capacity: ‘‘poverty affects purchasing

power, and the inability of poor people to pay

reduces effective demand, which in turn affects the

degree of interest of for-profit companies.’’

How commensurate are pharmaceutical prices

with the costs of research and development? And,

should profit maximization supersede life-saving

medicines for those most in need? If market prin-

ciples encourage profit maximization, surely we

need to rethink its incentive structures and use

regulatory methods to infuse a criterion of com-

passion, along with equity, fairness, and interde-

pendence, in the quest for profit maximization. The

view that corporations can make profits and do

‘‘good’’ should not be an empty slogan but a real

practice. The issue of fair profits also tends to creep

into pharmaceutical policy dialogue. This is raised

primarily because of the corporate success of the

research-based pharmaceutical industry. Critics of

the pharmaceutical industry also focus on issues

beyond the ethical problems associated with drug

access. Drs. Arnold Relman and Marcia Angell

(former editors of the New England Journal of

Medicine) wrote a highly controversial article in

which they criticized drug companies for lack of

innovation and noted that most of the new drugs

are simply copies of those which are already in the

market (Relman and Angell, 2002). These types of

drug are known by the industry as ‘‘me too’’

pharmaceuticals; many new innovative drug are

based on government research. They are not alone

in citing this point. The National Institute for

Health Care Management (2002) reported that the

majority of drug application approvals by the US

Food and Drug Administration from 1989 to 2000

were for drugs that contained active ingredients

already in the market.
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Relman and Angell (2002) were also critical

of drug company efforts to extend their patent

rights through patent extensions, known as ‘‘ever-

greening’’, in an effort to block competition from

the production of less-costly generic drugs.

The moral dilemmas of intellectual property
law for pharmaceuticals

The TRIPS Agreement extended patent protection

to a lengthy period of 20 years (prior to TRIPS, even

the USA, which has had a robust patent regime for

pharmaceuticals, had a shorter period for the patent

life: 17 years). The TRIPS Agreement included

and surpassed most of the past provisions of the

international agreements on the protection of intel-

lectual property rights (Schott, 2000). It required

each member state to maintain sufficient proced-

ures and remedies within its body of domestic law

to ensure protection of intellectual property. These

procedures and remedies must also be made avail-

able to foreign right holders.

We argue that the TRIPS Agreement is morally

unsatisfactory because it does not help to improve

global drug access even with the inclusion of its

‘‘safety valves.’’ For example, the Doha Declaration

on the TRIPS Agreement and Public Health by the

World Trade Organization (2001) and the imple-

mentation of paragraph 6 in August 2003 suggested

a means for selective disengagement by permitting

those countries that do not have the capacity to

manufacture medicines to still use compulsory

licensing by contracting-out agreements with firms

in other countries. This unleashes the potential for

more competition in the pharmaceutical market,

more drug supply for those in need. For now, this is

particularly relevant for antiretroviral therapy.

Despite the positive outcome, the accord is limited

by a number of administrative procedures, such as

requiring both the importing and exporting coun-

tries to issue compulsory licenses, ensuring that

the World Trade Organization is involved in the

overseeing of the procedures, plus other stipula-

tions; these effectively limit its application in

countries.

Access to medicines and corporate social
responsibility

There are a number of ways that the obligation to

provide essential medicines to the developing

world might be met (Cohen and Illingworth, 2003)

by the private sector and also the healthcare pro-

fessional. Those obligations fall on many different

parties and are grounded in a variety of moral

concerns. There are, in other words, enough moral

obligations and responsibilities to go around.

Similarly, there are a number of different ways that

help can be rendered, such as through greater

investment in infrastructure and the training and

development of sufficient personnel to administer

medicines to those who need it. Our obligations to

the ‘‘distant needy’’ have been defended and are

based on many different considerations, including,

and perhaps most persuasively, that which states

that those of us in the developed world have both

inflicted harms on people living in the develop-

ing world and benefited from the corruption and

inhumanity that exist there (Pogge, 2004).

We thus begin with the assumption that every-

one in the developed world has obligations to those

in the developing world (Pogge, 2004; Singer, 2004).

The question is, then, whether or not pharma-

ceutical companies are for some reason exempt

from these obligations. Arguably, pharmaceutical

companies have a competing obligation to their

shareholders that overrides the standing obligation

all people have to those in the developing world

(Friedman, 2004). We argue that while pharma-

ceutical companies do indeed have an obligation of

loyalty to shareholders that obligation does not

override the obligations they have to fulfill the right

to essential medicines of people in the developing

world. We reason that not only are pharmaceutical

companies not exempt from the obligation shared

by all in the developed world but, if anything, they

have a special duty to provide medical aid, in

the way of essential medicines, by virtue of the

fact that the medical sphere is morally special.

This imperative applies to both international and

local pharmaceutical producers, the latter being
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major producers in many low- and middle-income

countries, such as Brazil, India, and South Africa.

Corporate social responsibility
and the right to essential medicines

Corporate social responsibility is the obligation of

corporations to do good and to confer benefits on

the community: to give back to the community

(Freeman, 2004). It implies a duty on the part of

corporations to give, even when satisfying the duty

may be inconsistent with the making of excessive

profits. Corporate social responsibility can be justi-

fied on a number of different moral bases. It can, for

example, be justified on the grounds of beneficence,

the duty to do good and to avoid or prevent harm

(Frankena, 1973). It could also be justified on a

utilitarian basis, that corporate social responsibility

will maximize good consequences, and has been

justified on the basis of stakeholder obligations

(Freeman, 2004). At present, few pharmaceutical

corporations would quarrel with the need to engage

in some kind of corporate social responsibility and,

specifically, to contribute to world health (Mills et al.,

2006). Indeed, many pharmaceutical companies

already donate some essential medicines to those

who need them in the developing world and include

a statement about such giving in their corporate

mission statements. Although we applaud these

charitable acts of pharmaceutical companies, we do

not think they go far enough, since premature and

unnecessary death continues in such countries.

Consequently, it may be that the mere act of giving,

as a matter of corporate social responsibility, is not

adequate to meet the rights to essential medicines

of those in the developing world. By asking that

pharmaceutical companies fulfill the duty to do

good, we also argue that they need to modify

their marketing practices particularly in developing

countries so that healthcare workers are not unduly

influenced to prescribe a particular drug.

There is certainly a moral right on the part of the

world’s poor and sick, often children, to essential

medicines, and that right is based on the dire

urgency of the need. Many of the diseases that

afflict those in the developing world are indirectly

associated with poverty, some of which is historic-

ally linked to the adverse activities of the developed

world (Pogge, 2004). In addition, as Thomas Pogge

has argued, assisting the world’s poor is at least

partially a negative duty to stop inflicting harms

(e.g., sustaining corrupt powers).

When rights are at issue, considerations of justice

demand enforcement of the rights (Ashford,

2007). Rights cannot be left to the whimsy of the

supererogatory duties implicit in corporate social

responsibility. Rights would seem to require that

pharmaceutical companies set aside some of their

property rights (e.g., patents) for the sake of those

in the developing world who may not have a strict

legal claim in that property. Patents are not the

only problem for those in the developing world.

Rights may require that pharmaceutical companies

undertake research and development in order to

identify treatment for neglected diseases.

There have been important approaches to creat-

ing ways to meet the right to essential medicines.

Thomas Pogge (2004) has identified an interesting

revision to the pharmaceutical incentive system

that might overcome some of these incentive

problems, and public–private partnerships suggest

another way of meeting this problem (Light, 2006).

Both these approaches, however, try to meet

pharmaceutical companies on their own terms;

that is, they try to appeal to the profit motive of

pharmaceutical companies and their shareholders.

This, of course, has the distinct advantage of pro-

viding an attractive, realistic, and potentially long-

term solution to the problem. Although we applaud

both of these approaches, we believe that it is

important, nonetheless, to keep uppermost in our

minds the deeply held moral conviction that people

have a right to essential medicines. As a result,

failure to provide them is a human rights violation.

The language of human rights is important not

only because it establishes the standard of justice

to be invoked but also because it carries with it

an important narrative meaning about our moral

and perhaps legal obligations to the developing

world.
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The duty to help the developing world falls

on many, including pharmaceutical companies

(Scientific Organising Committee for the Montréal

Statement, 2005). There are many reasons why

pharmaceutical companies are obligated to meet

these rights, many of which have been stated else-

where (Cohen et al., 2006). Pharmaceutical com-

panies not only share the same duty to help with all

members of the global community but they also

have an even higher responsibility. We argue that

pharmaceutical companies as medical entities

committed to human health have the duty to render

aid to the sick. Healthcare needs, as well as the

people and organizations that meet them, have

heightened responsibilities. Medical needs are spe-

cial and they have been uniformly recognized as

special (UN Department of Public Information,

2005; WHO, 2006). In part, they are special because

of the role they play in sustaining the lives of humans

(Scientific Organising Committee for the Montréal

Statement, 2005) and in maintaining the security,

value, and integrity of those lives. Arguably, indi-

viduals and entities involved in the medical field

incur certain special responsibilities because of

the moral importance of medical needs. Physicians

are expected to meet medical needs, such as pro-

viding emergency care, even when it is inconvenient,

or they may be required to put themselves at

risk in order to help others, as with contagions or

bioterrorism.

Healthcare providers, unlike the common

bystander, are presumed to be in a position to render

reasonable aid. This important duty of medical pro-

viders also suggests that people’s physical well-being

is valued morally, and because providers are well

positioned to render medical aid, they have a duty

to do so. (There is not, for example, and regrettably,

such a duty to render IT services in the event of an

emergency computer crash.) Arguably, the moral

intuitions that underlie this duty should also hold

true for pharmaceutical companies – unless they

have a conflicting obligation that overrides this duty.

Just as healthcare providers are required to render

aid in an emergency, so, we believe, are pharma-

ceutical companies. Pharmaceutical companies, like

physicians, have the knowledge and skills needed

to meet important healthcare needs and rights.

Both have a duty to ensure that pharmaceutical

prescribing represents the right drug for the right

person at the right time.

The dire need alone of the afflicted and dying in

a global community should be a sufficiently com-

pelling reason to have pharmaceutical companies

act for the benefit of them. Of course, this rea-

soning could also be applied to other organizations

with the unique wherewithal and skill set to render

aid. Farmers, grocery stores, and other food pur-

veyors, for example, are likely to have a duty to

provide food to the global hungry. Indeed, such a

duty was enacted in the USA at the national level

with the Federal Bill Emerson Good Samaritan

Food Donation Act (US Congress, 1996).

Just as physicians are asked, and expected, to put

themselves at risk, to help the sick, it is reasonable

to expect pharmaceutical companies to risk some

profits in order to provide essential medicines to

those in the developing world who will die without

them. We believe that a moral paradigm shift is

required to complement the needed revisions of

the patent system, proposed by Pogge (2006) and

others. That shift must include the conviction that

rights trump profits. Such a right would, of course,

extend beyond the case of pharmaceutical com-

panies. It would also apply to healthcare plans such

as managed care organizations. If, and especially

in the healthcare arena, the best way to ensure

that rights are not sacrificed to profits is through

nationalized healthcare systems, such an approach

would be morally required.

It would indeed be difficult to make the case that

money is more important than saving lives. This is

especially so if it were also the case that most of

those profits were to fall on those who live in

wealthy western countries and who have, in some

sense and even if indirectly, caused the poverty and

associated disease (Pogge, 2004; Ashford, 2007).

There are no compelling arguments to justify put-

ting money before lives.

One might argue in defense of pharmaceutical

companies that they and their shareholders are
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entitled to these profits, and the actions that are

necessary to yield these profits, because of an

implicit or explicit agreement between sharehold-

ers and pharmaceutical companies. But are there

not many reasons to think that, if this agreement

unnecessarily entails that some people die while

others line their pockets with corporate dividends,

it is unconscionable. Although agreements are in

general respected, in the case of necessities the

courts have been more flexible, as they should be,

and have set aside signed contracts that impair the

‘‘right’’ to necessities (Hennigsen v. Bloomfield

Motors, Inc., 1960). Shareholders who benefit from

the patent system, while part of an unjust system,

may have an even greater moral responsibility for

the harm that indirectly results from this system. In

any case, as Elizabeth Ashford (2007) has so elo-

quently argued, there is good reason to think that

many in the West are indirectly causally respon-

sible for the denial of basic human rights.

The cases

It is important to keep in mind that physicians are

professionals, and that they must at all times meet

the high ethical standards of their profession.

These standards can guide clinicians through the

moral dilemmas posed by access issues, including

those presented in the cases with which we began.

Dr. D’s primary duty is to his patients’ welfare

including cultivating and maintaining the trust

between doctor and patient. Prescribing medicines

on the basis of personal gain would jeopardize trust

between patient and physician and is, therefore,

unethical (Illingworth, 2006). Professionalism also

includes a commitment to advocate on behalf of

medical service, to patient welfare in general, and

social justice worldwide. Given this, physicians and

other providers can engage in activism directed at

ensuring essential medicines worldwide.

We have argued that pharmaceutical companies,

such as company E, have an obligation to aid the

sick and dying in the developing world in much

the same way that physicians have such a duty.

We argued for this obligation on the basis that

pharmaceutical companies have indirectly caused

harm to those in the developing world; the con-

flicting duties that pharmaceutical companies have

to shareholders are easily defeated by showing

that the human right to basic necessities overrides

shareholders’ rights to unlimited profits, and

pharmaceutical companies (and their investors)

have special duties in virtue of the medical mission.

This also demands that pharmaceutical companies

do not price products out of reach for those in need

and also do not resort to unethical marketing

practices such as through material incentives to

those healthcare workers who are most susceptible.

In addition, healthcare workers who prescribe

medicines need to ensure that they are prescribing

with the patient’s health as a priority and are not

prescribing a product because of the influence of a

particular pharmaceutical company. This involves

ensuring that any interaction with the pharma-

ceutical industry does not represent personal gain.
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Global health and non-ideal justice

Gopal Sreenivasan

The United Nations Development Program (2005)

gave the following statistics for 2003.

Japan has a population of 127.7 million people and a per

capita income of $27 967. Average life expectancy is 82

years, highest in the world.

Earth has a population of 6.3 billion people and a per capita

income of $8229. Average life expectancy is 67.1 years.

Yemen has a population of 19.7 million people and a per

capita income of $889. Average life expectancy is 60.6 years.

Zambia has a population of 11.3 million people and a per

capita income of $877. Average life expectancy is 37.5, fifth

lowest in the world.

International inequalities in life expectancy are

simply staggering. Ten countries, all in sub-Saharan

Africa, have average life expectancies at birth that

are, like Zambia’s, 25 years or more below the global

average (and 40 years or more below that for Japan).

In 33 countries, all but two in sub-Saharan Africa, life

expectancy at birth is 15 years or more below the

global average. Intuitively, these inequalities in basic

life prospects seem plainly unjust. But can this

intuitive conviction be vindicated by an argument? If

present international inequalities in life expectancy

are unjust, what obligations do rich nations – or their

individual citizens – have to remedy the injustice?

This chapter offers answers to both questions.

What are the obligations of international
distributive justice?

For simplicity, we can divide competing views of

the obligations owed to the global poor into three

categories: the global rich owe them a lot, a little, or

nothing. The traditional utilitarian answer is that

the global rich owe a lot. In particular, they (i.e.,

we) are obligated to give as much of our personal

income to the global poor as is required to

bring them up to our level of well-being. Peter

Singer (1972), the Australian philosopher, famously

argued for this answer on the basis of what is,

in effect, a Good Samaritan principle: if one can

prevent a very grave harm from befalling another

person, at no more than a trivial cost to oneself,

then one is obligated to prevent the harm, that is,

to help the other person. However, many people

reject the utilitarian answer because the obligation

it imposes is ‘‘too demanding,’’ and Singer’s argu-

ment for it is controversial, not least because it

depends on a rather controversial interpretation of

which costs are properly discounted as ‘‘trivial.’’

Despite these controversies, the Good Samaritan

principle itself remains eminently plausible. This

suggests a simple argument for the second kind of

view, on which the global rich at least owe the

global poor a little. Let us consider a more specific

version of this answer: the richest nations minim-

ally have an obligation to transfer 1% of their gross

domestic product (GDP) to the poorest nations. For

added concreteness, imagine this as an obligation

incumbent on the ‘‘major seven’’ (G7) countries of

the Organisation for Economic Co-operation and

Development (OECD). In that case, for 2004, we

are considering an obligation to transfer some

$241.5 billion (OECD, 2005, p. 13). By contrast, in

2004, official development assistance (ODA) from
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the G7 was a mere 0.22% of GDP or $56.686 billion

(OECD, 2005, p. 65). So even a 1% transfer would

represent a clear improvement over the status quo.

From the standpoint of a rich nation (or individ-

ual), 1% of annual income is a trivial cost. I take it

that this holds true on a completely straightforward

and uncontroversial interpretation of ‘‘trivial cost.’’

Hence, according to the Good Samaritan principle, if

transferring 1% of GDP can prevent very grave harms

from befalling the inhabitants of poor countries, the

G7 has an obligation to make the transfer. Unlike

the utilitarian obligation, a 1% obligation cannot be

rejected as ‘‘too demanding.’’ If that is right, then it

seems there is little to be said – at least, not at the

level of principle – in favor of the third view, on

which the global poor are owed nothing.

Why is it important to act on the 1%
obligation?

But is 1% enough to prevent very grave harms from

befalling (very many of) the global poor? To invoke

the Good Samaritan principle, we must be able to

supply an affirmative answer on this point. Perhaps

any obligation that imposes only a trivial burden

on the rich would likewise produce only a trivial

benefit for the poor. Fortunately, this is decidedly

not the case. To see how much good 1% of G7 GDP

might do, as well as to bring out the connection

between global health and global justice, let us

examine what might reasonably be expected from

spending the 1% on improving the health of the

globally worst off.

Global health

We should begin by reviewing the fundamental

determinants of health in developing countries,

which is what efforts to improve the health of the

globally worst off would need to target.

1. Basic health care. Public health and primary

healthcare systems are important determinants

of health, especially in developing countries.

Preston (1980) estimated that at least 50% of

the improvements in mortality rates by develop-

ing countries between 1940 and 1970 were the

result of factors other than income, literacy,

and nutrition. While this remainder includes

unknown factors, he attributed a significant part

of it to public health measures. Immunization,

vector control, clean water, and sanitation all

play a significant role in reducing mortality in

developing countries (Caldwell, 1986).

2. Individual income. There is general agreement

that, at least in developing countries, an individ-

ual’s absolute income (i.e., its non-comparative

level) makes a significant contribution to his or

her life expectancy. Certain conditions of abso-

lute material deprivation – notably inadequate

nutrition, but also lack of clean water and

sanitation, and poor housing – constitute well-

recognized risks for ill-health and death. A very

plausible causal pathway runs from low levels

of individual income through these material

risk factors to lower individual life expectancy

(Preston, 1980; Caldwell, 1986).

3. Education. A final fundamental determinant of

health is education. In developing countries,

female education in particular correlates very

highly with infant and child (under five) life

expectancy, even after controlling for income

and other factors (Hobcraft, 1993; Subbarao and

Raney, 1995). Mothers with primary schooling

have child mortality rates 26% lower than

mothers with no schooling, while mothers with

secondary schooling have rates 36% lower again

than mothers with only primary schooling (Fil-

mer and Pritchett, 1999). Subbarao and Raney

(1995) estimated that doubling female secondary

school enrollments in 1975 (to 38%, from the

actual 19%) would have lowered annual infant

deaths in 1985 by 64%.

As this brief review suggests, to improve the health

of the globally worst off, resource transfers should

be targeted at (i) primary health care and public

health, (ii) basic nutrition and income support, and

(iii) education (especially for girls and women). If

we allocated 0.25% of G7 GDP to each of these

fundamental determinants, that would still leave
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0.25% to cover existing development commitments

(presently, recall, at 0.22%). A transfer of 0.75% of

GDP from the G7 would fund a per capita package

of $144 for 1.26 billion people, which covers the

world’s poorest quintile.

Suppose, then, that $144 were spent annually

per capita on the three fundamental determinants

of health in jurisdictions where life expectancy is

15 years or more below the global average: this

includes not only many countries of sub-Saharan

Africa but also the worst-off Indian states and

Chinese provinces (Gwatkin et al., 1999). What kind

of improvement in life expectancy might one rea-

sonably expect? To judge by the historical record,

the answer is ‘‘a very significant improvement.’’

I have in mind the experience of those developing

countries that have achieved exceptional life

expectancy despite a very low GDP. Among ‘‘open

societies,’’ they include Sri Lanka (life expectancy,

71 years), Kerala (71 years; an Indian state, but

with a population of 30 million), and Costa Rica

(77 years). Among ‘‘closed’’ societies, they include

China (71 years), Cuba (77 years), and Vietnam

(71 years). In all of these societies, life expectancy is

notably higher than the global average (67.1), and

this was achieved precisely by following the path

of concerted investment in (i) primary healthcare

and public health; (ii) the provision of a nutritional

floor; and (iii) basic education, including for

girls (and, thus, a high degree of literacy among

women) (Caldwell, 1986; Mehrotra and Jolly, 1997).

As Caldwell concluded (1986, p. 209): ‘‘These find-

ings . . . show that low mortality is indeed within

the reach of all countries.’’

Equally important for our purposes is the fact that

the absolute cost of following this path to higher life

expectancy is quite low. In fact, 0.75% of G7 GDP is

enough to fund the described per capita package

for the world’s poorest quintile at levels comparable

to those actually employed by the high-achieving

developing countries. That is partly because $144

per capita is a real dollar figure, whereas cross-

national comparisons should bemade in purchasing

power parity (PPP) equivalents. Since the relevant

PPP multiplier can be conservatively set at three,

$144 (PPP) can be spent per capita on each of the

three fundamental determinants. By way of com-

parison, in Sri Lanka for example, total health

expenditure in 2002 was $131 (PPP) per capita (UN

Development Program, 2005) and public educa-

tional expenditure in 1995–7 was $100 (PPP) per

capita (UN Development Program, 2001) (recently,

it has been less).

Now this is not to claim that any developing

country that manages to spend $432 (PPP) annually

per capita on the fundamental determinants of

health will succeed in lifting the life expectancy of

its inhabitants above (or even, to) the global aver-

age. However, the evidence does make it reasonable

to expect substantial progress in that direction. To

fix ideas, let us say that life expectancy in the worst-

off jurisdictions could thereby be raised 10 years.

Since a 10 year loss in life expectancy certainly

qualifies as a ‘‘very grave harm,’’ the opportunity

to avert this outcome at a trivial cost, therefore,

satisfies the terms of a Good Samaritan obligation.

On this basis, we may conclude that the G7 are

obligated to transfer 1% of their GDP to the world’s

worst-off jurisdictions.

Non-ideal theory

If the global rich owe the global poor at least a little,

it follows that they do not owe them nothing. But it

does not follow that the global rich do not owe

more than just a little. It may still be, for example,

that they owe 5 or 10% of GDP, rather than simply

1%. On what basis can we say that the global rich

do not owe more than 1%? As far as the ideal theory

of justice is concerned, we cannot say it – how

much more, if anything, the rich owe remains an

open question.

Yet if we adopt the perspective of non-ideal

theory, things are different. In non-ideal theory,

the aim is not to settle the ideal requirements of

justice, finally and completely. Rather, it is (among

other things) to define interim targets for practical

action, toward which progress can be made before

a complete ideal has been settled in theory.

Non-ideal theory proceeds here by anticipating
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the minimum requirements that any plausible

and complete ideal theory of justice will include,

and it does so by identifying a common core of

requirements on which plausible contending ideal

theories agree. Hence, for practical purposes, non-

ideal theory simply sets the question of what else

justice may require aside. Theoretical disagree-

ments about whether the G7 owe more than 1% of

GDP need not, and should not, obstruct efforts to

act on the 1% obligation in the here and now.

In fact, for similar reasons, we need not regard

the Good Samaritan argument as the decisive basis

of the obligation either. Agreement on the 1%

obligation can be secured among a significant

coalition of rival moral theories. Each can endorse

the obligation for its own reasons. Arguably, this

coalition includes utilitarians, global egalitarians

and prioritarians of various kinds, decent humani-

tarians, as well as many decent ordinary people.

More specifically, potential members include such

diverse theorists as Singer himself (2002, p. 192)

and Thomas Pogge (2002, Ch. 8), both of whom

explicitly endorse a 1% minimum, and, outside of

philosophy, (economist) Jeffrey Sachs (2005, Ch. 15)

and (musician–activist) Bono, who endorse the UN’s

Pearson target of 0.7% of GDP.

Moreover, this coalition can be made broader

still. For example, Rawls (1999, pp. 114–18) rejected

the idea of permanent obligations of international

distributive justice. Nevertheless, he did acknow-

ledge certain obligations of transitional justice,

which aim to assist ‘‘burdened societies’’ to become

‘‘well-ordered,’’ in part through meeting the basic

needs of their inhabitants. Transitional obligations

are distinguished from permanent ones by their

built-in ‘‘cut-off point.’’ To bring Rawls and his

followers on board, then, it suffices to add a suitable

cut-off point to the 1% obligation. Let us say that

the obligation cuts off when no country – better still,

or Indian state or Chinese province – has an average

life expectancy of 10 years or more below the global

average. When that point has been reached, the

question of whether the G7’s obligation to transfer

1% of GDP annually to the worst-off jurisdictions

is a permanent obligation or not will acquire

practical purchase. But until then, non-ideal theory

can safely ignore it.

Likewise, libertarians may reject the idea that the

1% transfer is an obligation of justice, or perhaps

even that it is in any way obligatory, preferring

instead to regard it as a humanitarian act of charity.

Often this stance is driven asmuch by the conviction

that humanitarian relief is always discretionary and

supererogatory as it is by opposition to claims of

(international) distributive justice. Now, as a philo-

sophical matter, it is actually a mistake to think that

charity is never strictly obligatory or morally man-

datory (Buchanan, 1987). Again, in non-ideal theory,

this does not matter so much. The crucial qualifi-

cation for membership in our coalition iswillingness

– willingness to transfer 1% of income to improve the

well-being of the globally worst off – including, if

need be, willingness accompanied by insistence on

the description ‘‘discretionary transfer.’’ Conse-

quently, libertarian scruples need be no impedi-

ment, either to a G7 nation’s transferring 1% of its

GDP to the worst-off jurisdictions or to a moral

theory’s endorsing the transfer.

How might the 1% obligation work
in practice?

Since clinicians are professionally committed to

improving the health of those in need, and likely

sensitive to the urgent claims of the worst off, many

may feel that the most pressing concerns about the

1% obligation are practical, rather than theoretical.

While there is a whole level of important detail

that we do not have space to address here – con-

cerning the issue of aid effectiveness, for example,

or subdivisions of responsibility between global

and local actors – I do want briefly to address a pair

of strategic practical objections. I thereby hope to

allow the proposal at least to keep its foot in the

doorway to action.

In the real world, of course, not everyone dis-

charges his or her obligations adequately. When
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some actors shirk their obligations within a given

distributive scheme, and so do less than their fair

share, what does justice require of the remaining

actors – the compliant ones, who have already

done their (original) fair share? Does justice conse-

quently require the compliant to do yet more, and

to pick up the slack created by the non-compliant?

Certainly not, as this would be extremely unfair

(Murphy, 2000).

Accommodating this concern belongs to a dif-

ferent branch of non-ideal theory, which functions

to calibrate the requirements of justice under

conditions of partial compliance. In the present

instance, we should regard the 1% obligation

assigned to each G7 nation as invariant under non-

compliance by other G7 nations. That is to say, if

one of the G7 were to transfer 1% of its GDP

annually to developing nations (at present, none

does), then the non-ideal theory of justice would

require nothing further of it. Its fair share is limited

to 1% – even if no other G7 nation complies at all

with its obligation, with the result that life expect-

ancy remains 15 years or more below the global

average in many more jurisdictions than would

reasonably be expected under full compliance by

the G7.

A slight twist on this point also helps to answer

a second practical objection to the 1% proposal,

which has to do with the prevalence of corrup-

tion and waste. Even someone who accepts, in

principle, an obligation to improve the well-being

of the globally worst off, and who is also prepared

to act on it, may reasonably baulk if it turns out

that, in fact, this 1% will simply disappear down a

black hole of corruption. There is no obligation to

line the pockets of the corrupt, no matter how

many destitute there may be, unreached, in the

background.

The objection is well-taken up to a point, but it

still does not defeat the proposal. Invariance under

non-compliance cuts both ways: while each G7

nation is only responsible for its fair share, it

remains responsible for its fair share even if none of

the others comply. Let me illustrate and then

explain. I shall take Italy as my example, since in

2004 Italian ODA (0.15%) was actually the furthest

from 1% in the G7 (OECD, 2005, p. 64). But in 2004,

0.85% of Italian GDP (1% minus existing ODA)

was $13.687 billion (OECD, 2005, p. 12). Under full

compliance (by the G7), Italy would be responsible

for transferring that $13.687 billion at a rate of

$144 per capita. In other words, Italy’s fair share of

improvements in the fundamental determinants

of health among the world’s poorest quintile would

cover a population of 95.05 million people.

Non-compliance by the rest of the G7 does not

relieve Italy of its obligation to transfer 1% of GDP.

Moreover, 1% is also small enough that no G7

nation can – and hence, Italy cannot – plausibly

claim that solitary compliance will put it at any

serious relative disadvantage within its peer group

(i.e., the G7). If need be, then, Italy should simply

go it alone and transfer $13.687 billion annually to

the globally worst off at the full compliance rate of

$144 per capita. To do so, Italy would have to

choose a mix of jurisdictions where life expectancy

is 10 years or more below the global average (our

cut-off point, recall), up to a total population of

95.05 million people (e.g., roughly a seventh of the

population of sub-Saharan Africa).

Transferring its 1% on this basis would enable

Italy to cover the same fair share of the globally

worst off as it would cover under full compliance

by the G7 – neither more nor less. But in that case,

corruption and waste are only relevant to Italy’s

action if they are so prevalent that insufficient non-

corrupt (and badly off) jurisdictions exist for Italy

to reach its fair share of 95.05 million people

effectively. To put it the other way round, if there

are enough non-corrupt (and badly off) jurisdic-

tions – as I believe there are – that Italy can still

reach its fair share effectively, by simply avoiding

corrupt jurisdictions altogether, then, corruption

and waste are no impediment to Italy’s action on its

1% obligation. At worst, they are an impediment to

later full compliers, which is not Italy’s problem.

Of course, Italy only serves here as an example.

The analysis could be repeated, with somewhat
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different numbers, for whichever of the G7 cared to

increase its ODA to 1% first. Since each of the G7 is

in the same boat as Italy, the corruption and waste

objection at least begins by being irrelevant.

The cases

According to the non-ideal theory of justice we

have discussed, which of our opening cases rep-

resent examples of global distributive injustice?

What are rich nations obligated to do about it?

In Yemen, life expectancy (60.6 years) is less than

10 years below the global average (67.1 years). It,

therefore, exceeds the cut-off point we added to the

1% obligation, in order to bring Rawls (1999) and

his followers into our coalition of the willing. This

means that, in non-ideal theory, Yemen is not a

case of global distributive injustice. It also means

that worse-off jurisdictions (those below the cut-off

point) have priority over Yemen for receiving

transfers from the G7.

In Zambia, life expectancy (37.5 years) is almost

30 years below the global average (67.1), well below

the cut-off point. Zambia is, therefore, a case of

global distributive injustice. Any nation in the G7

that has not already expended its 1% elsewhere –

that is, every G7 nation (including Japan), since

none has reached 1% – can make progress in dis-

charging its obligations by transferring $1.627 bil-

lion annually to Zambia (i.e., $144 per capita) to

improve the fundamental determinants of its

population’s health. Zambia is one of the countries

with priority over Yemen.

This chapter condenses and simplifies material

from Sreenivasan (2002 and 2007), which interested

readers may wish to consult. For more on current

debates about international distributive justice,

see Caney (2005, Ch. 4). For more on the social

determinants of health, see Marmot and Wilkinson

(1999). For more on global health and development,

see Mehrotra and Jolly (1997) and Leon and Walt

(2001). Life expectancy figures given are for 2003

and have been taken from the 2005 Human Devel-

opment Report (UN Development Program, 2005),

except in the case of Kerala, where they are for

1988–91 (Krishnan, 1997).
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SECTION IX

Religious and cultural
perspectives in bioethics





Introduction

Joseph M. Boyle, Jr. and David Novak

There is no doubt that modern clinical medicine in

the West is practiced in a pluralistic and multicul-

tural context. Yet nowadays, there is frequently a

divide between the moral values of clinicians and

those of their patients. Whereas many clinicians,

whatever their own personal beliefs, ascribe to a

basically secular morality that emphasizes such

values as individual autonomy and social utility,

many of their patients ascribe to cultural and relig-

ious traditions that emphasize such values as

obedience to God and the responsibility of families

and communities to care for their own. In addition,

whereas it is usually quite easy to negotiate respect

for the strictly ritual requirements of such patients

in such areas as prayer and diet, it is more difficult

to negotiate great differences in moral perspectives

between clinicians and their patients when it comes

to practical questions involved in medical treat-

ment in general and the treatment of the patient at

hand in particular. Sometimes these differences

need to be more generally negotiated in the public

policy discussions that take place in hospital ethics

committees or even in legislative and judicial

settings. Other times, these differences need to

be more particularly negotiated on a case-by-case

basis between clinicians and their patients and the

patients’ immediate families, plus those from their

traditional communities authorized by patients and

their families, such as priests, rabbis, pastors, or

imams, to provide them with moral guidance or

even moral governance.

This section aims to acquaint clinicians with such

potential differences between their moral values

and the moral values of their patients and their

families and communities. It does not suggest,

much less propose, ways that these moral differ-

ences can be negotiated in a clinical setting. This

section is, therefore, descriptive and not prescrip-

tive. Nevertheless, such information will surely be

useful in making informed moral judgements when

dealing with patients who come from the religious

and cultural traditions discussed in this chapter.

Here the distinctive views on basic issues in

biomedical ethics from a significant number of

the world’s major religions and cultures are repre-

sented. The authors of these distinct contributions

to this section of the book are all experts in the

ethics of their respective religious and cultural

traditions, especially in the way their traditions deal

with biomedical questions. Despite their intellec-

tual expertise in both the theoretical and applied

ethics of their own traditions, the contributions

of all the authors in this section will be easily

understood by those having little or no familiarity

with these traditions. Also, accessible references

in English for further reading and inquiry are

provided.

In terms of the relation of religion and culture at

work in all of these contributions in one way or

another, one can see that if ‘‘culture’’ is the way of

life of a particular community having historical

continuity from a premodern time into the present

and intending to persevere into the future, then one

can see that ‘‘religion’’ lies at the core of all these

cultures. But what is ‘‘religion’’? Clearly, there is no

one overriding general definition of a class called
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‘‘religion’’ in which all the ‘‘religions’’ discussed

here (or anywhere else) are simply its specific

manifestations. Instead, one can only see certain

overlappings between the various traditions them-

selves. That is, there are some things that some

social phenomena usually called ‘‘religions’’ have in

common with some other ‘‘religions,’’ and other

things they have in common with some other

‘‘religions.’’ Nevertheless, perhaps one can say that

what all of the religions dealt with in this section

have in common is that moral decisions in all of

them are made by reference to some transcendent

reality; that is to something or someone beyond

human making and human control. As such, ethics

in all of them is in one way or another part of

worship. Other than that, though, almost all the

other commonalities are between specific cultural

traditions rather than among all of them, let alone

encompassing them all in some larger structure.

The force of various forms of what might be

called traditional moral beliefs and sentiments

varies from patient to patient. Some patients are

quite articulate and coherent in expressing their

moral beliefs and sentiments, or they are quite clear

about whom they themselves designate to articu-

late these beliefs and sentiments for them. Other

patients are less articulate, less coherent, and fre-

quently less than wholehearted in affirming any

traditional moral view for themselves. Then, there

are patients who affirm no traditional moral view or

who have rejected the traditions in which they were

once participants, whether actively or only pas-

sively (as in the case of a tradition into which one

was only born, yet recognized by others as being a

member of it). Therefore, it is extremely important

that the clinician should not only be aware of the

tradition from which his or her patient comes but

also should evoke from the patient just what his or

her relation is to that tradition: wholehearted,

halfhearted, rejecting, or non-existent. Frequently,

especially in situations of long-term treatment,

such information about the patient’s religious

position is as important, or almost as important, as

information about the patient’s physical condition.

Minimally, such information should be sought

when the psychological state of the patient is being

examined and assessed.

The recognition that the patient’s moral percep-

tions require attention in the clinical setting does

not, of course, imply that those perceptions are

correct or valuable for the whole process of clinical

treatment. There are patients who are often very

much misinformed about what their own tradition

teaches about a particular moral issue. In fact, there

are even times when a so-called ‘‘religious’’ pos-

ition masks psychological pathology. Therefore,

this section of the book, with its brief but accurate

accounts of the moral positions on basic biomed-

ical issues of the various traditions considered, can

be helpful to a clinician when trying to ascertain

whether a patient is accurately representing his or

her own tradition on the moral question at hand, or

whether the patient is expressing his or her private

confusion or pathology. (Of course, such knowledge

will be of no use to a clinician who considers all

religion to be pathological per se, which is also an

issue that needs to be examined when treating a

religious patient.) Yet, even when a patient is cor-

rect about the position of his or her tradition on the

moral question at hand in his or her own treatment

and no psychological pathology is evident, such

religious points of view cannot be allowed to

dominate the ethical aspects of clinical decision

making. These traditions should have a voice but

not a veto. Clinicians and other healthcare profes-

sionals are bound by their own moral convictions,

professional ethics, often by mission statements of

the healthcare institutions where they work, and

by the law. For example, the dominant role of the

family in many traditionally based moralities can

run counter to modern secular notions that only the

autonomy of the individual patient is to be taken

into consideration. This is especially important to

note when a child is the patient and who cannot be

expected to make his or her own moral decisions,

but also in the case of many adults who would say

that they freely accept the authority of their family

and their traditional community (often seen as an

extension of the family) to make major decisions

affecting their lives and their health.
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The attention of clinicians to the religious views

of their patients can also enrich their own personal

process of developing a cogent moral point of view.

When this happens, there is genuine dialogue

between clinicians and patients and the comm-

unities in which they all live – both with each other

and apart from each other. This section seeks to

contribute to that ongoing dialogue.
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Aboriginal bioethics

Jonathan H. Ellerby

Mr. A, a 70-year-old Aboriginal elder who speaks only

Ojibway, is admitted to a tertiary care hospital for

diagnostic investigation of possible prostate cancer. Init-

ially, only a female interpreter is available, and she has

difficulty translating the physician’s references to the penis

while obtaining consent for cystoscopy. When asked to tell

Mr. A that the procedure would aid in cancer diagnosis, she

refuses to translate the concept of cancer directly and,

instead, uses the word for ‘‘growth.’’ The patient responds

that he does not fully understand the diagnostic test but

trusts the interpreter and the urologist and agrees to sign the

consent form. During cystoscopy, both his son and a male

interpreter, are present to translate. Following the biopsy

and other diagnostic tests, Mr. A, his son, the male

interpreter, and the urologist meet. Addressing the son and

the interpreter, the urologist explains that Mr. A has

advanced cancer spreading to bone. When asked by the

son about treatment, the urologist replies that any

attempted curative treatment would probably cause more

risk and discomfort than would pain relief and other

palliative measures. The interpreter begins to translate the

urologist’s summary, but his explanation of the diagnosis is

interrupted by the son, who says that he will communicate

directly with his father. He states that the interpreter should

not have used the Ojibway word ‘‘manitoc,’’ which denotes

cancer through the cultural metaphor of ‘‘being eaten from

within,’’ and that direct reference to cancer and his father’s

terminal prognosis will promote fear and pain. He adds that

his father has given him responsibility to interpret and to act

as his proxy decision maker. The son further opposes the

physician’s attempt to communicate the prognosis directly

to Mr. A, stating that direct references to death and dying

may ‘‘bring death closer.’’ The urologist argues that Mr. A

needs to understand his diagnosis and give informed

consent for possible treatment or the more likely palliative

measures. The son replies that he will not lie to his father but

that he needs time to communicate with his father through

a more gradual and indirect process. The physician and son

finally agree that the son will involve other family members

over the next 48 hours. The physician and family arrange to

meet again in two days and, in the meantime, to hold a

‘‘sharing circle’’ (Table 47.1, below) in which patient, family

members, and caregivers will discuss palliative care and

answer Mr. A.’s questions.

What is Aboriginal bioethics?

The literal translation of Aborigine is ‘‘the people

who were here from the beginning,’’ which is not

synonymous with ‘‘indigenous,’’ and referred to the

Australian Aborigines. There are groups all over the

rest of the word who are referred to as Aboriginal

peoples and who have distinct cultures. This chap-

ter is based on those in North America. Although

philosophies and practices analogous to bioethics

do exist in Aboriginal cultures, the concept of bio-

ethics is not generally differentiated from the ethical

values and frameworks for decision making that are

applied in all dimensions of living. Accordingly,

ethical values that may be held by Aboriginal people

will be addressed rather than a formal, codified

An earlier version of this chapter has appeared: Ellerby, J.H., McKenzie, J., McKay, S. et al. (2000). Aboriginal cultures. CMAJ 163:

845–50.
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system of Aboriginal bioethics. Table 47.1 defines a

number of Aboriginal terms that are used in this

chapter.

A review of the literature revealed that little has

been published on the subject of Aboriginal health

ethics (Gariépy, 1999). In the scope of cultural bio-

ethics, Aboriginal systems are unique in their

respect for the visions and beliefs of the individual

and concomitant respect for the community

(Hultkrantz, 1987). Aboriginal values are frequently

discounted by Western colonial culture. Primarily

rooted in the context of oral history and culture,

Aboriginal ethics are best understood as a process

and not as the correct interpretation of a unified

code (Gariépy 1999; Ong, 1982, pp. 57, 86, 145). In

their approach to ethical decision making, Abor-

iginal cultures differ from religious and cultural

groups that draw on scripture and textual founda-

tions for their ethical beliefs and practices. Despite

these challenges, common themes and the diver-

sity within Aboriginal ethics may be highlighted.

Research conducted with Aboriginal elders provides

the basis for identifying widely held values in Abor-

iginal frameworks for decision making (Ellerby,

2005).

Themes in approaches to communication
and caregiving

Some essential qualities of ethical approaches to

communication and caregiving involving Abor-

iginal peoples are summarized in Table 47.2.

Although these ethical values are important to

understand and apply, examining specific applica-

tions of ethical care in detail is not as useful as

developing a more generalized understanding of

how to approach ethical decision making with

Aboriginal people in actual clinical settings. Abor-

iginal ethical decisions are often situational and

highly dependent on individual values and on the

context of the family and community. In general,

Aboriginal ethical values include the concepts of

holism, pluralism, autonomy, community- or family-

based decision making, and the maintenance of

Table 47.1. North American Aboriginal people and their cullturesa

Term Description

Aboriginal peoples Groups or nations who were originally living in North America before European

exploration

Elder Spiritual and community leader recognized by the Aboriginal community; elders are

cultural experts with special knowledge of community ethical values and some are

also counselors and healers

First Nations Aboriginal societies that existed in North America before Europeans arrived; some

Aboriginal people, including Inuit, do not see themselves as members of First Nations

Inuit A circumpolar Aboriginal people living in Canada, Greenland, Alaska, and Siberia

Métis A distinct and independent people whose ancestors were both of Aboriginal and

European heritage and who currently do not have defined status within federal

legislation

Registered Indians Aboriginal people who are registered under the Indian Act of Canada

Sharing circle An Aboriginal process in which each person has an opportunity to speak in turn; it is

used for seeking consensus in decision making, resolving conflicts between

participants, and building community trust

Smudging A cleansing ceremony using the smoke from plant medicine

Treaty Indians Aboriginal people who are registered under the Indian Act of Canada and can prove

descent from a band that signed a treaty

a Aboriginal categories based on definitions proposed by Pohl (2000, pp. 28–32) and on the Statistics Canada website (1996).
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Table 47.2. Essential qualities of ethical approaches to communication and caregiving involving

Aboriginal patients

Qualities Characteristics

Respect the individual Individual experience and beliefs are viewed to be as valid and important as

tradition or cultural norms (Gariépy, 1999). Although closely bound to family

and community in identity, individuals are recognized as having authority over

their own health and ‘‘healing journey.’’ When communicating with an

Aboriginal person, it is important to show respect, especially for the aged and

those with high status such as elders

Practice conscious

communication

Try to listen well and note responses, not only in speech but also, if possible, in

body language. Emotional control is common among Aboriginal people and it

may be difficult for non-Aboriginal people to ‘‘read’’ intonation and body

language

Use interpreters Use an interpreter if there is any doubt as to fluency and understanding in

English or French. Interpreters often assist in explaining and advocating for the

patient (Kaufert and Koolage, 1984)

Involve the family Often Aboriginal families will wish to be present during decision making. Family

members can be helpful in understanding the patient’s beliefs and wishes.

Patients may not strongly differentiate their own best interest from that of their

family. Because of the individuality of values, however, family members may

not always be suitable as interpreters. ‘‘Immediate family’’ can include many

extended relations and may be very large and thus should be affirmed (Preston

and Preston, 1991)

Recognize alternative

approaches to truth telling

Aboriginal people may believe that speaking of a future illness or consequence

will bring it to pass. Family members may not wish ‘‘bad news’’ to be

communicated directly (Carrese and Rhodes, 1995; Kaufert et al., 1999).

Mystery is an acceptable frame of reference for many Aboriginal people, and

uncertainty in prognosis or disease progression is often easily accepted by

Aboriginal people in contrast to non-Aboriginal people. Beneficence must be

weighed carefully against the expressed wishes of Aboriginal patients and their

families

Practice non-interference A patient’s decisions should be based on a comprehensive reporting of options

and be respected except for reasons of misunderstanding. Some decisions will

be based on cultural knowledge or personal identity, and it will not be possible

to reconcile these with medical knowledge. Also, many Aboriginal people

accept medical advice without question as a sign of trust and respect for

people in the role of ‘‘healer.’’ It is important not to abuse this non-challenging

trust when presented. Rational persuasion may be experienced as coercion by

Aboriginal people (Brant, 1990)

Allow for Aboriginal

medicine

Aboriginal patients may desire the involvement of Aboriginal elders, healers,

medicine people, or priests in their treatment. These practitioners are

understood to be vital to the overall integrated health of a person and should

be respected and honored whenever possible. Sharing circles, smudging (using

herbal-based incense) and traditional herbal remedies may be aspects of

cultural medical treatments (Table 47.1)
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quality of life rather than the exclusive pursuit of a

cure.Most Aboriginal belief systems also emphasize

achieving balance and wellness within all domains

of human life (e.g., mental, physical, emotional,

and spiritual). Aboriginal North American cultures

share some ethical practices, such as the need to

respect the integrity of the human body after death

(Hultkrantz, 1987; Gariépy, 1999). Spirituality and

cultural understandings of death, loss and the

existence of Spirit Beings often play a role in the

bioethical decisions of Aboriginal patients and

families (Gariépy, 1999). Acceptance is a common,

deeply rooted aspect of Aboriginal relationships

to death and the passage of time during illness

(Hultkrantz, 1981 [pp. 11–28], 1989, 1992 [pp. 15–16,

164–8]; Deloria, 1993 [pp. 62–77, 165–84]). Main-

taining quality of life is commonly seen as para-

mount to extending life. Simultaneously, life is to

be preserved and should be pursued whenever

meaningful quality canbemaintained. Affirming the

dignity of life is essential (Brant, 1990).

Some Aboriginal people have a problem with

advanced technology, and it is important to

acknowledge this in treatment. Problems arise

when a cultural heritage of nature-based medicine

encounters biomedical treatment emphasizing

technological interventions. Healthcare institutions

such as urban teaching hospitals may be associated

with a ‘‘culture of colonization,’’ emphasizing

technological solutions. There are diverse perspec-

tives in Aboriginal communities regarding the use of

technologically advanced and aggressive treatments

such as transplantation, dialysis, and mechanical

ventilation. However, many Aboriginal people,

particularly the young, may be open to and desirous

of using the full range of medical technologies

available.

Barriers

Ethical care of Aboriginal peoples may include the

current emphasis in bioethics on the moral context

of individual relationships in clinical interactions.

However, this approach does not fully engage the

broader structural context of barriers that impede

access to care or interfere with healing processes.

Barriers include language problems, lack of cultural

competence among healthcare providers, problems

of transportation and communication in service

delivery to remote communities, and institutional

discrimination.

Applications of the bioethical principles of

autonomy, beneficence, and justice in contempor-

ary relationships must recognize the historical

context of power relationships between Aboriginal

people and providers of health and social services.

The dominant emphasis on respect for individual

autonomy in bioethics may need to incorporate

Aboriginal values emphasizing non-interference.

The Aboriginal psychiatrist Clare Brant (1990)

observed, ‘‘the ethic of non-interference is a

behavioural norm of North America Native tribes

that promotes positive interpersonal relations by

discouraging coercion of any kind, be it physical,

verbal or psychological.’’

Approaches to guaranteeing autonomy in com-

munication involving consent and truth telling

must accommodate this value of avoiding coercion.

Direct, unmediated communication of bad news

involving terminal prognosis or risks of impending

death may violate the values of some individuals

and communities. Cultural and spiritual traditions,

including those of Navajo people in the USA and

Dene people in Canada, assert that speaking expli-

citly about terminal illness and death may hasten

death (Carrese and Rhodes, 1995; Kaufert et al.,

1999). Some families may, therefore, ask to be pre-

sent to mediate communication of bad news and

support the family. One potential way of recogniz-

ing alternative approaches to truth telling in con-

sent may resemble Freedman’s (1993) concept of

‘‘offering truth.’’ This framework avoids ‘‘imposing

truth’’ by allowing the person to define the level and

explicitness of the information they require to

interpret care options.

Emphasis on guaranteeing informed consent and

minimizing risks to individuals in the decision-

making process may be unduly influenced by

historical relationships that discount Aboriginal

values, which emphasize protection of the family
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and the community. In making consent decisions,

Aboriginal patients and their families may balance

the risks and benefits to the individual with the

interests of the family and community. For example,

a patient may defer to the wisdom of an elder or

healer or elect to use a proxy decision maker from

the family in signing consent agreements or

advance directives (Kaufert et al., 1999).

In ethical decision making, power differences

may be accentuated by language barriers among

patients who are monolingual speakers of Abor-

iginal languages or who have limited fluency in

English or French. In these situations, ethical com-

munication should involve the use of trained Abor-

iginal health interpreters, who have competence

in both biomedical terminology and Aboriginal

concepts of health and healing.

Diversity and pluralism

Diversity and pluralism are essential dimensions of

Aboriginal ethics. Aboriginal ethics emphasize a

pluralistic perspective that accepts that a wide spec-

trumofvaluesandperspectivesmaybeheldby family

members. In allowing for the expression of a plural

spectrum of values, autonomy among individual

family members is emphasized and respected. Abor-

iginal cultures and communities are diverse, and

therefore it is difficult to develop generalizations

about values or decision-making practices. Across

North America, for instance, and within individual

states, provinces, and territories, there is a wide

spectrum of cultural and language groups, and

variations between individual Aboriginal commu-

nities and regional organizations. For example,

Manitoba is home to Cree, Ojibway (Annishinabe),

Métis, Inuit,Dene, andDakota people.Despite some

shared beliefs, each cultural group must be treated

with respect and an understanding of inherent

diversity.

In considering the diversity of beliefs among

Aboriginal people, one needs to recognize the

impact of Christianity on Aboriginal communities.

Inmany communities and families, the introduction

of Christianity increased the diversity of values

influencing ethical decision making. In some

cases, the result has been division and animosity

between family and community members who hold

traditional Aboriginal values and those who assert

Christian values.

Why is Aboriginal bioethics important?

Population

ThepopulationofAboriginal peoplewhomaybenefit

from culturally appropriate ethical decision making

is growing. There are alternative ways to define the

Aboriginal population. For instance, data from the

1996 Canadian census indicated that about 800000

people identified themselves with one ormore Abor-

iginal groups:North American Indian,Métis, or Inuit

(Statistics Canada, 1996). The population includes

about 41 000 who identified themselves as Inuit and

about 210 000 as Métis. Approximately 44% of Abor-

iginal people live in urban areas (Royal Commission

on Aboriginal Peoples, 1996). Of the more than

550 000 respondents who identified themselves as

‘‘North American Indian,’’ approximately 60%

indicated that they were a member of a First Nation

or Band or had treaty status as defined by the Indian

Act of Canada (Statistics Canada, 1996; see Table

47.1). The ongoing transfer of control over health

services to individual First Nations or Bands will

mean that mandates to apply Aboriginal values

in ethical decision making will be emphasized in

primary and tertiary health programs.

Access to care

The importance of understanding Aboriginal per-

spectives on health ethics is often linked with dif-

ferences in health status and utilization of health

services. Lower health status and barriers tomedical

care access are engaged within the ethical context of

distributive justice and equality. Research docu-

menting the disproportionate burden of morbidity

and mortality and high levels of health service utili-

zation among Aboriginal people is often cited in
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medical literature. However, some Aboriginal

health policy makers have recently emphasized

that epidemiological comparisons do not express

the importance of individual and community his-

torical relationships or contemporary experiences

of racism in residential schools, social welfare pro-

gram, or the healthcare system (O’Neil et al., 1998).

In addition, there are many culturally distinct

practices among Aboriginal people that necessitate

a unique ethic of care.

Equitable access to high-quality health services is

a central focus for both rural and urban Aboriginal

people. Because of the centrality of family in Abor-

iginal people’s experience of illness and treatment,

and restrictions in the access of friends and family

members, Aboriginal patients often feel isolated

when in hospital. Aboriginal approaches to deci-

sion making commonly involve members of the

extended family, and offering opportunities for

family involvement should be considered a pre-

requisite of providing ethical and culturally appro-

priate services (Kaufert et al., 1999).

How should I approach Aboriginal
bioethics in practice?

To understand Aboriginal health ethics in clinical

practice, several fundamental dimensions need to

be recognized. Healthcare providersmust recognize

the risks of applying stereotyped values and spiritual

beliefs, aswell as the futility of attempting todevelop

generalized ethical formulas for communicating

with Aboriginal patients. Plural belief systems and

variation among individuals preclude the direct

application of knowledge in reconciling Aboriginal

beliefs with biomedical and bioethical criteria.

Aboriginal bioethics can best be viewed as an

interpersonal process. Immediate andclearlydefined

approaches should not be expected. Aboriginal

bioethical positions are largely situational; adopting

a case-specific approach is, therefore, important.

Healthcare providers working with Aboriginal

peoplemust first try to acknowledge the importance

of autonomy, the centrality of family to health and

identity, the diversity in beliefs and practices among

Aboriginal people, and the value of developing

and maintaining personal and emotionally sincere

relationships with patients. Provider ethics empha-

sizing the maintenance of professional distance

may contravene the Aboriginal affirmation of the

power of human relationships in the healing pro-

cess. Trust is paramount.

Healthcare providers might consider adopting the

role of learner, allowing Aboriginal elders and each

patient to lead in the articulation of the ethical prin-

ciples guiding care. Not only is the process of family

consultation critical inmaking decisions about acute

and emergency care, but it is also an important

dimension of day-to-day primary care. Healthcare

providers should recognize that biomedical values

may not always be reconcilable with Aboriginal val-

ues, despite improved communication methods or

increased cross-cultural awareness.

If healthcare providers ignore differences related

to Aboriginal culture, they will not be able to

understand the wide spectrum of beliefs and atti-

tudes that Aboriginal people draw on in making

ethical decisions. For example, although certain

values such as respect for dignity, non-interference,

sharing and the importance of family and commu-

nity are widespread, other beliefs such as those

about truth tellingmay differ, even amongmembers

of the same family. Healthcare providers cannot

take Aboriginal beliefs for granted and need to

explore these carefully with each person. As well as

respecting beliefs, healthcare providers need to

respect the decisions of patients and families who

request involvement of Aboriginal healers, elders,

and medicine people in their care (see Table 47.2).

The future of ethics and Aboriginal people

Aboriginal cultures can be identified as premodern

in the sense that there is no separation between

the self and the universe; between self, family, and

community;orbetweenmind,body,andspirit.There-

fore, healing is not possible without spirituality, nor

without relationships to family and community, and

to the cosmos. Restoring these values and beliefs
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can balance biomedical treatments and lead to heal-

ing of the person as well as cure of disease.

Recent Western history has emphasized scientific

and technological advances at the expense of, and

exclusion of, spirituality. The consequences of this

have been traumatic formany traditional Aboriginal

people. When in need of healthcare, many Abor-

iginal people view healthcare institutions as dehu-

manizing: they experience mind–body separation

and separation from family and community, and

they are asked to participate in ethical decision

making guided by biomedical values.

The postmodern paradigm, which questions the

existence of universal norms, scientific truth, and

‘‘superior’’ cultures, presents an interesting chal-

lenge to modern medicine and its claims of exclu-

sive efficacy in achieving cure. The current

popularity of alternative healing methods, such as

Aboriginal medicine, and the thirst for spiritual

values are but two indications of a postmodern

culture that is more inclusive and holistic and thus

more akin to traditional Aboriginal culture.

Aboriginal ethics is an important area of study

because of its potential to make exceptional con-

tributions to more generalized understandings of

bioethical practice in increasingly diverse clinical

and sociocultural environments. The emphasis in

Aboriginal ethics on pluralism, diversity, and the

maintenance of a high level of respect for indi-

viduality challenges Western biomedical paradigms

to adjust to become more responsive and dynamic

in their approach to ethical decision making. By

incorporating a model of ethics that acknowledges

pluralism and cultural context, medicine has the

opportunity to develop models of ethics and care

that are relevant to the cross-cultural treatment of

the whole person (Dacher, 1996).

The case

The young female interpreter, out of respect for

Mr. A’s age, sex, and status, cannot discuss the

urological procedure with him directly. However, by

adhering to Ojibway beliefs, she does use a genera-

lized term to refer to cancer and thus avoids con-

travening the belief that ‘‘speaking the future may

bring it to pass.’’ Although the male interpreter is

able to use anatomic language without disrespect,

Mr. A’s son feels that explicit truth telling about

cancer is against traditional practice. In giving his

son permission to be his interpreter and to be a

proxy decision maker, Mr. A is not undermining his

own personal autonomy and instead is demon-

strating shared family and communal responsibility

in decision making. This is in contrast to the usual

Western view of autonomy as conceding supremacy

to the individual rather than to anyone else in

making decisions. Only recently has the importance

of relationships, especially as propounded in femi-

nist ethics, been given a place in bioethics. Though

it is worrisome for some that a cognitively com-

petent individual is not being involved in mak-

ing decisions about his future, Mr. A has chosen

to delegate responsibility to his son. Given the

principle of non-interference among Aboriginal

people, the father’s values and beliefs may differ

considerably from those of his family. An impor-

tant task of the interpreter and caregivers is to

determine whether such differences are present.

Aboriginal language interpreters are, therefore,

necessary not just for translation but also to bring

cultural awareness and sensitivity to interactions

between patients, family members, and healthcare

providers. If differences in values are present, the

physician may need to ‘‘offer truth’’ to ensure that

Mr. A’s views are respected. For example, Mr. A

might be asked, ‘‘Are you the sort of person who

likes to know all available information, or are you

happy for your son to make decisions for you?’’ In

this case, it is reasonable that the father is not

immediately told about his prognosis, since curative

treatment is not being recommended. By being

given extra time and a cultural medical treatment

(i.e., a sharing circle in which caregivers, family, and

the patient participate), Mr. A achieves balance

between his diagnosis, the biomedical view, and his

spiritual beliefs in a culturally appropriate manner.

Following the sharing circle and a family meeting,

the son, the urologist, and the interpreter meet
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with Mr. A, his wife, and two of his other children.

After this process of family consultation and gradual

and prolonged truth telling by the family, Mr. A

understands his diagnosis and the implications of

metastatic cancer. Together with his family, he

consents to palliative care, including pain control

and palliative radiation.
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Buddhist bioethics

Damien Keown

Mrs. B is aged 35 and lives in a remote part of the Chiang

Mai region of northern Thailand. She is an agricultural

worker with only a basic education. She does not use

contraception because there is no local family planning

facilities. She is married with three children, and has just

found out she is eight weeks’ pregnant. She and her

husband barely earn enough to support their existing

children, and a fourth child would place an unbearable

economic strain on family resources.

The Venerable C, a Burmese monk resident in the USA,

suffered a severe stroke at the age of 59. He had a history of

diabetes, poorly controlled high blood pressure, atrial

fibrillation, congestive heart failure, and chronic obstruct-

ive pulmonary disease. He had undergone a cardiac bypass

operation several years earlier. The prognosis was guarded

at best, even with surgery. The attending neurosurgeon

asked whether Venerable C would want emergency surgery

or if he would prefer to forgo aggressive measures. The

monk had not discussed his wishes previously with his

fellow monks or students, had made no advance directives,

and remained unconscious throughout (Hood, 2005).

What is Buddhist bioethics?

Buddhism is a body of religious teachings attrib-

uted to an historical individual called Siddhartha

Gautama, who lived in northeast India in the

fifth century BCE. Following a profound spiritual

transformation at the age of 35, he became known

by the honorific title of ‘‘Buddha’’ (‘‘enlightened

one’’). In common with other Asian traditions,

Buddhism believes in reincarnation and teaches

that individuals undergo a potentially infinite series

of rebirths. However, Buddhism is distinctive in

lacking a belief in a supreme being, as well as

denying the existence of a personal soul. Buddhists

follow the Buddha’s teachings (or Dharma) in the

hope of putting an end to rebirth by attaining the

transcendent state of nirvana. Buddhism has no

head or central authority, and in resolving moral

dilemmas Buddhists are encouraged to reflect on

the teachings preserved in scripture, to seek the

guidance of advanced practitioners such as monks,

and to meditate on all aspects of a situation in

order to ensure that any decision they reach is

in harmony both with the spirit of the teachings

and their conscience. There are no international

organizations or colleges of Buddhist physicians

that serve to formulate policy for the guidance

of healthcare professionals. Despite this lack of

central authority, there are fundamental moral

values and principles that virtually all schools of

Buddhism accept. Chief among these are com-

passion (karuna) and ‘‘non-harming’’ or respect

for life (ahimsa), which between them underpin

Buddhism’s approach to bioethics.

The most widespread set of precepts in

Buddhism are the Five Precepts, and the first of

these prohibits causing harm or injury to living

creatures (human and otherwise). This is inter-

preted quite strictly and has an important bearing

on bioethics, especially in relation to questions

such as abortion and euthanasia. At a theoretical

level, recent studies have suggested that Buddhism

can best be understood as a form of virtue ethics

(Whitehill, 2000; Keown, 2001a, 2005a; Cooper and
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James, 2005), and if so this offers an opportunity

for dialogue with similar approaches to bioethics

being developed in the West. The literature on

Buddhist bioethics itself, however, remains limited

at this time (e.g., Ratanakul, 1986; Harvey, 2000;

Keown, 2001b; Tsomo, 2006).

Buddhism is a world religion with a large

following both in Asia and the West. However,

Buddhists are influenced not just by the formal

teachings of their religion but also by the beliefs

and practices of their indigenous cultures. In

some cases, the influence of the latter may be so

strong that it overrides the former, leading to the

impression that there is little agreement or uni-

formity among Buddhists as a whole. For example,

there is general agreement among Buddhists in Asia

that abortion is contrary to the First Precept, but

wide variation among countries where Buddhism

is practiced as to what is legally permitted. There

is also a diversity of views on this question among

Buddhist converts in the West. In traditional

Buddhist countries, the nucleus of social concern –

as in many Asian cultures – is the extended family

rather than the individual, and ethical questions,

therefore, tend to be analyzed primarily in terms of

duties rather than rights.

Since Buddhism is a transcultural phenomenon,

it is impractical to discuss questions of law and

policy here at any length. By way of example, some

reference will be made to particular Buddhist

countries, but readers should bear in mind that

there is considerable legal and cultural diversity in

the regions of Asia where Buddhism is practiced.

More detailed information on local conditions may

be found in the references.

Why is Buddhist ethics important?

Buddhism has had a major influence on Asian

culture, spreading to every part of Asia and is now

growing rapidly in the West. There are approxi-

mately five million Buddhists in the USA and

around one million in Europe. The total number of

Buddhists worldwide is put at 500 million. Given its

global distribution, many individuals now look

to Buddhist teachings for ethical guidance when

facing problematic decisions on medical treat-

ment. It is, therefore, important for physicians and

other care providers to understand the underlying

values that may influence Buddhist patients in

taking treatment decisions. Furthermore, as an

Asian culture, Buddhism can provide a comple-

mentary perspective on ethics and may have much

to contribute to Western discussions.

How should I approach Buddhist ethics
in practice?

Buddhism imposes few special requirements on

either patients or physicians in connection with

medical treatment, and there is no reason why the

care of Buddhist patients should pose any special

problems. The only exception would be that it

would not be appropriate for a monk or nun to be

on a mixed ward, and it would be preferable for

them to be treated by a physician of the same sex.

Unlike Western clergy, Buddhist monks do not

function as chaplains, nor do they visit hospitals in

a pastoral role or to perform religious services for

the sick.

Buddhism is a flexible and moderate religion in

which concepts of taboo and religious purity have

little, if any, part to play. Religious law imposes

no special requirements or limitations on medical

treatment, nor are there any special hygiene,

purificatory, or dietary requirements (while many

Buddhists are vegetarians, others are not). Crema-

tion is the most common means of disposing of the

dead.

In practice, local custom tends to have a greater

bearing on the physician–patient relationship than

Buddhist doctrine. It is difficult to generalize about

local customs, but provided the conventions of

normal medical etiquette are respected there is no

reason why difficulties should arise. This is par-

ticularly so in the case of the many Westerners who

have converted to Buddhism and who are unlikely

to have any problems with the conventions of
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Western medical practice. As with all societies

there is diversity among Buddhist populations

arising from socioeconomic factors and level of

education, which makes it difficult to generalize

how any individual Buddhist is likely to react. At

the village level in Asia, for instance, Buddhism

coexists with animism, and belief in the power of

local gods and spirits to cure illness is widespread.

Allowance, therefore, needs to be made for such

variation, and the temptation to generalize should

be avoided.

Notable differences are found across Asia, par-

ticularly between the countries of East Asia, such as

China, Japan, and Korea, and those of South Asia,

such as Burma, Thailand, and Sri Lanka. The for-

mer group follow the Mahayana form of Buddhism,

while in the latter the more conservative Theravada

form predominates. To highlight just one example,

in Japan, the criterion of brain death is deeply

unpopular because of its association with cadaver

transplants. Being a party to what is seen as the

desecration of the corpse of a close relative, par-

ticularly a parent, causes deep unease (LaFleur,

2001). There is also skepticism about the validity of

the brain death criterion itself as a reliable test for

human death, a skepticism increasingly voiced by

dissidents in the West (Youngner et al., 1999; Potts

et al., 2000).

Another distinctive feature of the Buddhist per-

spective is the emphasis it places on mindfulness

and mental clarity, as seen in the practice of

meditation. Buddhism emphasizes the importance

of an unclouded mind, particularly when a patient

is close to death, as it is believed this can lead to a

better rebirth. Some Buddhists may, therefore, be

unwilling to take pain-relieving drugs or strong

sedatives, and even those who are not in a terminal

condition may prefer to remain as alert as possible

rather than take analgesics that will impair their

mental or sensory capacities.

Abortion

Most Buddhists regard fertilization as the point at

which individual human life commences and

believe that the embryo is entitled to moral respect

from that time onwards. Abortion is, therefore,

seen as morally in the same category as the

intentional killing of an adult. The only exception is

likely to be when the procedure is necessary to save

the life of the mother.

The contemporary legal position varies from

country to country. The more conservative Buddhist

countries of southeast Asia, such as Thailand

and Sri Lanka, have laws prohibiting abortion,

except when necessary to save the life of the

mother. Nevertheless, illegal abortions are com-

mon. Somewhat surprising for a country in which

Buddhism is the state religion, abortions in

Thailand are running at some 50% higher than

the number in the USA for the equivalent number

of citizens. Married women, who appear to use it as

a means of birth control, account for 85% or more

of abortions. Recent studies refer to an estimated

300 000 abortions per year, the vast majority of

which are illegal. The Thai Penal Code of 1956

allows abortion in only two circumstances: first, ‘‘if

it is necessary for the sake of the woman’s health’’

and, second, in cases of rape. Official figures from

the 1960s record as few as five legal abortions in

some years. Opinion polls in Thailand also reveal

an intriguing paradox: while most Thais regard

abortion as immoral, a majority also believes the

legal grounds for obtaining it should be relaxed

(Florida, 1991, p. 22).

In east Asian countries, attitudes are more

liberal. The rate of abortion in Japan has been very

high in recent years, perhaps peaking at over a

million (some would put the figure much higher)

before decreasing in the last few years as the con-

traceptive pill has become more easily available.

Central to the contemporary Japanese experience

is the phenomenon of mizuko kuyo, a memorial

service held for aborted children. This service

involves erecting a small statue to commemorate

the lost child and includes an apology to the spirit

of the aborted fetus. William LaFleur (1992) has

explored the complex symbolism and cultural his-

tory of the practice, and a feminist perspective has

been provided by Hardacre (1997).
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Korea provides an interesting comparison with

Japan. Both countries have a very high rate of

abortion, but in Japan it is legal (since 1948)

whereas in Korea, it is not. Annual figures of

between one and two million are quoted for Korea,

a country with a population of around 46 million.

Over a quarter of the population are Buddhists,

which makes them the main religious group.

Statistics quoted by Tedesco (1999) reveal that

Buddhists are slightly more likely to have abortions

than other segments of the population. In 1985, an

anti-abortion movement began to gain ground fol-

lowing the publication of a book by the Venerable

Sok Myogak (1985), a Buddhist monk of the Chogye

order. His book, entitled My Dear Baby, Please

Forgive Me! became popular, and readers began to

demand rites and services for aborted children

similar to the Japanese mizuko kuyo service,

although distinctively Korean in form.

Some Western Buddhists take a more liberal

stance on the abortion question. James Hughes

(1999) suggested that ‘‘clear and defensible dis-

tinctions can be made between fetuses and other

human life,’’ and found the moral logic of utilitar-

ianism persuasive in the context of abortion,

although tempered by the requirements of a virtue

ethic, which takes into account the mindset of

the actors. Abortion may, therefore, be allowable

where the intention is compassionate and the

act achieves the best outcome for all concerned.

One American Zen Buddhist group, the Diamond

Sangha, has produced a liturgy that can be per-

formed following an abortion or miscarriage.

Euthanasia

By euthanasia is meant intentionally causing the

death of a patient by act or omission in the context

of medical care. We are concerned here only with

voluntary euthanasia, that is, when a mentally

competent patient freely requests medical help in

ending his life.

As a case of intentionally taking life, euthanasia

is generally regarded as prohibited by the First

Precept. As noted above, however, compassion is

also an important Buddhist moral value, particu-

larly when linked to the concept of the Bodhisattva,

a Buddhist saint distinguished by self-sacrificing

compassion for others. Some sources reveal an

increasing awareness of how a commitment to the

alleviation of suffering can create a conflict with

the principle of the inviolability of life. Opinion on

these questions divides between conservative and

liberal positions, although the great majority of

traditional Buddhists would see euthanasia as

prohibited by the First Precept.

Despite opposition to euthanasia, however, it

does not follow that Buddhism teaches that there

is a moral obligation to preserve life at all costs.

Recognizing the inevitability of death is a central

element in Buddhist teachings. Death cannot be

postponed forever, and Buddhists are encouraged

to be mindful and prepared for the evil hour when

it comes. To seek to prolong life beyond its natural

span by recourse to ever more elaborate technol-

ogy when no cure or recovery is in sight is a denial

of the reality of human mortality and would be

seen by Buddhism as arising from delusion (moha)

and excessive attachment (tanha).

In terminal care, and in cases where a permanent

vegetative state has been conclusively diagnosed,

there is no need to go to extreme lengths to

provide treatment where there is little or no pros-

pect of recovery. There would, therefore, be no

requirement to treat subsequent complications,

for example pneumonia or other infections, by

administering antibiotics. While it might be fore-

seen that an untreated infection would lead to the

patient’s death, it would also be recognized that

any course of treatment that is contemplated must

be assessed against the background of the prog-

nosis for overall recovery. Rather than embarking

on a series of piecemeal treatments, none of which

would produce a net improvement in the patient’s

overall condition, it would often be appropriate to

reach the conclusion that the patient was beyond

medical help and allow events to take their course.

In such cases it is justifiable to refuse or withdraw

treatment that is either futile or too burdensome

in the light of the overall prognosis for recovery.

394 D. Keown



For further discussion of end of life issues see

Keown (2001b, 2005b). Table 48.1 details the

essential considerations discussed in this chapter.

The cases

Mrs. T attended one of the many illegal abortion

clinics in Thailand and had a termination at 14

weeks. In Thailand, abortion is used as a method of

birth control by married women because of the

lack of family planning clinics and contraceptive

advice, particularly in rural areas. As is usual,

Mrs. T did not discuss her plans with any member

of the Buddhist clergy, since intimate family mat-

ters are not seen as appropriate matters of concern

for celibate monks who have renounced worldly

concerns. In having the abortion, Mrs. T felt she

had done wrong and would incur bad karma as a

result. However, she believed she had no alterna-

tive, and hoped to mitigate any negative karmic

effects by performing good works and making

offerings at the local temple.

Since he did not fit the mould of the standard

American patient, there was confusion as to who

had authority to make treatment decisions on

behalf of Venerable C. Staff had little understanding

of Buddhism, and so the hospital ethics committee

sought a court-appointed guardian to manage the

case. In the end, the surgery went ahead. This was

not because Buddhist teachings required it, and a

decision not to operate would equally have been in

accordance with Buddhist ethics. Deciding against

intervention, even with the expectation that this

would shorten the patient’s life, would not have

been regarded as an instance of passive euthanasia

since at no time was the death of the patient the

outcome sought.
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Chinese bioethics

Kerry W. Bowman and Edwin C. Hui

Mr. D is a 75-year-old Chinese Canadian who has been

admitted to the intensive care unit because of respiratory

failure. He has a long history of respiratory problems.

Mechanical ventilation is started. Mr. D is oriented to time,

person, and place. He spends much of his time reading and

enjoys his family’s visits. Attempts to wean him from the

ventilator have failed; consequently, he is facing a situation

of permanent dependence on the breathing machine. It is

unclear as to what Mr. D’s wishes related to this would be.

The physician in charge wishes to inform Mr. D that he is

unable to get him to a point where he can be taken off the

ventilator and wants to introduce the option of gradually

weaning him off the ventilator and keeping him comfort-

able so that nature may take its course and he may die in

peace. The patient’s eldest son is described to the healthcare

team as ‘‘the decision maker.’’ He approaches the physician

and asks emphatically that his father not be told that he is

permanently dependent on the ventilator as it would take

away his hope, terrify him and, in turn, make him sicker.

The son feels that telling his father would be cruel and is,

therefore, unjustifiable.

What is Chinese bioethics?

Bioethics as a discipline does not formally exist

within traditional Chinese culture. For many

Chinese who have grown up or spent much of their

lives in a culture characterized by strong communal

values and an emphasis on social harmony, the

process of explicit bioethical deliberation will be

unfamiliar. Much of conventional Western bio-

ethical analysis is based on such dichotomies as

autonomy versus paternalism and duties versus

rights. ‘‘Either/or’’ distinctions contrast sharply with

the conception of moral order in Chinese culture,

which treats apparent opposites, such as the indi-

vidual and the group, as complementary rather than

mutually exclusive. Thus the ‘‘person,’’ ‘‘family,’’

‘‘clan,’’ and ‘‘community’’ exist in a dynamic state of

reciprocal definition (Fox and Swazey, 1984).

The concept of autonomy best highlights the

contrast between Western and Chinese cultures. In

the West, the principle of autonomy implies that

every person has the right to self-determination. In

the context of healthcare, this means that the

patient is the best person to make healthcare

decisions. Within Chinese culture, however, the

person is viewed as a ‘‘relational self’’ – a self for

whom social relationships, rather than rationality

and individualism, provide the basis for moral

judgement. From this perspective, an insistence on

self-determination erodes the value placed on

personal interconnectedness and the social and

moral meaning of such relationships.

In traditional Chinese society, the influences of

which still endure, the family is based on an

extended or clan structure and plays a central

role in an individual’s life. The family is a semi-

autonomous unit consisting of an elaborate

hierarchy of kin and is held responsible for the

An earlier version of this chapter has appeared: Bowman, K.W. and Hui, E. C. (2000). Chinese bioethics. Canadian Medical

Association Journal 163: 1481–5.
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care of its aged, sick, unemployed, and disabled

members. The traditional family structure is

patriarchal, with communication and authority

flowing downward (Unschuld, 1985). All major

decisions made by the family are thus informed

by these hierarchical structures. This pattern of

familial collectivity has deep roots. In the second

century BC, a Confucianist social order that was

focused on the quality of selflessness began to

evolve. This notion emphasized allegiance – first to

the family, second to the clan, and finally to the

community. In Chinese culture, the family func-

tions as collective decision maker and also as a

powerful conduit for moral, religious, and social

norms (Kleinman et al., 1978; Siven, 1987). The

family’s role in self-determination is, therefore,

integral to any notion of Chinese bioethics.

Conceptions of illness

All cultures generate explanatory models that

attempt, either explicitly or implicitly, to account

for the phenomenon of illness and its place in

human existence. Such models undertake to define

what a disease is, how it occurs, why it exists, what

measures can prevent or control it, and why some

people and not others are affected. Identifying and

reconciling differences between cultural models is

crucial to the successful treatment of illness

(Kleinman, 1980, p. 35). In Western medicine, the

primary explanatory model of illness focuses on

abnormalities in the structure and function of

bodily organs and systems. Traditional Chinese

medicine, by comparison, views the body, soul, and

spirit as an integrated whole. Furthermore, because

human beings are considered products of nature,

humankind and the natural environment are seen

to be inseparably and interdependently related;

protecting the integrity of the human–nature dyad

is consequently fundamental to health.

The Chinese understanding of nature and the

cosmos is expressed in three important theoretical

concepts: ch’i (material or vital force), yin and yang

(complementary, interdependent opposites), and

wu-hsing (the five elements).

Ch’i. Traditional Chinese medicine identifies 12

main channels in the human body through

which the ch’i moves. Health implies that the

ch’i is flowing normally between the organs,

which is detected by the pulse. Accordingly,

one of the main causes of disease is an

obstruction of ch’i in the body. For example,

the symptoms of a stroke may be attributed to

the obstruction of ch’i at a point of vital energy

flow in the body.

Yin and yang. This is a dialectical concept that

attempts to explain phenomena that appear

to be simultaneously dependent on and in

opposition to each other. All bodily functions

are the result of the harmony of yin and yang; a

mild imbalance implies a diseased state, and a

total disruption of the harmony leads to death.

Many foods and food groups are divided into

yin–yang categories. For example, if an illness

is believed to be caused by too much yang, one

way to compensate would be to eat foods that

are considered yin.

Wu-hsing. The five elements are fundamental

categories of matter. Because the human body

is part of nature, the five elements are distrib-

uted to the five most important organs in the

body, which determine the functions of all the

other parts of the body, including emotions.

Thus, the liver is associated with wood, the

heart with fire, the spleen with earth, the lungs

with metal, and the kidneys with water.

Through this system, traditional Chinese

medicine explains not only the various inter-

actions between the body organs but also the

influence of environmental factors (e.g.,

seasons and weather) on the human body and

emotions (Veith, 1967, p. 23).

From the perspective of traditional Chinese medi-

cine, a person enjoys perfect health when she or he

has a strong and unobstructed flow of ch’i, is under

the influence of well-balanced yin–yang forces,

and is in harmony with the five elements. The focus

is thus primarily on maintaining and promoting

the flow of ch’i (building up body resistance)

and only secondarily on pathogenic factors. Thus,
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traditional Chinese medicine emphasizes pre-

ventive medicine and health maintenance; thera-

peutic intervention to dispel pathogenic factors is

reserved for acute conditions. Even for acute con-

ditions, health maintenance procedures (measures

to strengthen resistance) are usually implemented

simultaneously with therapeutic interventions.

Another significant consideration in assessing

Chinese patients’ attitudes toward health and ill-

ness is the degree to which they have acquired

Western beliefs through acculturation or the recent

effort in Mainland China to combine both Chinese

and Western medicine.

Why is Chinese bioethics important?

General issues

The roots of both traditional and modern Chinese

culture and philosophy are simultaneously diverse

and tightly intertwined. This legacy has produced a

people, a culture, and a moral perspective that are

neither homogeneous nor in any sense monolithic.

Furthermore, for Chinese patients, the process of

acculturating to Western life adds yet another layer

of complexity. Attitudes toward bioethical ques-

tions are, therefore, likely to be variable, complex,

and difficult to predict.

Demographics

Since the 1980s, for example, at least a million ethnic

Chinese from the Far East have settled in North

America. In the 1980s, Cantonese-speaking Chinese,

primarily from Hong Kong, made up the majority of

the immigrants. In the last decade, Mandarin-

speaking Chinese from Taiwan and Mainland China

have rapidly grown in number. As people from this

population enter the healthcare systems in the West,

it is crucial that healthcare professionals understand

their cultural perspectives. Although Chinese immi-

grants from these three geographical areas have

much in common, subcultural differences between

and among these groups add to the need for

healthcare providers to recognize the diversity

within Chinese culture and to avoid broad-based

assumptions.

How should I approach Chinese
bioethics in practice?

The moral perspective of traditional China is

influenced primarily by Confucianism, but also by

Taoism and Buddhism (see Ch. 48). Some areas

that highlight the differences between Western

bioethics and Chinese tradition include beginning

of life issues, death and dying, informed consent,

and communication.

Beginning of life issues

The Chinese conception of the relational self has

significant ethical implications for beginning of life

issues. For example, one of the most important

ways to show filial piety (a responsibility or sense

of duty to one’s parents) is to provide offspring,

especially male offspring. This explains why births

in general – and male births in particular – are

welcome events in Chinese society. Hence, the

Chinese attitude toward abortion is generally nega-

tive, especially for male fetuses if the sex of the fetus

is known. Life is always viewed as precious, and the

taking of a life is something to be done only with

careful consideration and the utmost caution.

Death and dying

In Confucian teaching, death is evaluated in terms

of accomplishment in this world (i.e., the fulfill-

ment of jen). Jen denotes the cultivation of positive

human attributes such as humaneness, charity,

and beneficence. A death is a ‘‘good’’ one – worthy

and acceptable – only when most, if not all, of one’s

moral duties in life have been fulfilled. Resistance

to acknowledging a terminal illness or to forgoing

futile medical treatments may reflect a patient’s

perception of unfinished business and his or her
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desire to extend life in order to complete unfinished

tasks or fulfill moral duties.

But even when an elderly Chinese patient is

resigned to a ‘‘good death,’’ his or her children may

be reluctant to grant this wish for reasons related to

filial piety. Because filial piety can be expressed

only when a parent is alive, to extend an ailing

parent’s life is to extend the opportunity to show

filial piety. For this reason, children may not con-

sent to a physician’s judgement that further inter-

vention is futile and insist that heroic measures be

taken for their dying parent.

Another significant reason to resist inevitable

death is the beliefs of religious Taoism, which

teaches the postmortem survival of the whole bodily

person and an afterlife of torture and suffering

in endless Hell. To avoid this, Taoism focuses

on maintaining youth and attaining longevity and

immortality. Patients with a strong Taoist religious

background may, therefore, consider death an ob-

stacle to be overcome and desperately cling to any

means of extending life.

Philosophical Taoism, however, has a radically

different perspective, which is reflected in the

phrase, ‘‘Man comes into life and goes out to

death.’’ For this reason, one should view death with

equanimity. In the face of death, acceptance is the

only appropriate response. Any artificial or heroic

measures contradict the course of natural events

and should not be undertaken.

Informed consent

The notion of respect for an individual’s right to

self-determination is not prominent in traditional

Chinese culture. In fact, the Confucian concept of

relational personhood challenges the assumption

that the patient should be given the diagnosis

and prognosis and the opportunity to make his

or her own medical decisions. Social and moral

meaning rests in interdependence, which overrides

self-determination. Consequently, many Chinese

patients may give the family or community the

right to receive and disclose information, to make

decisions, and to coordinate patient care, even

when they themselves are competent. If not

acknowledged, these differences in perspective can

lead to a complete breakdown in communication.

Communication

It is important to remember that Western and

Chinese cultures may hold sharply divergent views

about autonomy and the nature and meaning

of illness. The most effective way to address such

cultural differences is through open and balanced

communication. When healthcare workers are

uncertain about how a Chinese patient or family

perceives a situation, it is best simply to ask. Fre-

quently, differences are easily negotiated. Many

Chinese patients already hold blended cultural

perspectives and views of health. The mere

acknowledgement of such differences will usually

lead to improved communication. Although the

notion of Chinese bioethics does not exist in any

traditional sense, healthcare workers should con-

sider the essential qualities of ethical approaches to

communication and care giving involving Chinese

patients that are outlined in Table 49.1.

The case

In the Confucian social hierarchy, the elderly sick

person can expect to be cared for by his or her

family. The patient is relieved of a large share of

personal responsibility, including decision making,

even though he or she may be rational and com-

petent. Furthermore, from a Confucian point of

view, which is governed by the rule of filial piety

and protection, a parent should not be given the

news of a terminal illness; it is considered morally

inexcusable to disclose any news that may cause

further harm to one’s parent (Veith, 1967; Feldman

et al., 1999; Pang Mei-che, 1999).

In the face of serious illness, Mr. D’s family,

much like many people of non-Western cultures

(Kaufert and O’Neil, 1990; Dalla-Vorgia et al., 1992;

Caralis, 1993; Thomsen et al., 1993; Orona et al.,

1994; Asai et al., 1995; Murphy et al., 1996; Ip et al.,
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1998), believe that focusing on the negative may

be a way of creating negative outcomes. His family

has made it clear that hope was central to their

concern for their father. All societies seem to rec-

ognize ‘‘the need for hope,’’ yet each differs in

understanding the conditions for hope. In con-

temporary North American healthcare, the doctor

is often perceived to be someone who works in

partnership with the terminally ill patient to main-

tain the patient’s dignity, quality of life, personal

Table 49.1. Essential qualities of ethical approaches to communication and caregiving involving Chinese patients

Qualities Characteristics

Assume diverse opinions There is no monolithic Chinese culture; when dealing with Chinese

patients, a broad range of beliefs should be anticipated.

Furthermore, culture is not static, particularly in the case of

immigration. Many Chinese immigrants hold beliefs and attitudes

that are both blended and in transition. When uncertain of beliefs

and perspectives, avoid assumptions and ask the patient or family

directly

Acknowledge potential differences

in emotional expression

Chinese patients may not be comfortable with frank, direct styles of

communication. Emotional containment does not mean

indifference. Be cautious in assessing a person’s emotional reaction.

Anticipate different views on informed consent: many of the values

common to traditional Chinese culture differ from the concept of

autonomy that underpins Western bioethics. The Chinese patient

may not strongly distinguish his or her wishes from those of the

family. For many Chinese patients, withholding a diagnosis or

controlling negative information may be seen as a way of fostering

and maintaining hope in a patient. Identifying and negotiating these

differences is, therefore, crucial to effective healthcare

Use interpreters Use an interpreter if there is any doubt about fluency in or

understanding of English. It is always best to avoid using family

members or close family friends as interpreters because they may

not be comfortable with the direct nature of informed consent.

Involve the family: Chinese patients may believe that consent is a

family – rather than an individual patient – decision. Making

decisions based solely on a patient’s wishes or perspectives on

quality of life may be foreign to many Chinese patients. Moreover,

‘‘immediate family’’ may include multiple generations. Allow for

large or multiple-generation family conferences. Applying the

notion of autonomy cross-culturally may, therefore, warrant

accepting each person’s terms of reference for his or her definition

of self. We respect patients’ and families’ autonomy by bringing

their cultural values and beliefs into the decision-making process

Anticipate differences in the

understanding and meaning of illness

Because of radically different cultural and historical roots, some

Chinese patients may hold perspectives on the nature and meaning

of illness that differ substantially from a Western biomedical view.

Again, it is best to ask about and negotiate these differences when

building a treatment plan
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choice over treatments, and hope. In Western

terms, therefore, hope appears to be upheld through

autonomy and active participation in treatment

choices and regimens.

However, Mr. D’s family believes that hope is

best maintained through the family’s absorption

of the impact of the illness and diagnosis, and

through the family’s control of medical infor-

mation transmitted to Mr. D. Their wishes reflect a

belief in the shared responsibility of the illness with

other family members, and an awareness of the

potential physical or emotional harm that truth

telling might bring.

By inquiring about Mr. D’s and his family’s

perspective on this illness, the patient and family,

in turn, felt both respected and understood, leading

to improved communication and a negotiated

treatment plan.
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Hindu and Sikh bioethics

Harold Coward and Tejinder Sidhu

Mrs. E is a married 35-year-old Hindu woman expecting

her fourth child. She has three daughters and on several

occasions has expressed her desire to have a son. Because of

her age, she is referred for amniocentesis to rule out genetic

anomalies. A healthy female fetus is reported, whereupon

Mrs. E requests a termination of pregnancy. The pregnancy

is now at 20 weeks. Mr. and Mrs. E are referred for

counseling.

Mr. and Mrs. F, an orthodox Sikh couple, are happily

anticipating the birth of their first child. The pregnancy is

uneventful until 32 weeks, when gestational hypertension is

diagnosed. Over the next two weeks, Mrs. F’s condition

continues to deteriorate despite bed rest, hospital care, and

intensive medical management. Mr. and Mrs. F consent to

cesarean section to save the lives of mother and child. At 34

weeks, a female infant is delivered by cesarean section under

general anesthetic. The baby is grossly edematous, looks

dysmorphic, and has an Apgar score of 1 at one minute.

Her birth weight is 1000 g, and the placenta is small and

calcified. Mrs. F is still under general anesthetic, and Mr. F

is not in the operating room. The physicians need to decide

on the degree of intervention. Fortunately, the infant

responds to basic stimulation from toweling and drying

under a prewarmed radiant heater and to resuscitation

with oxygen by facemask. Her Apgar score is 6 at five

minutes and 8 at ten minutes. The baby is transferred to the

neonatal intensive care unit, and a buccal smear is sent for

karyotyping to rule out chromosomal abnormality.

Following the surgery, the physicians meet with Mr. F to

discuss the baby’s condition. The neonatal specialist,

considering the baby’s condition to be grave and irremedi-

able, advises against intensive intervention.

What are Hindu and Sikh bioethics?

Hinduism is the most ancient religion of India,

dating from about 2500 BC. Sikhism, which has

influences from Hinduism, arose as a separate rel-

igion some 500 years ago. The majority of Sikhs live

in the Punjab, whereas Hindus are found through-

out India. The first wave of Sikh immigration into

North America occurred between 1905 and 1915;

however, the majority of Sikhs entered North

America between 1960 and 1985. Hindus began

immigrating into North America in the 1960s.

In the Hindu and Sikh traditions, there is no

great distinction between religion and culture, and

ethical decisions are grounded in both religious

beliefs and cultural values. In contrast to the con-

temporary secular approach to bioethics, which is

predominantly rights based, Hindu and Sikh bio-

ethics is primarily duty based. Indeed, there is

no word for rights in traditional Hindu and Sikh

languages. (Although most Sikhs speak Punjabi,

Hindus speak a variety of languages, including

Hindi, Bengali, Marathi, Tamil, and Malayalam.)

Traditional teachings deal with the duties of indi-

viduals and families to maintain a lifestyle condu-

cive to physical and mental health. Although there

are profound differences between the Hindu and

Sikh religions and considerable diversity within

them, these traditions share a culture and worldview

that includes ideas of karma and rebirth, collective

An earlier version of this chapter has appeared: Coward, H. and Sidhu, T. (2000). Hinduism and Sikhism. Canadian Medical

Association Journal 163: 1167–70.
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versus individual identity, a strong emphasis on

purity, and a preference for sons.

The notion of karma and a belief in rebirth will

be important for many Hindu and Sikh patients as

they make ethical decisions surrounding birth

and death. Unlike the linear view of life taken in

Judaism, Christianity, and Islam, for Hindus and

Sikhs, life, birth, and death are repeated, for each

person, in a continuous cycle. The fundamental

idea is that each person is repeatedly reborn so that

his or her soul may be purified and ultimately join

the divine cosmic consciousness (Radhakrishnan,

1968). What a person does in each life influences

the circumstances and predispositions experienced

in future lives. In essence, every action or thought,

whether good or evil, leaves a trace in the uncon-

scious that is carried forward into the next life.

When a similar situation is encountered, that

memory trace arises in the consciousness as an

impulse to perform an action or think a thought

similar to the earlier one. This impulse does not

necessarily compel the person to repeat the act or

thought. He or she can still exercise free will by

either nurturing or uprooting what has been laid

down in the unconscious. Karma theory rejects any

absolute beginning and assumes that life has

always been going on. Consequently, each person

is thought to have a huge store of memory traces

from previous lives that are transferred at birth

and that, with the additions and deletions made

through free choice in the current life, will influ-

ence rebirth in the next life (based on the Yoga

Sutras of Patanjali, written around 2000 years ago;

Woods, 1966). From this perspective, the moment

of conception is the rebirth of a fully developed

person who has lived many previous lives. Ter-

mination by abortion sends the soul back into the

karmic cycle of rebirth.

Another major difference between Hindu and

Sikh cultures and Western cultures concerns the

question of identity. Who is the ethical agent in

decision making: the patient or the family? In

Western secular society, the individual person is

viewed as having autonomy in ethical decision

making. In Ayurveda (traditional south Asian

medicine) the person is viewed as a combination of

mind, soul, and body in the context of family,

culture, and nature (Kakar, 1982). Thus, the person

is seen not as autonomous but rather as intimately

integrated with his or her extended family, caste,

and environment. This necessitates a holistic

approach to ethical matters such as informed

consent, one that includes the patient’s societal

context as well as the religious or spiritual dimen-

sion of his or her experience.

Purity is an important value in Hindu and Sikh

culture (Madan, 1985). In the classical Indian

tradition, there are two terms for purity. Suddha (or

shudh in Punjabi) evokes the image of the human

body or elements of nature (e.g., the Ganges river)

in their most pure, perfect, and desired state of

being. Sauca (sucha in Punjabi) also means ‘‘pure’’

but relatesmore specifically to personal cleanliness.

The most impure (asauca, or jutha in Punjabi)

substances are the discharges of one’s body.

Women, since they have more discharges than

men, are seen as being more impure. Only before

puberty or after menopause does a female approach

the standard of purity of a male. The matter is even

more complex because the purity–impurity axis in

daily life is bisected by the auspicious–inauspicious

axis (subha–asubha). For example, childbirth is

auspicious if it occurs under the right circum-

stances. However, even if the circumstances are

favorable, the act of childbirth itself, involving

the discharge of bodily fluids, renders the mother

impure. The baby is also impure, but this impurity

becomes insignificant in view of the auspiciousness

of birth, particularly the birth of a son, which is

duly celebrated through ritual performance and

social ceremonies during the following 11–13 days,

culminating in the ritual of purification (Coward

et al., 1989).

There is a general bias in favor of males over

females in Hindu and Sikh culture. The roots of this

bias are two-fold. In Hinduism, for example, the

eldest son is required to light his father’s funeral

pyre and to perform yearly rituals for the well-

being of the father in the next life. The eldest son is

also the head of the extended family and has

404 H. Coward and T. Sidhu



the responsibility to protect and provide for the

women in the family; this includes a moral obli-

gation to ensure that sexual mores are preserved.

Sons at marriage receive a dowry with their

wife, which adds to the family wealth. Daughters,

in taking a dowry with them at marriage, do the

reverse. The responsibility of eldest sons to provide

for and protect the women in their extended

families means that there is often a strong male

dominance in matters of consent.

Why are Hindu and Sikh
bioethics important?

The ethical theories employed in healthcare today

tend to apply a Western philosophical frame-

work to issues such as abortion, euthanasia, and

informed consent. Yet the diversity of cultural

and religious assumptions with respect to human

nature, health and illness, life and death, and the

status of the individual demands that physicians

be sensitive to and respectful of the varied per-

spectives patients bring to ethical decision making

(Coward and Ratanakul, 1999). Hindus and Sikhs

are important minority groups in North America.

For instance, in Canada, recent census figures

show that about 500 000 South Asians, of whom

Hindus and Sikhs make up the majority, are living

in Canada. There are more than 1 billion South

Asians in the world population. Many Hindus and

Sikhs, especially those who are second and third

generation in western countries, have accultur-

ated to the dominant rights-based approach of

Western bioethics, but recent immigrants, particu-

larly older people, may apply the duty-based

approach of their own tradition when considering

treatment options.

How should I approach Hindu and Sikh
bioethics in practice?

To avoid miscommunication, physicians need to

understand and respect the religious and cultural

traditions of their Hindu and Sikh patients. They

also need to recognize the diversity of beliefs

and practices within these populations. Individual

patients’ reactions to a particular clinical situation

will be influenced by a number of factors, including

how recently they or their families arrived in

Canada, their level of education, whether their

roots are rural or urban, their socioeconomic sta-

tus, and their religious stance (e.g., fundamentalist

versus moderate). Table 50.1 summarizes essential

points to keep in mind when providing care to

Hindu and Sikh patients. Extended families are

common and provide family members with social

support and financial security. Tradition favors

frequent visits to an ill person by friends and

members of the extended family to offer support.

Therefore, the physician may encounter more vis-

itors at the patient’s bedside than he or she is

accustomed to. Elderly members of the extended

family provide advice, help with childcare, and are

accorded respect. The family spokesperson, with

whom issues of consent will usually have to be

negotiated, is usually the most financially estab-

lished senior person in the family; however, if there

is a language barrier, a younger member of the

family may fulfill the communication role for the

family.

If the patient and physician do not speak the

same language, every effort should be made to find

a trained and impartial interpreter who is familiar

with the patient’s traditions and culture. It is par-

ticularly important in issues of consent to ensure

that information given to or received from the

patient is not being censored or altered by the

interpreter. Because of their deep sense of modesty

and of purity, Hindu and Sikh women may not feel

comfortable with male physicians or interpreters.

Family members such as a teenaged daughter

may function well as an interpreter for minor

problems; however, an older, trained Hindu or Sikh

woman who understands medical terminology and

is not a family member will make the best inter-

preter, especially in urological and gynecological

matters. In some circumstances a female relative or

the patient’s husband may have to serve as an
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interpreter, but, in view of the importance of pre-

serving the confidentiality of the physician–patient

relationship, using an interpreter who knows the

patient personally is not the preferred approach.

The physician may need to alter his or her usual

communication style in caring for Hindu and Sikh

patients. By planning for a longer interview and

adopting an indirect conversational approach, the

physician is likely to learn more. It also helps to be

alert to untranslatable Hindi or Punjabi words

commonly used to express psychosomatic symp-

toms; for example, the phrase dil (heart) kirda

(fragmenting) dubda (sinking), which an interpreter

or the patient may express in English as ‘‘a sinking

heart,’’ implies tremendous anxiety that may result

from a headache, nausea, stomach pain (especially

epigastric), or generalized malaise. The physician

should rule out organic disease before adopting a

psychosomatic interpretation. He or she should also

be alert for the term nazar (‘‘evil eye’’) accompanied

by a black mark behind the ear or a black thread

around the wrist to protect the patient against

the malevolent wishes of another. In many Hindu

and Sikh households, there is an attachment to

traditional medicines (e.g., Ayurveda and Siddha),

which may be used together with modern medicine

Table 50.1. Essential qualities of ethical approaches to communication and caregiving involving Hindu and Sikh

patients

Quality Characteristics

Recognize the concept of

karma and rebirth

Ideas of karma and rebirth are important when ethical issues surrounding birth and

death are considered. The fetus is not developing into a person but, rather, is

already a person from the moment of conception. Therefore, abortion is

unacceptable except to save the mother’s life. Every effort to save premature

babies will likely be desired by devout parents

Involve the family Regarding matters of diagnosis, treatment, and consent, the extended family, with

the senior elder as spokesperson, will probably expect to be involved. The ethical

agent in Hindu and Sikh traditions is usually understood to be the collective

(extended) family rather than the autonomous individual. However, there is still a

sense of individuality that must be respected. Thus, involve the extended family

but ensure that the wishes of the individual are respected

Respect modesty and

purity concepts

Because of their deep sense of modesty, Hindu and Sikh women may not feel

comfortable with male physicians or interpreters, especially if urological and

gynecological matters are involved. In particular, newly arrived immigrants and

elders will be reluctant to uncover their bodies, especially in front of the opposite

sex. Women will generally avert their gaze as a sign of respect, or when

embarrassed. In traditional thinking, mucous secretions are seen as very impure

Use interpreters If there are language barriers, use a trained and impartial interpreter who is familiar

with Hindu or Sikh religious and cultural traditions. Female patients will need a

female interpreter; if necessary, a female relative or the patient’s husband could

act as interpreter, although this is not preferred, especially in view of the

importance of preserving the confidentiality of the physician–patient relationship

Allow for Ayurvedic medicine Many South Asian people, especially Hindus, may wish to use Ayurveda, the

traditional Indian medicine, alongside Western medicine. Ayurvedic medications

are largely herbal and are used along with changes in diet, habits, and thoughts to

overcome an imbalance in the three bodily humors: vata (wind), pitta (bile), and

kapha (phlegm). (Klostermaier, 1998)
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(Azariah et al., 1998). Cultural beliefs about health,

disease and treatment often differ significantly from

standard Western medical practice, and there are

likely to be differing dietary practices as well, ranging

from veganism (no meat, fish, eggs, or dairy prod-

ucts) to a rejection of beef but acceptance of chicken

or fish.

The cases

Contrary to the physician’s expectation, Mr. and

Mrs. E do not wait for the counseling appointment

but travel to the USA to have the pregnancy ter-

minated. For Hindus and Sikhs, the single most

important ethical consideration surrounding the

start of life is their belief in karma: that the fetus is

not developing into a person but, rather, is already

a person from the moment of conception. Abortion

at any stage of fetal development is thus judged to

be murder. However, abortion is accepted by

Hindus and Sikhs if essential to preserve the life of

the mother (Coward 1993). Furthermore, the reli-

gious prohibition of abortion is sometimes at odds

with the cultural preference for sons. For Mr. and

Mrs. E, the desire for a son outweighs the stance of

their religion against abortion.

Mr. F affirms his religious belief in the sanctity of

life and insists on maximum medical intervention.

Baby F’s edema resolves by 50% over the next 24

hours and resolves completely by 72 hours. She

requires minimal medical intervention and leaves

the hospital at 10 days. Karyotyping results are

normal. In this example, it might have been easy

to allow the cultural bias against female babies

to prevail. However, unlike in the first case, the

parents’ religious beliefs overruled their cultural

biases – and the clinical and ethical judgement of

the physician involved.
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Islamic bioethics

Abdallah S. Daar, Tarif Bakdash, and Ahmed B. Khitamy

An 18-year-old Muslim man sustains severe head injures in

a traffic accident while riding his motorcycle. He is declared

brain dead. The transplant coordinator approaches the

grieving mother to obtain consent for organ donation. At

first, the patient’s mother is shocked at this approach. She

then politely says that she would like to wait for her family

to arrive before making a decision.

A 38-year-old Muslim woman is found to have a rapidly

growing carcinoma of the breast. She requires surgery and

postoperative chemotherapy. She is five weeks into her first

pregnancy and is advised to terminate the pregnancy

before the chemotherapy.

What is Islamic bioethics?

In Islam, human beings are the crown of creation

and are God’s vicegerents on earth. (Qur’an, 2:30)

They are endowed with reason, choice, and

responsibilities, including stewardship of other

creatures, the environment, and their own health.

Muslims are expected to be moderate and balanced

in all matters (al Khayat, 1995) including health.

Illness may be seen as a trial or even as a cleansing

ordeal, but it is not viewed as a curse or punish-

ment or an expression of Allah’s (God’s) wrath.

Hence, the patient is obliged to seek treatment and

to avoid being fatalistic.

Islamic bioethics is intimately linked to the

broad ethical teachings of the Qur’an and the

tradition of the Prophet Muhammad, and thus to

the interpretation of Islamic law. Bioethical delib-

eration is inseparable from the religion itself, which

emphasizes continuities between body and mind,

the material and spiritual realms, and between

ethics and jurisprudence (al Faruqi, 1982) The

Qur’an and the traditions of the Prophet have laid

down detailed and specific ethical guidelines

regarding various medical issues. The Qur’an itself

has a surprising amount of accurate detail regard-

ing human embryological development, which

informs discourse on the ethical and legal status of

the embryo and fetus before birth (Bucaille, 1979;

Albar, 1996).

Islamic bioethics emphasizes the importance of

preventing illness, but when prevention fails, it

provides guidance not only to the practicing

physician but also to the patient (Ebrahim, 1989). It

teaches that the patient must be treated with

respect and compassion and that the physical,

mental, and spiritual dimensions of the illness

experience be taken into account. The Muslim

physician understands the duty to strive to heal,

acknowledging God as the ultimate healer.

The main principles of the Hippocratic oath are

reflected in Islamic bioethics, although the invo-

cation of multiple gods in the original version, and

the exclusion of any god in later versions, have led

Muslims to adopt the Oath of the Muslim Doctor,

which invokes the name of Allah. It appears in the

An earlier version of this chapter has appeared: Daar, A. S. and Khitamy, A. (2001). Islamic bioethics. CMAJ 164: 60–3.
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2003 Islamic Code of Medical Ethics, which deals

with issues such as organ transplantation and

assisted reproduction. In Islam, life is sacred: every

moment of life has great value, even if it is of poor

quality. The saving of life is a duty, and the

unwarranted taking of life a grave sin. The Qur’an

affirms the reverence for human life in reference to

a similar commandment given to other monothe-

istic peoples: ‘‘On that account We decreed for the

Children of Israel that whosoever killeth a human

being . . . it shall be as if he had killed all human-

kind, and whosoever saveth the life of one, it shall

be as if he saved the life of all humankind’’ (Qur’an,

5:32). This passage legitimizes medical advances

in saving human lives (Sachedina, 1995) and jus-

tifies the prohibition against both suicide and

euthanasia.

The Oath of the Muslim Doctor includes an

undertaking ‘‘to protect human life in all stages

and under all circumstances, doing [one’s] utmost

to rescue it from death, malady, pain and anxiety.

To be, all the way, an instrument of God’s mercy,

extending . . . medical care to near and far, virtuous

and sinner and friend and enemy.’’

Islamic bioethics is an extension of Shariah

(Islamic law), which is itself based on two foun-

dations: the Qur’an (the holy book of all Muslims,

whose basic impulse is to release the greatest

amount possible of the creative moral impulse

[Rahman, 1979] and is itself ‘‘a healing and a mercy

to those who believe’’ [Qur’an, 41:44]); and the

Sunna (the aspects of Islamic law based on the

Prophet Muhammad’s words or acts). Develop-

ment of Shariah in the Sunni branch of Islam over

the ages has also required ijmaa (consensus) and

qiyas (analogy), resulting in four major Sunni

schools of jurisprudence. Where appropriate, con-

sideration is also given to maslaha (public interest)

and urf (local customary precedent) (Kamali, 1991).

The Shia branch of Islam has in some cases

developed its own interpretations, methodology,

and authority systems, but on the whole its

bioethical rulings do not differ fundamentally from

the Sunni positions. In the absence of an organized

‘‘church’’ and ordained ‘‘clergy’’ in Islam, the

determination of valid religious practice, and hence

the resolution of bioethical issues, is left to quali-

fied scholars of religious law, who are called upon

to provide rulings on whether a proposed action is

forbidden, discouraged, neutral, recommended, or

obligatory.

Islamic scholars have been writing about bio-

ethical issues for a very long time. For example,

the four bioethics principles of beneficience, non-

malevolence, autonomy, and justice popularized by

Beauchamp and Childress (2001) were discussed by

Muslim scholars as early as the thirteenth century

(Aksoy and Tenik, 2002; Aksoy and Elmai, 2002;

Ajlouni, 2003).

To respond to new medical technology, Islamic

jurists, informed by technical experts, have regular

conferences at which emerging issues are explored

and consensus is sought. Over the past few years,

these conferences have dealt with such issues as

organ transplantation, brain death, assisted con-

ception, technology in the intensive care unit, and

even futuristic issues such as testicular and ovarian

grafts. The broader Islamic bioethics discourse has

included work on human embryonic stem cell

research (Serour and Dickens, 2001; Walters, 2004;

Aksoy, 2005), organ transplantation (Daar, 2000;

Goolam, 2002; Khalil, 2002; Shaheen et al., 2004;

Todorova and Kolev, 2004; Golmakani et al., 2005),

triage (Elcioglu and Unluoglu, 2004), informed

consent (Moazam, 2001; Rashad et al., 2004), end of

life decision making (Hedayat and Pirzadeh,

2001; Clarfield et al., 2003; Lundqvist et al., 2003;

Rodrı́guez Del Pozo and Fins, 2005), abortion (Daar

and al Khitamy, 2001; Moosa, 2002; Al-Kassimi,

2003; Mohammed, 2003; Asman, 2004; Wong et al.,

2004; Schenker, 2005), assisted reproduction and

genetic testing (El Dawla, 2000; Schenker, 2000,

2002, 2005; Fadel, 2001, 2002; Serour and Dickens,

2001; Albar, 2002; Arbach, 2002; Tsianakas and

Liamputtong, 2002; Ahmed, 2003; Raz and Atar,

2003; Raz, et al., 2003; Sher et al., 2004), nursing

(Rassool, 2000; Lundqvist et al., 2003; Ott et al.,

2003; Rashad et al., 2004), and pharmacy (Chipman,

2002). Many medical schools in countries with

Muslim majorities have bioethics curricula. There

Islamic bioethics 409



are established mechanisms for addressing emer-

ging biomedical and bioethics issues, and curricula

are updated accordingly.

The Islamic Organization for Medical Sciences,

(www.islamset.com) also holds conferences and

publishes the Bulletin of Islamic Medicine. Most

Islamic communities, however, would defer to

the opinion of their own recognized religious

scholars.

Islam is not monolithic, and a diversity of views

in bioethical matters does exist. This diversity

derives from the various schools of jurisprudence,

the different sects within Islam, differences in

cultural background, and different levels of reli-

gious observance.

There is little that is strange or foreign in Islamic

bioethics for Western physicians, who are often

surprised at the similarities of approach to major

bioethical issues in the three monotheistic reli-

gions, particularly between Islam and Judaism

(Daar, 1994, 1997).

If secular Western bioethics can be described as

rights based, with a strong emphasis on individual

rights, Islamic bioethics is based on duties and

obligations (e.g., to preserve life, seek treatment),

although rights (Shad, 1981) (of God, the commu-

nity, and the individual) do feature in bioethics, as

does a call to virtue (Ihsan).

Why is Islamic bioethics important?

The number of Muslims worldwide is estimated to

be over 1.2 billion and their numbers are projected

to increase. Even in Western countries, the number

of Muslims is increasing; for example in Canada

the number of Muslims had reached 550 000 by

1999 (Hamdani, 1999).

Many Muslims incorporate their religion into

almost every aspect of their lives. They invoke the

name of God in daily conversation and live a closely

examined life in relation to what is right or wrong

behavior, drawing often from the Qur’an, the

traditions of the Prophet, and subsequent determin-

ations by Muslim jurists and scholars, believing that

their actions are very much accountable (Qur’an,

52:21, 4:85) and subject to ultimate judgement.

Although individuals are given certain conces-

sions on assuming the status of a patient, some try

to live their lives in a Muslim way as patients, even

when admitted to hospital. Greater understanding

of Islamic bioethics would enhance the medical

care of Muslims living in Western societies.

How should I approach Islamic
bioethics in practice?

In the West, information about Islamic bioethics

can be obtained most easily on the Internet (see

related websites below). Another source is Muslim

patients themselves. However, many Muslim

patients may not be aware of contemporary dis-

course on bioethical issues. If the community has

religious leaders or its own social workers, these

can be useful sources. Hospitals should keep their

contact numbers close at hand, especially in

emergency departments.

There are varying degrees of observance of

traditional Muslim beliefs and practices. Physicians

need to be sensitive to this diversity and avoid a

stereotyped approach to all Muslim patients.

At the practical level, physicians who are aware

of Islamic bioethics will understand that the pro-

vision of simple measures can make big differences

for their Muslim patients. In addition to under-

standing the religion and culture, there are a few

practical considerations that may apply, particu-

larly for the more devout Muslim (Table 5.1).

The cases

The first case raises the issue of organ transplant-

ation. Organ transplantation is practiced in most

countries with Muslim majorities. This generally

involves kidney donations from living relatives, but

cadaveric donation is increasing (Daar, 1997, 2000;

Goolam, 2002; Khalil, 2002; Shaheen et al., 2004;

Todorova and Kolev, 2004; Golmakani et al., 2005).
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Many Muslim scholars have permitted cadaveric

organ donation (Albar, 1995a; Yaseen, 1995; Daar,

1997, 2000; Daar et al., 1997; Habgood et al., 1997;

Goolam, 2002; Khalil, 2002; Shaheen et al., 2004;

Todorova and Kolev, 2004; Golmakani et al., 2005).

The Qur’anic affirmation of bodily resurrection has

determined many religious and moral decisions

regarding cadavers (Sachedina, 1995). Mutilation,

and thus cremation, is strictly prohibited in Islam.

However, carrying out autopsies, although cur-

rently uncommon in Muslim countries, is permit-

ted under certain circumstances, for example when

there is suspicion of foul play (Sachedina, 1995).

Death is considered to have occurred when

the soul has left the body, but this exact moment

cannot be known with certainty. Death is, therefore,

Table 51.1. Essential qualities of ethical approaches to communication and caregiving involving Muslim patients

Qualities Characteristics

Diet Muslims have fairly strict dietary rules. Pork is forbidden, as is alcohol (although it can be

used externally). Meat must be processed in special ways (halal), but if halal meat is

unavailable, kosher meat (and kosher food in general) may be acceptable

Privacy Women tend to be reluctant to uncover their bodies. If possible, physicians should ask

female patients to uncover one area of their body at a time; they should be particularly

careful and gentle when examining breasts or genitalia, and explain in advance what they

are about to do. A chaperone should be present, particularly if the physician is male.

Although not absolutely necessary, many Muslim families will prefer to have a female

physician for the female family members, especially for gynecological examinations, and a

male physician for the male members, if circumstances permit

Communication Muslims who have arrived in the West in the recent past may have language barriers.

It is advisable, therefore, to have an interpreter present who is preferably, but not

necessarily, of the same sex as the patient

Religious observance In general, health concerns override all religious observances. However, the more

devout Muslims and those who are physically able, along with their companions,

may wish to continue some religious observances in hospital. They would need running

water for ablutions and a small quiet area to place a prayer mat facing Mecca (qibla).

Staff should avoid disturbing them during the 10 minutes or so that it takes to pray,

usually up to five times a day. Some patients will also frequently recite silently from the

Qur’an or appear to be in meditation. During the month of Ramadhan, Muslim patients

may ask about fasting, even though they are not required to fast when ill. Muslims regard

both fasting and praying as being therapeutic.

Consent Essentially, the principles and components of consent that are generally acceptable in

Western countries are also applicable to Muslims, although Muslims (depending on their

level of education, background, and culture) will often want to consult with family

members before consenting to major procedures. Particular care should be exercised

when the consent involves abortion, end of life issues, or sexual and gynecological issues.

Hygiene Muslims are on the whole very conscious of matters pertaining to bodily functions and

hygiene. Bodily discharges such as urine and feces are considered ritually unclean and

must, therefore, be cleaned in certain ways. Ablutions are especially important before

prayers, and so it is crucial to provide running water close to the patient, with sandals to

wear in the toilet. Muslim patients will resist having a colostomy because it makes

ritual cleanliness for prayers difficult to achieve. The surgeon, therefore, needs to spend

more time than usual explaining the medical need and the steps that can be taken to

minimize soiling
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diagnosed by its physical signs. The concept of brain

death was accepted by a majority of scholars and

jurists at the Third International Conference of

Islamic Jurists in 1986 (Albar, 1995a; Moosa, 1999).

Most, but not all, countries with Muslim majorities

now accept brain death criteria. In Saudi Arabia, for

example, abouthalf of all kidneys for transplantation

are derived from cadavers, with application of brain

death criteria (Shaheen and Ramprasad, 1996).

The mother of the recently deceased boy in the

intensive care unit was initially shocked because

she did not expect an approach so soon after her

son’s death. The coordinator, however, has been

specifically trained and is very experienced and

culturally sensitive. She allows the mother time to

reflect and wait for her family to arrive. The

mother’s faith has taught her that God decides

when a life is to end, and although she is grieving

she knows that nothing could have saved her son

when the moment of death arrived. A friend of the

family, a professor of Islamic studies at a local

university, arrives and confirms that it is acceptable

in Islam to donate organs under such circum-

stances. The family jointly agrees to the donation.

The surgical team is made aware of the Muslim

requirement to bury the body on the same day

and arranges for the organs to be removed that

afternoon.

The second case raises issues of the commence-

ment of life. The general Islamic view is that,

although there is some form of life after concep-

tion, full human life, with its attendant rights,

begins only after the ensoulment of the fetus. On

the basis of interpretations of passages in the

Qur’an and of sayings of the Prophet, some Muslim

scholars agree that ensoulment occurs at about 120

days after conception (Albar, 1995b, 1996), while

other scholars hold that it occurs at about 40 days

after conception (Albar, 1995b).

Islamic law scholars do have some differing

opinions about abortion. Abortion has been

allowed after implantation and before ensoulment

in cases in which there were adequate juridical or

medical reasons. Accepted reasons have included

rape. However, many Shias and some Sunnis

have generally not permitted abortion at any stage

after implantation, even before ensoulment, unless

the mother’s life is in danger. Abortion after

ensoulment is strictly forbidden by all Islamic

authorities, but the vast majority do make an

exception to preserve the mother’s life. If a choice

has to be made to save either the fetus or the

mother, then the mother’s life would take prece-

dence. She is seen as the root, the fetus as an

offshoot.

In the case presented here, the chemotherapy

is necessary for the mother’s health, although it

might cause a miscarriage or severe developmental

abnormalities in the fetus. The pregnancy itself may

worsen her prognosis. These are medical indications

for termination. Although not generally accepted,

some modern Islamic opinions (Ghanem, 1984) and

rulings (MuslimWorld League Conference of Jurists,

1990) have also accepted prenatal diagnosis and

accept severe congenital anomalies and malforma-

tions per se as a reason for termination before

ensoulment.

Two physicians certify that the chemotherapy and

abortion are necessary, and the pregnancy is ter-

minated with the consent of the patient and

her husband. The couple says that they would

dearly love to have a child in the future and inform

the physician that Islam permits in vitro fertiliza-

tion (Serour, 1992; Albar, 1995c; Fadel, 2001, 2002;

Serour and Dickens, 2001; Al-Qasem, 2003). They

ask if it is possible before chemotherapy to retrieve

and freeze her ova, to be fertilized later. This would

be permissible provided the sperm, with certainty,

came from her husband, and that at the time of

fertilization they are still married and the husband

is alive. The option of surrogacy is broached by

the physicians as an alternative. On checking with

their local religious scholar, the couple is informed

that, under Islamic law, the birth mother, not the

ovum donor, would be the legal mother (Ebrahim,

1989; Al-Qasem, 2003). The couple decides not to

pursue surrogacy.
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52

Jehovah’s Witness bioethics

Osamu Muramoto

A 65-year-old Jehovah’s Witness (JW) elder was admitted

for a three-day history of dizziness, weakness, shortness

of breath, and hematochezia. His hemoglobin level on

admission was 70 g/l. He was mentally competent and

fully committed to the religion. He refused any blood

products under any circumstances. Colonic diverticular

bleeding was diagnosed. Despite maximum conserva-

tive treatment, the bleeding continued. A decision was

made to perform a subtotal colectomy without blood

products.

A 17-year-old JW female was brought to an emergency

department after a suicide attempt by self-inflicting

multiple cuts to her left medial elbow. The wound reached

the main artery. By the time she was found in her bed, she

had lost a large amount of blood and was hypotensive and

lethargic. The first words the JW parents gave to the

emergency personnel were that she must not receive blood

transfusion. When confronted with the emergency phys-

ician who advised them that blood transfusion was

inevitable, the parents threatened lawsuit against him

and the hospital if he gave her blood. They called in a

congregation elder, who handed out the list of ‘‘no-blood

alternatives’’ published by their organization and insisted

on using them, but not blood. She did not carry an advance

directive. Despite a large volume fluid resuscitation,

hemorrhagic shock ensued.

What is Jehovah’s Witness bioethics?

What is Jehovah’s Witnesses?

Jehovah’s Witnesses (JW) is a bible-based reli-

gion founded in the late nineteenth century

in Pennsylvania, USA (Penton, 1998). Although the

new religion then had a strong influence from the

Second Adventist movement, the current JWs do

not consider themselves as a Christian denomina-

tion. There are fundamental differences in theology

from traditional Christian faiths. The central

organization of JWs is the Watchtower Bible and

Tract Society (WTS), which grew out of a small

religious sect in the USA in the early and mid

twentieth century to a worldwide publishing giant

producing their religious magazines and books

today. It has an extensive network of branches,

printing factories, and congregations in 235 lands

with total 6.5 million baptized followers (WTS,

2006). The religious life of JWs is centered around

five religious meetings every week and door-to-

door preaching. Important religious activities

include weekly studies and discussion of the

magazines, books, and the Bible published by the

WTS. Preaching or ‘‘field service’’ is another

important activity, and each JW is required to report

monthly the time spent for preaching activity and

the amount of literature distributed. Many unique

religious rules govern their personal lives. The fol-

lowing are strictly prohibited: participation in

politics and the military, association with other

religions, celebration of holidays and birthday,

pledging allegiance to a national flag, singing a

national anthem, smoking, and medical use of

certain blood products. JWs also must shun

excommunicated (‘‘disfellowshipped’’) members

including those who willfully accepted forbidden

blood products, and opposing former members

(‘‘apostates’’).
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The JWs believe the Bible as the ultimate source

of their religious doctrines, which are often based

on strict literal interpretations that are not shared

by Christian denominations. The blood doctrine

is the best example. One of the most important

doctrines of JWs is that this world is currently in

the ‘‘Last Days,’’ awaiting imminent Armageddon

or cataclysmic destruction of the present system.

According to their doctrine, the Last Days started

in 1914, and the WTS has predicted different years

as the starting year of Armageddon, including 1918,

1920, 1925, and 1975. In 1995, they finally

abandoned the previous practice of predicting

specific years. Nonetheless, the WTS maintains

that Armageddon is still imminent in the near

future, a literal destruction of this system is inev-

itable, and only the faithful JWs will survive and

live forever in paradise on earth. This sense of

urgency, constant preparation for Armageddon,

and repeated postponements of paradise, are very

important in understanding JWs’ psychology and

worldview.

Views on life

The JW’s views on life are key to understanding

their unique attitudes toward medical care. Unlike

most other Bible-based religions, JWs do not

believe in immortal souls. Instead, their future

hope is their physical survival of Armageddon (or if

they die before Armageddon arrives, resurrection

in fresh bodies) to enter paradise on earth. Their

current life in this world is only a temporary period

of preparation for Armageddon and life in paradise.

Since their entry into paradise depends on their

conduct in this world, the most important concern

in JWs’ lives is to work hard to fulfill Jehovah’s

requirements, which include strict adherence to

teachings of the WTS and dedication to preaching

activity. Violations of the religious rules are one of

the worst offences, which disqualify JWs from

survival in paradise. Their eventual goals are not in

this present system of the world, but in the future

paradise. Many JWs even postpone childbearing

until after Armageddon (WTS, 1988).

Views on health and disease

JWs believe in the literal presence of Satan, who is

ruling in the Last Days and is the ultimate cause of

all social injustice, disasters, epidemics, and death

that increasingly plague this system (WTS, 1988).

Diseases and suffering are the results of the original

sin that has been inherited through the genetic

system. Since Satan will not be destroyed until after

Armageddon, they believe that no cure is available

to human diseases and suffering in this system.

They have no expectation or trust in human efforts

to solve these evils (WTS, 2001). This is the main

reason that JWs are not interested in social

improvement or charitable contribution through

traditional means, as are other religions.

JW’s eventual ‘‘health’’ lies in survival or resur-

rection in paradise on earth. While they seek the

best medical care in ordinary circumstances, when

the decision comes to the point where they have to

choose between a violation of the Jehovah’s law

and their own health and preservation of life in this

system, they would readily forgo their own health.

Views on blood and blood transfusion

The most well-known and frequently encountered

bioethical issue involving JWs is their refusal of

blood products. The doctrine had not existed until

1945, when the WTS decided that the prohibition of

eating blood in the Bible also prohibited blood

transfusions. In 1951, the doctrine was firmly estab-

lished based on three biblical passages, Genesis

9:4, Leviticus 17:12, and Acts 15:28,39 (WTS, 1951).

For many years, they prohibited all the constituents

of blood, including serum, and vaccination until

1952. Various medical and surgical procedures that

take out blood and return it to circulation, such as

heart–lung machine and hemodilution were also

prohibited. In the 1960s and 1970s, owing to

increasing demand and availability of blood com-

ponent treatments and new technologies, the WTS

gradually introduced exceptions to the rules,

allowing use of serum and hemophiliac clotting

factors. In 1981, a WTS physician wrote to the
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Journal of the American Medical Association on the

blood policy, which became a standard for the

treatment of JWs in 1980s and 1990s (Dixon and

Smalley, 1981). This 1981 article established that

autologous blood could not be used, and hemodi-

lution was objectionable, whereas hemodialysis,

heart–lung machine, and intraoperative salvage

were acceptable. All plasma fractions were now

permitted as a result of this article.

The most recent policy change involves the use

of hemoglobin. In 2000, as hemoglobin-based

blood substitutes were being tested in clinical use,

the WTS announced that hemoglobin products

were now permissible (WTS, 2000a), retracting

their long-standing prohibition against the medical

use of human or animal hemoglobin, a policy that

had been restated as recently as 1998 (Bailey and

Ariga, 1998). Another change involves transfusion

of autologous blood. Prior to 2000, the WTS pro-

hibited transfusion of autologous blood that had

been removed from a JW’s circulatory system. As of

2000, the WTS permits JWs to accept autologous

transfusions of blood so long as the collection and

re-infusion is part of what its policy calls ‘‘current

therapy’’ (WTS, 2000b). In practical terms, this

policy change permits hemodilution, blood cell

tagging, and blood patch, which all require removal

of own blood, temporary storage outside the

patient’s circulatory system, and infusion. How-

ever, the WTS still prohibits preoperative auto-

logous blood donation (WTS, 2000b). The only

difference between now permitted hemodilution

and still prohibited autologous transfusion is

whether the infused blood is collected intraopera-

tively or preoperatively.

As of this writing, the WTS seems to try to

streamline the blood policy that has become

so technical and incomprehensible to medically

uneducated JWs. The way to understand the current

policy is to prohibit the whole blood and ‘‘primary’’

components (red blood cells [RBCs], white blood

cells, platelets, and plasma), whereas ‘‘fractions’’

derived from the primary components are now all

acceptable (WTS, 2004). However, such a distinc-

tion between ‘‘primary’’ component and ‘‘fraction’’

is not universally defined, and the usage of such

vague terms does not help in the comprehension

of the rationale behind such a distinction. For

example, RBCs, a fraction of the whole blood, are

still prohibited, but hemoglobin, a primary com-

ponent (98% of dry weight) of the RBC, is now

permitted. Another example of a lack of rationale is

that the removal and return of own blood for

‘‘current therapy’’ is permitted, but the same

procedure for future therapy is prohibited, as

mentioned above. JWs are unable to articulate why

one is acceptable and the other unacceptable, other

than saying ‘‘the Society (WTS) said so.’’ As one JW

elder wrote to the WTS (2000) such distinctions are

beyond what JWs can explain based on their

scriptural reasoning, or are simply beyond their

common sense reasoning.

Originated in 1945 as a simple doctrine of refusal

of whole blood transfusion, the current policy has

become an extremely complicated technological

protocol. The WTS first prohibited every compon-

ent of blood, but then later progressively permitted

various parts of blood and certain selected tech-

nologies. The most difficult predicament of the

bioethics of JWs is found in this very fact that the

religious doctrine has become intricately woven

into the most advanced technological specifica-

tions in medicine, which is constantly changing

through rapid technological advancement. When a

life and death decision relies on the religious doc-

trine that is published by the medically untrained

religious authority in religious publications, yet

involves highly technical and evolving details of

medical, rather than religious, information, neither

the patient nor the clinicians can have a solid

foundation of their informed decisions.

Views on mental health

JWs traditionally have unique views on mental

health. Instead of recognizing mental disorders as

diseases, they often attribute these conditions to

‘‘spiritual weakness.’’ The WTS also interpreted

the nature of certain mental illnesses as a posses-

sion of Satan, who dominates this system in the
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‘‘Last Days.’’ This is consistent with their literal

interpretation of the Bible concerning human

illnesses (e.g., James 5:13–16). The advice given

by the WTS to congregations has been to treat

mentally ill members with spiritual advice of

elders, rather than to take them to psychiatrists

(WTS, 1963). The JWs have mistrusted psychiatrists

and psychologists for many years because their

advice is not consistent with the teaching of the

Bible (WTS, 1975). In recent years, the WTS does

not prohibit members from seeking advice from

these professionals, but many JWs still follow

the traditional advice to treat mental illnesses

within the religious context (Bergman, 1992). It is

noteworthy that JWs’ religious doctrines, such

as imminent cataclysmic disaster with a ‘‘narrow

gate’’ to survive in paradise on earth, repeated

postponements of paradise for almost one century

since the foundation of the religion, many strict

rules of conducts, and shunning of former mem-

bers including their own family, have provided

fertile soil for mental disorders. Yet the issue of

JWs’ mental health has been mostly unnoticed in

medical literature (Spencer, 1975; Weishaupt and

Stensland, 1997).

Views on other health and medical issues

There are several other medical and health issues

which are unique to JWs, and clinicians should be

aware of. Their lifestyle is generally healthy: they

strictly avoid smoking and illicit drugs, though use

of alcohol is permitted. JWs also prohibit poten-

tially risky behaviors such as sexual promiscuity,

martial arts, and contact sports. Regarding repro-

ductive ethics, they strictly prohibit abortion and

oppose to the use of intrauterine devices and

morning-after pills because they are considered

‘‘abortive’’ (WTS, 1979), but they permit steriliza-

tion and birth control pills. Although the WTS has

prohibited vaccination for the same reasons as they

currently prohibit blood transfusions, and also

prohibit organ transplantation as ‘‘cannibalism’’

(WTS, 1967), they now accept both vaccination

and transplantation, including bone marrow

transplantations (Ballen et al., 2000). Apparently,

the WTS is not concerned about the fact that bone

marrow transplants contain numerous immature

as well as some mature blood cells. Rather, they

justify bone marrow transplants based on a biblical

passage that ancient Israelites ate bone marrow

(Isaiah 25:6; WTS, 1984).

Why is Jehovah’s Witness bioethics
important?

There are several important points that are unique

to JWs bioethics. Firstly, JW’s refusal of blood

products is one of the most frequent and universal

cases of refusal of treatment, affecting more

than 16 million people worldwide (including

sympathizers and former members who attend

the annual Memorial), which leads to life or death

situations that could be easily reversed but which

the clinician is constrained from doing so. It

has often been considered a ‘‘paradigm case’’

of bioethics for refusal of treatment in relation

to autonomy, informed consent, and advance

directives. Historically, JW cases have contributed

to the development of the concept and practice

of informed consent and advance directives for

healthcare.

Secondly, the ethical issues involving JWs have

become increasingly complicated today because of

the technical complexity and the wavering of the

blood policy. Most JWs simply cannot comprehend

it sufficiently enough to make a truly informed

consent. Moreover, the internal information

promulgated to the general membership tends to

delay, overestimate the danger of blood transfu-

sions, and underestimate the risk of alternative

treatments. Such a misrepresentation on the part of

the WTS might be morally disturbing (Louderback-

Wood, 2005).

Thirdly, there is an increasing diversity among

JWs toward the blood policy. Some JWs, particu-

larly those who are well educated, can see obvious

contradictions and inconsistencies inside the

technical web of the blood policy. Since the late
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1990s, an increasing number of dissident JWs who

have different views on the blood policy have

become vocal (Muramoto, 1998a; Elder, 2000). This

has raised an important moral issue of personal

identity of the members of a religious organization.

Clinicians tend to treat JWs uniformly according to

the policy of the WTS. While such a treatment may

be respecting their uniform religious identity, their

diverse personal identity may be ignored. Such a

‘‘standard’’ treatment is also problematic when a

refusal of blood is made by non-JWs; their wishes

may not be respected as much as those of JWs

because they lack a religious identity.

How should I approach Jehovah’s Witness
bioethics in practice?

The fundamental moral principle I propose when

clinicians approach JW patients is to respect

autonomous wishes of the individual person, but

not necessarily her religion (Muramoto, 2001). Put

in other words, respect the patient as a person,

but not necessarily as a member of her religious

organization. If the doctrines and policies of her

religion are identical with her autonomous wishes

at any given time and in any particular situation,

then these two are inseparable. However, such is

almost impossible, given ever-changing human

cognition and individuality of each medical and

surgical condition. Moreover, as discussed above,

there are very few JWs who actually understand the

entirety of the technical details of the policy.

Chances are that your JW patient has never ser-

iously thought about such technical details until the

issue becomes her own. It is likely that the com-

mitment to the blood policy of your next JW patient

is quite different from your last JW patient. It is

critical to maintain an open-minded attitude and

discuss the patient’s personal conviction regarding

blood first, rather than obediently following the

guidelines published by the WTS. Misinformation

and biased information circulated inside the JW

community are quite common (Muramoto, 1998a;

Louderback-wood, 2005). It is critical to discuss

suchmisinformation in order to ensure a chance for

the JW patient to be fully informed (Muramoto,

1998b). If possible, such an inquiry should be

done with strict confidentiality to relieve the peer

pressure from her family and religious friends

(Muramoto, 1999, 2000).

Faced with the need for blood products, JW

patients have shown many different reactions

depending on individual personality, social envi-

ronment, educational level, and the degree of

commitment to the religion. One reaction is to

decline every possible treatment that has anything

to do with blood, even if some of them are recently

permitted by the WTS. Their reaction might be

based on misinformation but could be uniquely

personal. Another reaction is to leave their deci-

sions to the congregational officials. Many JW

patients call in special elders of their congregation

or ‘‘the hospital liaison committee,’’ who have

special training to deal with the blood issue. Many

JW patients delegate their decisions to those offi-

cials who function as a judge to decide which

treatment is acceptable or unacceptable according

to the then current WTS policy. Other JW patients

are willing to accept some of the prohibited blood

products based on their own interpretation. For

example, some educated JWs may know that

platelets are, in fact, a very small fraction, much

smaller than the permitted albumin, and may

conscientiously accept it. Others may have been

skeptical about the blood policy all along but have

not had a chance to seriously consider the issue.

Such JWs might be willing to accept prohibited

products under strict confidentiality. In any of

those cases of deviation from the official policy, it is

critical to maintain the strict confidentiality of the

clinician–patient communications, and the speci-

fics of the treatment (Muramoto, 1999, 2000).

When the patient expresses unequivocal con-

viction that she refuses any treatment that the

WTS teaches as unacceptable, the clinician should

accede to her request to the extent his own moral

conviction can accommodate. Whenever alter-

native treatments are available without a substan-

tial increase in risk, such treatments should be

420 O. Muramoto



provided, and the refusal of objectionable blood

products should be honored. When the clinician

feels that it is impossible or uncomfortable to

accede to the patient’s demand, he should refer

the patient promptly to a willing clinician after

stabilization.

In an emergency when there is no current

advance directive available and the patient cannot

express her own wishes, it is legally defensible

to use whatever is necessary to stabilize the

patient’s life-threatening condition first based on

implicit consent (American College of Emergency

Physicians, 2001). While the Canadian court ruled

that the ‘‘no-blood card’’ carried by an exsan-

guinating and unconscious JW could not be over-

ridden even in emergency (Malette v. Shulman,

1990), this ruling has been criticized because the

card was signed but not dated nor witnessed

(Noble, 1991). The emergency physician had no

way of knowing her contemporaneous wishes or

her status of being adequately informed of the risks

(Migden and Braen, 1998). In recent years, the WTS

is using more formal advance directive forms

compliant with each jurisdiction, which the WTS

requires each JW to execute and carry, in addition

to the ‘‘no-blood card.’’ If a valid and adequately

executed advance directive is made available, it is

legally indefensible to override it even in an

emergency.

In any case, the best legal defense in cases of

refusal of treatment is based on thorough com-

munication with the patient, complete documen-

tation of the patient’s directives, and strict

protection of medical confidentiality.

Finally, minors of JW parents should be treated

separately from the parent’s religion. Courts have

repeatedly ruled that minors cannot become a

martyr of the parent’s religious beliefs in healthcare.

Beauchamp (2003) argued that it is morally

required, not merely permitted, to overrule the

parental refusal of treatment. Decisions regarding

‘‘mature minors’’ or adolescent children are more

problematic. The maturity of each child is different,

and so is the child’s understanding and commit-

ment to the blood policy. If there is any unsolved

ethical or legal issue regarding JW minors, it is

most appropriate to obtain a court order after

necessary stabilization. (For more information on

this topic, see Ch. 17.)

The cases

The first case is a straightforward case of competent

and fully committed adult JW who unequivocally

refuses any blood products. As an elder, he is also

well informed of the blood policy, even though it is

still unclear how biased his internal information

was. There was no morally justifiable reason to

override his autonomous and informed decision.

Postoperatively, his hemoglobin level fell to 39 g/l,

requiring neuromuscular blockade and full venti-

latory support. His recovery was protracted, with

several complications including pneumonia and

cardiac failure secondary to severe anemia, requir-

ing a total of 21 days of stay in intensive care and

several weeks of hospital admission with incom-

plete recovery. If there was any ethical issue

involved in this case, it is the excessive cost of care

that would probably have been avoided if pre- and

postoperative blood transfusions had been given.

The issue is distributive justice of finite resources

(Wooding, 1999).

The second case is more complicated. The

patient was admitted to the intensive care unit

where she received four units of packed red blood

cells to stabilize her life-threatening condition.

Her wound was repaired and then she was trans-

ferred to a psychiatric unit. Subsequent interviews

by a psychiatrist revealed that she was born and

raised in a JW family, but she was recently ‘‘dis-

fellowshipped’’ because of a forbidden sexual

activity and smoking. She still lived with her JW

family, but the stress of guilt and being treated as

the ‘‘spiritually weak’’ made her depression worse.

Apparently she had not been committed to the

religion for several months, though her parents

were hopeful that she would return to the religion

soon. She had a chance of being reinstated to the

congregation if she repented her previous sins and
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led a ‘‘godly’’ life by adhering to all the standards

set forth by the WTS. For her parents, it was critical

that their daughter be in good standing from JW

standards. Naturally, their concern was primarily

her ‘‘spiritual health,’’ which was to be defiled by

consenting to blood transfusion, rather than her

impending physical death.

She was not resentful nor did she feel defiled by

receiving blood, yet she was fearful of the conse-

quences, including the repercussions from her

family and friends, and punishment from Jehovah,

which is a painful death at the upcoming Arma-

geddon. A week later, she was released under the

custody of her parents. Antidepressants were pre-

scribed, and a follow-up visit to the psychiatrist

was arranged. However, the family never brought

her back to the psychiatrist. Six weeks later, she

committed suicide by hanging herself.

This case highlights several difficult issues

involving JWs’ healthcare. Firstly, the patient was 17

years old and legally a minor. Secondly, the patient

was suicidal and most likely mentally ill, and her

autonomy and competency could be compromised.

Thirdly, at the moment of life-threatening emer-

gency, it was highly unlikely that any of the ‘‘no-

blood alternatives’’ the JW congregation elder

offered would work. Fourthly, although she was

presented as a JW by her family, she was in fact

disfellowshipped and at that time she was in proba-

tionary status, which became known to the clinician

only after the life-saving treatment. The judgement

anddecisionby the teamof clinicianswere extremely

difficult, but they were fully justified morally and

legally based on the overriding emergency, herminor

status, and mental illness.

Finally the other important point this case

highlights is the mistrust of mental health services

by JWs. While her mental disorder was deeply

rooted in her religion, the ‘‘spiritual’’ treatment by

the parents and the congregation officials eventu-

ally failed. Culturally sensitive psychiatric care of

JWs is badly needed to gain trust from the JW

community in order to provide better mental

health services to this vulnerable population.
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Jewish bioethics

Gary Goldsand, Zahava R. S. Rosenberg-Yunger, and Michael Gordon

Mrs. G is an 85-year-old resident of a Jewish long-term care

facility who has vascular dementia, controlled heart

failure, and diabetes mellitus. She is bed bound and

occasionally recognizes her daughter with a slight smile.

The gastrostomy feeding tube she received two years ago

has begun leaking and needs to be replaced. Her daughter,

who has become her surrogate since the recent death of

Mrs. G’s husband, has indicated that if the tube were to

come out, she would not consent to the insertion of a new

tube: a decision she feels would be in accord with her

mother’s wishes. She would not, however, request that the

tube be deliberately removed. The staff are concerned that,

by not replacing the tube, they would be failing to

maintain the current level of treatment, and she would

starve. They feel that this would amount to taking the

mother’s life, without any substantial decline in her clinical

condition. The daughter acknowledges the concern and

devotion of the staff and her mother’s unchanged clinical

status, but reiterates her belief that her mother would

prefer to be allowed to die rather than be force fed through

a gastrostomy tube.

What is Jewish bioethics?

Judaism

Judaism is the religion of the Jewish People. Judaism

is a 3500-year-old tradition based on foundational

stories in the Pentateuch – the five books that make

up the Torah. In the first book, Genesis, the Jewish

people become defined as the descendents of the

monotheists Abraham and his wife Sarah. The

Torah chronicles the people’s covenant with God,

deliverance to the holy land, exile and slavery in

Egypt, acceptance of the laws of Moses at Sinai, and

ends as the people are delivered back to the prom-

ised land of Israel. The rest of the Hebrew Bible

(Tanach/Old Testament) tells of many centuries of

prophets and kings, tribal rivalries, and conflicts

with neighbors, as well as the temple in Jerusalem

and the priests who kept the holy books. It ends with

another story of exile and return, this time from

Babylonia. In the ensuing centuries, from 500 BCE

on, temple ritual and sacrifice evolved into syna-

gogue-based communal prayer and study. With the

temple’s final destruction in 70 CE, ancient oral

traditions became written in the Talmud. The

practice of seeking wisdom through ongoing study

of the holy books became a central feature of Jewish

existence that persists and thrives today. In the past

century, the Jewish people have suffered the trauma

of losing six million people to Nazi genocide, and

the joy of returning to full nationhood once again

when the State of Israel was established in 1948.

Jewish bioethics

Although discussions of medical ethics have been

recounted in Jewish writings since ancient times,

modern medical technologies have placed new

challenges before interpreters of Jewish tradition

An earlier version of this chapter has appeared: Goldsand, G., Rosenberg-Yunger, Z. R. S., and Gordon, M. (2001). Jewish bioethics.

CMAJ 164: 219–22.
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(Green, 1985; Feldman, 1986; Rosner, 1986; Rosner

and Bleitch, 1987; Novak, 1990; Meier, 1991). The

zeal with which these questions have been

addressed has given rise to the field of Jewish

medical ethics, which has developed since the

1960s. In keeping with Jewish ethics generally,

Jewish bioethical inquiry appeals to the principles

found in Jewish scriptures and commentaries and

applies them to clinical decision making. In doing

so, it takes a duty-based approach rather than the

predominantly rights-based approach characteris-

tic of some contemporary secular bioethical

approaches. As the late Benjamin Freedman (1999)

pointed out, ethical deliberations that are focused

on rights often help in solving the procedural

question of who gets to make a decision, but they

do not necessarily offer guidance as to what that

decision ought to be. Framing a dilemma in terms

of the duties owed to those involved can clarify the

issues and suggest a satisfactory course of action.

Interpersonal behavior in Judaism is traditionally

conceived as the execution of duties within the

context of one’s relationships with other humans

and with God. Accordingly, a preoccupation with

rights implies, firstly, the relative isolation of indi-

viduals making claims upon one another and,

secondly, an implicitly or overtly adversarial rela-

tionship. In a ‘‘regime of duty,’’ participants seek to

enable each other to satisfy the obligations inher-

ent within relationships (Freedman, 1999), includ-

ing professional relationships. Judaism urges one

to perform mitzvoth (good deeds); that is, to act in

accordance with one’s duties, and this applies in

the healthcare setting no less than anywhere else.

The clinic thereby provides a relatively new arena

in which mutual obligations between patients,

healthcare providers, and families can be explored.

Such explorations inevitably begin with the estab-

lished norms of Jewish law and behavior, collect-

ively known as Halacha (literally, ‘‘the way’’).

A variety of approaches

Traditional Jewish legal and ethical thinking is

based on reading and interpreting three main

sources, each of which is vast, varied, and complex.

The oldest and most authoritative is the Hebrew

Bible, which includes the five books of Moses (the

Torah), the Prophets, and the Writings. The second

source is the Talmud, which is composed of multi-

layered commentaries on biblical texts and oral

traditions by learned rabbis of the second to fifth

centuriesCE.Tomake thevoluminousTalmudmore

accessible, several great codifications of Jewish law

emerged that attempted to summarize the Talmud’s

primary teachings (Karo, 1965; Asher, 2000). One

of the most notable, the Mishne Torah, comes from

Maimonides (1962), the noted twelfth century

physician and scholar. The third main source of

Jewish legal authority is the Responsa literature,

in which prominent Jewish scholars through the

centuries have given opinions on contemporary

matters as interpreted through theHebrewBible and

Talmud (e.g., Waldenberg, 1990; Feinstein, 1994).

Responsa are the continuation of a 2000-year-old

interpretative tradition, which creates an intellec-

tual link to the past, helping to keep the law relevant

and vital to the present. (Descriptions of codes and

Responsa can be found in Freedman [1999] and

Rakover [1994], or in anygeneral guide to the sources

of Jewish law.)

Bioethical questions are treated by Jewish

scholars in a variety of ways, which reflect different

orientations toward Judaism and degrees of strict-

ness in the interpretation of Talmudic texts and

cases. Pioneering work in contemporary Jewish

medical ethics in the 1960s and 1970s came pri-

marily from Orthodox Judaism, in which the

authority of God, as expressed through the Torah

and Talmud, underlies the deliberative process

( Jakobovits, 1959). Much Jewish bioethics literature

comes from this perspective, which assumes that,

through the proper interpretation of Talmudic texts

and commentaries, answers to the most difficult

questions can be discovered. In practice, the rabbi

whose opinion is sought for an ethical answer serves

as an ‘‘expert counselor’’ to physician and patient,

interpreting Halachic law for the situation in ques-

tion. A local rabbi or chaplain may, in turn, consult

more learned Halachic authorities in difficult cases.
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Inspired by these Orthodox sources, Jews from

the more liberal Reform and Conservative move-

ments have also made contributions to contem-

porary bioethics (Feldman, 1974; Borowitz, 1984;

Maibaum, 1986; Dorff, 1990). The interpretative

method and texts used are basically the same, but

their rulings are often more flexible than those

provided by Orthodox rabbis. Even within Ortho-

dox Judaism, there exist multiple interpretations of

most texts, with a resultant variability of rulings.

Jews of the Reform movement are often more open

to ‘‘extra-Halachic Jewish ethical analysis’’ (Gro-

din, 1995), in which Halacha becomes only one of

several sources of moral authority.

Common principles

Although traditional Jewish scripture expresses

many principles worthy of ethical consideration,

there are a few foundational tenets that ground

much of the Jewish bioethical tradition. One

commentator identified three main principles:

‘‘human life has infinite value; aging, illness and

death are a natural part of life; and improvement of

the patient’s quality of life is a constant commit-

ment’’ (Meier, 1991, p. 60). Other important con-

cepts are that human beings are to act as

responsible stewards (Freedman, 1999) in preserv-

ing their bodies, which actually belong to God

(Davis, 1994), and that they are duty bound to

violate any other law in order to save human life

(short of committing murder, incest/adultery or

idolatry). Compared with secular values, these

principles suggest a diminished role for patient

autonomy. When a treatment is efficacious (refuah

bedukah) there exists a duty to seek or preserve

health, which overrides any presumed right to

refuse/withhold treatment or to commit suicide.

However, when the efficacy of the treatment is

uncertain (refuah she’einah bedukah), then the

individual is permitted to decide and possibly

refuse (Flancbaum, 2001).

The problem faced by Jews in end of life deci-

sions is not usually in determining the appropriate

Halacha; a greater challenge is determining the

moment when hope for continued life is lost and

the process of death has begun. Jewish law is rela-

tively clear that life is not to be taken before its time.

It is equally clear that one is not to impede or hinder

the dying process once it has begun (Feldman,

1986). Lenient rulings in such cases may be based

on the same texts as strict rulings; one authority

may see continued treatment as prolonging life,

where another may see it as prolonging death.

Working through this dilemma is a common feature

of Jewish end of life decision making. Both the duty

to treat and the duty not to prolong death must be

considered in light of the more general duty to care

for one’s parents in old age or ill health.

Why is Jewish bioethics important?

Today approximately 13 million Jews live in many

parts of the world. Israel’s population of more than

six million is over 80% Jewish, and a similar num-

ber live in the USA. Russia and France have large

Jewish populations, followed closely by Argentina,

Canada, and the UK. While the majority of Jewish

people have secularized to varying degrees and

adopted the language and customs of their local

countrymen, a significant minority remain com-

mitted to upholding the laws of the Torah through

prayer, study, adherence to tradition, and com-

mitment to the covenant with God.

To traditionally minded Jews, Jewish bioethics is

a subset of Halacha, which guides all of their

activities. To more secular Jews seeking guidance

in difficult decisions about their health, Jewish

bioethics offers helpful lessons and considered

opinions from the sages. Many non-religious Jews

welcome traditional views to help to ease the

uncertainty inherent in difficult ethical decisions,

even though they may not live according to trad-

itional religious practice.

An understanding of Jewish bioethics can help

anyone, Jewish or not, who wishes to explore the

manyways people think about difficult ethical issues.

Even without accepting the authority of the Hebrew

Bible and the Talmud, healthcare professionals
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may benefit from seeing how principles or norms

can be derived from authoritative texts, how min-

ority opinions can be incorporated into such

deliberations (the Talmud consistently records

these), and how grappling with tough questions in

this structured way can increase sensitivity to eth-

ical and decisional nuance. Perhaps the most

important lesson to be learned is that there are few

easy answers to complex problems. Jews do not

have a guidebook that explicitly tells them what

to do in every situation. Rather, their guidebook is

cryptic and requires them to consider thoroughly

the range of possible answers to ethical dilemmas.

It is a tradition of continued and ongoing ques-

tioning rather than one of absolute theological law

passed down from above (Fasching, 1992). Fur-

thermore, familiarity with Jewish bioethics would

give the practitioner the perspective to consider

ethical dilemmas through the lens of duty rather

than of rights, asking the question, ‘‘What are the

obligations of each of the parties involved in this

discussion?’’ Although the rabbis of the Talmud

would have appreciated the procedural question of

who gets to decide, they were more concerned with

finding the best course of action for the particular

case at hand, irrespective of the participants’

wishes.

How should I approach Jewish bioethics in
practice?

Both Jewish and non-Jewish healthcare profes-

sionals can benefit from being acquainted with

Jewish bioethics in caring for patients and their

families when issues related to Judaism are raised.

Table 53.1 summarizes essential points to keep in

mind when providing care to Jewish patients.

The patient’s life history might have some bear-

ing on the type of treatment approaches he or she

requires. Older Jews not born in Western nations

might be more likely to appreciate a rabbi’s input,

as they are often more traditional than their chil-

dren. Also, there are still a significant number of

Holocaust survivors in most Western cities, some of

whom have significant psychological associations

stemming from traumatic experiences.

Patients who are religious may doubly appreciate

hospital attire that preserves modesty. Some Jewish

patients may also appreciate brief periods set aside

for prayer or other ritual obligations.

A practitioner treating a Jewish patient should

not make assumptions about the extent to which

the patient would like his or her care to be guided

by Jewish tradition. It would be perfectly appro-

priate to ask a patient whether Jewish opinions are

considered in the decision-making processes, and

to consult with a rabbi – a specific one if so

requested – when the patient wishes to explore the

tradition’s wisdom on a particular matter.

In general, traditional Judaism prohibits suicide,

euthanasia, withholding or withdrawal of poten-

tially beneficial treatment, abortion when the

mother’s life or health is not at risk, and many of

the traditional ‘‘rights’’ associated with a strong

concept of autonomy. For example, an observant

Jew would not consider it his or her right to seek

physician-assisted suicide as a way to avoid present

or future suffering from metastatic carcinoma.

Exceptions to these prohibitions are sometimes

made in extreme circumstances.

The case

Mrs. G’s daughter is undoubtedly trying to respect

her mother in not consenting to the insertion of a

new gastrostomy feeding tube, but she will find it

difficult to get rabbinical support for reducing or

withdrawing treatment that would result in her

mother’s death without a prior serious decline in

Mrs. G’s overall condition. How best to respect

her parent is not easy to determine, but usually

Judaism teaches that prolonging life is more

respectful than assuming an incompetent patient

wishes to end her suffering prematurely.

There is a clear duty to ‘‘cause to eat’’ (Freedman,

1999) in the Jewish tradition, which her daughter

should not, according to the Halacha, violate unless

Mrs. G is deemed to be a goses (a person in
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the throes of dying), in which case treatment or

feeding that would hinder the dying process would

not normally be allowed. Even as death approaches,

performing duties as articulated by Jewish law is

the essence of traditional Jewish life, a source of

joy and fulfillment for both patients and families,

and Jewish bioethics suggests that the articulation

and performance of such duties be the focus of

clinical decision making. The daughter agrees to

have the gastrostomy tube replaced. She and the

healthcare team determine conjointly the basis

for future care within a palliative care framework.

Mrs. G succumbs comfortably to pneumonia some

months later.

Table 53.1. Essential qualities of ethical approaches to communication and caregiving involving Jewish patients

Religious observance Try to determine the patient’s degree of orthodoxy (observance). This information

may help to determine the degree of adherence to Jewish laws, including dietary laws.

Orthodox men will usually wear a head covering (yarmulke) at all times. Explore the

needs for prayer and, whenever possible, facilitate such participation. During special

‘‘high holidays’’ (Rosh Hashanah and Yom Kippur), Jewish patients may want to have

access to special religious services. Orthodox Jews should not ‘‘work’’ on the

Sabbath (Saturday); however, necessary medical activities can be performed on the

Sabbath. During Passover, special foods (unleavened bread) may be required. The patient

may want to consult a rabbi when medical recommendations are made that affect

dietary restrictions

Diet Many Jews, particularly Orthodox Jews, adhere to a strict diet of kosher food. If it is

unavailable in hospital, patients may choose to bring kosher food from home. Some of the

dietary principles include not eating pork or seafood and not mixing dairy and meat

products. Three or six hours (customs vary) must pass before an Orthodox Jew can eat

meat after a dairy meal. Usual dietary restrictions may be waived if necessary for medical

reasons. Feeding is considered important, even in the late stages of disease, and therefore

families may be reluctant to agree to the withholding of food unless the patient is in the

dying process

Privacy and modesty Whenever possible, very personal care should be provided by a healthcare professional

of the same sex, especially for female patients. Married, divorced, or widowed Orthodox

women may wear a wig or hair covering in public as part of their adherence to

the principle of modesty

Consent In general, the process of consent used in Western countries is also applicable to Jewish

patients. Orthodox Judaism requires that a patient follow medical directions,

but it is also expected that the best information be disclosed before the patient

agrees to a procedure or treatment. Judaism promotes a strong commitment to the

sanctity of life; as a result, there may be some difficulties when discussions take place

about the withdrawal or withholding of treatments

Rabbinical advice Jewish people have a long tradition of asking a rabbi for advice when faced with difficult

decisions. Families may present physicians with the results of rabbinical deliberations,

which must be taken into account when decisions are made. It is always best to ask the

patient or family if they would like the advice of a rabbi

Life history Many older Jewish patients may be Holocaust survivors. It is important to know this

because such a history may affect their response to proposed treatments and their

relationships with family members
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Protestant bioethics

Merril Pauls and Roger C. Hutchinson

Mr. H is 82 years old and has many serious medical

problems, including ischemic heart disease, hypertension,

and diabetes mellitus. He has had a series of debilitating

strokes that have left him severely disabled and unable to

communicate his wishes. His healthcare providers feel that

he would not benefit from resuscitation attempts if he were

to suffer a cardiac arrest and suggest to his family that a

do-not-resuscitate (DNR) order be placed on his chart. The

devoutly Baptist family are quite upset and reject this

suggestion. They believe that God could still heal their

husband and father, and they accuse the healthcare

providers of trying to ‘‘play God.’’

What is Protestant bioethics?

Origins of Protestantism

‘‘Protestant’’ is a term applied to many different

Christian denominations, with a wide range of

beliefs, who trace their common origin to the Ref-

ormation of the sixteenth century. Protestant ideas

have profoundly influenced modern bioethics, and

most Protestants would see mainstream bioethics

as compatible with their personal beliefs. This

makes it difficult to define a uniquely Protestant

approach to bioethics.

When Martin Luther first challenged the teach-

ings of the Christian church in the early sixteenth

century, few could have predicted the tumultuous

consequences. The Reformation was founded on

the idea that salvation could not be earned through

human effort or bought through indulgences,

concepts that were prevalent in the church at the

time. The reformers preached that it is by God’s

grace alone that people are saved. They challenged

the authority of the Pope and encouraged their

followers to read and interpret the scriptures for

themselves.

Today almost 30% of the world’s Christians

belong to a Protestant church. From their Euro-

pean origins, Protestants churches have spread

throughout the globe: approximately 30% of Prot-

estants live in North America, 25% in Africa, 20% in

Europe, and 10% in Asia (Barrett et al., 2001, p. 12).

A wide variety of Protestant denominations have

grown out of the common roots of the Reformation

(Eliade, 1987), and while divisions and new visions

have created many new branches, there have also

been notable unions and reunification. Some of the

larger and better-known denominations include

the Anglican and Episcopalian, the United Church

and United Church of Christ, Lutheran, Presbyter-

ian, Baptist, Pentecostal, and Charismatic.

Describing a distinct ‘‘Protestant bioethic’’ is

difficult, for a number of reasons. Much of the

contribution that Protestant thinkers have made to

modern bioethics has occurred subtly, over hun-

dreds of years, as part of the larger Protestant

influence on Western culture. The value of auton-

omy is a good example of this. Protestants have

An earlier version of this chapter has appeared: Pauls, M. and Hutchinson, R. C. (2002). Protestant bioethics. CMAJ 166: 339–43.
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played an important historical role in articulating

and promoting this concept, but it is now so widely

accepted that it would not be considered a unique

feature of a Protestant bioethic.

A second important factor is the secularization of

Protestant thought and behavior (Bruce, 1990).

Mainstream Western values and institutions reflect

the culture-building role of Protestant churches.

Most Protestants would see mainstream bioethics as

compatible with their personal values and beliefs.

At the same time, there is tremendous diversity

within Protestant thought and theology. Some

Anglican churches are very close theologically to

the Catholic Church, while others have adopted

different positions on a variety of issues. Many

smaller Protestant denominations are notable for

their contributions to society, attention to social

inequities (the Salvation Army), or their unique

culture (the Mennonites). The full spectrum of

beliefs and practices can be demonstrated by the

positions different Canadian Protestant groups

have adopted on a variety of issues. The United

Church of Canada (a member of the World Council

of Churches) is at the liberal end, as evidenced by

their ordination of women and their acceptance of

homosexual clergy. By comparison, many Baptist

and Pentecostal churches, and advocacy groups

such as the Evangelical Fellowship of Canada (a

member of the World Evangelical Alliance), gen-

erally hold conservative positions on such issues as

abortion and homosexuality.

Sectarian Protestantism describes groups with

Protestant origins that have developed distinct

theology or practices (Reich, 1995). Some have

grown to be so different from other Protestant

groups that they may question or even reject the

label of Protestant; examples include Jehovah’s

Witnesses, the Church of Jesus Christ of Latter-Day

Saints, Seventh-Day Adventists, and the Church of

Christ, Scientist. Many of these groups have spe-

cific doctrines or beliefs related to illness and

medical care.

Because it is so difficult to define a ‘‘typical’’

Protestant approach to bioethics, we will instead

identify common Protestant beliefs and highlight

concepts that have emerged from the Protestant

tradition that are particularly relevant to bioethics.

Beliefs

Protestants share some fundamental beliefs with

other Christians, and most Protestant denomin-

ations have common features that reflect their

shared origins. Protestants have traditionally

believed in an omnipotent, omniscient God, as

described in the Bible. They believe that every per-

son has been ‘‘made in the image of God’’ but has

been tainted by sin. Protestant theology places a

particular emphasis on Jesus Christ, the human

incarnation of God’s love. Through faith in Jesus

Christ, believers establish a personal relationship

with God that transforms them. Jesus’ death on the

cross and his resurrection provide a way for people’s

sinful nature to be forgiven and for believers to be

reconciled to a Holy God. When believers die, they

will spend eternity with God in heaven.

Protestants particularly emphasize that it is

through grace that believers are reconciled with

God. It is not something they deserve or earn. This

does not mean that they do not concern themselves

with good deeds or acts of charity. One of the key

assertions made by the early Protestant reformers

was that all believers are to be ministers or servants

to one another and that their beliefs should find an

outward expression. A true faith in Christ will give

rise to virtues such as love, joy, peace, and patience

in the lives of believers (Galatians 5:22–3).

Protestants have traditionally viewed the Bible as

their primary source of direction and guidance

(Eliade, 1987). New Testament writings are par-

ticularly emphasized, and Jesus Christ is considered

the ultimate role model. Biblical principles are

understood and applied to daily living through

prayer and through discussion with fellow believers.

Concepts relevant to bioethics

Some Protestant themes or ideas are particularly

relevant to the practice of medicine and the field of

bioethics (Reich, 1995). A key Protestant belief is
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that God is sovereign and that believers can trust

in God’s goodness and faithfulness. This is an idea

associated particularly with John Calvin, one of the

early reformers. When faced with illness and pain,

many people question God’s existence and

benevolence. A Protestant perspective asserts that

God is in control and that there is a greater

meaning or purpose in illness of which we may not

be aware. Even in death, families may take comfort

in their belief that God has ‘‘conquered death’’ and

their loved one is with God in heaven (Lammers

and Verhey, 1987). Some Protestants pray for

miraculous cures as a sign of God’s authority. Most

believe a miracle could occur but also believe that

God works through human ingenuity and tech-

nology to cure illness and relieve suffering.

Believers are cautioned against a form of idolatry

that invests physicians and medical interventions

with more power than they have. Ultimately it is

God who is in control (Reich, 1995).

A second Protestant theme is the value of indi-

vidual freedom. One of the foundational ideas of

the Reformation was that earthly authorities are

fallible and that believers should read and under-

stand the scriptures themselves. This historical

Protestant emphasis on personal freedom has

contributed to the establishment of respect for

persons or autonomy as a foundational concept in

modern bioethics (Veatch, 1997). However, sig-

nificant differences exist between secular and

Protestant conceptions of autonomy. Many secular

formulations emphasize personal freedom and

argue that autonomy is best served by minimizing

restrictions on individual choice. Protestants would

argue that autonomy can be fully expressed only in

the context of a relationship with God, and that

individuals must account for their personal rela-

tionships and their responsibilities to the larger

community (Gustafson, 1981).

Protestant ideas about work and vocation have

important implications for how the physician–

patient relationship is viewed. In rejecting the

traditional church structure, early Protestants

asserted that all believers should be ‘‘ministers’’

to one another. God’s love and compassion are

revealed in many different jobs, not just the work

of the priest. Medicine is seen as a calling, and the

language of covenant is used to describe the rela-

tionship between doctor and patient (Ramsey,

1970). Physicians are to be more than ‘‘hired guns’’

or technical experts. They are called to empathize

with their patient’s suffering and to establish rela-

tionships of care and respect that allow them to

enter into their patient’s world (May, 1983).

Many religious traditions rely on historical pre-

cedence or guidelines to encourage uniformity of

belief and practice. In the Jewish tradition, it is the

Torah, Talmud, Codes, and Responsa. Casuistry

helps serve this purpose in the Catholic Church.

These practices shape the way followers of these

religions approach bioethical concerns and

dilemmas. In contrast to these highly articulated

procedures, one finds a diversity of methods used

in Protestant churches.

Why is Protestant bioethics important?

The influence of Protestant scholars on modern

bioethical thought is pervasive. Twentieth century

ethicists Paul Ramsey, Joseph Fletcher, and James

Gustafson have been particularly influential

(Jonsen, 1998). Ramsey (1970) described a deon-

tological approach to bioethics in which he

articulated ‘‘unexceptionable moral principles.’’

He wrote on a variety of topics, and his ideas on the

value of the individual and the ‘‘canon of loyalty’’

that exists between physician and patient have had

a significant impact on subsequent work in the

field. Fletcher (1966) advocated a situation ethic

that closely resembles act-utilitarianism, in which

the consequences of an action are used to assess

whether the action is morally right or wrong.

Fletcher (1960) was an Episcopalian who empha-

sized the need to understand moral issues from

the patient’s perspective and felt that human

freedom and choice were of the utmost import-

ance. Ramsey and Fletcher represented the

opposite ends of the polarities of principles versus

situation, deontological versus consequentialist,
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and norms versus context. Gustafson (1965) helped

to move the debate forward. He focused on the

agent and emphasized the web of human rela-

tionships in which the actors are situated. The

starting place for his ethical reflections was ordin-

ary human existence rather than church doctrines

or scriptural passages. After describing a situation

in terms that do not presuppose distinctive rel-

igious teachings or authority, Gustafson (1974)

then asked how religious beliefs and presumptions

might influence how a situation is being described,

and what weight should be assigned to different

values and consequences. Gustafson provides

useful guidance for understanding the thought

patterns of many Protestants in the clinical setting.

How should I approach Protestant bioethics
in practice?

Patients want their physicians to respect their

spiritual beliefs, and they feel better cared for when

this important part of their life is recognized

(Daalman and Nease, 1994; King and Bushwick,

1994; Ehman et al., 1999). Including a spiritual

history is particularly important when assessing a

serious or terminal illness or when making signifi-

cant treatment decisions.

Because of the influence that Protestant thought

has had on Western culture, and the secularization

of Protestantism, most physicians (religious or not)

will find that they share many values and beliefs

with the majority of their Protestant patients.

Examples include the importance of respecting

patient’s wishes and the value of a caring, empathic

relationship between physician and patient.

Physicians should be particularly sensitive to

their Protestant patients’ beliefs when dealing with

end of life issues, concerns about consent and

refusal of care, and beginning of life issues such as

abortion, genetic testing, and the use of assisted

reproductive technologies. Physicians should also

recognize that certain Protestant groups and

denominations, particularly those with conserva-

tive beliefs, might have different approaches to

making decisions and unique treatment wishes.

Understanding how to identify these wishes and to

respond appropriately will enhance patient care

and minimize conflict. In these cases, the physician

should inquire about the patient’s personal beliefs

and their relationship to their faith community.

This discussion will help physicians to identify the

particular needs or desires of the patient that the

physician may not have anticipated. It also will

identify areas of potential conflict that physicians

can address before they arise. A withdrawal of

treatment may be more easily negotiated if a

family’s views are understood beforehand. Great

care must be taken not to stereotype or generalize.

There is a great diversity of Protestant beliefs and a

variety of expression of these beliefs. A chaplain

from the same denomination as the patient may be

an invaluable resource.

End of life care

Most Protestants are comfortable with a wide var-

iety of life-sustaining treatments and will want

them when indicated. Faced with little hope of

recovery, most Protestant patients and families

understand why healthcare providers suggest a

withdrawal of aggressive interventions and often

are in agreement. Many Protestants draw strength

from their belief that their loved one will go to

Heaven when he or she dies. At the same time,

Protestant beliefs have played a role in cases in

which families have been reluctant to withhold or

withdraw treatment (Cranford, 1991; Sawatzky v.

Riverview Health Center Inc., 1998). The families in

these situations argued that healthcare providers

should not be ‘‘playing God.’’ In one case, the

family was hoping that a miracle might occur and

that their loved one would be healed (Cranford,

1991). Although the reluctance to withhold or

withdraw treatment may be the exception rather

than the rule, physicians should listen carefully to

the family’s wishes and proceed cautiously (Weijer,

1998). In cases that have gone before the courts,

judgments have consistently stated that the wishes

of the substitute decision maker be respected.
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Consent and refusal of care

When faced with important decisions, many

devout Protestants seek to determine God’s ‘‘will’’

for their lives through prayer, reading the Bible,

and consulting with other believers. Healthcare

providers who do not understand this decision-

making process may question their patient’s cap-

acity to make decisions or feel that friends or

church leaders are coercing their patients.

Physicians should not assume, however, that such

a process is invalid or inappropriate when it leads to

what they see as negative consequences. In an

often-cited Canadian case, Malette v. Shulman

(1990), a physician caring for a woman severely

injured in a motor vehicle collision felt that she

required a blood transfusion to save her life. He

knew she had a signed card asking that no blood

products be given because of her religious beliefs,

but chose to give the blood anyway. He was sued for

battery, and the judge found in the plaintiff’s favor.

Although physicians must respect a competent

adult’s informed decision, this is not the case with

dependent minors. An important rationale for

respecting adult’s religious beliefs is that theymay be

carefully considered and deeply held. Young children

are not seen as capable of this same kind of careful

consideration and should not suffer harmful conse-

quences as a result of their parents’ beliefs. Courts

have affirmed this in many cases. In cases involving

older children and teenagers, courts may decide that

they are mature enough tomake their own decisions

and allow them to reject care on the basis of their

own beliefs (Rozovsky and Rozovsky, 1992).

Abortion, genetic testing, and new
reproductive technologies

Protestant views and practice are particularly

diverse when it comes to the issue of abortion.

Conservative groups are among the most active in

the pro-life movement, as many believe that life

begins at conception. Some liberal denominations

are pro-choice: they believe that principles such as

the right to life and the freedom to choose must be

applied and weighed by taking into account the

particular circumstances, and that, during the first

trimester, the decision to have an abortion should

be between a woman and her doctor.

Protestant attitudes toward postconception gen-

etic testing are similarly diverse and often linked to

the individual’s views on abortion. If there is no

situation in which a person would consider an

abortion, they may refuse this type of testing.

Although some Protestants may object to in vitro

fertilization because of the potential for embryo

wastage, many would consider this an option if

they were infertile.

The case

In response to the family’s objections, the phys-

ician does not write the do-not-resuscitate (DNR)

order for Mr. H. She arranges a family conference,

and the family’s pastor is invited to attend. It

becomes apparent that the family is not really

expecting a miracle to happen. They are concerned

that their father is not receiving enough rehabili-

tation services. They feel that the healthcare team

is giving up on their father and that the suggested

DNR order is evidence of this. The family is

reassured that the healthcare providers are com-

mitted to their father’s rehabilitation and that the

DNR order would not affect the level of care he

receives. A discussion about the resuscitation pro-

cess helps the family to understand that the

healthcare providers may be ‘‘playing God’’ just as

much by trying to resuscitate Mr. H as by letting

him die. The family is able to reaffirm their belief

that it is God who will determine when their father

dies, not the resuscitation team. They subsequently

agreed to a DNR order.
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Roman Catholic bioethics

Hazel J. Markwell and Barry F. Brown

Mrs. I is 25 years old and is about 10 weeks’ pregnant. She

has tuberculous meningitis. Her disease was in an

advanced stage when she was admitted to hospital and

underwent surgery to relieve the pressure on her brain. She

is now clinically brain dead. Her husband – like the

patient, a devout Catholic – requests that her body be

maintained on life support in the intensive care unit to

save her fetus. Other family members concur that she is

‘‘pro-life’’ and would want to carry the fetus to term if

possible. (Although far from typical, this is an actual case.

All of the details included in this discussion are taken from

the public record [Fox 1999; Priest and Slaughter 1999]).

What is Catholic bioethics?

There is a long tradition of bioethical reasoning

within the Roman Catholic faith, a tradition that

extends from Augustine’s writings on suicide in the

early Middle Ages to recent papal teachings on

euthanasia and reproductive technologies. Roman

Catholic bioethics (which we refer to in this article

simply as Catholic bioethics) comprises a complex

set of positions that have their origins in scripture,

the writings of the doctors of the Church, papal

encyclicals, and reflections by contemporary

Catholic theologians and philosophers. Informed

by scriptural exegesis and by philosophical argu-

ment, Catholic bioethics is rooted in both faith and

in reason. During Vatican II (a reformational

council held in the early 1960s), Catholics were

directed to read the ‘‘signs of the times’’ in apply-

ing the teachings of the Church to the contem-

porary situation (Flannery, 1988): in other words, to

remain attuned to the progressive revelation of

Christ through history.

Fundamental to Catholic bioethics is a belief in

the sanctity of life: the value of a human life, as a

creation of God and a gift in trust, is beyond human

evaluation and authority. God maintains dominion

over it. In this view, we are stewards, not owners, of

our own bodies and are accountable to God for the

life that has been given to us (Wildes and Mitchell,

1997). Life, however, is not an absolute value, for

the Catholic understanding of its meaning and

purpose is founded in a belief in the resurrection of

Christ and the hope of an afterlife.

The doctrine of natural law, as articulated by

Thomas Aquinas in the thirteenth century, views

human life as a basic good that cannot be made

subject to utilitarian estimation. Life is the basis

and necessary condition of other goods, and

human beings have an innate desire to seek these

goods, such as sexual reproduction, social life, and

knowledge. Our inborn human tendencies provide

the basis for our moral obligations and for funda-

mental human rights. The Catholic tradition also

holds that human life and personhood begin

prenatally. Therefore, although the criminal law in

many jurisdictions takes birth as the point at which

a legal person comes into existence, Catholic ethics

An earlier version of this chapter has appeared: Markwell, H. J. and Brown, B. F. (2001). Catholic bioethics. CMAJ 165: 189–92.
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presumes a human fetus to be, at every stage, a

person possessing a right to life.

Underlying the Catholic stance on specific

bioethical questions is a metaphysical conception

of the person as a composite of body and soul. As

long as there is a living body, even if mental cap-

acities are reduced or absent, there is still a person

present. A human being is considered to be a per-

son from conception to the death of the whole. In

contrast, modern society sometimes tends to take a

developmental or ‘‘gradualist’’ view, such that

personhood begins some time later than concep-

tion and can be lost (for example, in the extreme

stages of dementia or in a persistent vegetative

state) well before the physical death of the indi-

vidual. The difference between these stances is of

profound ethical significance for both beginning of

life and end of life decisions.

Although bioethical principles such as benefi-

cence, non-maleficence, autonomy, and justice are

compatible with Catholic beliefs, some patients

will be guided by the theological requirements of

faith, hope, love, and fidelity and by more specific

religious requirements that are not completely

captured in the principles of secular bioethics.

Catholic patients may appreciate various kinds of

spiritual aid and support at the end of life, be it

psychological support or the offering of Holy

Communion, the Sacrament of Reconciliation, or

the Sacrament of the Sick (last rites). It is appro-

priate to call a priest on behalf of Catholic patients

when death is imminent.

Contemporary Catholic bioethics is concerned

with a broad range of issues, including sexuality,

marriage, reproduction, birth control, sterilization,

and abortion. In recent years, Catholic bioethicists

have registered opposition to some emerging

reproductive technologies, including artificial

donor insemination, in vitro fertilization, surro-

gacy, and cloning. Also of concern are end of life

issues, including advance directives, palliative care

and pain control, suicide, euthanasia and the

refusal or cessation of futile treatments, organ

donation, and the definition of death. Catholic

bioethicists have contributed to the debate on the

right to healthcare, conceived as a community and

governmental responsibility. In general, they have

applied principles of social justice to this debate.

Why is Catholic bioethics important?

Patients and their families expect that their rel-

igious beliefs and values will be respected whatever

the faith of the healthcare professionals respon-

sible for their care. A large number of individuals

in Western cultures profess to be Catholic. For

instance, there were 12.2 million Roman Catholics

in Canada at the time of the 1991 census (Statistics

Canada, 1999). Many hospitals and institutions in

that country have a Catholic orientation and mis-

sion statement. It is important for clinicians who

work in such settings to be aware of the policies

that flow from such a mission. Clinicians should be

aware of the religious convictions of their patients

and the possibility that some procedures they

might suggest could seriously violate the patient’s

beliefs and lead to problems of conscience. So too,

patients should not expect physicians to engage

in practices that they consider to be morally

unacceptable.

How should I approach Catholic
bioethics in practice?

A basic understanding of Catholic bioethics can

help physicians to understand the needs and

aspirations of their Catholic patients. It is also

helpful to appreciate that some issues, such as

matters concerning reproduction, are controversial

even within Catholic bioethics. For example, certain

actions that, from a natural-law perspective, would

be viewed as intrinsically evil might be regarded,

from a ‘‘proportionalist’’ perspective (McCormick,

1981), as justifiable, if they bring about a good that is

proportionate to or greater than the associated evil.

Proportionalism has been a point of some conten-

tion in recent Catholic bioethical debate (Grisez,

1983; Pope John Paul II, 1993).
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Reproduction

Catholic teaching on birth control and abortion

derives from a view of marital sexuality and

responsible parenthood in which the sexual

expression of love between the spouses is integrated

with the procreative implications of that union. By

this standard, contraception and contraceptive

sterilization are not permissible, although those who

take a proportionalist approach have expressed

some dissent on these matters.

The Catholic tradition rejects ‘‘direct’’ abortion

on the grounds that it takes an innocent human

life. Although there is some discussion as to what

counts as a direct abortion, the generally accepted

view is that any intentional termination of a preg-

nancy is a direct abortion, whereas an ‘‘indirect’’

abortion occurs when a tubal pregnancy or a can-

cerous uterus is removed. In such a case, the death

of the fetus would be viewed as the unintended

consequence of an action intended to save the

mother’s life.

The Catholic position on new reproductive

technologies has been generally cautious. The use

of in vitro fertilization that does not preserve the

integrity of the unitive and procreative aspects of

marital sex puts a couple at odds with the official

position of the Church, which asserts the right of

the child to be born to parents united in the

exclusive commitment that is marriage. The same

is true of any procedure involving donated gametes

or embryos.

Genetic testing

To the extent that genetic screening and counsel-

ing, as well as prenatal genetic diagnosis, may

precipitate deliberation about birth control and

abortion, an effort should be made to explore the

convictions of the parties involved before genetic

tests are carried out. Some Catholic couples may

seek prenatal diagnosis solely for the sake of

knowing the results and being prepared. Open

access to genetic testing and non-directive coun-

seling respect this purpose.

Organ donation

The Catholic Church has no objection to cadaveric

organ donation and transplantation; indeed, it

views such gifts as a demonstration of Christian

love. Some Catholics, however, may have folk

beliefs that make them disinclined to donate

organs; that is, they may think that a lack of bodily

integrity postmortem may preclude the resurrec-

tion of the body after death. Church doctrine does

not support these beliefs.

Proposals to change the criterion of death from

whole brain death to persistent vegetative state

(Veatch, 1975; Wikler, 1988) will meet with much

resistance from the Catholic community, which

sees the body as an essential aspect of the human

person. Catholics also share in the general reluc-

tance to offer payment of any kind for organ

donations on the grounds that it runs contrary to

the idea of the ‘‘gift of life’’ and treats human

remains as a commodity.

Hospitalization for episodes of acute
mental illness

Although the duty to preserve one’s health extends

to all types of illness, in cases of mental illness a

clash between the principles of autonomy and of

beneficence can become sharply evident. The

Catholic position on a person’s right to refuse

treatment unless he or she is a potential harm to

themself or others may be less liberal than the

requirements of the civil law in many countries.

Within Catholicism, the individual has a duty to

promote his or her own health, and thus may be

seen as having a moral obligation to seek treatment

even if he or she does not meet legal criteria for

involuntary commitment and treatment.

Research involving human subjects

Given the Catholic view that a person does not have

the moral right to take serious risks to health, the

likelihood of harm will set limits to participation

in clinical trials. The deliberate use of deception
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in psychological or behavioral experiments is also

problematic for those who take the view that

deception is inherently wrong and cannot be justi-

fied by the beneficial results of a study. With respect

to genetic research, the generally accepted prin-

ciples that protect confidentiality, privacy, self-

determination, justice and ultimately, the dignity of

the human person are compatible with Catholic

healthcare ethics.

Life support

The monotheistic religions of Judaism, Islam, and

Christianity maintain that we have a duty to protect

the life given to us by God; accordingly, these

faiths have always rejected suicide. Early authorities

in the Catholic Church, including Augustine and

Aquinas, condemned rational suicide, holding it to

be outside the authority of the individual to take his

or her own life. Failure to use ordinary measures to

preserve life is regarded as morally equivalent to

suicide within the Catholic tradition. What is less

clear is whether this position commits the Church to

an absolute duty to prolong life in all circumstances,

regardless of the condition of the patient.

Since at least the sixteenth century, Catholic theo-

logians have made a distinction between ordinary

and extraordinary measures, holding that a person

is obligated to use ordinary measures but has the

choice whether to accept extraordinary measures

(Cronin, 1958). GeraldKelly’s definition (1958, p. 129)

of these terms was used for many years in Catholic

hospitals in the United States and Canada:

Ordinary means of preserving life are all medicines,

treatments, and operations which offer a reasonable hope

of benefit for the patient and which can be obtained and

used without excessive expense, pain or other inconveni-

ence . . . Extraordinary means of preserving life . . . mean

all medicines, treatments, and operations, which cannot be

obtained without excessive expense, pain or other incon-

venience, or which, if used, would not offer a reasonable

hope of benefit.

It seems that these terms were originally used

within a common-sensical understanding of what

is medically customary. The issue was primarily

the patient’s obligations, and only secondarily the

physician’s duties. Patients were obligated to use

measures within their financial means; they were

not obligated to reduce their family to poverty in an

effort to stay alive. The level of pain that patients

could endure, and the distances they would have to

travel to obtain care were relevant. Some author-

ities stressed the aspect of burden; others, includ-

ing Kelly, included the notion of medical futility in

the calculation.

Two points are in order here. Firstly, in recent

medical practice, many extreme measures to pre-

serve life have become customary. It is now

necessary to ask which means of preserving life

should be medically routine and which should be a

matter of choice. Use of a procedure should be

determined not by whether or not it is routine but

by factors such as financial burden to the family

and to society, pain, disfigurement, and perhaps

most significant, medical futility.

Secondly, it is also clear that one cannot think in

terms of an A list of ordinary procedures and a B

list of extraordinary ones (Ramsey, 1978). The use

of a ventilator, for example, may be ordinary or

extraordinary, depending on the condition of the

patient, his or her prognosis, the stage of the ill-

ness, and so forth. Although the physician has the

right and the duty to inform the patient about

treatment possibilities and their potential benefits

and risks, it is primarily the patient and his or her

family who have the right to determine what is

ordinary or extraordinary from an ethical point of

view.

The case

Because Mrs. I has suffered whole brain death, the

complete death of the person has occurred even

though respiration and pulse are being artificially

maintained. Although we may speak loosely of

‘‘sustaining her life for the sake of her child,’’ it is

really a matter of sustaining vital functions in a

deceased person for the same purpose.
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The first question, then, concerns medical

capability. Is it medically possible to carry her

10-week pregnancy to term? If not, the question

is moot. If it is possible, then the question for

Catholic ethics is two-fold. Firstly, is it obligatory

to sustain her body to save the fetus? Secondly,

if it is not obligatory, is it nevertheless morally

permissible?

There have been a handful of cases worldwide in

which an early pregnancy in a woman who had

suffered brain death was carried close to term or to

the point of viability (Bernstein et al., 1989). Given

these cases, there appears to be at least a possibility

that the fetus would survive. However, given the

necessity of using large doses of drugs to control the

tuberculous meningitis and to sustain vital func-

tions, and the lack of a healthy nutritional environ-

ment for the fetus, the process could impose an

excessive burden on the unborn child. Because of

the very early stage of development of the fetus, the

likelihood of sustaining the mother’s body long

enough to bring the child to the point of viability is

slight. It seems that there is both excessive burden

and only a tenuous hope of benefit. The process

thus constitutes extraordinary means and, therefore,

there is no moral obligation to sustain Mrs. I’s body

for the sake of her unborn child.

It is a different story when we ask what is per-

missible. The issues that determine permissibility

are three-fold. Can we justify the use of medical

resources from a financial perspective? What would

Mrs. I have wanted? Are we harming the fetus?

With regard to the financial question, it could be

argued that a decision to designate a procedure as

extraordinary on financial grounds implies that

there is no entitlement to costly treatment in the

context of a publicly funded healthcare system.

However, unless and until society identifies certain

procedures as being too expensive to be supported,

we cannot make a financial case to deny this family

the opportunity to try to bring the baby to term.

The second question relates to protecting the

autonomy of the patient after death. Is this what

Mrs. I would have wanted? Does her ‘‘pro-life’’

stance allow us to assume that she would wish to

be used as a human incubator? Such an assump-

tion may be an illogical leap and an affront to the

dignity of the human person (Purdy, 1994). How-

ever, Mrs. I’s family feels that she would want the

fetus to live and, therefore, would want her body to

be used in this way. Although it is difficult to make

this assumption, it is perhaps more problematic to

assume that we cannot make this particular leap in

this particular case. From the perspective of pre-

serving the patient’s autonomy after death, it

seems that it is permissible to provide the care that

the family is requesting.

Thirdly, can we justify the possibility of causing

harm to the fetus? The physicians have a Hippo-

cratic duty to ‘‘do no harm.’’ However, we must be

careful to draw a distinction between causing dis-

ability and causing harm. One’s humanity does not

depend on freedom from disability; therefore, the

possibility of disability should not be decisive.

Whether the drugs to which the fetus is exposed

will have harmful effects is highly uncertain; it is

possible that the drugs will not harm the fetus.

From this perspective, it is morally permissible to

provide the care requested.

In conclusion, although not obligatory, it is

morally permissible to maintain Mrs. I’s body in

order to attempt to preserve the life of her fetus. As

a result, her husband, in consultation with the

physicians, may make this decision.
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SECTION X

Speciality bioethics





Introduction

A.M. Viens

While there are no doubt ethical principles and

concepts that extend across all aspects of bioethics,

it is now becoming common to find separate

treatments of specialty fields emerging in the

bioethics literature and in clinical ethics areas of

specialization. In most academic fields and inter-

disciplinary areas of study, it is not uncommon

to find scholars and practitioners focusing on

developing particular areas of specialty. What is

fairly unique about bioethics, however, is that we

find that its speciality areas are not just recon-

ceiving central disciplinary questions or using dif-

ferent ways of looking at issues but are bringing to

light the importance of examining the ethical

issues specific to their areas of clinical and research

practice.

It will always be the case that considerations

such as informed consent, confidentiality, minim-

izing harm, and priority setting, among other

considerations, will be central ethical issues that

clinicians will confront in all areas of practice.

Nevertheless, the development and study of vari-

ous speciality fields of bioethics places us in a

better position to be able to give a more nuanced

and pertinent analysis of the distinctive ethical

issues faced by particular clinical areas of practice,

especially where the traditional application of

overarching ethical theory or bioethical method-

ologies may have been found to be limiting.

The chapters in this section provide an overview

of the most pressing and relevant ethical issues

unique to their clinical speciality. For instance, in

Ch. 57, Gail Van Norman examines the distinctive

ethical issues that arise because anesthesia rou-

tinely alters the patient’s consciousness, sometimes

affecting a patient’s competence and autonomy,

and that there are instances where anesthesiolo-

gists can be expected to use their knowledge and

skills to abolish patient resistance. These issues are

made stark in her examination of the special role of

anesthesiologists in participating in state execu-

tions (in jurisdictions where it is required by law)

and in upholding do-not-resuscitate orders in the

operating room. Similarly, in Ch. 64, Margaret

Eaton examines the singularity of ethical issues

faced in pharmacy practice by virtue of several facts.

For example, pharmacists are one step removed

from the diagnostic aspect of the therapeutic

encounter and are usually the last healthcare pro-

fessional the patient has contact with before drug

treatment commences. Numerous issues also arise

from the fact that pharmacists often control the

drug formulary in healthcare institutions.

Some areas of specialization within bioethics will

be driven by scientific progress and technological

advancement. For example, the specialty area of

neuroethics has recently exploded and we find the

ethical issues surrounding the brain, mind, and

consciousness becoming one of the predominant

areas in bioethics literature and ethical issues that

are discussed more widely outside of clinical

medicine. In Ch. 63, Eric Racine and Judy Illes

discuss the importance of the ethical issues sur-

rounding clinicians acting as gatekeepers in the

marketing of neuroimaging and therapeutic prod-

ucts to treat neurological and psychiatric diseases.
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Other areas of specialization within bioethics are

driven by immediate societal threats that require

prompt and effective responses. For instance, with

the increase threat of pandemics and bioterrorism,

we have seen rapid development of treatment

and institutional structures related to infectious

diseases. In Ch. 61, Jay Jacobsen examines the

distinctive ethical tension that arises in the practice

of infectious disease medicine between respecting

patient preferences and preventing harm to others

in society.

There will also be times where the development

of different areas of bioethics specialization will

depend on factors surrounding the expanding scope

of what constitutes medical care. For instance, in

Ch. 65, Michael Cohen examines how the integration

oftherapiessuchasacupuncture, chiropractic,herbal

medicine, massage therapy, and so on concurrent to

conventional medical therapies presents new ethical

challengeswithrespect towhetherandhowclinicians

should acknowledge a pluralistic foundation of

healthcare thatcontainsmultiplemodesof legitimate

therapeutic interventions.

We additionally have chapters on emergency and

trauma medicine (Ch. 59), critical and intensive

care medicine (Ch. 58), surgery (Ch. 56), psychiatry

(Ch. 62), and primary care (Ch. 60). All these pro-

vide both a basis from which to explore further

developments in specialty fields of bioethics and,

for clinicians who work with colleagues in these

specialties, a better understanding of how the

clinical issues specific to their area of practice

presents and informs the ethical issues they must

deal with on a daily basis.
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Surgical ethics

James Andrews and Larry Zaroff

Mrs. A is a 72-year-old woman suffering from coronary

artery disease. Upon angiography, the medical team

diagnoses triple vessel involvement and determines that

Mrs. A requires surgical management. She then meets with

her surgeon, Dr. B, to discuss treatment options, and

together they decide upon triple bypass surgery. Aware of

the associated risks, Mrs. A does not relish the thought of

surgery, but she desperately wishes to ‘‘put these heart

troubles behind her.’’ In the operating room the follow-

ing week, when Dr. B exposes the heart he discovers an

obvious dissection of the ascending aorta. The lesion must

be repaired, but the risks are much greater than those

discussed with the patient and family.

What is surgical ethics?

The truly defining institution of surgical medicine

is the operation itself. Ultimately, that which dis-

tinguishes surgery, in practice and in ethics, from

the other medical specialties arises in the operating

room. Whether referred to as a simple ‘‘room,’’ or

more grandly as a ‘‘suite’’ or ‘‘theater,’’ mystery has

always enshrouded this sacred ground where sur-

geons practice their art. Here, amidst secrecy and

sterility, surgeons confront fundamental ethical

quandaries unique to their practice. Surgical ethics,

thus, captures the unique ethical dilemmas that

arise in the operating room.

Why is surgical ethics important?

The surgeon, unlike other clinicians, confronts

first and foremost the ethical dilemma that any

operation performed harms before healing. Post-

operative side effects, such as pain, a wound, and

scarring, represent not an undesirable possibility for

the patient but rather a near certainty. Consequently,

by striving to minimize this necessary temporary

injury to the patient while maximizing the therapy’s

curative potential, surgeons have forever engaged in

ethical deliberations. Once in the operating theater,

the patient literally surrenders his or her body to

the surgeon’s expertise. The surgeon serves as the

patient’s advocate in the purest sense, responsible

for protecting not only the patient’s physical well-

being but also his or her values and beliefs.

Our discussion of surgical ethics begins with the

patient–surgeon relationship, then deals with issues

associated with the preoperative conference –

informed consent and disclosure – and finally ends

with decisions involving patients presenting as

emergencies.

Patient–surgeon relationship

Certain ethical considerations distinguish the

patient–surgeon relationship from interactions

between patients and clinicians in non-surgical

specialties. An ultimate trust exists on the part of

patients when they confide their entire beings to

a surgeon during the operation. Indeed, Palmer

(1982, p. 2) in the Bulletin of the American College

of Surgeons characterized this special rapport as a:

. . . physical interaction, including the act of making an

intentional, permanent ‘‘wound,’’ in which the therapy

produces measurable pathophysiologic change and mixes
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with the disease process . . . creat[ing] unique bonds. This

extraordinary contact cannot but influence how you feel

about the patient and how he or she feels about you.

The ultimate trust that surgeons must cultivate with

their patients comes to the fore in the operating

room. For, here patient’s immediate control ends.

The balance of power shifts such that now essen-

tially all authority resides with the surgeon. This

increased authority naturally engenders increased

responsibility and liability.

Reduced to its essence, the patient–clinician

relationship is a fiduciary contract, founded on both

trust and loyalty (Beauchamp and Childress, 2001a).

The physician pledges, either implicitly or explicitly,

to protect the patient’s rights. A complete discus-

sion of these rights is beyond the scope of this

chapter. However, to differentiate between positive

and negative rights is useful. Traditionally, liberal

individualist societies more readily justify negative

rights (Beauchamp and Childress, 2001b). For

example, few North Americans would argue against

the patient’s negative right to refuse surgery, but

they would be more reluctant to grant that patient

the positive right to demand a given operation.

To respect the patient’s autonomy, the surgeon

should always disclose who will perform each step

of the operation and who will be responsible

(McCullough et al., 1998a). For surgeons practicing

in universities and teaching hospitals, disclosing

the role of trainees, residents, and medical students

is essential. The surgeon in academia balances two

responsibilities: to provide trainees the practice

they require, and to offer patients optimal care.

When properly informed of the students’ involve-

ment, patients often report a positive benefit (York

et al., 1995). Furthermore, the American Medical

Association Council on Ethical and Judical Affairs

(1994a) condemned the substitution of the surgeon

without the patient’s consent claiming: ‘‘A surgeon

who allows a substitute to operate on his or her

patient without the patient’s knowledge and con-

sent is deceitful. The patient is entitled to choose

his or her own physician and should be permitted

to acquiesce or to refuse the substitution.’’ The

patient specifically agrees to allow the surgeon to

whom consent was granted to perform the oper-

ation. To betray that agreement undermines the

patient–surgeon relationship and is both deceptive

and unprofessional.

Informed consent

The preoperative conference affords the patient

and the surgeon the opportunity to discuss viable

treatment options and to decide together which

option best suits the needs, both medical and

practical, of the patient. The patient’s values,

beliefs, and preferences factor prominently in this

discussion. Principles that form the basis of a

successful conference include effective communi-

cation, assessment of competence, and sufficient

disclosure. Many of these issues fall under the

more general heading of informed consent, a piv-

otal topic in surgical ethics. Hébert et al. (1997)

rightly argued that ‘‘[t]he candid disclosure and

discussion of information not only helps patients

to understand and deal with what is happening to

them but also fosters and helps to maintain trust.’’

Indeed, informed consent is the basis for the

therapeutic patient–surgeon relationship, fostering

mutual trust and promoting shared responsibility

for decision making.

Disclosure, another pivotal component of ade-

quate informed consent, dictates that during the

preoperative conference the surgeon discusses

with the patient the available treatment options,

the expected outcomes, and the risks and benefits

of each. Each option should be evaluated as to how

well the choice aligns with the patient’s medical

needs, lifestyle preferences, and values. For

example, during a preoperative meeting with an

orthodox Jew needing heart valve replacement

therapy, the authors had to determine whether or

not he was comfortable receiving the recommended

porcine valve (Zaroff, 2005a). After discussing the

viable options, the surgeon may then document

the conversation in the patient’s medical record.

In addition to evaluating treatment options

within the context of patient preferences, surgeons
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also encounter patients who insist that treatment

be carried out in a manner that entails increased

risk. A commonly cited example is the Jehovah’s

Witness patient who refuses to receive a blood

transfusion during surgery (Zaroff, 2005b). Such

requests place the surgeon in an ethical position

where a decision must be made whether or not the

risk to the patient is too great to justify operating as

the patient wishes.

Conflicts of interest

The surgeon also needs to disclose any potential

conflicts of interest. These conflicts of interest are

often financial, as George Bernard Shaw (1946)

lamented in the following oft-quoted passage from

The Doctor’s Dilemma: A Tragedy: ‘‘That any sane

nation having observed that you could provide for

the supply of bread by giving bakers a pecuniary

interest in baking for you, should go on to give a

surgeon a pecuniary interest in cutting off your leg, is

enough to make one despair of political humanity.’’

However, we wish to highlight conflicts of inter-

est arising in the context of surgical innovation.

The quest to further knowledge through scientific

research creates a troubling ethical dilemma for the

surgeon–scientist. The surgeon has the primary

obligation to do whatever is best for the patient’s

health (Frader and Caniano, 1998). But history has

demonstrated, at times quite tragically, that decid-

ing whether this fiduciary contract is violated by an

experiment can prove anything but straightforward

(Lefall, 1997). Moreover, as no centralized body

exists for evaluating new surgical procedures, new

operations are sometimes implemented without

prior proof of their efficacy. McKneally (1999,

p. 786) offered the following pessimistic condem-

nation of surgical innovation: ‘‘When innovative

surgeons who take unaccredited courses return

with uncertified skills to introduce non-validated

treatments in trusting patients, we have a recipe for

disaster.’’

Lastly, one should remember that the control

procedure in surgical trials is often quite invasive to

the patient. The use of so-called ‘‘sham surgeries’’

as controls, for example, continues to provoke

heated ethical debates (Macklin, 1999; Albin, 2005).

One recent example debated in the literature

involves the drilling of burr holes in the skull as

a control treatment for the evaluation of new

Parkinson’s disease therapies (Albin, 2002; Kim

et al., 2005).

Emergency patients

Many of the most compelling ethical dilemmas

that surgeons face come to the fore while treating

the urgently ill patient. The preoperative confer-

ence becomes an irrelevant luxury, and disclosure

and informed consent are often partially over-

looked. When faced with a patient in urgent need

of treatment, the surgeon must assume not only

great authority, but a great deal more as well.

Firstly, he or she assumes that the immediacy of

care is important and will benefit the patient.

Secondly, the literature refers to three classic

assumptions used to justify treating emergency

patients before obtaining their informed consent:

the life-preserving goal of medicine, the premise

that most patients would want their life saved, and

the condition that the benefits outweigh the risks

(Mattox and Engelhardt, 1998).

Finally, surgeons, despite the breadth of their

craft, are limited in their ability to heal. They deal

with emotionally and morally wrenching decisions

about when to forgo further surgical treatment.

Selzer’s ‘‘Sarcophagus,’’ part of his anecdotal

anthology The Doctor Stories (1998), insightfully

portrays the emotional trials of an operating team

accepting the futility of further intervention. In

many cases, patients have decided in advance

how they would like their surgeon to proceed in

given dire situations. The main challenge for the

surgeon then becomes deciding whether or not the

patient’s advance directive applies to the current

situation. Many resources exist to assist the sur-

geon in deciding, but if there is any doubt and the

benefits of treatment outweigh the risks, then the

surgeon is best advised to treat (Emanuel et al.,

1994; King, 1996).
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How should I approach surgical
ethics in practice?

The preoperative conference

McCullough et al. (1998b) have proposed a schema,

which we adapt here, for facilitating the patient–

surgeon conference and subsequent decision mak-

ing. Firstly, the surgeon must identify the relevant

facts, particularly the viable treatment options and

what is important to the patient. Then, the ethical

analysis is undertaken, wherein one must consider

the fiduciary responsibilities of the surgeon towards

the patient, the relative benefits and risks of each

option, the patient’s rights and values, and the

obligation to allocate limited resources with justice

and equality. The final step asks the surgeon to

arrive at and justify a conclusion within the context

of the above considerations.

Secondly, and early in the preoperative inter-

view, the surgeon should determine the degree to

which the patient wishes to participate in this

decision-making process. While the actual degree

to which the patient desires to participate may vary,

encouraging the patient’s comfortable involvement

has been shown to improve not only patient–

surgeon rapport but also the overall health outcome

(Siegler, 1996). The patient may choose to partici-

pate more or less in the decision-making process,

but the presentation of options always occurs. In

addition to the degree of desired participation, the

surgeon must also determine whether the patient is

competent to make decisions regarding treatment.

We simply point out that surgeons, in particular,

must remember that as the cost to the patient of

refusing treatment increases, so too does the bur-

den to prove competence (Mattox and Engelhardt,

1998).

Lastly, the surgeon has both an ethical and a

legal obligation to ensure that the patient under-

stands the information that has been discussed.

Often the emotional impact of the information

compromises the patient’s ability to register what

has been discussed.Having a familymember or close

friend of the patient present during the conference

facilitates an effective conversation. The com-

plexity of medical terminology can also be

the source of great frustration and confusion

for patients, and the surgeon is obligated to help

the patient to overcome these difficulties. As an

example of one such misunderstanding taken

from the authors’ experience, consider a devoutly

Catholic patient, a nun, who greatly feared that

when her Jewish surgeon spoke of ‘‘cardioversion’’

and ‘‘converting’’ her irregular heartbeat, she

was in grave danger of having her religious faith

converted against her will (Zaroff, 2005c). Clearly,

effective communication can alleviate great poten-

tial for misinterpretation and can engender a more

effective patient–surgeon relationship.

For patients to make the best decision possible,

the surgeon is also ethically obliged to provide

information on the expected outcomes of each

treatment option. Most surgeons openly disclose

statistics on the industry-wide outcomes of a pro-

cedure, whereas our experience suggests that few

surgeons routinely present their personal outcome

statistics. In the USA, many national medical

associations, such as the American College of

Surgeons and the American Medical Association,

sidestep this question of complete disclosure with

non-specific statements such as: ‘‘Eligibility to

perform surgical procedures as the responsible

surgeon must be based on an individual’s adequate

education and training, continued experience, and

demonstrated proficiency,’’(American College of

Surgeons, 1997) and ‘‘Only through full disclosure

is a patient able to make informed decisions

regarding future medical care’’ (American Medical

Association, Council on Ethical and Judicial Affairs,

1994b).

Many have criticized the medical establishment’s

continued quiet ambivalence on this matter. Bosk,

over 25 years ago, insightfully studied perceptions

and repercussions surrounding error in surgical

practice in his Forgive and Remember: Managing

Medical Error (Bosk, 1979). More recently, Clarke

and Oakley (2004) cogently championed increased

patient access to surgeons’ comparative clinical

performance. Furthermore, this reluctance on the
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part of surgeons to disclose individual outcome

statistics has ultimately led many patients and

health professionals to call for the creation of

public databases of surgeon-specific outcomes as a

means of achieving greater transparency. However,

as Lo (2000) pointed out, making such information

available raises additional ethical debates about

how most accurately to represent the data and

who should have access. Until a more widespread

consensus is reached, the individual surgeon will

continue to be responsible for adequately disclos-

ing personal outcome information.

Emergency patients

When making assumptions regarding the treatment

of emergency patients, the surgeon risks arriving

at an ethically unjustifiable decision. Among the

determinations to be made, the surgeon must first

decide whether the chosen course of action best

benefits the patient and aligns with the patient’s

wishes. Moreover, if the surgeon concludes that the

patient cannot be helped by the available treat-

ment options, then ethical reasoning does not

justify proposing an operation (Halevy and Brody,

1996). Lest the surgeon appear alone in making

these weighty ethical decisions, various surgeons

and ethicists have devised patient classification

schemes based on the degree of urgency to facili-

tate decisions regarding when to treat (Mattox and

Engelhardt, 1998). Finally, many authors concur

that surgeons should consult their peers often and

regularly. However, doing so does presuppose a

willingness to seek help from others.

The inability to engage the urgently ill in the

consent process poses yet another dilemma. In

situations of the utmost urgency, the surgeon may

opt to treat the patient without consent or may

assume the patient’s consent. This scenario, borne

of necessity, occurs regularly. Yet clinicians must

recognize one important limitation to this assump-

tion: clinicians may not administer emergency

treatment without consent if they believe that the

patient would refuse such treatment if he or she

were capable (Etchells et al., 1996). Alternatively,

for patients with limited competence or in situa-

tions where time is exceedingly precious, surgeons

may apply a truncated version of the consent

process. In the ideal situation, when time permits,

the surgeon identifies a surrogate to stand in the

patient’s stead during the consent process. In

the majority of cases, this solution offers the best

means of honoring the patient’s autonomy. The

two chief concerns in surrogate decision making

are identifying the most appropriate surrogate

and determining how the decision should be made

(Buchanan and Brock, 1989; Lazar et al., 1996).

Finally, when complications arise during the

operation, the surgeon has to decide, and often-

times rather precipitously, whether or not to step

away from the operating table to consult with

the patient’s loved ones regarding the patient’s

wishes.

The case

Faced with an unexpected finding, the aortic

aneurysm, Dr. B must decide how to proceed.

Should he perform a less risky but incomplete

repair of the aortic tear, or a more invasive and

complete repair in which the ascending aorta is

replaced with a graft and the ostia of the diseased

coronary vessels are incorporated into the graft?

Dr. B should first consult the referring physician

and cardiologist. Then, if possible, the surrogate-

decision maker should be informed of the reasons

to proceed despite the increased risks. By helping

this individual understand the risks and benefits

of each option, he or she is better equipped to offer

advice as to what Mrs. A would prefer.

Inasmuch as possible, foreseeable scenarios

should be discussed with patients in advance.

When unanticipated complications arise intra-

operatively, however, the ultimate trust that the

patient has granted the surgeon guides all decision

making. Dr. B must take into consideration the

opinions of his peers and determine which option

best aligns with Mrs. A’s wishes. But finally the

problem is surgical, and the surgeon makes the
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decision. Emily Dickinson (1924) captures beauti-

fully the delicate line that surgeons tread:

Surgeons must be very careful

When they take the knife!

Underneath their fine incisions

Stirs the culprit, –Life!
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Anesthesiology ethics

Gail A. Van Norman

Mrs. C is an 86-year-old woman with metastatic colon

cancer, scheduled for surgery for bowel obstruction. She

is hypotensive and tachycardic. She agrees to invasive

monitoring but does not want to be resuscitated if her

heart stops in the operating room. Her surgeon argues not

to place invasive monitors because she is a ‘‘no code.’’

Mr. D is scheduled to be executed for the rape and murder

of a child in the state of Missouri. He appeals his sentence

on the grounds that lethal injection subjects the prisoner

to potential prolonged suffering during the execution

process. A court rules that an anesthesiologist must be

present to assure unconsciousness before administration of

the paralytic agent and potassium. The ruling states that

the anesthesiologist must personally mix the drugs and

administer them, or directly supervise their administration.

What is anesthesiology ethics?

Conflicts concerning patient choices and autonomy

are particularly challenging in anesthesiology, in

part because anesthesia care routinely alters patient

consciousness, interferes with patient competence,

and restricts or abolishes physical autonomy.

Anesthesiologists are at times expected to use

their knowledge and skills for the very purpose of

abolishing patient resistance. Such expectations

present conflicts with core values in the ethical

practice of anesthesiology, and of medicine itself.

Navigating the complicated course among ethical

principles governing patient choice, fulfillment of

beneficent intentions, and preservation of profes-

sional integrity requires understanding of ethical

values and principles such as respect for patient

autonomy, beneficence, non-maleficence, preser-

vation of human dignity, promotion of patient

safety, and safeguarding of professional integrity.

When patients refuse resuscitation in the operating

room (OR), anesthesiologists may experience con-

flicts between the ethical principle of respect for

patient autonomy and choice, and professional

imperatives to act beneficently. In the matter

of executions, anesthesiologists must answer the

question of whether they should engage in acts that

superficially resemble medical care but require a

personal moral transformation embodying the very

antithesis of the medical profession’s philosophies

of valuing human life, respecting individuals, and

taking moral responsibility for their actions.

Why is anesthesiology ethics important?

Ethics

The competent patient with intact autonomy

Requesting a patient’s permission for a medical

procedure implies that the patient can and will

sometimes deny that permission. Physicians are

obliged to honor informed and competent refusals,

lest the ‘‘consent’’ process be devoid of actual choice

or autonomy. The tension between ‘‘informed con-

sent’’ and ‘‘informed refusal’’ is especially great

when one course of action would likely sustain life,

and another would likely lead to death.

Physicians often argue that ‘‘benefits’’ outweigh

‘‘harms’’ of cardiopulmonary resuscitation (CPR) in
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the OR. In-hospital CPR is associated with low

overall survival rates of 10–15% (Brindley et al.,

2002; Myrianthefs et al., 2003; Abella et al., 2005)

and devastating neurological injuries (Zandbergen

et al., 2003). In contrast, survival rates for CPR in

the operating room approach 90% (Reis et al.,

2002). The difference reflects underlying causes

of cardiac arrest; in-hospital arrests are often

caused by severe underlying disease. When an

arrest occurs in an unmonitored situation, resus-

citation may be delayed, contributing to poor

outcomes. In the OR, underlying causes of cardiac

arrest are often identifiable and reversible, and

intervention occurs immediately (Olsson and

Hallen, 1988; Sprung et al., 2003).

Allowing a patient to die in the OR from a cardiac

arrest that is highly treatable does not appear to

many OR physicians to uphold the principle of

beneficence. But patients may not believe that

resuscitation from cardiac arrest is ‘‘beneficial’’ if

they are left with significant physical impairments

or are merely revived to die in a short time of a

preexisting terminal illness. In weighing the beliefs

of the patient and their physicians, physicians

are ethically obliged to give priority to patients’

perception of benefits and harms over their own

(Clemency and Thompson, 1993, 1994; SUPPORT

Principle Investigators, 1995; Wenger et al., 1997).

Some anesthesiologists claim that anesthesia is

‘‘ongoing resuscitation,’’ and that the two cannot be

separated from one another. This unfortunate

statement implies that anesthesia is riskier than it

actually is, and that cardiac arrest is more likely to

occur in the OR than other hospital settings, when in

fact the opposite is true. Although anesthetic care

and CPR share some common techniques, they

are almost always easily distinguishable from one

another. Would any anesthesiologist seriously argue

that a patient undergoing mechanical ventilation

during an elective laparoscopy is being ‘‘resusci-

tated?’’ Or that CPR is a routine part of anesthesia

care? Although some life-sustaining procedures,

such as assisted ventilation, are necessary during

some surgeries, CPR is not integral to surgery, is

rarely needed in the OR, and only then to treat

rare complications which OR physicians strive to

avoid.

Many physicians feel that it may be appropriate

to allow a patient with a do-not-resuscitate (DNR)

order to die from a terminal disease, but that they

are ethically obliged to ‘‘rescue’’ a patient whose

cardiac arrest is a consequence of the physician’s

actions (Casarett and Ross, 1997; Casarett et al.,

1999). Examples include arrests caused by drug

reactions, hemorrhage, or arrhythmia provoked

by surgical manipulation. Often, however, compli-

cations are not attributable to only one action or

cause, nor are they usually the result of negligent

care. Primary therapies and treatments for the

complications of primary therapies both have their

origins in the problem for which the patient sought

medical care, and it is difficult to reason that the

patient may refuse one but not the other (Ross,

2003).

Finally, withholding surgery that a patient desires,

such as surgery to relieve a bowel obstruction, unless

the patient also agrees to submit to unwanted pro-

cedures that are not integral to the surgery, such as

CPR, is coercive and, therefore, unethical. As Walker

(1991) stated: ‘‘Surgery may provide palliative treat-

ment for otherwise untreatable disease. Suspension

of DNR orders in the perioperative period places the

patients in the unfair position of having to weigh the

benefits of palliative treatment against the risks of

unwanted resuscitation.’’

The competent ‘‘patient’’ with compromised

autonomy

Founding principles of the medical profession pro-

hibited killing, but those principles must now be

reconciled in modern cultures that accept physician

participation in pregnancy terminations, physician-

assisted suicide, and euthanasia. Arguments favoring

physician involvement in executions often cite the

principle of respect for ‘‘autonomy’’ by helping a

prisoner to have their ‘‘desired’’ mode of death

(Baum, 2001; Clark, 2006). Prisoners, however, are

among the most vulnerable of society’s constituents.

This is reflected in efforts to regulate how the state
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or medical researchers can treat prisoners. The

Nuremburg Code (1949) restricting the use of

human subjects in medical experimentation arose

out of experiments on prisoners during the second,

World War. The United Nations (UN) Third Geneva

Convention mandated humane treatment of pris-

oners of war, and protections against violence,

intimidation, public curiosity or insults, torture, or

coercion (UN, 1949).

A state of imprisonment is one of severely

restricted autonomy. But execution represents the

ultimate destruction of autonomy. Prisoners do not

usually seek capital punishment of their own free

will, and when they do, mental incapacity is cited

as a defense against their execution (Blume, 2005).

With regard to autonomy and rights, a prisoner’s

situation is less like that of an autonomous adult

than that of a vulnerable older child, who possesses

intellectual capacity, without many legal rights.

Arguments seeking to justify physician participa-

tion in execution could theoretically cite the ethical

value of preserving a prisoner’s dignity, but not

respect for non-existent autonomy.

Beneficence-based arguments that physician

executioners are needed and best qualified to

relieve suffering are based on flawed concepts of

‘‘suffering,’’ as those physical sensations experi-

enced by the prisoner during execution, and a

limited concept of beneficence as being measured

by only one aspect of the execution process. Capital

punishment causes suffering in many persons,

including victims’ families, convicts’ families, and

prison staff (Osofsky and Osofsky, 2002), none of

which is resolvable by medical means. There are

also no data to support contentions that competent

technicians are less capable of efficient, painless,

or ‘‘humane’’ executions than physicians. Forensic

examination reveals that all execution methods are

fraught with complications, even when physicians

are involved. The most frequent problems associ-

ated with lethal injection are difficulties obtaining

vascular access, and painful subcutaneous infil-

tration of medications, delaying onset of uncon-

sciousness (Khan and Leventhal, 2002). A recent

study suggests that blood levels of hypnotics

administered during lethal injections are inad-

equate to assure unconsciousness in almost half

of cases (Koniaris et al., 2005). There is no evidence

that these problems would be significantly lessened

in the hands of physician–executioners, when

complications with intravenous access and aware-

ness during anesthesia also occur during the course

of routine medical care.

Arguments invoking the principle of beneficence

to justify physician involvement in criminal execu-

tions have historically been associated with subse-

quent ‘‘slippery slope’’ justifications for physician

involvement in the killing of persons who have

never faced an accuser or had a fair hearing,

including those with physically or mentally handi-

caps or other social ‘‘flaws’’ (Hinman, 1944; Jonsen,

1993; Pelligrino and Thomasma, 2000). If physicians

accept a role in executions based on beneficence

arguments, it becomes harder to draw the line at

participation in other state-sponsored activities,

such as torture, coercion, and ‘‘medical incarcera-

tion,’’ because they too are often defended as being

‘‘beneficial’’ to society (Silver, 1986; van Es, 1992;

Pelligrino, 1993; Pelligrino and Thomasma, 2000).

Physician participation in executions produces

many harms and is, therefore, not ‘‘non-maleficent.’’

It causes harm through the ‘‘medicalization’’ of a

non-medical and distasteful act in order to defuse

moral objections and render it more acceptable to

an increasingly skeptical public. In this regard, it

parallels historical misuse of psychiatric diagnoses

and mental illness-based incarcerations to manage

non-medical social or political problems (Rood,

1979; Gluzman, 1991; Adler et al., 1992). Agreeing to

participate in executions transforms the physician

into a deceptive ‘‘double agent,’’ who is acting

on behalf of the state while appearing to act on

behalf of the ‘‘patient’’ (Silver, 1986; van Es, 1992;

Pelligrino, 1993). It erodes public respect and trust

(Sikora and Fleischman, 1999). It also sometimes

undoubtedly engages the physician in the killing

of innocent persons (Hinman, 1944; Dieter, 2004;

Gross et al., 2005).

Physicians have typically tried to divorce the

issue of physician participation in executions from

456 G. A. Van Norman



the question of whether capital punishment itself

is moral. But the morality of engaging in an activity

simply cannot be completely separated from

moral aspects of the activity itself (Thorburn, 1987;

Hastings Center, 1996). The practice of medicine

involves consideration of the principle of justice,

and the extent to which capital punishment

intrinsically fulfills that principle is relevant to

whether physician participation in executions is

consistent with professional integrity.

DNA technology has proven that innocent people

are wrongly convicted of capital crimes and sen-

tenced to die, and that innocent people almost

certainly have actually been executed (Langer, 2001;

Dieter, 2004; Gross et al., 2005). Capital punishment

for comparable crimes is applied unequally across

racial and socioeconomic groups (Baldus and

Woodworth, 1997). Studies consistently demonstrate

that it does not deter violent crime (Sorensen et al.,

1999; US Department of Justice, 2003; Rosenfeld,

2004; Berk, 2005). It unfairly consumes economic

resources, because it is much more expensive than

lifelong incarceration (Cook et al., 1992; Dieter, 1992;

Forsberg, 2005). It fuels ethically objectionable pro-

posals to curtail existing ‘‘safeguards’’ – the appeals

process – in order to cut costs (US Senate, 2005). It

does not appear to provide the closure that victims’

families seek (Lithwick, 2006; Schieber, 2006).

There is disturbing evidence that executioners

undergo a process of ‘‘moral disengagement,’’ or a

kind of moral degradation (Osofsky et al., 2005).

Executioners avoid self-condemnation by dehuman-

izing the convict, devaluing his or her life, and

deflecting personal moral responsibility away from

themselves by blaming juries, judges, governors,

and ‘‘the law’’ for the prisoner’s execution, and not

themselves.

Law

Do-not-resuscitate in the operating room

The courts unambiguously support the rights of

competent patients to refuse life-sustaining inter-

ventions and to have treatment refusals honored

while they are unconscious (In the Matter of

Quinlan, 1976; Barber v. Superior Court, 1983;

Cruzan v. Director MDH, 1990). Because anesthetic

care usually interferes with a patient’s ability to

make and express decisions, courts have found that

anesthesiologists have legal obligations to protect

the patient in the OR from unwanted intrusions

(Schloendorff v. Society of New York Hospital, 1914;

Kroll, 1992). Recently, physicians have been found

liable when an unwanted resuscitation resulted

in survival but significant morbidity (Anderson v.

St. Francis–St. George Hospital, Inc., 1996; Osgood v.

Genesys Regional Medical Center, 1997).

Physician participation in executions

In the USA, persons who participate in legally

sanctioned executions are protected from criminal

charges or civil penalties. In almost all cases,

anonymity is promised to participants, making it

difficult to know exactly how many executions are

carried out with the help of physicians. Although

lethal injection was developed as a ‘‘humane’’

method of execution, reports of complications and

undue suffering of prisoners has called the consti-

tutionality of lethal injection into question. Several

state courts have recently ruled that lethal injection

must be carried out under the supervision of a

physician. In the state of Missouri, a court has

ruled that an anesthesiologist must mix and per-

sonally administer the drugs, or supervise their

administration (Michael Anthony Taylor v. Larry

Crawford et al., 2006). Physicians are not legally

compelled, however, to participate in the execution

of prisoners.

Policy

Do-not-resuscitate in the operating room

Automatic suspension of DNR orders in the OR

does not appropriately recognize patient rights to

refuse medical therapies during the perioperative

period. Guidelines established by the American

Society of Anesthesiologists (1993), the American
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College of Surgeons (1994), the Association of

Operating Room Nurses (Murphy, 1993), and the

Joint Commission on Accreditation of Health Care

Organizations (1996) require that DNR orders be

rediscussed in the setting of surgery and anesthesia

and state that automatic suspension of DNR orders

in the perioperative setting is unethical. Discussion

of DNR orders in patients undergoing anesthesia

and surgery should include an explanation of the

risks and benefits, including the more favorable

outcomes for CPR in the OR, and the medical staff

should document either the patient’s goals for

treatment or specific treatments the patient refuses

or accepts.

Physician participation in executions

In the USA, physician organizations have consist-

ently held that physician participation in execu-

tions is unethical (American Medical Association,

2000; American Psychiatric Association, 2003).

However, there are no reported cases of disciplinary

action against a physician or expulsion from a

professional society for such involvement. In part,

anonymity provided to executioners prevents many

professional organizations from even being able to

identify which, or how many, of their members aid

in executions.

Physician involvement in euthanasia and execu-

tions concerns anesthesiologists in particular; to

the uninformed, their skills appear to make them

ideal candidates for duties that involve killing

(Jonsen, 1993; Truog and Berde, 1993). The American

Society of Anesthesiologists (ASA) has, therefore,

addressed the issue in several ways. The ethical

guidelines of the society specifically support those

of the American Medical Association, which pro-

hibit physician involvement in executions (American

Medical Association, 2000; American Society of

Anesthesiologists, 2003). A statement by the Presi-

dent of the American Society of Anesthesiologists in

2006 (Guidry, 2006) concluded that, ‘‘physicians

should not participate in executions, either by direct

action or by performing ancillary functions. This

includes making recommendations about drugs to

be used. Physicians are healers, not executioners.

The doctor–patient relationship depends upon the

inviolate principle that a doctor uses his or her

medical expertise only for the benefit of patients.’’

How should I approach anesthesiology
ethics in practice?

Do-not-resuscitate in the operating room

The favorable prognosis for resuscitation in the OR

obligates anesthesiologists to revisit DNR orders

with patients in the perioperative period, because

the patient may make a different decision in the

specific setting of surgery. Presenting a patient with

an exhaustive ‘‘consent check list’’ of possible inva-

sive or resuscitation measures, however, can be

intimidating, confusing, and coercive at a time of

significant stress. Some authors have, therefore,

suggested a ‘‘goals-directed’’ approach to DNR in

the OR that focuses on patient desires regarding

outcomes rather than on specific techniques to try to

meet those desires (Jackson and Van Norman, 1999;

Truog et al., 1999). The patient may agree to have

obvious, reversible problems addressed in a medic-

ally appropriate fashion but wish withdrawal of life

support after surgery if other complications arise.

There is probably no single ‘‘best’’ way of

approaching the patients with DNR orders who are

scheduled for surgery. The process of informed

consent and refusal depends on individual patient–

provider relationships and conversations (Jackson

and Van Norman, 1999). By the same token, DNR

orders do not constitute permission to stop ‘‘caring’’

for the patient in other ways. Invasive monitoring,

for example, may help the anesthesiologist to pre-

vent the cardiac arrest that cannot subsequently be

treated.

Physician participation in executions

Current ethical standards of most medical profes-

sional organizations either explicitly prohibit or

discourage the involvement of physicians in the
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execution process, although such standards are

often vague as to what constitutes ‘‘participation.’’

Most organizations appear to define participation

as being present during executions, directing

medical procedures involved in the execution, and

prescribing further measures when the prisoner

does not immediately die. The appropriateness of

physician participation in declaring death (which

may indirectly lead the physician to ‘‘prescribe’’

further measures if death has not resulted), or

formulating methods of execution or recipes for

lethal injection, remains controversial. In recent

statements from the American Society of Anes-

thesiologists, however, involvement in such

‘‘ancillary’’ aspects of lethal injection is also dis-

couraged (Guidry, 2006).

Although it is tempting to believe that physician

participation in executions is somehow ‘‘merciful’’

or ‘‘beneficial,’’ such activities nevertheless cause

tremendous harms, both to persons involved and

to the medical profession at large. Physicians

should, therefore, not participate in executions.

The cases

The first case considers a do not resuscitate order

in the operating room. Mrs. C was competent to

refuse life-saving therapy. She was at moderate risk

for cardiac arrest in the OR. It became obvious

through discussion that she hoped to survive her

surgery, obtain relief from pain caused by the

bowel obstruction, and rejoin her family. She

wished to avoid prolonged mechanical ventilation,

particularly if things appeared ‘‘hopeless.’’ She did

not see any purpose in resuscitation if her heart

stopped beating during surgery, but expected

medications to be administered to ‘‘prevent it from

stopping,’’ if possible. Despite her surgeon’s

objections, the anesthesiologist placed invasive

monitoring lines to facilitate hemodynamic man-

agement and reduce the risks of cardiac arrest in

the OR. He also planned placement of the patient

in the intensive care unit postoperatively. During

the surgery, dopamine was initiated to support

blood pressure and cardiac output. She remained

mechanically ventilated postoperatively. Dopa-

mine was gradually weaned and she was extubated

on the third postoperative day. After 10 days in the

hospital, she was discharged to a nursing facility,

and returned home to her family two weeks later.

She died at home after four months from the

effects of metastatic cancer.

The second case deals with an execution. Despite a

court order that lethal injection could only be

carried out if a physician was present to supervise

the execution, no physician could be found who

agreed to participate. In February of 2006, execu-

tions by lethal injection in the state of Missouri

were placed on an indeterminate ‘‘stay’’ until the

issues could be resolved. Mr. D remains on death

row awaiting execution.
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Critical and intensive care ethics

Phillip D. Levin and Charles L. Sprung

A 70-year-old male patient (Patient E) is admitted to the

intensive care unit (ICU) following a road traffic accident

in which he suffered severe head and abdominal injuries.

After four weeks in the ICU, the patient’s neurological

condition has stabilized with minimal function (the patient

does not communicate but withdraws all four limbs to

painful stimuli). Following numerous bouts of sepsis, the

patient is developing renal failure. He is anuric, hyperka-

lemic, and acidotic. He is also ventilator dependent and on

high doses of inotropes. The patient’s family states that in

their culture, life continues until the heart stops beating.

The family (that includes a physician) requests that all

resuscitative efforts be continued, including dialysis.

In parallel, a second patient (Patient F) with similar injuries,

but with metastatic prostate cancer, is admitted to the

emergency room and requires an ICU bed. In addition to

his traumatic injuries, however, he is wheel-chair bound as a

result of dementia. No beds are currently available.

According to the assessment of the ICU physician attending,

the trauma patient described in case one has the least to

benefit from ICU therapy and should be assessed for with-

drawal of ventilation, towhich the family strenuously objects.

What is critical and intensive care ethics?

Many aspects of medical care practiced today

would not be feasible without the support of an

intensive care unit (ICU). Critical and intensive

care ethics concerns the moral issues related to,

amongst other things, major surgery performed in

an increasingly older and sicker population, inter-

ventional radiology procedures, such as those

required in the therapy of acute stroke, and the

ever-present population of those injured in traffic

accidents.

There are three predominant aspects of ICU care

that make up the majority of ethical dilemmas

encountered by clinicians working in critical and

intensivemedical care: cost, availability of resources,

and outcome. The requirement for ICU beds has

increased over recent years, while the number of

beds has increased at a slower rate. This has led

to a situation of limited ICU bed availability in

many countries (Vincent, 1999). Care in ICU is both

very expensive (accounting for up to 20% of all

inpatient costs and 0.8% of the US gross national

product in 1986 [Jacobs and Noseworthy, 1990])

and not guaranteed to lead to a successful out-

come. Indeed, the definition of a successful ICU

outcome has become blurred. While survival is a

measure of ICU outcome, it is no longer considered

as a marker of success of ICU therapy. For many

patients, survival to a state of ICU dependence or

survival with marked physical or mental impair-

ment is considered as a fate worse than death.

Many of these patients (or their families) choose

death over survival with low quality of life and

define this as an acceptable outcome of ICU care.

We will not investigate the significance of

macrofinancial allocation decisions made at the

national level. While these decisions undoubtedly

have ethical implications (whether money be used

for ICUs that may save lives or for schools that may

educate the future generation), the ICU physician

has very limited, if any, influence over them. In

contrast, the assumption that ICU care saves or
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prolongs lives in the presence of multiple organ

failure makes deciding which are the best patients

to admit to the ICU when resources are limited

(e.g., bed availability) and ICU care providing

uncertain benefits (e.g., outcome) everyday prob-

lems faced by clinicians working in this area.

This chapter attempts to portray the two most

common ethical dilemmas facing the ICU physi-

cian: the difficult decisions regarding whom to

admit to the ICU in the face of limited resources

and how to manage the patient who has not

recovered despite ICU care. While these difficulties

occur daily, the following must be emphasized.

Firstly, ICU care succeeds in facilitating patient

recovery in the large majority of patients admitted.

Secondly, while ICU care may undoubtedly be

stressful, after one year, 78% of patients who were

ventilated had no recall of pain or discomfort, and

86% were willing to undergo ventilation again

(Mendelsohn et al., 2002). Finally, despite all the

difficulties associated with ICU care, satisfaction

amongst ICU survivors able to express an opinion

is very high: 81% of them were extremely pleased

that resuscitative equipment had been used and

80% were willing to undergo ICU care again if

required under any circumstances (Russell, 1999),

even if for only one month of post-ICU survival

(Danis et al., 1988).

Why is critical and intensive care ethics
important and how do I approach
them in practice?

Triage

When faced with a new referral, the ICU physician

has to weigh three main issues. (i) Does the patient’s

acute condition warrant ICU admission: that is, is

the patient sick enough that they will require

and potentially benefit from ICU care or can they

receive adequate care on a regular ward? (ii) Is there

a preexisting medical problem (such as severe

dementia) that might make ICU care inappropriate,

or is the patient so sick that ICU care will be of no

benefit? (iii) Is there a bed available in the ICU for

this patient, or can an existing ICU patient be dis-

charged safely to make room for the new patient?

While these issues may at first sight seem easy to

resolve, they are not. Firstly, there are no existing

objective criteria determining who will benefit

from ICU admission, and no universally accepted

exclusion criteria. Secondly, the consequences of

triage decisions may be very significant as patients

requiring ICU but refused admission have a higher

morbidity or death compared with those admitted

(odds ratio for mortality, 3.04; 95% confidence

interval, 1.49–6.17) (Sinuff et al., 2004). Thirdly,

there is significant post-ICU discharge mortality

(estimated to occur following up to approximately

30% of ICU discharges), part of which is thought to

result from premature ICU discharge (Daly et al.,

2001; Moreno et al., 2001).

Current studies shed light on the process of tri-

age but have not determined any means of decid-

ing whether a specific patient should be accepted

or not. Amongst patients refused ICU admission,

the reasons for refusal can be divided into two

groups: medical and administrative. Medical rea-

sons include those described above, for example

the patient was too well or too sick to benefit

from ICU admission and had a preexisting illness

or condition that was considered to make ICU

admission inappropriate. Unfortunately, our ability

to categorize patients into these medical groups

is not particularly successful. One triage study

showed that patients refused ICU admission as

they were considered to be too well had a mortality

of 9%, while 18% of those refused ICU admission as

they were considered to be too sick to benefit

survived with ward care alone (Garrouste-Org et al.,

2005). Further, deciding which preexisting medical

conditions should preclude ICU admission is

entirely subjective. For example, advanced age, a

criterion frequently cited as a reason not to admit

patients to ICU, does not inevitably determine a

poor ICU outcome (Chelluri et al., 1993; Demoule

et al., 2005), nor does disseminated malignant

disease or hematological malignancies. Finally

regardless of the long-term prognosis, patients are
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willing to undergo ICU care to achieve as little as

one month of post-ICU survival (Danis et al., 1988).

Triage decisions are also influenced by factors

unrelated to the patient and their illness. The

simplest example of these administrative factors is

bed availability. If no ICU bed is available, then the

patient cannot be admitted to ICU regardless of

their medical problems or prognosis. There may,

however, be more complexity to administrative

issues, as patients examined by a physician (rather

than referred by phone) and patients examined by

junior rather than senior physicians are refused

ICU admission more frequently, as are patients

from medical units and those referred at night

(Garrouste-Org et al., 2005).

How then should decisions be made about how

to use the scarce resource of ICU beds? The pro-

fessional societies have published guidelines to

help to direct triage decisions for ICU care. The

Task Force of the American College of Critical Care

Medicine and the Society of Critical Care Medicine

(1999) emphasized benefit as a priority, while the

American Thoracic Society(1997) suggested that

patients should be admitted on a first come first

served basis, provided there is an expected min-

imal benefit to ICU admission. Unfortunately, as

described above, medical benefit, is not well

assessed by physicians while benefit, as deter-

mined by patients and their family, is not meas-

urable. In an attempt to improve medical benefit

assessments, scoring systems have been suggested.

The APACHE and SAPS systems are inappropriate

for this task as they are dependent on data accu-

mulated during the first 24 hours of ICU care,

which are not available at the time of triage.

Recently, a large multicenter trial including more

than 7000 patients referred for ICU care has been

completed, aiming to provide a triage scoring sys-

tem to assist in ICU admission and discharge

decision making. The preliminary results will be

published shortly in abstract form (C. L. Sprung,

personal communication).

In conclusion, at present no clear evidence-based

guidelines are available to assist the physician in

deciding which patients should be admitted to

the ICU when bed supply is limited. While many

medical and administrative factors have been

identified that influence the triage process, most of

these factors, unfortunately, have been identified

in a negative context – meaning perhaps that they

represent biases rather than valid independent

criteria. For more on issues related to resource

allocation and triage, see Ch. 33.

End of life care

For many patients dying in the ICU, there comes a

point where further medical intervention will not

result in a cure but rather will either leave the

patient chronically ICU dependent or prolong the

dying process. Beyond this point, while medical

interventions may have physiological effects, they

will not alter the final outcome, and they are con-

sidered by many (but not all) to be non-beneficial.

Defining the point beyond which further therapy is

non-beneficial is, however, by no means straight-

forward, as the decision has physiological, func-

tional, psychological, and ethical elements. For

example, for some patients or families, while the

heart is beating, the patient is alive, even if there is

extensive damage to other organs or even if the

patient is defined as brain dead. For such patients

or their families, the no-benefit point may only be

reached after prolonged resuscitation. In contrast,

for a patient who believes that life has no meaning

without functional independence, quality of life

determines the no-benefit point and that point

might be reached soon after a head injury, despite

the fact that a full physical recovery, albeit with

reduced mental ability, can be achieved. In any

event, there comes a point where therapeutic

interventions change to interventions designed to

manage the end of life.

Similar to other hospital areas, the objectives of

end of life care in the ICU are to prevent suffering

and to ensure death with dignity. However, in

contrast to other hospital areas, ICU interventions

(such as ventilation, inotropes, and dialysis) are

able to maintain or support organ function for

long periods of time. Consequently, while on an
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oncology ward, it might be sufficient to refrain

from life-support interventions while nature takes

its course, in the ICU environment, measures that

are sustaining life might already be in place. These

measures, while not contributing to the patient’s

recovery, can delay death. Once the no-benefit point

has been reached, consideration must be given to

the management of life-supporting interventions.

In the ICU, end of life care exists as a continuum

beginning with full care and ending with eutha-

nasia. While different categories can be recognized

on the continuum, and are described below, the

borders between them are often blurred. It should

be noted, however, that in most jurisdictions

euthanasia is illegal.

The first limitation often applied is the do-not-

resuscitate (DNR) order (or the do-not-attempt-

resuscitation order). Such an order may have been

determined in advance in a ‘‘living will,’’ or may be

applied on ICU admission or at any stage during

ICU care. While the patient is stable and does not

require active intervention to prolong life, the care

that a patient with a DNR order receives may be

identical to that of any other patient. A DNR order

represents a specific type of decision to ‘‘withhold’’

therapy. Withholding therapy means not beginning

a therapy that might be required to prolong life.

Such a decision might include not starting ino-

tropes despite a decrease in blood pressure, or not

beginning dialysis for acute renal failure.

Further along the spectrum of end of life care is

withdrawal. Withdrawal means the cessation of a

therapy required to prolong life. An example is the

cessation of mechanical ventilation, or extubation

of a patient despite the prediction that the patient

will not be able to sustain spontaneous ventilation

and is, therefore, almost certain to die.

Finally, the most ‘‘aggressive’’ form of end of life

care includes steps taken to shorten the dying

process, or active euthanasia. In this circumstance,

interventions (such as the administration of drugs)

are performed with the specific intent of causing

death. The administration of opiates at very high

dosage together with muscle relaxants to a spon-

taneously breathing patient might be an example.

It has been claimed there is no ethical difference

between withholding and withdrawing therapy

(American Thoracic Society, 1991; American

Medical Association, 2006; UK General Medical

Council, 2006); as both may ultimately result in the

patient’s demise. Despite this, there is a clear rec-

ognition that in practice these two options are not

the same. For example, the UK General Medical

Council has stated (2006): ‘‘it may be emotionally

more difficult . . . to withdraw a treatment . . . than

to decide not to provide a treatment in the first

place.’’ Physician questionnaires have also revealed

that 66% of physicians and nurses do not see

withholding and withdrawing as equivalent in Eur-

ope (Vincent, 1999), while 26% of North American

physicians felt more disturbed by withdrawing

therapy than withholding (Society of Critical Care

Medicine Ethics Committee, 1992). The outcomes of

these decisions are also different. A DNR order

placed in a living will may be followed by many

years of good life. However, a recent study of the

events surrounding end of life decisions for 4248

patients in European ICUs (Sprung et al., 2003),

showed that 89% of patients for whom therapy was

withheld died, compared with 99% of patients for

whom therapy was withdrawn, with a median time

to death being 14 hours following withholding and

four hours following withdrawal of therapy. The

difference between withholding and withdrawing

therapy has also been noted in a new law intended

to regulate end of life care in Israel. This law accepts

and permits cessation of intermittent therapies in

terminally ill patients but does not allow withdrawal

of continuous therapies (Eidelman et al., 1998).

Decisions regarding the type of end of life care

appropriate for a specific patient do not seem to

be objective. For example, using questionnaire

responses from 1361 Canadian physicians and

nurses to 12 case vignettes (Cook et al., 1995), in only

one example tested was there greater than 50%

agreement regarding the limitation strategy to be

employed. Further, in an observational study of

5910 ICU deaths in North America (Prendergast

et al., 1998), the proportion of deaths preceded by

withdrawal of therapy ranged from 0 to 79% across
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different centers, with a range of 0 to 67% for with-

holding therapy. In Europe, similar variability has

been described, with 47% of ICU deaths in northern

Europe being preceded by withdrawal compared

with 18% of deaths in southern Europe (Sprung

et al., 2003).

The most relevant factor determining the end of

life strategy employed by clinicians and patients

seems to be cultural. For example, more religious

physicians tend to be more conservative in their

end of life practices (38% of ‘‘religious’’ physicians

felt uncomfortable withdrawing care as opposed to

21% of non-religious physicians [Vincent, 1999]), as

are physicians who are in non-academic practice

(Society of Critical Care Medicine Ethics Commit-

tee, 1994) or who are older (Alemayehu et al.,

1991). Ethnic differences may be equally import-

ant. Limitation of life support seems to be less

common in Japan and Hong Kong, for example

(Ip et al., 1998; Nakata et al., 1998; Sirio et al., 2002;

Yaguchi et al., 2005), while even within the USA,

different ethnic subgroups view end of life care

very differently (Blackhall et al., 1999).

Given that many patients are treated in multi-

cultural urban societies, it can be expected that

significant differences in approach to end of life

care will be found between patients and healthcare

providers. Therefore, the question arises as to who

should decide on the most appropriate end of life

care for a given patient. In the USA, autonomy is

the preeminent value in decision making; however,

95% of ICU patients may lack decision-making

capacity at the time end of life decisions have to be

made, and only 20% will have previously expressed

their views (Cohen et al., 2005). Consensus seems

to exist that the patient’s natural proxy is their

family and in the USA, family involvement in end

of life decision making is the rule, with 93–100%

family involvement (Smedira et al., 1990; Pre-

ndergast and Luce 1997; Cohen et al., 2005). In

Europe, family involvement in end of life decision

making is variable, ranging from 84% involvement

in northern European countries to 47% in southern

European countries. It must be noted, however,

that family involvement may not mean a sharing of

decision making, as 88% of families in Europe were

told of the end of life policy being enacted, while

only 38% were asked for their views (with some

discussions including both telling and asking)

(Cohen et al., 2005).

Further, even when involved in the end of life

decision-making process, family members do not

accurately represent the wishes of their loved ones,

with agreement concerning end of life care pref-

erences between the patient and their family

members ranging from 50 to 88% (Seckler et al.,

1991; Sonnenblick et al., 1993; Marbella et al., 1998).

Also, even when known, only 46% of children are

willing to abide by their parents wishes (Sonnenblick

et al., 1993). Finally, despite the espoused import-

ance of patient autonomy in North America, 23% of

879 US physicians had withdrawn therapy without

the patient or their family’s consent, 12% without

their knowledge, and 3% despite their objections

(Asch et al., 1995). It seems, therefore, that although

autonomy is a sought-after value, it is both hard to

determine and difficult to respect.

Perhaps because of the vast differences in

approach to end of life care expressed by different

cultural groups, or the inherent difficulties in

dealing with death, conflict between families and

the ICU staff at the end of life is not uncommon. In

one study, 44% of all conflicts between the ICU

team and family members originated in differences

of opinion regarding end of life care (Studdert et al.,

2003). Resolution of these conflicts can usually be

achieved with sensitive negotiation; however, when

these measures fail, external arbiters may have to

be considered. These might include an ethics

consultant (Fletcher and Siegler, 1996) (a third

party not involved in the ICU care of the specific

patients, and indeed not necessarily a physician),

an ethics committee, or the courts (Gostin, 1997).

For more on issues related to end of life issues,

see Section II.

The cases

The situation described at the beginning of this

chapter illustrates a number of points. Firstly, a
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triage decision has to be made regarding Patient F.

Does he have an indication for ICU admission, or

is he too well or too sick? The patient does have an

indication for ICU admission (traumatic head

injury); however, his chances of surviving to hos-

pital discharge may be reduced by his limited

functional capacity (the patient is wheel-chair

bound). In addition, the history of dementia may

indicate a low post-ICU quality of life. To be

meaningful, however, this diagnosis needs to be

fully explored with family members and the family

physician. In our experience emergency room

diagnoses of dementia range from mild benign

senile forgetfulness to full blown organomental

syndrome. In our institution, this patient would

certainly be accepted to the ICU at least for a trial

of therapy.

As no beds are currently available, the next

decision required relates to how to provide a bed.

One option would be to transfer or withdraw ven-

tilation from Patient E. Is this decision ethical?

Should Patient F, whose chances of survival are

also poor, act as a lever to limit the therapy given

to Patient E? Or should a first-come-first-served

approach be taken, and Patient F left in the emer-

gency room?

Patient E is deteriorating and unlikely to recover;

however, his family, for cultural reasons, rejects the

possibility of withdrawal of therapy. In practice, in

family meetings our main objective would be to

avoid conflict. We would state that the patient is

dying and that no therapy will stop this process.

The family, however, is requesting that dialysis be

performed, raising the question to what extent

patients and their families can determine patient

care when it is contradictory to physician recom-

mendations. We would maintain that dialysis could

potentially cause more harm than good in this

hemodynamically unstable patient, and that as

such we should not take steps that may cause

harm. We would then attempt to negotiate with

the family agreement to transfer the patient to

the regular floor. If this failed, we have the fortu-

nate prerogative of admitting ICU patients to the

anesthetic recovery room, and this is what we

would do.
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Emergency and trauma medicine ethics

Arthur B. Sanders

A 25-year-old male is brought to the emergency department

by medics at midnight on Saturday night after being

assaulted outside a downtown bar. The medics report

that he was hit on the head and unconscious for a few

minutes. When they arrived at the scene, the patient was

confused but talking. He has a 4-inch laceration in his left

parietal scalp and alcohol on his breath. When the patient

arrives in the emergency department, he is slurring his

speech and reports drinking several beers at the bar before

being assaulted. He refuses any diagnostic tests or thera-

peutic interventions. He does not let the nurse start an

intravenous line or draw blood, nor let the physician

examine his laceration or do an adequate neurological

examination. He demands to leave. He says he has been

assaulted before and will be OK. He becomes increasing

abusive to the staff and repeats his demands to leave.

The paramedics are called to a skilled nursing facility for an

80-year-old woman who is in cardiac arrest. The patient

was last seen four hours previously by a healthcare aide and

later found in her room unresponsive. When the medics

arrive, the patient is unresponsive with no pulse or blood

pressure. They call their base station asking to declare the

patient dead. They say that it is futile to resuscitate elderly

patients in nursing homs because suchpatients never survive.

In addition, since she has been down a long time she will

have severe neurological dysfunction. The patient has no

advance directive. She has been in the nursing facility for

three weeks for rehabilitation after a hip replacement.

What is emergency and trauma ethics?

Ethical dilemmas are common in the emergency

medical care system. In this chapter, we will discuss

how the emergency department is different than

other environments in medicine. These differences

create unique ethical issues that are dealt with on a

daily basis by emergency healthcare professionals

(Iserson et al., 1995; Sanders, 1995; Adams et al.,

1998; Larkin for the SAEM Ethics Committee, 1999;

American College of Emergency Physicians, 2004;

Girod and Beckman, 2005). Patients presenting to an

emergency department (ED) are inherently different

from those in primary care or specialty practices.

Some of the differences include the following con-

siderations, which may influence ethical decision

making in emergency and trauma medicine.

1. Patients come to the ED with an actual or

perceived acute medical or surgical emergency.

A fundamental principle of emergency medicine

is primarily to assess patients for serious diseases

with threats to life or limb. When serious diseases

are ruled out, the patient is assessed for common

diseases. This focus on life-threatening condi-

tions means that time pressures are key to

completing diagnostic tests to rule out life-

threatening conditions (Sanders, 1995; American

College of Emergency Physicians, 2004).

2. Patients seeking care in the ED do not choose

their doctor. In clinic practice, the patients usually

choose their doctor and develop a rapport and

trust relationship over many years. Physicians in

clinic practices have the time to get to know the

patient and understand his/her values. Without

knowing the patient and their lifestyle and values,

it ismuchmore difficult for emergency physicians

to address ethical dilemmas (Sanders, 1995).
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3. Many patients seen in EDs with trauma or acute

medical conditions have altered mental status.

Alcohol, drugs, head trauma, pain, psychiatric

conditions, and anxiety over the acute change in

health status are common among such patients

and can influence decision making and informed

consent (Sanders, 1995; American College of

Emergency Physicians, 2004). Sometimes these

conditions are suspected but unknown at the

time of treatment.

4. Diagnostic and therapeutic decisions must be

made quickly for patients in ED, often with

incomplete data. In a clinic or inpatient hospital

environment, physicians can take time to consult

with experts, search the literature, and discuss

options before specific decisions are made. In

contrast, the patient who presents to the ED

with an acute myocardial infarction, a dislocated

shoulder, or a ruptured spleen presents with an

emergency condition that must be promptly

addressed (Sanders, 1995).

5. The ED is an open and less controlled environ-

ment compared with clinics. Police, paramedics

(often from the local fire department), and others

are often present. This leads to potential issues

with confidential information. There can also be

potential ethical conflicts regarding obligations

to patients and responsibilities to society. The

inebriated patient involved in a motor vehicle

crash and the patient who presents with a drug

overdose are examples of patients that present

potential conflicts of interest. Should the ED

report these patients to the police or confiden-

tially treat their medical conditions? Emergency

healthcare providers often balance obligations to

the patients with obligations to society (Sanders,

1995; Knopp and Satterlee, 1999; American

College of Emergency Physicians, 2004).

6. The emergency medical care system is an

essential part of emergency and trauma medi-

cine. Medics and emergency medical techni-

cians operate under the license and orders of

the emergency physician. They face potential

ethical dilemmas with conflicting responsibil-

ities to patients, base station physicians, law

enforcement agencies, employers, and society.

Medics often face angry, hostile patients, many of

whom are under the influence of alcohol or drugs

or have psychiatric conditions. They balance

respect for patient autonomy with trying to

deliver optimal care for patients in the commu-

nity (Sanders, 1995; American College of Emer-

gency Physicians, 2004).

Why is emergency and trauma
ethics important?

Ethics

Many of the traditional ethical dilemmas exempt

emergency conditions. For example, fundamental

ethical considerations such as informed consent,

confidentiality, and patient autonomy may not

apply for patients having emergency conditions.

The patient who suffers multisystem trauma, who

is unconscious, or who is in cardiac arrest is

immediately treated with standard medical or

surgical treatment including surgery and other

invasive treatments. Standards of confidentiality

may not be met as emergency healthcare profes-

sionals may request medical records from other

hospitals without informed consent of the patient

(Knopp and Satterlee, 1999). If many traditional

ethical considerations do not apply to emergency

conditions, do they apply when there is a potential

for an emergency condition? This can only be

determined after a thorough ED work-up.

Law

It is important that emergency healthcare profes-

sionals be aware of legal precedents that affect

the practice of emergency medicine. In the USA,

for example, the Emergency Medicine Treatment

and Labor Act (EMTALA) is a federal law that

requires that each patient presenting to an ED

receives a screening examination and be medically

stabilized. Prior to the EMTALA law, hospital

emergency departments could refuse to care for
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patients who did not have the ability to pay and

were referring them to government hospitals, with

resultant delays in care. This was termed ‘‘patient

dumping.’’ Since the EMTALA laws were enacted in

1986 and updated in 1994 and 2003, patients must

be stabilized and an accepting physician contacted

before patients are transferred to another hospital

for specialized care not available at the initial

hospital (Capron, 1995; Derse, 1999).

Some traditional legal precedents such as the

need for informed consent and confidentiality have

exceptions when a patient presents in a true emer-

gency condition. Under this exception, the patient

must be unconscious or incapacitated with no

immediate family available, time is critical for diag-

nostic or therapeutic procedures, and a reasonable

person would consent to the procedure or request

for medical information (Derse, 1999).

Policy

Ethics in emergency and trauma medicine is thus

more complex than ethical issues in a primary care

setting. The special circumstances and nuances

of emergency medical care is addressed in the

subspecialty Codes of Ethics developed for emer-

gency physicians (Larkin, 1999; American College

of Emergency Physicians, 2004). This emphasizes

the unique duties of emergency physicians,

including the ‘‘social role and responsibility to act

as healthcare providers of last resort for patients

who have no other ready access to healthcare.’’

The basic principles of the emergency physician–

patient relationship includes beneficence, respect

for patient autonomy, fairness, respect for privacy,

and non-maleficence. Informed consent by

patients is important provided they have decision-

making capacity.

How should I approach emergency and
trauma ethics in practice?

It is important to understand that ethical issues are

common in the ED. Each patient encounter is

unique and clinicians cannot follow definitive rules

for all cases.

In emergency medicine and trauma care, evalu-

ating decision-making capacity is the key element

of informed consent. The patient may be suspected

to have taken alcohol, drugs, or have unknown

medical conditions that affect their decision-

making capacity. Their clinical picture, as well as

mental status, may fluctuate in the same ED visit.

Even more confusing is the fact that decision-

making capacity is decision specific and depends

on the consequences of the decision. An inebriated

patient with a laceration may be released if they

refuse sutures, with the consequences of a scar or

wound infection. However, the same inebriated

patient may be restrained and forced to stay in the

ED after a serious motor vehicle crash if they refuse

medical care. The consequences of refusing trauma

care after a motor vehicle crash can be immediate

death (Iserson et al., 1995; Derse, 1999).

Although emergency healthcare providers respect

and value patient autonomy, exceptions to informed

consent also exist. Patients in true life-and-death

situations must be treated appropriately even if

there is no time to obtain informed consent. Implied

consent is assumed, as a reasonable person would

want standard medical treatment to save his/her

life. A trauma patient who is acutely bleeding from

his/her ruptured spleen is promptly taken to the

operating room. The unconscious patient with a

drug overdose is treated as an emergency regardless

of consent. In addition, patients who do not have

decision-making capacity are treated with standard

medical care until their capacity to make decisions

is restored. The most common example is the

inebriated patient, who sobers up in the ED and is

then able to make rational decisions about health-

care. Finally, there may be public health and societal

benefits that overrides an individual’s consent to

treatment. For example, a patient with an infec-

tious disease such as tuberculosis may not have

a choice about treatment options (Iserson et al.,

1995; Palmer and Iserson, 1997; Moskop, 1999;

Naess et al., 2001; American College of Emergency

Physicians, 2004).
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Emergencyhealthcareprofessionals operate under

the assumption that patients want full resuscitation

for medical or traumatic emergencies (Moskop,

1999; Marco and Larkin, 2000; Naess et al., 2001;

American Heart Association, 2005). The clinical

teaching is to ‘‘err on the side of life.’’ Patients fac-

ing life- or limb-threatening conditions receive full

resuscitation efforts with the following exceptions:

(i) the patient has a valid advance directive saying

they do not want resuscitation, and (ii) resuscitation

attempts would be futile (American Heart Associ-

ation, 2005).

Cardiopulmonary resuscitation (CPR) is one of

the few procedures that is begun unless a limita-

tion of medical care order is in effect. The default

CPR order is appropriate since cardiac arrest is the

ultimate medical emergency where a delay of even

minutes drastically reduces the chances for suc-

cessful resuscitation. Patients with valid advance

directives will have these honored by emergency

and prehospital care professionals. Many commu-

nities have a standardized prehospital do-not-

resuscitate (DNR) form that the medics will look

for when they find a patient in cardiac arrest. It is

important that primary care physicians be aware of

the community standards for DNR (Marco, 1999;

Sanders, 1999; Marco and Larkin, 2000; American

Heart Association, 2005). Patients with terminal

diseases who do not have DNR forms available will

have resuscitation procedures instituted when they

call for medics. From an ethical standpoint, there is

no issue in stopping resuscitation efforts if valid

information is presented that the patient or their

surrogate decision maker does not want resusci-

tation. It must be pointed out, however, that medics

are trained to resuscitate, to ‘‘err on the side of life,’’

unless there is a valid DNR form. It is also import-

ant to remember that not all advance directives

ask to limit care. Some advance directives ask that

everything be done to save a person’s life.

If a resuscitation attempt is considered futile,

emergency healthcare professionals are under no

obligation to provide it. There is controversy about

exactly what the circumstances are when resu-

scitation attempts should be considered futile.

A number of factors influence the prognosis for

patients in cardiac arrest. These include patient

factors such as comorbid diseases and etiology of

the arrest, and systems factors such as down time

before CPR, time to defibrillation, and initial rhythm

(American Heart Association, 2005). None of these

factors is, in itself, predictive of medical futility.

Some factors can also be subjected to bias of the

individual treating physician. Therefore, emer-

gency healthcare providers should follow stand-

ard guidelines for when to withhold resuscitation

efforts. Guidelines are developed and updated by

the International Resuscitation Liaison Council

on Resuscitation and local resuscitation councils.

The American Heart Association (2005) gives the

following criteria for withholding CPR efforts.

(a) The patient has a valid Do Not Attempt

Resuscitation (DNAR) order

(b) The patient has signs of irreversible death

(e.g., rigor mortis, decapitation, or dependent

lividity)

(c) No physiological benefit can be expected

because vital functions have deteriorated des-

pite maximal therapy (e.g., progressive septic

or cardiogenic shock).

Physicians can stop resuscitation efforts when the

patient is unresponsive to advanced cardiac life-

support efforts. This is a clinical decision the

emergency physician makes based on known

prognostic factors such as time in arrest, setting,

response to treatment, comorbid diseases, etc. The

vast majority of patients who survive an out-of-

hospital arrest will have return of spontaneous

circulation with the treatment of paramedics.

There is no advantage in transporting a patient in

cardiac arrest to a hospital as long as the emer-

gency medical services system has a protocol for

pronouncing a patient dead (American Heart

Association, 2005).

The cases

The first case illustrates that emergency healthcare

providers try to respect the patient’s autonomy and
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in this case, the patient requested not to be treated.

However, in order to respect the patient’s request,

he must have the decision-making capacity to

understand the consequences of his decision. In

this case, there are a number of factors that may

impair his judgement. Firstly, the patient admits to

drinking several beers. His breath smells of alcohol

and he is slurring his speech. Could the alcohol be

clouding his judgement to refuse treatment? If he

were sober, would he still refuse medical care?

Secondly, the extent of his trauma is unknown. He

was hit on the head, has a laceration, and was

reported to be unconscious for a few minutes. Is

his decision about refusing medical care influenced

by his recent head trauma? Are there other

unknown medical conditions involved? Did the

patient also ingest drugs, such as cocaine or

amphetamines, which also may affect his judge-

ment? The patient is refusing diagnostic tests and

there is no immediate way to sort out these factors.

The patient does not cooperate with a formal

mental status examination. The emergency phys-

ician must make an immediate decision and there

is not time to get consultations. If the patient

is getting aggressive, then he must either be

restrained or allowed to leave. Because the conse-

quences to the patient for a bad decision are sig-

nificant, including a cerebral bleed that can cause

death, the emergency physician decides the patient

does not have adequate decision-making capacity

and restrains him until diagnostic tests are com-

plete and his alcohol wears off.

The second case, an 80-year-old woman in a skilled

nursing facility who suffers a cardiac arrest, raises

the question of the futility of resuscitation efforts.

Patients who suffer cardiac arrest are assumed to

want resuscitation (implied consent) unless they

clearly indicate otherwise through a DNR order

presented to the medics. The absence of such an

order in the nursing home indicates that the

patient wishes everything be done to save her life.

However, healthcare professionals are under no

obligation to provide care that does not have

proven benefit even if the patient requests such

care. In the experience of the medics, it is rare for

older patients in a nursing home to resuscitate

from cardiac arrest, especially if they have been

down a long time. Do we respect the patient’s

autonomy or withhold resuscitation on the basis of

futility? The medical literature on the success of

cardiac arrest shows that there are poor prognostic

factors such as down time before CPR and

comorbid diseases. In this case, we actually do not

know what the true down time to CPR was. It could

have been as long as four hours or as short as one

minute prior to being found unconscious. We are

also uncertain of the patient’s comorbid diseases.

For instance, many nursing home patients are

severely disabled. However, the patient in this case

was temporarily in the nursing home to help with

rehabilitation. There is also no way to determine a

neurological outcome until 48–72 hours after the

arrest. Emergency healthcare professionals should

always err on the side of life. There are published

international guidelines for when to withhold

resuscitation efforts. The patient does not have a

DNR, clear signs of death (rigor mortis or

dependent lividity), and there is no indication of

deteriorating physiological functions. Therefore,

the emergency physician orders the medics to

immediately begin CPR and advanced cardiac life

support protocols.
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Primary care ethics

Margaret Moon, Mark Hughes, and Jeremy Sugarman

Ms. G is 17 years old and needs a physical examination

prior to participating in high school sports. Her physician,

Dr. M, has been the primary care clinician for Ms. G and

her parents for the last 10 years. During Ms. G’s last annual

visit, Dr. M engaged her in a routine discussion about sex,

birth control, abstinence, and safety. Ms. G asked questions

but denied any sexual activity. Dr. M counseled Ms. G to

continue the discussion with her mother. At today’s clinic

visit, Ms. G reports that she has been sexually active for a

few months and would like to start birth control. Addition-

ally, she is worried because her menstrual period is a little

late and she complains of some abdominal discomfort and

a vaginal discharge. Ms. G is adamant that Dr. M does not

reveal her sexual activity to her parents.

Mr. H is 47 years old and has hypertension and high

cholesterol, despite an active exercise regimen and healthy

eating habits. He has a strong family history of hypertension.

His mother had a stroke at age 57 and is disabled. Mr. H

supports his mother as well as his wife and their three young

children. He refuses to take medication, either for his blood

pressure or for his elevated cholesterol. He mentions that he

has ‘‘no faith in medications’’ and that his mother was

taking appropriate medication when she had a stroke.

What is primary care ethics?

To understand the ethics of primary care, it is

important to delineate the unique characteristics

of primary care. Some view primary care as the

cornerstone of the healthcare system, providing

‘‘most care for most people, for most conditions,

most of the time.’’ Primary care is, ideally, accessible,

patient-centered, continuous and comprehensive

(Starfield, 1998). Each of these characteristics has a

moral dimension.

Accessibility suggests that primary care clinicians

are readily available to serve as the usual point of

initial contact with the healthcare system. Depend-

ing upon the setting in which they work, they

may be faced with a tremendous range of patients.

Accessibility often implies that the primary care

clinics are physically in the local community, giving

clinicians insight into patients’ life experiences.

Patient-centered care incorporates patients’ val-

ues, goals, preferences, and needs. It ‘‘sees patients

first as people, with hopes, fears, lives, jobs, fam-

ilies, and relationships, over and above any health

problems that may be presented’’ (Rogers and

Braunack-Meyer, 2004). Primary care that involves

patients as partners in decision making is likely to

be more effective. The challenge for clinicians is

to manage values and goals that may be contrary to

good health or to the clinician’s own values.

Continuous care may provide an opportunity for

clinicians and patients to know one another both

in sickness and in health, but it also includes the

challenges of maintaining a therapeutic relation-

ship. This can contribute to making the clinician–

patient relationship ethically complex.

Comprehensive care requires that clinicians

address any number of presenting physical, social,

or psychological problems, in addition to providing

preventive care. When referral to specialty care is

necessary, the primary care clinician may need to

manage conflicting recommendations while keep-

ing an eye on the ‘‘big picture’’ with the patient.

475



Primary care clinicians encounter ethical issues

on a regular basis in their routine care of patients.

However, traditional bioethics scholarship and teach-

ing has highlighted specific high-intensity ethics

topics usually encountered in hospital and tertiary

care settings. Tertiary care is characterized by

subspecialized and highly technical ‘‘rescue’’ medi-

cine. There has been much less emphasis on

the ethically significant nature of primary care prac-

tice. This chapter examines ethics in the particular

setting of primary care, focusing on the ethical

content of primary care practice and offering some

guidance when such issues are encountered.

Why is primary care ethics important?

Ethical issues in primary care are important both

because they are frequent and because they can

affect the quality of care. Although precise esti-

mates are unavailable, the prevalence of ethical

issues is high in the primary care setting, in part

because that is where most patients receive most

of their healthcare. The overwhelming majority of

healthcare encounters take place in clinicians’

offices. For patients aged 65 and older, office visits

occur 20 times more frequently than hospitaliza-

tions; in childhood, there are 40 to 60 office visits

per hospitalization (Fryer et al., 2003).

Moreover, ethical issues are commonplace in

primary care office visits. While there are few studies

on the nature and prevalence of ethical issues in the

outpatient clinic, Connelly and Dalle Mura (1988)

reported that, in one outpatient office practice,

ethical problemswere present for 30% of the patients

and in 21% of the office visits. The most common

ethical problems for the patients were costs of care

(11.1%), psychological factors that influence prefer-

ences (9.6%), competence and capacity to choose

(7.1%), refusal of treatment (6.4%), informed consent

(5.7%), and confidentiality (3.2%). Ethical problems

were more common in patients over 60 years of age.

Consequently, primary care clinicians face a

multitude of ethical issues every day. While many

of the ethical issues raised in tertiary care may

involve intense and dramatic choices, there is

usually a structure, such as a hospital ethics com-

mittee, to assist the clinician in analyzing and

resolving issues. However, in the outpatient setting,

such structures are unlikely to be available and

clinicians may be more isolated. Therefore, in order

to meet the overriding ethical obligation to deliver

appropriate care to patients, it is essential for

clinicians to understand the ethical issues that

arise in this setting and to develop a sensible

approach to addressing them.

How should clinicians approach primary
care ethics in practice?

Towards preventive ethics in primary care

Preventive ethics necessitates anticipating the

ethical issues common in primary care and pro-

moting clinic practices and standards that help to

minimize avoidable problems (Forrow et al., 1993;

McCullough, 1998). The defining characteristics of

primary care (accessible, comprehensive, patient-

centered, and continuous) suggest opportunities

for preventive ethics. In many instances, policy and

legal structures exist in this regard. For example,

while primary care clinicians strive to offer patient-

centered care that reflects patients’ desires and

values, patients sometimes make requests that are

inappropriate. Professional standards and clinical

guidelines help guide the clinician in properly

responding to many requests for unreasonable care

(Brett, 2000).

In addition, continuity of care stresses the

importance of maintaining a therapeutic clinician–

patient relationship. There are circumstances,

however, in which this relationship becomes inef-

fective or detrimental and the clinician must find a

means to end the relationship. The ethical guide-

lines for ending a doctor–patient relationship usu-

ally center on avoiding abandonment and ensuring

continuity of care with another provider (American

College of Physicians, 2005). Professional socie-

ties may offer specific legal guidelines (American
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Medical Association, 2003; College of Physicians

and Surgeons of Ontario, 2000).

When legal or policy guidelines are not clear or

specific enough to provide a preventive approach,

clinicians can work to establish relevant clinic

policies and practices. Some target areas that may

benefit from such an approach are listed in

Table 60.1.

Table 60.1. Preventive ethics

Qualities of Nature of conflict Examples Methods of prevention

primary care

Accessible care Preserving openness to all

patients when some

requests for treatment may not

fit within the clinician’s own

moral boundaries

Abortion; confidential

services for adolescents

Describe clinic and clinicians’

availability, expertise, and limits

on the provision of care. Make

services and limits clear to

affected patients and families

early in the relationship. Identify

alternative sources of care and

provide this information when

appropriate

Patient-

centered care

Keeping the patient’s values and

goals at the center of treatment

decisions when the patient’s

goals or preferences are

unknown and are not

ascertainable (necessitating

the need for a proxy), seem

contrary to physical or

psychological well-being, or

results in conflicts

Requests for futile care,

non-standard therapies,

or inappropriate care;

non-adherence with care

plans; identifying an

appropriate proxy

Define and help patients to

understand the focus and limits

of the clinician’s duty to provide

care. Identify appropriate

surrogates early in the course of

care

Comprehensive

care

Simultaneous roles as

patient advocate and

gatekeeper for limited

resources (societal, health

system, or practice)

Inappropriate requests;

requests for excessive

care; conflicts of interest

related to billing and

referrals

Establish a policy of honest

communication with both

patients and insurers. Deny

requests to falsify reports.

Advocate politically for

necessary care. Use the model of

informed decision making to

help patients to understand

economic constraints related to

managed care. Develop and

maintain ethically defensible

business practices

Continuous

care

Balancing the benefits and

risks of maintaining a

long-term clinician–patient

relationship

Non-therapeutic clinician–

patient relationships;

problems with respect for

boundaries between

clinician and patient;

unreasonable demands

on clinician

Develop relationships with other

local practices should patients

need to be transferred. Make

boundaries clear and keep them.

Discuss problems with patients

and enlist their help in resolving

the conflicts
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Responding to ethical issues in primary care

Despite the best preventive efforts, ethical issues

will arise and a systematic approach to responding

to them is necessary. The complex nature of pri-

mary care can make it difficult to define a clear and

consistent process for managing ethical conflicts.

In many situations, using the systematic approach

proposed by Jonsen et al. (2002) provides a

reasonable structure for analysis. Specifically, they

suggest that complex ethics cases be analyzed in

terms of four key questions. What are the medical

facts affecting the dilemma? What are the patient’s

preferences? What impact will a decision have on

the patient’s quality of life? What are the other

contextual features (including patients’ values,

family issues, legal issues) that affect the decision?

Establishing the medical facts around a case that

involves difficult ethical issues is very effective in

helping to identify the range of reasonable ethical

options. Making sure that all parties involved share

an understanding of the relevant medical features

can often resolve or at least minimize the extent of

the conflict. Once the medical aspects of an issue

are clear, the patients’ preferences are explored.

The clinician can bring the ethical issue to the

patient, explain the nature of the conflict, and ask

the patient for guidance on the range of possibil-

ities. When primary care has been comprehensive

and continuous, the clinician is in an excellent

position to understand the multiple dimensions of

patients’ preferences, including the influence of

personal history, family, and community. Although

always valid, family and community influences can

be overwhelming and the clinician may have to

work to protect patients’ autonomous decisions

about preferences.

This combination of clarifying the medical facts

and helping the patient to define preferences is

the key to resolving most conflicts. The next step is

to identify the impact of possible choices on the

patient’s quality of life. Primary care clinicians

often have unique insight into the quality of life for

their patients, addressing both long-term knowledge

of the patient’s life circumstances and awareness

of the patient’s social and physical environment.

Finally, other external factors that affect an ethical

conflict should be considered. These include legal

questions, family needs and values that may be

different from the patient’s values, community

standards and constraints, resource issues, and

other issues that may limit or influence the feasi-

bility of morally acceptable options.

This method works well as a means to structure

the necessary information about an ethical issue

in a logical and consistent manner. Many cases can

be resolved just by sorting and arranging the rele-

vant ideas and working with the patient to share

understanding. For persistent problems, clinicians

can seek advice from neutral colleagues or local

professional organizations.

The cases

Ms. G presents a good example of the value of

preventive ethics. Most jurisdictions allow a sexu-

ally active teen to request and receive confidential

care for sexually transmitted diseases, pregnancy,

as well as psychiatric services. Adolescent access

to confidential contraceptive services is also com-

mon. At the same time, there is substantial vari-

ation in rules regarding a clinician’s option to

inform parents when it is deemed to be in the best

interest of the adolescent. Furthermore, clinicians

are not always bound to provide confidential

care to adolescents, even when legally available.

Regardless, it would be prudent for the clinic to

develop and present a very clear policy about

confidential adolescent visits. A clinician who is not

comfortable providing confidential care to teens

can make that clear and redirect teen patients to a

local free clinic or some other provider. In Ms. G’s

case, the medical facts are clear. The patient’s

preferences are likewise clearly stated, although the

clinician can revisit the patient’s request for con-

fidential care, particularly to identify her concerns.

Why is she afraid to discuss this with her parents?

Is there any history of violence or abuse from a

parent, sibling, relative, neighbor, or other person?
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Was the sexual experience consensual? Are there

older siblings or other adults who can help? Would

it be helpful if the clinician presented the problem

to her parents? Quality of life issues are also

important. If the patient is pregnant, what are her

goals and to whom can she turn for help and

support? The contextual factors at play may involve

the position of this teen in her family and com-

munity, the physician’s own values with regard to

contraception and adolescent sexuality, and the

legal issues around providing care to minors. If the

clinic offers confidential care to teens, it seems fair

to make sure that parents are apprised of this policy

early in the course of care. In this case, there is no

explicit information regarding whether the clinic

had a prior policy regarding these issues. If it did not

have, and make available, a policy directing sexually

active teens elsewhere for family planning care, the

patient can reasonably expect to receive care at this

clinic. It follows that the clinician is bound to

respond personally to the current crisis even if he is

uncomfortable providing confidential care. Assum-

ing this is the case, if the clinician is unsuccessful in

counseling Ms. G to share her problems with her

family, it may be necessary for him to provide

confidential care initially while continuing coun-

seling. If necessary, the clinician may need to find

another local clinic that has an established practice

of confidential family planning services.

The case of Mr. H, involving non-adherence

to medical therapy, is a common and perplexing

ethical issue that may pit the ethical principle of

respect for autonomy against beneficence. There

are no simple methods to avoid the ethical chal-

lenges of non-adherence, nor are there simple

responses. The medical facts are reasonably clear;

Mr. H has a significant history that puts him at risk

for stroke, a condition that he wants to avoid.

Medications are generally helpful, although cannot

guarantee favorable results, as Mr. H has estab-

lished. The clinician should ensure that the patient

understands the potential benefits of medication as

well as the risks of stroke given his history. Careful

discussion of side effects that may be troubling

Mr. H should be part of the discussion with him.

There may be other concerns that Mr. H has not

raised, such as the cost of the medications or his

use of complementary medications. Alternatively,

he may still be coming to terms with his mother’s

illness and needs an opportunity to reflect on her

disability and what caused it. The clinician may

need to revisit this discussion repeatedly to elicit all

relevant issues, since the patient’s preferences are

not very clear in this picture. Mr. H refuses medi-

cations but works hard to stay healthy. He has

important experience with the aftermath of a stroke.

His non-adherence seems in conflict with his other

behaviors. It is likely that there are other factors

affecting his behavior. There may be important

quality of life concerns related to medication use.

Contextual factors are notable; Mr. H’s family

responsibilities are weighty and may be causing

anxiety. One of the most well-recognized benefits of

primary care is its focus on a long-term relationship

between clinician and patient. The clinician can

revisit Mr. H’s non-adherence over time, supporting

his efforts at maintaining health while continuing to

look for acceptable medical therapies.
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Infectious diseases ethics

Jay A. Jacobson

Dr. I was vaguely disturbed by something about the

slim, handsome young man who was in his exam-

ining room because of an unstable knee. The knee,

however, had unequivocal indications for surgical

repair of three ligaments. It could probably be done

by arthroscopy but might require an open proced-

ure. The patient agreed to the procedure and it

was scheduled. Dr. I asked him to provide a blood

sample for routine laboratory tests. He also scheduled

a preoperative chest X-ray. After the patient left, Dr. I

added an HIV test to the laboratory request. Dr. I

was anxious about blood-borne infections and was

glad he had gotten his hepatitis B shots. He knew

one colleague who had been very ill from that viral

infection and another one who was a hepatitis B

antigen carrier but had been afraid to reveal that at

his hospital or clinic for fear of losing his privileges.

The day before the planned surgery, the patient’s

laboratory and radiology reports came back. His

blood cell count showed reduced lymphocytes. His

clotting studies were normal. The HIV test was

positive. To make matters even more perplexing, the

radiologist reported a lung infiltrate that suggested

tuberculosis. Dr. I wondered about what to tell his

patient and what to do about the surgery.

What is infectious diseases ethics?

Infections are important because they are major

causes of disease, death, and disability. Paradoxi-

cally, most are curable and many are preventable.

They are unique in that they can be knowingly or

unintentionally transmitted from person to person.

They cause serious epidemics and devastating pan-

demics. Finally, despite remarkable technical pro-

gress that has radically diminished the incidence

of childhood infections in developed countries and

entirely eliminated smallpox, new infectious diseases

such as Ebola virus infections, severe acute respira-

tory distress syndrome (SARS) and Avian influenza

continue to emerge, evolve, and kill significant

numbers of people and frighten and threaten many

more. Infectious diseases entail some unique ethical

features that are often encountered by public health

officials. The fact that nearly all infectious diseases

are caused by microorganisms and that many are

relatively easily transmissible, diagnosable, treatable,

curable, and preventable leads to the characteristic

ethical problems that arise in the context of this

class of diseases (Smith et al., 2004). Patients often

bring these problems directly to physicians when

they present for diagnosis, treatment, or preventive

care. Ethical problems arise from conflicts between

values, principles, and interests. Infectious diseases

ethics examineshow featuresof infection shape these

problems, especially the tension between honoring

patients’ preferences and preventing harm to others

(Francis et al., 2005).

Why is infectious diseases ethics
important?

Ethics

The transmissibility of an infection, such as

tuberculosis or gonorrhea, places a physician’s
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duty of confidentiality to the patient in conflict

with a duty to society and an obligation to obey

the law (Fox, 1986). This may entail reporting the

infected patient to public health authorities so that

they can investigate an epidemic, alert contacts,

and arrange diagnostic testing and treatment. Such

mandatory reporting may be inconsistent with the

patient’s expectation of confidentiality. Disclosure

of this requirement prior to diagnosis may change

the expectation and avoid this potential conflict.

However, it may make the patient reluctant to pro-

ceed with proper diagnosis and treatment. In that

event, to ensure best possible care of his patient, the

physician can correct any misunderstandings and

explain other options. Physicians can assure patients

that public health practitioners will respect their

privacy insofar as possible. The doctor can remind

the patient that he, himself, can alert his contact(s)

to their exposure and reduce the shock of a public

health visit.

Because diagnostic tests for infection in symp-

tomatic and even asymptomatic individuals have

value to others, the usual calculus of benefit and

risk to the patient may be expanded to include

those benefits. The standard practice of voluntary

informed consent may be modified to accommo-

date strong recommendations, presumed consent,

or required testing. It was common practice in the

USA, for instance, to test all hospitalized patients

for syphilis without their informed consent when

this infection was more prevalent (Nakashima

et al., 1996). Screening of refugees for the human

immunodeficiency virus (HIV) and hepatitis B is

currently carried out (Barnett, 2004).

The generally safe, effective, brief, and relatively

inexpensive treatment and cure of infectious dis-

eases make it unusual for patients to refuse treat-

ment and more difficult for doctors to understand

and accept such refusals. If the patient’s infection

is likely to be transmitted to others, as tuberculosis

would be, his/her refusal is even more problematic.

Here, too, considerations of third parties may lead

to respectful efforts to persuade patients or to even

stronger measures that would seem to abrogate the

principle of voluntary informed consent.

Because so many infectious diseases can be pre-

vented, physicians have opportunities and perhaps

a duty to recommend measures to prevent them.

Sometimes this could help patients to avoid a ser-

ious, difficult to treat infectious disease such as

tetanus. In many cases, like measles or hepatitis B,

disease prevention for the patient, such as immun-

ization, also provides protection for the community.

Therefore, the physician may not always be able

to offer the patient the usual option to refuse an

intervention since some immunizations, such as

polio and yellow fever, may be required for school

entry or travel to another country.

Because some infectious diseases, such as men-

ingitis, occur suddenly, advance rapidly, and impair

cognitive function, there may be only a brief time

during which patients can participate in medical

decision making. Although most patients acquiesce

quickly to diagnostic tests and antibiotic treat-

ment, refusals of either can be very disconcerting. It

is important to investigate the patient’s reasons for

refusing a diagnostic test and correct any misun-

derstandings that contribute to the refusal. While a

diagnostic test such as a lumbar puncture is desir-

able and helpful, a sustained refusal does not pre-

clude effective treatment. Fortunately, there are

ethical options that do not absolutely depend on a

laboratory-confirmed diagnosis. Because probabil-

istic selection of antimicrobial agents is virtually the

norm in infectious disease management, a clinician

can proceed to use one or more agents to address

the most likely causes of meningitis in that patient.

The person-to-person transmissibility of infec-

tious disease in the context of a medical encounter

makes this category of diseases unique and raises

special ethical issues. The problem was first rec-

ognized by transmission of group A streptococci on

doctors’ hands to obstetric patients, who developed

puerperal fever. Recent concerns have focused on

the possible, but rare, transmission of hepatitis B

and HIV between patient and doctor or dentist.

Does the doctor have an obligation to accept

some level of personal risk to care for a patient with

a communicable disease? Does a doctor with a

transmissible infection have a duty to avoid or
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anticipate the risk of transmission and, if the risk

is not eliminated, to disclose it to patients (Hoey,

1998)?

To treat infections, doctors usually prescribe

antimicrobial drugs. The widespread use of a par-

ticular antibiotic may induce microbial resistance

to that agent and possibly the entire class to which

it belongs. Examples include vancomycin, penicil-

lins, and cephalosporins. The benefit of using an

especially potent or specifically targeted antibiotic

for a current patient conflicts with the possible loss

of benefit to future patients. A situation commonly

encountered in infectious diseases, the empiric

use of a new, broadly active antibiotic before the

identity and sensitivity of the pathogen is known

confounds this problem. We may provide no added

benefit to the present patient and increase the risk

of antimicrobial resistance and therapeutic failure

for future patients (Metlay et al., 2002; Foster and

Grundmann, 2006).

Law

Although most laws address medical treatment

in general, there are some that pertain to certain

categories of disease. Some infectious diseases,

because they can be transmitted and prevented,

have evoked laws intended to reduce transmission

and protect individuals and the public (Colgrove

and Bayer, 2005). Laws mandate immunizations,

such as those for measles, diphtheria, polio, rubella,

tetanus, and Haemophilus influenzae, for children

by a certain age or upon school entry. They may

require yellow fever vaccination as a condition of

entry to certain countries. While not often used,

there are laws that permit quarantine of exposed

and potentially infected and contagious persons.

Historic examples include streptococcal scarlet

fever and smallpox. The most well-known recent

example is SARS. An avian influenza pandemic

might provoke this response (Gostin, 2006).

Other laws facilitate surveillance and epidemi-

ological investigation. Many government entities

require reporting of cases of particular infectious

diseases to track disease incidence and the contact

of exposed individuals for testing, treatment, or

prevention (Chorba et al., 1989). For some infectious

diseases, such as syphilis and tuberculosis, laws

require screening and treatment if infected. These

laws are responsive to the incidence of these dis-

eases. Lawsabout themannerof testingalso respond

to the social and political environment. Early in the

HIV epidemic in the USA, some states had laws that

permitted anonymous, hence, not individually

reported, testing. Some required counseling and

informed consent before testing (Frith, 2005).

Because of fear and stigma associated with some

infectious diseases, most recently HIV/AIDS, some

laws have addressed discrimination against infected

persons in schools or the workplace. In the USA,

HIV/AIDS (acquired immunodeficiency syndrome)

is legally regarded as a disability and patients with

it acquire the protections afforded by the Ameri-

cans with Disabilities Act (Webber and Gostin,

2000). Also, in the USA, some infectious diseases,

because of their risk to others, qualify patients for

free treatment, testing, and prevention at public

health clinics.

Policy

Just as there are laws focused on infectious dis-

eases, there are policies about them that address

behaviors and practices of health professionals.

Like laws, policies are written at many levels: pro-

fessional organizations, healthcare organizations,

hospitals, and clinics. Again, transmissibility and

prevention are common themes. Hospital policies

that address when and how to gown, glove,

mask, and wash hands are familiar examples. They

may require employees and staff to be immunized

against hepatitis B to protect themselves and

patients. Hospitals may require annual or post-

exposure testing for tuberculosis to identify, treat,

and prevent transmission. There may be policies

about when and for how long susceptible staff

exposed to an infection such as varicella must stay

away from work.

Other policies may address which staff may be

excused from caring for certain infected patients.
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On the one hand, policies may require staff to care

for HIV-infected patients and to use appropriate

infection control measures. On the other hand,

some policies may excuse susceptible pregnant

healthcare professionals from caring for patients

with cytomegalovirus infection or varicella.

Policies for doctors infected with a transmissible

agent such as hepatitis B or HIV are usually crafted

to protect patients and permit physicians to prac-

tice safely. They take into account infectivity, type

of practice, and associated risk and usually involve

monitoring of the physician’s health status and

patient outcomes (Reitsma et al., 2005). Hospital

policies also address what can and should be

done for employees or staff exposed to potentially

infectious material.

Professional organizations such as the American

Medical Association, Canadian Medical Associ-

ation, and British Medical Association have policies

that apply to doctors who encounter patients with

infections. General policies prohibit discrimination

and require that doctors obey the law. This means

that a doctor may not exercise personal discretion

in deciding whether to treat and/or complete a

required report on a patient with an infectious

disease. Recent policies have addressed the specific

obligation to treat HIV-infected patients within

one’s scope of practice (American Medical Associ-

ation, 1988; Canadian Medical Association, 1989)

and to take precautions against the transmission of

hepatitis B.

How should doctors approach ethical
problems of infectious disease in practice?

Patients may realize that details of their illness

may be accessible to others with a ‘‘need to know.’’

They may not be aware of the need to report their

name and particular infectious disease to public

health officials. Clinicians should inform patients

who may have a reportable infectious disease that

the law requires reporting of a clinical or laboratory

diagnosis. This disclosure should include the

benefits to the patient of proceeding with diagnosis

and treatment, the potential benefit to others if

contacts are elicited and investigated, and the

practice of public health officials to protect confi-

dentiality insofar as possible. Doctors should know

the law with respect to infectious diseases, because

in some jurisdictions, the laboratory must report

positive results.

Because treatment for infectious disease is rela-

tively simple, safe, and effective, patients accept it

almost routinely. However, because all drugs have

potential adverse effects, doctors should advise

all patients of the risks as well as the benefits of

treatment.

When a competent patient refuses therapy for a

specific communicable and reportable disease such

as tuberculosis, doctors should strive assiduously to

determine what the patient understands about the

disease, its natural history with and without treat-

ment, and the risk and consequences of transmis-

sion to others. Often when clinicians recognize

knowledge gaps and misunderstandings, they can

explain things well enough to secure understanding

and consent to treatment. If that fails, doctors

should remind their patient about the necessity of

reporting and the likelihood that public health offi-

cials will be concerned about adherence to required

treatment and take steps to achieve it, monitor it,

or restrict the patient’s movements to minimize risk

to others. The doctor should not use steps beyond

information and sound argument to persuade the

patient. The doctor should personally comply with

reporting requirements to the health department.

The duty to do good for the patient and provide

competent medical care is not obviated by an

exaggerated fear of personal risk. Doctors with no

likely exposure to a patient’s blood or bodily fluids

have no basis for avoiding their duty to care for

their patient with an infection transmitted via these

fluids. Clinicians who risk such accidental exposure

in the course of surgery or procedures have an

understandable concern about personal risk. An

appropriate way to address it is to use prevention

when possible, such as personal immunization

against hepatitis B, universal precautions, safe

needle use, and masks and gowns when appropriate
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to minimize transmission of blood- and fluid-borne

pathogens.

It is not appropriate to test patients for infections

like HIV surreptitiously and/or decline to provide

medically necessary treatment to them because of

a known or suspected infection (Beecham, 1987;

British Medical Association, 1987). If medical treat-

ment is withheld for that reason and the doctor

offers an alternative but untrue explanation for

the refusal, it is even more ethically inappropriate.

If a doctor has likely been exposed to a trans-

missible pathogen, he/she has two reasons to

determine if an infection has occurred. The first is

their personal health, since many infectious dis-

eases such as HIV, hepatitis B, and syphilis can be

averted or effectively treated if suspected or diag-

nosed at a very early stage. The second is to prevent

inadvertent transmission to a patient. If a doctor

discovers that he or she has an infectious disease

transmissible in the context of their practice, the

doctor should comply with the policy that governs

such situations in that institution. In the absence of

a policy, doctors should seek advice from an

infectious disease specialist, preferably the hos-

pital’s infection control officer and also determine

whether any overriding public health policies apply

(Reitsma et al., 2005).

Because overuse and unnecessary use of certain

antibiotics contribute predictably to the emergence

of microbes resistant to them, doctors should

choose antibiotics thoughtfully. While it is gener-

ally desirable to optimize care for the present

patient, if that treatment compromises or even

precludes effective treatment for many other future

infected patients then considerations of justice

should weigh significantly in decision making. It is

appropriate to use a drug when it is the only or

far superior choice for a specific proven infectious

agent. Even if this may contribute to resistance,

the predictable benefit, lack of an equally effective

alternative, and the low likelihood of induced resist-

ance in this particular case argue for the principle

of optimizing patient benefit. Quite commonly a

patient has an infection of uncertain etiology,

possibly but not probably requiring the antibiotic

of concern. One could use the newer, broader

antibiotic ‘‘just in case.’’ However, the patient

benefit here seems diminished compared with the

possible harm to others if resistance emerges. As

doctors make these difficult choices, they should

consider the probability of infection with the

pathogen of interest and the rapidity and severity

of the infection that would occur if that pathogen

were not effectively treated. A thoughtful balance

of all these considerations is all that we can expect

of clinicians, but we should expect nothing less

(Metlay et al., 2002; Foster and Grundmann, 2006).

The case

Dr. I erred when he obtained a potentially life-

changing test and did not inform his patient

and obtain consent. He probably realized this when

the result returned. At that point, the ethical

imperatives for Dr. I are to ascertain whether the

patient knows his HIV status, to explain why the

patient was tested for HIV, to disclose the results of

that test and the chest radiograph, to defer the

scheduled operation until it is safe and desirable

for the patient to proceed, to determine whether

the patient has another doctor who can capably

address his infectious diseases, and to find out if he

has an obligation to report the HIV result to health

officials and, if so, disclose that to the patient and

report it. If and when the knee surgery is likely to be

safe and beneficial for the patient, it should be

performed using universal precautions and sterile

technique. Dr. I should learn what preventive

measures are available for him if he sustains an

exposure to infectious material in the course of

surgery.

For future cases, Dr. I can prevent ethical prob-

lems if he candidly addresses his concerns about

blood-borne pathogens with his patients, discloses

what steps he prefers to take to assess and pre-

vent the risk of transmission, discloses the report-

ing requirements for positive tests, and reaches a
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mutually agreeable decision about how to proceed.

He should become knowledgeable about the actual

risk of infection from surgery on HIV-infected

patients especially those on effective antiretroviral

therapy. He should be clear about whether his

reluctance to operate on these cases reflects an

evidence-based fear of infection, a misperception

of the risk, or other common but professionally

inappropriate responses to some of the individuals

at greatest risk of infection.
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Psychiatric ethics

Sidney Bloch and Stephen A. Green

Mrs. J, a 22-year-old secretary, began to exhibit restless-

ness, perplexity, and remoteness from her husband, Mr. K,

following the birth of her first baby 10 weeks earlier. A

psychiatrist was summoned after she had visited several

neighbors without obvious purpose. He found a reticent,

detached woman complaining that, ‘‘They have been out

to get me from the beginning,’’ and alluding to ‘‘world

famine and starving children.’’ Mental status examin-

ation revealed vague, paranoid thinking but firm denial

of suicidal and homicidal impulses; she was not obviously

delirious. Mrs. J resisted the psychiatrist’s recommenda-

tion that she be admitted to the local psychiatric hospital.

Mr. K supported her in this, insisting that he did not

regard his wife as mentally ill and feared she would

deteriorate if placed alongside genuinely disturbed

patients.

What is psychiatric ethics?

Psychiatric ethics is concerned with the application

of moral rules to situations and relationships spe-

cific to the field of psychiatry. Resolution of ethical

dilemmas confronting psychiatrists, as illustrated

by the above case, requires deliberation grounded

in a moral theoretical framework that provides

methods and justifications for clinical decision

making. An outline of such theories is covered in

the introductory chapter of the book. We will focus

exclusively on ethical aspects of clinical practice

that are especially challenging to psychiatrists and

briefly offer a preferred theoretical framework to

deal with them.

Why is psychiatric ethics important?

Ethical aspects of diagnosis

Conferring a diagnosis of mental illness on a person

has significant ethical sequelae since the act may

embody profound adverse effects, notably stigma-

tization, prejudice, and discrimination (e.g., limited

job prospects, inequitable insurance cover). Fur-

thermore, those deemed at risk to harm themselves

or others may have their civil rights abridged. These

consequences justify Reich’s (1999) call for themost

thorough ethical examination of what he terms the

clinician’s ‘‘prerogative to diagnose.’’

Psychiatrists strive to diagnose by using as objec-

tive criteria as possible and information gained from

previous clinical encounters. The process is rela-

tively uncomplicated when findings, such as gross

defective memory and life-threatening social with-

drawal, strongly suggest severe depression. Other

situations are not so obvious. For instance, the

distress experienced by a bereaved person may

incline one clinician towards diagnosing clinical

depression whereas another may attribute the pic-

ture to normal grief. Expertise, peer review, and

benevolence help to protect against arbitrariness

and idiosyncrasy. Notwithstanding, psychiatrists

must, to some extent, employ whatmight be termed

‘‘reasoned subjectivism.’’ Consequently, specified

criteria in the American Psychiatric Association’s

(1994) Diagnosis and Statistical Manual (DSM ) IV

and the World Health Organization’s (1992) Inter-

national Statistical Classification of Diseases and
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Related Health Problems (ICD) 10 do not preclude

debate about the preciseness or legitimacy of cer-

tain syndromes like attention deficit hyperactivity

disorder (ADHD) and sexual orientation disturb-

ance. Concern about the intrusion of value judge-

ments into contemporary classifications has led to

the contention that some diagnoses reflect pejora-

tive labeling rather than scientific decisions (Green

and Bloch, 2006). For example, charges of sexism

were leveled against DSM-III (Kaplan, 1983) on the

grounds that masculine-based assumptions shaped

criteria, resulting in women receiving unwarranted

diagnoses like premenstrual dysphoria (Chesler,

1972).

The issue central to this debate is whether

certain mental states are grounded in fact or value

judgements. Szasz (1960) took a radical position,

arguing that disorders of thinking and behavior

result from objective abnormalities of the brain

whereas mental illness per se is a ‘‘myth’’ created

by society in tandem with the medical profession

for the purpose of exerting social control. The

‘‘anti-psychiatrist movement’’ (Scheff, 1966; Laing,

1969, 1970) asserted that mental illnesses are social

constructions reflecting deviations from societal

norms. This argument is supported by the role of

values in both defining homosexuality as a psy-

chiatric disorder and then reversing that position

through a ballot among members of the American

Psychiatric Association in 1973 (Stoller et al., 1973).

Legitimate diagnoses necessarily combine aspects

of fact and value, as Wakefield (1992) contended

in his conception of ‘‘harmful dysfunction.’’ He

viewed ‘‘dysfunction’’ as a scientific and factual

term based in biology that refers to the failure of

an internal evolutionary mechanism to perform a

natural function for which it is designed, and

‘‘harmful’’ as a value-oriented term which refers

to the consequences of the dysfunction for the

person that are deemed detrimental in terms of

sociocultural norms. Applying this notion to mental

functioning, Wakefield (1992) described the bene-

ficial effects of natural mechanisms, like those

mediating cognition and emotional regulation, and

judged their dysfunction harmful when it yielded

consequences disvalued by society (e.g., aphasia or

self-destructive acts). Diagnosable conditions exist

when the inability of an internal mechanism to per-

form its natural function causes harm to the person.

Consequences of these sorts of disputes can be

considerable (e.g., exposing children erroneously

labeled as having ADHD to long-term dexamphet-

amine medication with its attendant risks) (Halasz,

2002). A related issue, so-called ‘‘cosmetic psycho-

pharmacology,’’ involves the use of medication

to enhance psychological functioning. As Kramer

(1993) noted, fluoxetine may modulate emotions

such as anxiety, guilt, and shame, raising ethical

questions as to a person’s capacity to possess ‘‘two

senses of self.’’ Psychiatric diagnosis may also miti-

gate legal and personal consequences of one’s

actions (e.g., interpreting excessive sexual activity or

kleptomania as variants of obsessive–compulsive

disorder rather than wilful, chosen behaviors).

Ethical aspects of psychiatric treatment

Assessing and treating patients require a working

alliance and informed consent. Many psychiatric

patients are in a position to understand and

appreciate the nuances of treatment options, to

express an informed preference, and to feel com-

fortably allied with a therapist in their collaborative

work. When the process of informed consent is

responsibly handled, particularly with reference to

benefits and risks of therapeutic options, patients

undergoing psychiatric treatment are in a com-

parable position to their counterparts in general

medicine. This comparability is grounded in two

concepts: competence (Lidz et al., 1984) and vol-

untarism (Roberts, 2002). The former covers the

required criterion that the person facing choices in

treatment enjoys the ‘‘critical faculties’’ to appre-

ciate the implications of each course of action.

Voluntarism refers to a condition whereby the

process of consent is devoid of coercion and sug-

gestion. Obviously, given that the organ of decision

making is the same one that is impaired in many
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psychiatric conditions, profound ethical compli-

cations may ensue when seeking informed consent.

How should I approach psychiatric ethics
in practice?

Ethical issues in the therapeutic process

Ethical issues arise once therapist and patient

embark on treatment. At the outset, the patient

is bewildered, vulnerable, and distressed, while

the therapist is ostensibly omniscient. Dependency

bolsters the authority already vested in the thera-

pist and may be reinforced by his divulging little

about the nature of treatment, believing this would

undermine the transference (irrational feelings and

attitudes patients develop towards therapists),

regarded by dynamically oriented schools as cen-

tral to the process.

As noted above, informed consent (Beahrs and

Gutheil, 2001) is one means to dispel this air of

mystery. Carl Goldberg’s (1977) admirably clear

model invoked the concept of ‘‘therapeutic part-

nership,’’ its cornerstone a ‘‘mutually agreed upon

and explicitly articulated working plan’’ subject to

regular review. Among its elements are identifying

goals and methods to reach them, monitoring

efficacy, and permitting either partner to voice

dissatisfaction. Moreover, respective roles, tasks,

and responsibilities are examined as necessary. The

partnership does not imply an equal share of power

but rather an agreement about how power will

be allocated. Thus, total autonomy in the patient,

whereby the patient enjoys the capacity to reflect,

to decide, and to act freely, may not always be apt.

A patient in the throes of an intense crisis, for

instance, may lack the wherewithal to appreciate

what is in her best interests. In collaboration with

the therapist, she may agree to a redistribution of

responsibility, assigning the latter a more pater-

nalistic role. As the crisis wanes, so restoration of

the patient’s state of autonomy occurs. The key

feature of such shifts is their determination by both

protagonists.

In reviewing models pertinent to informed con-

sent in the therapeutic relationship, Dyer and

Bloch (1987) proposed a fiduciary approach given

its emphasis on trust and time. The therapist works

to earn the patient’s trust which occurs over time

and is not a one-off negotiation at the outset. The

fiduciary-based relationship also enhances a sense

of responsibility in the therapist, who responds to

patients’ particular needs. Although autonomy in

the patient is always a preeminent goal, it is not the

therapist’s sole preoccupation.

Values and psychotherapy

Permeation of treatment by values is another eth-

ically based feature that must be addressed since

the problems for which patients seek help are

bound up with the question of how they should

live their lives, and therapists may impose values

intentionally or unwittingly (Holmes, 1996).

Engelhardt (1973) posited that psychotherapy is

about meta-ethics in that it paves the way for

ethical decision making by patients; the aim is not

for them to adopt a particular set of values. Indeed,

the therapist avoids recommending how patients

should live their lives. Instead, they are helped

to reach a point where they can make their own

choices, unhindered by psychological conflict and

unconscious influences. Freud (1924, p. 118), also

intent on promoting value-free treatment, argued

that a therapist ‘‘should be opaque to his patients

and, like a mirror, should show them nothing but

what is shown to him.’’ He insisted that therapy was

limited to ‘‘freeing someone from his neurotic

symptoms, inhibitions and abnormalities of char-

acter’’ through making conscious the unconscious.

However, he also pointed out an educative role,

suggesting that the analyst ‘‘possess some kind of

superiority, so that in certain analytic situations he

can act as a model for his patient and in others as a

teacher’’ (Freud, 1937, p. 248).

It is difficult to conceive of this hybrid role of

mirror, model, and teacher as value free, even if the

ultimate goal in analysis is to achieve autonomy,
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free of the influence of irrational forces. Therefore,

if therapy amounts to ethical intervention, the ques-

tion arises as to how the therapist should handle

this? He or she could make every effort to minimize

the ethical role, but the likelihood of succeeding is

slim since unavowed values will be manifest non-

verbally.

Another option is to accept the ethical interven-

tion function but recognize this as the therapist’s

‘‘problem,’’ not the patient’s. The former must be

aware of a potential role as moral agent and regard

personal values as a factor in the encounter. The

therapist should be sensitive to his or her own values

andmonitor any unconsciously derived impulses to

influence the patient. A process of ‘‘value-testing’’

ensures that their intrusion is never ignored and

imposition thus obviated.

A third option has the therapist declaring his or

her values as a value in itself. The argument runs as

follows: psychotherapy is a form of social influ-

ence; the therapist influences patients; the thera-

pist acknowledges this state of affairs; and the

therapist is ‘‘transparent’’ regarding the values per-

sonally espoused.

Some homosexual therapists, for example, have

aligned themselves with the ‘‘gay movement’’ when

treating homosexual patients. A distinguished psy-

chotherapist and committed Christian, Alan Bergin

(1980), has evolved a school of ‘‘theistic realism’’ in

which the therapist shares values derived from a

Judeo-Christian tradition, including forgiveness,

reconciliation, spiritual belief, and love. A group of

therapists who functioned in the context of apart-

heid South Africa not only declared their repudi-

ation of racism but also demonstrated their support

for traumatized Blacks, especially those who had

been victims of detention and torture (Steere and

Dowdall, 1990). Particular constituencies are being

served in these three illustrations. Avowal of values

can also be applied generally. A therapist may adopt

an approach with all his patients in which he will

strive to be transparent about his ethical attitudes

on the premise that values are central in selecting

therapeutic options. The corollary is unambiguous:

‘‘Therapists do not have a choice about whether

they need to deal with their values in therapy, only

how well’’ (Aponte, 1985).

The right to treatment

The emphasis on society providing adequate

resources brings us to the right to treatment where

liberty is restricted. The asylum has been marked

by tragic neglect of patients’ interests (Bloch

and Pargiter, 2002). The overcrowded institution

became little more than a warehouse. Its custodial

nature persisted even after the advent of psycho-

tropic drugs and psychosocial therapies. It took a

plaintiff (Donaldson v. O’Connor, 1974; O’Connor v.

Donaldson, 1975) to determine that a person

committed involuntarily had the ‘‘right to receive

treatment that would offer him a reasonable

opportunity to be cured or to improve his mental

condition.’’ Diagnosed with schizophrenia in 1957,

Kenneth Donaldson received minimal treatment

for the next decade and a half. The US Supreme

Court concluded in 1975 that a patient who does

not pose a danger to himself or to others and who

is not receiving treatment should be released if able

to live safely in the community.

The right to effective treatment

The right to treatment has been revisited in subse-

quent judgments, predominantly in the USA (Wyatt

v. Stickney, 1971, 1972). However, the right has

lacked a guarantee that patients will receive effective

treatment. This opens up a Pandora’s box, reflected

vividly in Osheroff v. Chestnut Lodge (Klerman,

1990). The plaintiff sued a private psychiatric hos-

pital for failure to provide antidepressants in the

face of his deteriorating depression. Klerman (1990)

subsequently argued that the clinician is duty-

bound to use only ‘‘treatments for which there is

substantial evidence’’ or seek a second opinion in

the absence of a clinical response. Stone (1990)

countered this position, which he proposed was

tantamount to ‘‘ . . . promulgating more uniformed

scientific standards of treatment in psychiatry,

based on . . . opinion about science and clinical
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practice.’’ Moreover, legal standards of care should

not be established by one ‘‘school’’ for the whole

profession, even if enveloped in science. Instead, we

should depend on ‘‘the collective sense’’ of psych-

iatry, as well as use the ‘‘respectable minority rule,’’

namely that a relatively small groupwithin psychiatry

can legitimately develop new therapies (Stone, 1990).

The right to refuse treatment

As a voluntary patient, Osheroff could have refused

treatment of any type as part of informed consent.

His lawsuit pinpointed the institution’s alleged

failure to offer him an alternative treatment in the

face of his deterioration with the therapy offered. If

principles of informed consent had been applied

correctly, his freedom to choose one treatment

over others, and to withdraw consent at any stage

thereafter, should have prevailed.

The situation differs radically when the patient is

committed involuntarily to hospital or community

treatment. The right to refuse treatment then

looms large (Appelbaum, 1988). A key event was

another US legal judgment when a court ruled that

detained patients had a constitutional right to

refuse treatment (Rogers v. Okin, 1979; Rogers v.

Commissioner of the Department of Mental Health,

1983). This coincided with changing commitment

laws in many jurisdictions from criteria linked to

need for treatment to those highlighting the

danger posed to oneself and/or others. The ethical

repercussions are profound. If psychiatrists are

empowered to detain patients, is it not a contradic-

tion if they are then powerless to offer them treat-

ment should they refuse? The argument rests on the

premise that a person sufficiently disturbed to war-

rant involuntary admission is axiomatically entitled

to treatment, and the consulting psychiatrist suitably

placed to provide it. Without this arrangement,

the psychiatrist’s functions are reduced to custodial.

A countervailing argument is grounded in con-

stitutional rights. Merely because people are com-

mitted does not mean they are incapable of

participating in the process of informed consent. In

the event they cannot understand or appreciate the

rationale for a course of action, a form of substi-

tuted judgement should be employed thereby

ensuring that rights remain prominent.

An assortment of legal remedies has emerged in

response to this ethical quandary, ranging from a

full adversarial process to reliance on a guardian’s

decision. Appelbaum (1988) has offered a lucid

account of the options and his predilection for

a treatment-driven model in which patients are

committed because their capacity to decide about

treatment is lacking as part of a disturbed mental

state. His own research demonstrates that most

refusing patients voluntarily accept treatment

within 24 hours (Appelbaum and Gutheil, 1979).

In another pragmatically oriented account, Stone

(1981) proposed that presumption of competence

is dealt with before hospitalization. Dealing with

commitment and competence would obviate the

problem of compulsory admission without treat-

ment. The difficulty is the fluidity of one’s mental

state. What patients think about treatment during

the maelstrom of being detained may well change

once they are admitted and suitably cared for.

Involuntary treatment

A consensus has prevailed for generations that a

proportion of psychiatric patients loses the cap-

acity for self-determination. They become vulner-

able to harming themselves and/or others, acting

in ways they will later regret (e.g., a manic patient’s

sexual indiscretions) and suffer from self-neglect

(e.g., schizophrenic patients who are homeless,

malnourished, and physically ill). What is not uni-

versally agreed is how best to deal with such vul-

nerable people. Society has, generally, assigned the

law to serve as the vehicle to respond to the thorny

issue of when and how to protect this group.

However, variations in legislation and its applica-

tion are legion, reflecting, in part, the ethical

underpinnings of the process. Psychiatrists and

society need coherent arguments concerning the

moral principles we should heed. A good start is

J. S. Mill’s contention, in his essay On Liberty in the

1850s, that the ‘‘only purpose for which power can
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be rightfully exercised over any member of a civ-

ilised community, against his will, is to prevent

harm to others. His own good, either physical or

moral, is not a sufficient warrant’’ (Gray, 1976)

Mill’s caveat that an exception must be made in

children and mentally disturbed people (i.e.,

‘‘delirious’’ or in a ‘‘state of excitement or absorp-

tion incompatible with the full use of the reflecting

faculty’’) suggests they can legitimately be assisted.

Paul Chodoff (1984) has addressed the awesome

question of compulsory treatment on the grounds

of mental illness. He found utilitarian and deonto-

logical theories wanting and, therefore, proposed

a ‘‘chastened and self-critical’’ paternalism, one

‘‘willing to commit to strong safeguards against

abuse.’’ This humanism is epitomized in a con-

cluding sentiment: involuntary treatment is not a

conflict of right versus wrong but one over the

right to remain at liberty against the right ‘‘to be

free from dehumanising disease.’’ This notion of

being imprisoned by illness would resonate with all

psychiatrists who have treated psychotic patients.

Our account hitherto has referred to patients as a

homogeneous group. Loss of critical faculties may

be a unifying feature but ethical factors will vary

according to particulars of the clinical state. One

obvious example is suicidal behavior.

Szasz (1986) saw suicide as the act of a moral

agent. The state should, therefore, not assume power

to prevent self-killing although it may opt to advise

for or against. This argument is libertarian, with the

corollary that everyone should have the right to end

their life. Szasz had, however, neglected Mill’s point

that, when respecting a person’s right to liberty, a

possible exception is the loss of critical faculties.

This is not to aver that all suicidal behavior is the

product of a disordered mind. Suicide in the wake

of chronic, debilitating illness, and a long-standing

commitment to euthanasia, seems rational and

coherent. For example, the renowned author, Arthur

Koestler, left a suicide note demonstrating that he

arrived at his decision authentically and with his

critical faculties intact (Cesarani, 1998).

The suicidal patient epitomizes the psychiatrist’s

dilemma in having no choice but to impose

treatment in various circumstances and having to

declare a person’s incapacity, by dint of mental

illness, to make rational judgements about what

is in their best interests. Van Staden and Kruger

(2003) covered this topic by highlighting its dimen-

sions, namely the failure to understand relevant

information, choose decisively between options,

and accept that the need for treatment prevails.

They refer to the utility of a ‘‘functional approach’’

in determining capacity, especially the temporal

factor, so that a patient incapable of consenting at

one point in their illness may well become capable

at another. Ethical arguments to justify detention

in a hospital can be extrapolated into the com-

munity setting. Similar restrictions on liberty lie

at the heart of the moral dilemma, and the psych-

iatrist again has to consider patients’ competence.

Munetz and his colleagues (2003) applied three

ethical arguments – utilitarian, communitarian,

and beneficence – concluding that all three support

the application of compulsory community treat-

ment. For more on issues related to consent and

capacity, see Section I.

The case

If we return to the family described at the beginn-

ing of this chapter, we can readily note how ethical

challenges exist at several levels, both diagnostic-

ally and therapeutically. A combination of two

ethical approaches, principlism (Beauchamp and

Childress, 2001) and care ethics (Baier, 1985, 2004),

can be gainfully adopted in wrestling with these

challenges. Principlism (or principle-based ethics)

relies on a set of well-recognized moral principles

to identify and analyze ethical problems: respect for

autonomy, non-maleficence (avoidance of causing

harm), beneficence, and justice. The essence of

care ethics is a reliance on the natural inclination of

a health professional to extend care to dependent

and vulnerable people and to react sensitively

to such ‘‘moral’’ feelings as compassion, love, and

trustworthiness. The approach fits well with psych-

iatry since its practitioners rely significantly on
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empathy in order to understand the wishes and

needs of patients and their families.

We conclude by applying the interplay of care

and principle ethics in relation to the family in the

case opening this chapter. Buffeted by frightening

internal forces, Mrs. J’s withdrawal and bizarre

behavior since her baby’s birth point to the

question of whether or not she is competent to

appreciate her circumstances. Above all, can she

protect her infant? Extending care to a deeply

distressed woman who has lost her anchorage (as

well as to her anxious husband and the vulnerable

baby) directs the psychiatrist to the option of

responding in accordance with the tenets of care

ethics, particularly the goal of promoting trust. It

remains an open question whether this means

advising Mrs. J (in tandem with gaining Mr. K’s

support) to enter hospital, committing her to

involuntary treatment, or arranging for her rigor-

ous supervision by family and friends. What is vital

is that the psychiatrist adopts a caring posture.

However, his options must be considered in the

context of basic bioethical principles; for example,

is respect for Mrs. J’s autonomy possible or must

the psychiatrist necessarily act in loco parentis,

in accordance with the principle of beneficence?

And given the entitlements owing to the three

participants in the scenario, what role does justice

play?

A synthesis of care ethics and principlism per-

mits sound moral reflection within an environment

of emotionally based connectedness between

patients and therapist. We believe this approach

acknowledges and best exploits the importance of

moral emotions when clinicians are presented with

the varied, nuanced ethical conundrums of psy-

chiatric practice.
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63

Neuroethics

Eric Racine and Judy Illes

Mr. L is a 65-year-old man who has entered early

retirement after a long and successful career as a business

executive. Having had little time to keep up with current

political events, let alone scientific events for which he

always had particular curiosity while making his fortune,

he has begun to devour a number of major newspapers each

day and listen to medical talk shows. He even recently

bought a subscription to a high-quality science news

publication geared for the educated lay public, and goes

on the Internet daily to read news alerts he has signed up

for about major scientific advances. His interest in having

a brain scan is piqued by Internet and print media

advertisements for a computed tomographic scan of the

whole body, which includes a free head scan, and by

announcements from a nearby university known to be

doing cutting-edge Alzheimer’ research recruiting for sub-

jects in his age group. He is puzzled by some claims made

that preventive brain scans find serious conditions before

the manifestations of symptoms. He asks his physician if

he should purchase the scan service and if the research

opportunity he is offered could serve the same purpose.

What is neuroethics?

Neuroethics is a new field at the intersection of

bioethics and neuroscience that focuses on the

ethics of neuroscience research and the ethical

issues that emerge in the translation of neurosci-

ence research to the clinical and public domain

(Marcus, 2002; Illes and Racine, 2007). Although

there are lively discussions on the nature of this

new field (Doucet, 2005; Illes and Racine, 2005;

Vries, 2005), the single most important factor

supporting it is the opportunity for an increased

focus and integration of the ethics of medical

specialties (neurology, psychiatry, and neuro-

surgery) and of the ethics of related research to

improve patient care. Research on medical neuro-

stimulation techniques (e.g., deep brain stimula-

tion) is a good example to illustrate why there is an

important need for integrated interdisciplinary

ethical approaches. Neurology and psychiatry

separated more than a century ago, and surgical

procedures for psychiatric illness (psychosurgery)

such as leucotomies and lobotomies have left a

history of abuse and unethical behaviors (Gostin,

1980). However, recent techniques for deep brain

stimulation that are now widely applied to neuro-

logical disorders such as epilepsy and Parkinson

disease are being introduced in psychiatry (Abbott,

2005; Chittenden, 2005; Mashour et al., 2005;

Mayberg et al., 2005). Discussion has even been

initiated on the potential for these techniques to

enhance mood and cognitive function in normal

individuals (Wolpe, 2002; Farah et al., 2004). Given

the scope of the issues and the nature of the

challenges found in this example of technology

transfer (e.g., informed consent), we can no longer

approach the ethics of different medical specialties

in an isolated manner. Neuroethics is, therefore, an

effort to bring together neuroscientists, physicians,

ethicists, and other scholars to address the ethical

challenges brought about by the diseases of the

mind and brain.

Other important issues discussed in neuroethics

span the breadth of scholarship in bioethics
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and include topics in neuroscience research,

healthcare, and policy. The alteration of cognition

and mood in normal individuals (‘‘cognitive

enhancement’’) with neuropharmaceuticals is one

major area in which physicians will play an

increasingly important role. For example, lifestyle

uses of the stimulant methylphenidate to augment

memory and concentration (Babcock and Byrne,

2000; Kroutil et al., 2006) and the sleep medication

modafinil to enhance alertness (Vastag, 2004) are

emerging with unknown social and public health

consequences. Another important area of neuro-

ethics concerns the ethical use of neuroimaging

technology outside the medical setting. There are

social and economic pressures for rapid availability

of applications such as lie detection. They raise

fundamental issues of privacy and autonomy

(Editorial, 2006), especially given sometimes over-

stated promises and threats disseminated through

the media (Racine et al., 2005a). These are a few

examples of the major issues that have led to the

emergence of neuroethics. In addition to these,

others are shown in Table 63.1. Physicians and

allied healthcare providers must tackle them with

an eye to serving as gatekeepers between biomed-

ical science and society. In this chapter, we focus on

direct-to-consumer advertising (DTCA) of neuro-

imaging services and specifically discuss the role of

physicians in this currently evolving environment.

We have chosen this topic given its overall rele-

vance to and immediacy for physicians.

Why is neuroethics important?

Physicians have long acted as the gatekeepers to

medical technology and healthcare. Polls indicate

that trust in physicians is high (British Medical

Association, 2005; Gallup Poll, 2005) and phys-

icians, with their knowledge, expertise, and the

patient’s best interests in mind, are best placed to

help and inform their patients in health-related

decisions (Pellegrino and Thomasma, 1988).

Accordingly, and conforming to fiduciary obliga-

tions to the patient (American Medical Association,

2001), physicians must promote patient autonomy

while avoiding risks (non-maleficence) and maxi-

mizing the possible beneficial outcomes (benefi-

cence) of healthcare products and information

(Beauchamp and Childress, 2001). However, the

physician’s role of gatekeeper is currently put to

the test by patient information seeking and by

aggressive commercial campaigns that market not

only traditional health products (e.g., pharma-

ceuticals) but also health services (e.g., neuroim-

aging) and alternative medicines (e.g., ‘‘natural’’

products to treat neurological and psychiatric

diseases) (Racine et al., 2007). The commitment

of physicians to evidence-based practice and

the patient’s welfare is, therefore, complicated in

the context of a rapid explosion of attractive

health claims for DTCA products and services. In

this chapter, we suggest that proactive mitigation

of risks and informed approaches to ethical

challenges are the best route to high-quality

patient information and sound patient–provider

relationships.

Ethics

The DTCA of healthcare products refers to a

spectrum of marketing practices based on a com-

bination of information and promotion strategies

and directed at consumers through different media

(e.g., newspapers, the Internet; Illes et al., 2003a,

2004a; Caulfield, 2004; Hollon, 2004). The situation

specifically discussed here is the DTCA of self-

referred imaging services. Self-referral to health-

care products and services in the USA has risen

steadily since the mid 1980s when the US Food and

Drug Administration (FDA) moratorium on DTCA

of pharmaceuticals was lifted. Since the late 1990s,

self-referral to whole-body computed tomography

(CT) and magnetic resonance imaging (MRI) for

early screening of cancer, cardiovascular disease,

and other disorders has followed this trend.

There has been some discussion in the medical

and scientific community concerning whether CT

and MRI scans are advertised in the media for

unwarranted uses (O’Malley and Taylor, 2004).

496 E. Racine and J. Illes



Ta
b
le

6
3
.1
.
Em

e
rg
in
g
ch
al
le
n
g
e
s
in

n
e
u
ro
e
th
ic
s

N
e
u
ro
te
c
h
n
o
lo
g
y

D
e
sc
ri
p
ti
o
n

T
h
e
ra
p
e
u
ti
c
p
o
te
n
ti
a
l

E
m
e
rg
in
g
c
h
a
ll
e
n
g
e
s

N
e
u
ro
p
h
a
rm

a
c
o
lo
g
y

D
e
v
e
lo
p
m
e
n
t
o
f
ta
rg
e
t-
sp

e
c
ifi
c

m
o
le
c
u
le
s
b
a
se
d
o
n
in
c
re
a
se
d

u
n
d
e
rs
ta
n
d
in
g
o
f
n
e
u
ro
b
io
lo
g
ic
a
l

m
e
c
h
a
n
is
m
s
a
n
d
sy
st
e
m
s

n
e
u
ro
sc
ie
n
c
e

Im
p
ro
v
e
o
u
tc
o
m
e
in

a
c
u
te

n
e
u
ro
lo
g
ic
a
l
d
is
e
a
se
;
im

p
ro
v
e

tr
e
a
tm

e
n
t
a
n
d
c
o
m
p
li
a
n
c
e
in

p
sy
c
h
ia
tr
ic

il
ln
e
ss
e
s;

sl
o
w

n
e
u
ro
d
e
g
e
n
e
ra
ti
o
n

Id
e
n
ti
fy

c
o
n
d
it
io
n
s
fo
r
c
o
n
se
n
t
in

p
a
ti
e
n
ts

w
it
h

a
c
u
te

n
e
u
ro
lo
g
ic
a
l
d
is
o
rd
e
r
fo
r
e
m
e
rg
e
n
c
y

n
e
u
ro
p
ro
te
c
ti
o
n
tr
ia
ls
;
ta
c
k
le

p
ro
a
c
ti
v
e
ly

e
n
h
a
n
c
e
m
e
n
t
o
f
n
o
rm

a
l
c
o
g
n
it
io
n
a
n
d
m
o
o
d

a
n
d
th
e
e
m
e
rg
e
n
c
e
o
f
a
c
o
sm

e
ti
c
n
e
u
ro
lo
g
y

w
it
h
m
a
jo
r
so

c
ia
l
im

p
li
c
a
ti
o
n
s;

c
o
n
d
u
c
t
g
lo
b
a
l

a
n
a
ly
si
s
o
f
c
o
st
s
a
n
d
b
e
n
e
fi
ts

fo
r
c
o
g
n
it
iv
e

e
n
h
a
n
c
e
rs

in
th
e
tr
e
a
tm

e
n
t
o
f
n
e
u
ro
d
e
g
e
n
e
ra
ti
v
e

d
is
e
a
se
s

N
e
u
ro
e
n
g
in
e
e
ri
n
g

D
e
v
e
lo
p
m
e
n
t
o
f
fu
n
c
ti
o
n
a
l
b
ra
in
–

c
o
m
p
u
te
r
in
te
rf
a
c
e
s
a
n
d

n
e
u
ro
st
im

u
la
ti
o
n
te
c
h
n
iq
u
e
s

b
a
se
d
o
n
a
d
v
a
n
c
e
s
in

n
e
u
ro
p
h
y
si
o
lo
g
y
,

n
e
u
ro
e
n
g
in
e
e
ri
n
g
a
n
d

n
e
u
ro
su

rg
e
ry

R
e
st
o
re

m
o
to
r
fu
n
c
ti
o
n
;
re
li
e
v
e

m
a
jo
r
p
sy
c
h
ia
tr
ic

il
ln
e
ss
e
s

D
e
te
rm

in
e
re
q
u
ir
e
m
e
n
ts

o
f
sa
fe
ty

a
n
d
re
li
a
b
il
it
y
fo
r

e
xp

e
ri
m
e
n
ta
l
n
e
u
ro
su

rg
ic
a
l
tr
e
a
tm

e
n
ts
;
e
st
a
b
li
sh

c
o
n
d
it
io
n
s
fo
r
c
o
n
se
n
t
o
f
v
u
ln
e
ra
b
le

p
sy
c
h
ia
tr
ic

p
a
ti
e
n
ts

fo
r
d
e
e
p
-b
ra
in

st
im

u
la
ti
o
n
;
d
e
v
e
lo
p
fa
ir

a
n
d
ju
st

a
p
p
ro
a
c
h
e
s
to

im
p
ro
v
e
a
c
c
e
ss

to

e
xp

e
n
si
v
e
n
e
u
ro
su

rg
ic
a
l
p
ro
c
e
d
u
re
s
a
n
d
d
e
v
ic
e
s

N
e
u
ro
g
e
n
e
ti
c
s

D
e
v
e
lo
p
m
e
n
t
o
f
n
e
u
ro
g
e
n
e
ti
c

k
n
o
w
le
d
g
e
a
n
d
te
st
s
b
a
se
d
o
n

a
d
v
a
n
c
e
s
in

g
e
n
e
ti
c
re
se
a
rc
h
a
n
d

b
io
in
fo
rm

a
ti
c
s

M
a
k
e
li
fe
st
y
le

c
h
o
ic
e
s
to

d
e
la
y

p
a
th
o
lo
g
ic
a
l
p
ro
c
e
ss
e
s;

m
a
k
e

re
p
ro
d
u
c
ti
v
e
c
h
o
ic
e
s
b
a
se
d
o
n

p
a
ti
e
n
t
a
u
to
n
o
m
y

P
ro
v
id
e
p
a
ti
e
n
t
a
n
d
fa
m
il
y
g
e
n
e
ti
c
c
o
u
n
se
li
n
g
;

m
it
ig
a
te

p
o
ss
ib
le

st
ig
m
a
a
n
d
d
is
c
ri
m
in
a
ti
o
n
b
a
se
d

o
n
c
o
n
te
m
p
o
ra
ry

k
n
o
w
le
d
g
e
o
f
il
ln
e
ss

a
n
d

c
o
m
p
le
xi
ty

o
f
g
e
n
e
ti
c
in
fo
rm

a
ti
o
n
;
re
g
u
la
te

te
st
s

o
ff
e
r
in

n
o
n
-c
o
n
v
e
n
ti
o
n
a
l
se
tt
in
g
s

N
e
u
ro
im

a
g
in
g

A
d
v
a
n
c
e
s
in

st
ru
c
tu
ra
l
a
n
d
fu
n
c
ti
o
n
a
l

im
a
g
in
g
b
a
se
d
o
n
a
d
v
a
n
c
e
s
in

re
se
a
rc
h
d
e
si
g
n
a
n
d
in
c
re
a
se
d

re
so

lu
ti
o
n
o
f
im

a
g
in
g
d
e
v
ic
e
s

Im
p
ro
v
e
d
ia
g
n
o
si
s
o
f
n
e
u
ro
lo
g
ic
a
l

a
n
d
p
sy
c
h
ia
tr
ic

d
is
e
a
se
s;

p
la
n

a
n
d
m
o
n
it
o
r
n
e
u
ro
su

rg
ic
a
l

in
te
rv
e
n
ti
o
n
s

M
a
n
a
g
e
in
c
id
e
n
ta
l
fi
n
d
in
g
s
in

re
se
a
rc
h
;
e
n
su

re

a
p
p
ro
p
ri
a
te

k
n
o
w
le
d
g
e
tr
a
n
sf
e
r
in

c
li
n
ic
a
l

a
p
p
li
c
a
ti
o
n
s
su

c
h
a
s
p
re
su

rg
ic
a
l
m
a
p
p
in
g
a
n
d

p
ro
m
o
te

p
u
b
li
c
u
n
d
e
rs
ta
n
d
in
g
o
u
ts
id
e
th
e

h
e
a
lt
h
c
a
re

sy
st
e
m
;
p
ro
te
c
t
p
ri
v
a
c
y
a
n
d

c
o
n
fi
d
e
n
ti
a
li
ty

o
f
d
a
ta

in
im

a
g
in
g
b
a
n
k
s



Studies of DTCA of neuroimaging services have

found that risks were not consistently reported in

advertisements and that a strong emphasis was put

on patient success stories (Illes et al., 2004a; Racine

et al., 2007). Consequently, the most widely dis-

cussed ethical topic related to DTCA concerns the

quality of healthcare and scientific information

offered to patients and the public through adver-

tisements. Are these advertisements empowering

patient autonomy and improving health infor-

mation or hindering them by conflating infor-

mation with promotion (Wolfe, 2002; Hasman and

Soren, 2006)? Aware of the current challenges, the

American Medical Association (1999) has asked

physicians to ‘‘take an active role in ensuring that

proper advertising guidelines are enforced and that

the care patients receive is not compromised as a

result of direct-to-consumer advertising.’’ The

proper ethical role of physicians interacting dir-

ectly or indirectly with private sector facilities

offering such products is another area of debate

(Cho, 2002).

The case outlined at the start of this chapter also

features an opportunity for a layperson to partici-

pate in neuroimaging research. There is now a

growing interest in the science and challenges

related to the healthcare and public uses of neuro-

imaging. Examples of ethical issues include confi-

dentiality of brain scans that can reveal patient

identity (Olson, 2005), hasty social uses of neuro-

imaging as a lie-detection device (Wolpe et al.,

2005), and ethical use of predictive neuroimaging

(akin to genetic testing) (Rosen et al., 2002). One of

the most compelling and concrete research ethics

issues is the unexpected discovery of abnormal

findings in the context of research (i.e., incidental

findings; Illes et al., 2004b, c, 2006).

Law

The legal and regulatory context of DTCA is com-

plex. Only in the USA and New Zealand is it legal to

advertise directly prescription drugs to consumers.

Other healthcare products such as medical devices

and dietary supplements are not as strictly regulated

and monitored for safety and marketing (New York

State Task Force on Life and the Law, 2005).

Regarding neuroimaging research, we know that

physicians acting as investigators must respect all

applicable research guidelines, such as the Helsinki

Declaration. How the current guidelines would

apply to advising volunteers to participate in a

research study (in which the physician is not

involved) is less clear, but physicians should not

recommend participation in a study not approved

by an institutional oversight committee. We are

unaware of neuroimaging researchers being held

liable for the disclosure or non-disclosure of

abnormal neuroimaging findings. However, some

legal precedents point to the possible existence

of fiduciary obligations of researchers conducting

non-clinical research to disclose clinically relevant

information (Grimes v. Kennedy Krieger Institute,

Inc., 2001).

Policy

In matters of DTCA of healthcare products in the

USA, there is evidence of a policy gap in the regu-

lation of healthcare products, neuropharmaceu-

ticals being more tightly regulated and monitored

by the FDA than neuroimaging services and

natural neuroproducts (Racine et al., 2007). Health

authorities and many professional societies have

specifically warned against self-referred whole-

body imaging since it is currently not indicated for

any medical condition (Health Canada, 2004).

No formal and specific policies currently exist for

handling the ethics of neuroimaging research, but

all relevant general ethics regulations and guide-

lines remain applicable. An important step in that

direction is the results of a workshop sponsored

by several institutes of the US National Institutes

of Health and Stanford University. Certain funda-

mental principles to incidental findings achieved

broad consensus (Illes et al., 2006). Among these

principles was that researchers must respect the

subject’s right to privacy – the right to know

and not to know – and, therefore, anticipate the

possibility of detecting brain anomalies in their
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research. The methods for dealing with this

possibility must be clearly articulated in insti-

tutional review protocols and consent forms

(Illes et al., 2006).

Empirical studies

Direct-to-consumer advertising and public

understanding of neuroscience

There is evidence of growing commercialization of

imaging services. In the USA, there is a widespread

distribution of centers offering self-referred whole-

body imaging, with a concentration on the east and

west coasts (Figure 63.1). Despite calls for clinical

trials, better regulation of these services and even

closure of several privately held and academically

based centers, the resilience of the industry sug-

gests that in the USA innovative medical technol-

ogy is rapidly equated with better care because of

the support for market-based approaches to a

range of services emphasizing consumer choice

and responsibility (Fuchs, 1968; Illes et al., 2003a).

In Canada, the number of CT and MRI imaging

scanners in free-standing facilities has steadily

increased from 1998 to 2004 (Figure 63.2).

Marketing of imaging services, like marketing of

prescription pharmaceuticals, is accomplished

through print and broadcast media and generally

capitalizes on a range of consumer emotions and

potential motivations, from fear about disease to

promises of health (Shiv et al., 1997; Terzian, 1999;

Duke et al., 2001; Wolfe, 2002; Arthur and Wuester,

2003). Several studies have reported that, when

commercial interests are at stake, print advertise-

ments, printed information for providers and con-

sumers, and self-accessible web-based materials all

fail to provide truly balanced information in terms

of completeness and quality for frontier health

products and services (Cho et al., 1997; Gollust et al.,

2002, 2003; Risk and Petersen, 2002). For imaging

services, consumers may not be made aware, for

example, of the possibility or rate of false-positive

findings and the procedures needed to follow up

ambiguous test results, or of the absence of clinical

trials validating the benefit of screening asymp-

tomatic individuals. References to the potential risk

of radiation associated with CT scans are also
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notably missing. In contrast, advertisements for

MRI services by the same companies make explicit

reference to the non-invasive character of this non-

radiation modality. These strategies may have

an adverse impact on patient views about well-

substantiated primary care disease-screening prac-

tices. In one series of studies relevant to imaging

services, DTCA for genetic screening in print media

and on the Internet was heavily criticized for the

inadequate presentation of the complexity and

probabilistic nature of the information being

advertised, the exaggerated promises, and the lack

of scientific evidence for the clinical value of the

product (Gollust et al., 2002, 2003).

Further evidence suggests that psychiatric and

neurological patients are targets of current DTCA

practices. Findings from the literature show that

the multibillion marketing investments are geared

toward the newer pharmaceuticals for chronic

conditions with huge market potentials such as

psychiatric and neurological illnesses (Gahart et al.,

2003; Hollon, 2004; Styra, 2004). In a study on

‘‘DTCA visits’’ (i.e., visits where the patient initi-

ated discussion about a prescription drug adver-

tised on broadcast media), anxiety, depression, and

pain were found to be prevalent target conditions

(Weissman et al., 2004). Moreover, its has been

shown that the Internet per se is more often used by

patients with self-reported stigmatized conditions

(e.g., anxiety, herpes, or urinary incontinence) than

by patients with non-stigmatized conditions (e.g.,

cancer, heart problems) to get health information,

communicate with healthcare professionals, and

utilize healthcare based on Internet information

(Berger et al., 2005).

Data on public and patient understanding of

neuroscience also suggest that information avail-

able through print media is an inadequate source

of healthcare information and that it creates high

or false expectations about benefits and risks. For

example, a recent study that examined press cov-

erage (1995–2004) of frontier neurotechnology (e.g.,

electroencephalography, positron emission tom-

ography, neurostimulation techniques, neurogen-

etic testing) for ethical content and reporting

practices found that coverage in major newspapers

in the USA and UK (more than 1000 articles) was

overwhelmingly optimistic except for neurogenetic

testing, where almost half of articles featured the

‘‘pros and cons’’ of neurogenetic testing technol-

ogy. Most technologies went unexplained when

they were mentioned in articles (Racine et al.,

2005b). Various other studies of medical tech-

nologies such as prescription pharmaceuticals

(Cassels et al., 2003), neuroimaging (Racine et al.,

2005a), and genetics research and technologies

(Conrad, 2001; Bubela and Caulfield, 2004; Kua

et al., 2004; Racine et al., 2006) have consistently

shown that the benefits are hyped and that the

risks are underdiscussed.

Risks of neuroimaging research and

incidental findings

Like all research, neuroimaging carries risks, such

as the potential for breach of confidentiality and

physical risks. One of the challenges of neuroimag-

ing research ethics is the occurrence of incidental

findings of clinical consequence in non-clinical

neuroimaging research. With tens, if not hundreds

of thousands of volunteers and patients in Canada,

the USA, and Europe participating in research, this

is no surprise (Illes et al., 2003b). Although popu-

lation statistics vary from study to study, even a
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1–2% rate of findings yields a high number of

people who may then face difficult life decisions

about follow-up, and accompanying psychological

and financial costs, as indicated in some self-

reported cases (Anon., 2005; Hilgenberg, 2005).

Current data suggest that approximately 15% of

the asymptomatic population of research subjects

have unusual variations in their brain structure and

in 2–8% of these the findings are clinically signifi-

cant (Katzman, 1999; Kim et al., 2002; Illes et al.,

2004c). These data reflect higher rates than some

population studies (Central Brain Tumor Registry

of the United States, 2004; Weber and Knopf, 2006)

but seem to vary consistently with age, gender, and

even with the geography of the data taken. Pro-

cedures for handling these findings in the research

environment vary substantially, and range from

strict protocols to ad hoc procedures (Illes et al.,

2004b). Subjects have reported that they expect that

if an abnormality is present it will be discovered and

disclosed to them (Kirschen et al., 2006). Accord-

ingly, benefits could be expected from simple par-

ticipation in research, creating potential therapeutic

misconceptions (Appelbaum et al., 1987).

How should I approach neuroethics
in practice?

We can expect that growing numbers of patients

will bring to the clinic information found through

the Internet and other media regarding prescrip-

tion drugs, natural products, genetics tests, and

whole-body and brain scans (Gollust et al., 2002;

Illes et al., 2003a, 2004a; Check, 2005; Racine et al.,

2007). For patients suffering from neurological and

psychiatric disorders, the increasing targets of such

technology in the open marketplace, vulnerability

and compromised decisional capacity are critical

factors. Physicians must be aware of the type of

claims backing the products patients can learn

about and purchase. Physicians should approach

patient information on frontier technologies such

as neuroimaging with the patient’s needs in mind.

In cases of conflicting interests, the patient’s

interest must come first and, if the physician

cannot achieve this, the patient’s care should be

conferred to a colleague. Knowledge of the current

trends and literature is vital for guiding patients

who seek counseling on these matters. Akin to

encouraging physician consultation for prescrip-

tion drugs, consumers interested in self-referred

imaging services would benefit considerably from

involvement of personal physicians in procedure

selection and follow-up.

The case

This case presents some of the topics discussed in

the neuroethics literature today and that clinicians

may face as frontier neurotechnology is translated

into healthcare products and services. The two

parts of the case introduce many issues in patient

information and physician counseling. Our imme-

diate analysis and discussion focuses, first, on

public understanding of neuroscience in a context

of DTCA for healthcare products and services

such as neuroimaging, and, second, on informing

patients about research participation in neuro-

imaging research. More broadly, we hope that

this case will also spark discussion on technology

transfer and patient information in areas other than

neuroscience, such as prenatal genetic testing for a

broad range of disabling conditions (Check, 2005).

Self-referred imaging and direct-to-consumer
advertising

The physician should inform the patient that self-

referred whole-body imaging is not medically

indicated for any condition, and the overall value of

such screening is still open to debate. Further, the

patient should be informed that imaging findings

may lead to follow-up testing with a certain degree

of morbidity and risks to future insurability. The

patient could have tacit expectations about neu-

rotechnology that should be discussed in the light

of current scientific and medical evidence. Given

that some misconceptions of neuroimaging may
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be acquired from the media, and that practices of

DTCA are still emergent, advance consultation

should be encouraged. Patients’ questions provide

an ideal opportunity for clarifying the pitfalls of

unregulated healthcare services and products.

Neuroimaging research

The physician should inform patients that imaging

modalities have varying risks even for non-invasive

procedures with low-risk profiles. For example,

discovery of abnormal findings and other conse-

quences are possible. Participation in any research

project should be based on consent and patients

may expect to be fully informed about their rights

as research subjects. It is essential that physicians

dispel therapeutic misconceptions and assist

patients, as needed, in differentiating between

expectations that are reasonable and appropriate

for medical care versus those for medical research.

Advising and counseling patients on
healthcare and research uses of frontier
neurotechnology

The following advice can be used when counseling

patients.

� Inform patients that current sources of scientific

and healthcare information transmitted in the

media do not provide a substitute for physician

counsel and advice.

� Inform patients that medical use of whole-body

screening is not currently supported by scientific

evidence.

� Inform patients that participation in research

may result in unexpected findings that may need

follow-up.

� Be prepared to address therapeutic misconcep-

tions and the value of alternative medicine.

� As suggested by the American Medical Associ-

ation, communicate to the FDA or other relevant

authorities wrongful and misleading health mes-

sages found in media advertising.

� Promote both patient autonomy and trust in the

patient–physician relationship.
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Pharmacy ethics

Margaret L. Eaton

A pharmacist at a drug store has been presented with

prescriptions for two drugs that the pharmacist knows are

being prescribed ‘‘off-label’’ or ‘‘off-list’’ (meaning, for a

non-approved use) for obesity. The patient presenting the

prescription appears to be somewhat overweight but not

obese. The pharmacist knows that the medical literature

has recently contained reports that patients on this drug

combination have developed severe cardiac problems and

some have died from the condition. Since the reports are

anecdotal in nature and not supported by scientifically

controlled research studies, the consensus opinion among

healthcare providers is that there is no proof that the drugs

cause cardiac problems but there is cause to be alarmed

about the risk. For this reason, some physicians have stopped

prescribing the combination for their overweight patients.

When the pharmacist asks the patient about the prescrip-

tions, he learns that the patient has been on the drugs for

months and has lost a considerable amount of weight, a fact

thathe sayshas ‘‘turnedhis life around.’’He reports, improved

blood lipid chemistries, better mobility, and a tremendous

boost in his self-esteem. The patient also discloses that his

usual physician has stopped prescribing the drugs because of

the side effect reports, forcing the patient to locate another

willing prescriber. In the midst of this prescription intake

session with the patient, the pharmacy supervisor calls the

pharmacist aside and tells him that there is a backlog of

prescriptions that need filling immediately.

What is pharmacy ethics?

With regard to the basic biomedical ethical

responsibilities – benefiting the patient, supporting

a patient’s right to self-determination/autonomy,

refraining from harming the patient, assisting and

advocatingonbehalf of thepatient to ensure effective

and safe healthcare, protecting the patient’s medical

privacy, and maintaining professional competency

and knowledge – pharmacists are no different to any

other healthcare professional. However, the role that

pharmacists play in healthcare creates unique situ-

ations in which these ethical duties occur. This sin-

gularity arises fromfouraspectsofpharmacypractice:

a pharmacist is expected to dispense medications

but also now has responsibilities to provide clinical

services; a pharmacist is at least one step removed

fromapatient’s primary encounterwith a physician,

who diagnoses illness and prescribes treatment; in

the outpatient setting, the pharmacist is the last

healthcare professional encountered by a patient

before drug treatment commences; and pharma-

cists often control the drug formulary at healthcare

institutions. These four features of the profession

generate most of the ethical conflicts in pharmacy

practice. These are in the areas of (i) allocation of

time between dispensing and clinical services; (ii)

patient advocacy responsibilities; (iii) social, moral,

or religious objections to certain drug uses; (iv) con-

flicts of interest with pharmaceutical companies; (v)

drug diversion and abuse; and (vi) healthcare

resource stewardship. This chapter discusses these

ethical issues in pharmacy ethics in practice.

Why is pharmacy ethics important?

Pharmacy ethics is important to the same degree

that drug therapy is important to a patient’s
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health and well-being. That is, they are both often

fundamental. A pharmacist’s primary responsi-

bility is to benefit patients and prevent harm by

dispensing the right drug in the right amount and

with complete use information. Failure to fulfill

these responsibilities can lead to loss of disease

control, disability, and/or death. Adherence to both

professional standards and a code of ethics is

imperative if these problems are to be avoided.

According to the American Hospital Association

and the US Food and Drug Administration, the

most common medication errors stem from

incomplete patient information (such as allergies

to drugs or use of other medications), unavailable

drug information (such as up-to-date warnings),

miscommunication of drug orders (such as misuse

of zeros or decimal points), lack of appropriate

labeling, environmental factors that degrade drugs

(such as temperature), and distractions that lead to

dispensing errors. Medication errors such as these

cause at least one death every day and injure

approximately 1.3 million people annually in the

USA (US Food and Drug Administration, 2006).

Many of these kinds of error were involved recently

when patients died from a 20-fold overdose of

morphine when a certain concentrated oral solu-

tion was prescribed in milliliters (ml) instead of

milligrams (mg) (US Food and Drug Adminis-

tration, 2003). This and the other causes of medi-

cation error can be avoided by the careful

intervention of a pharmacist.

How do I approach pharmacy ethics
in practice?

This section contains brief discussions of the most

common ethical dilemmas faced by pharmacists.

Conflicts between dispensing and
clinical services

A primary source of ethical tension in pharmacy

practice stems from the current transition of

professional focus from the drug product to the

patient. So-called dispensing pharmacists spend

much of their professional time interpreting, fill-

ing, and dispensing prescriptions. These functions

require that the pharmacist reviews the prescrip-

tion for proper drug use and dosage. Either because

it is required by law or because it is considered

standard professional practice, some pharmacists

also review the list of the other drugs dispensed to

a patient to ensure that no dangerous contrain-

dications or interactions exist. For instance, a

pharmacist who receives a propranolol prescrip-

tion for a patient who is already using an inhaled

b2-adrenoceptor agonist would be alert to the fact

that the beta blocker could trigger an asthma

attack. Prescription problems such as this are rec-

tified by contacting the physician, who can then

modify the drug order if needed. For all of these

dispensing services, pharmacists receive a fee, and

the number of prescriptions filled becomes the

primary measure of the pharmacist’s income,

especially in a chain drug store setting.

Other pharmacists spend a significant part of

their time focusing on patient health. These

so-called clinical pharmacists perform a number

of non-dispensing functions: obtaining drug his-

tories from patients so that drug duplication and

interactions are avoided and to determine if any

current medical problem has been caused by an

untoward drug effect; monitoring for drug com-

pliance, side effects, and interactions between

drugs; and counseling patients about proper and

safe drug use. More advanced clinical pharma-

cists also monitor for drug effects (taking blood

pressure, testing blood glucose levels, monitor-

ing drug levels) and advise physicians on drug

choice, dosing, and toxicity. A clinically oriented

pharmacist such as this is most often found in a

hospital setting. Since there is usually no reim-

bursement for clinical pharmacy services, this

group must secure a non-traditional source of

income for their clinical services and so are often

paid as faculty at medical and pharmacy teaching

hospitals.
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In the middle of the pharmacy practice spectrum

is the largest group of pharmacists, who both dis-

pense and provide some limited clinical service,

usually counseling patients about a new prescrip-

tion medicine. This group is often challenged by a

situational pressure since time spent counseling

interferes with the income-producing dispensing

function. The time pressures can, in turn, impinge

on the quality of the services provided. The con-

flict has both legal and ethical dimensions. Some

pharmacists are legally required to offer counseling

to all patients (Scott and Wessels, 1997). However,

even with no legal obligation, many pharmacists

believe that patient counseling is ethically required

since, especially for complicated drug regimens,

counseling can reduce drug administration mis-

takes and patient morbidity.

This kind of income versus dispensing versus

patient health conflict can be resolved with

advance planning, triage systems, and staffing

adjustments. The planning should identify the

priority of obligations that are owed to patients.

For instance, a group of pharmacists can deter-

mine that counseling services are almost always a

priority unless a patient is in acute medical need

of a prescription (for pain, asthma, infection, etc.).

Communication systems can be developed to alert

pharmacists when service priorities need to shift,

and staffing adjustments can be made to accom-

modate the priorities. Notices in the waiting areas

that educate patients about professional service

priorities can lessen patient stress when delays

occur. When patients perceive a benefit from

medication counseling, they can more easily tol-

erate disruptions in dispensing services.

Patient advocacy

It can be difficult to decide how far the scope of a

pharmacist’s duty to serve patient interests should

extend. For instance, most pharmacists acknowledge

a duty to recommend generic substitution – when

available and if the generic is well formulated – in

the interest in benefiting patients (some of whom

cannot afford the cost of branded prescription

drugs and might go without) and in the interest of

rational healthcare resource allocation. However,

other situations are not so clear. Pharmacists are

not simply a conduit through which a patient

receives a prescription drug. Training and special-

ized knowledge should be put to use to determine

if the prescription is valid, beneficial, and safe. Yet

pharmacists, especially those in retail settings, are

limited by several circumstances in their ability

to make these determinations. If, for example, a

physician has written a prescription for one

medication but a similar drug for the same indi-

cation has a better efficacy:safety profile, should

the pharmacist attempt to intervene in the interest

of rational prescribing and patient safety? As an

example, a growing number of cases of violent

agitation in the elderly treated with triazolam

(Halcion) led pharmacists and medical payors to

reject prescriptions for the drug in aged patients

(Hensley, 2006). Also, some drugs (propoxyphene

[Darvon] is one) come to be recognized as lacking a

reliable risk–benefit profile, leading pharmacists to

contact prescribers with a request that another

drug be selected. The difficulty in questioning a

physician’s drug choice stems from the fact that

the medical data may not be clear about the attri-

butes of various medicines. A pharmacist also lacks

the medical information that the physician has

about the patient, and pharmacists often cannot

take the time to inquire about the prescribing

choices of a busy physician who may, in turn,

resent the interference. Circumstances can also

influence what choice to make. Is the physician

known to be prescribing outside of his or her spe-

cialty, so prescribing advice may be welcome? Is

there credible medical evidence that the prescrip-

tion drug is inferior to the alternative? Two guiding

principles may help the pharmacist in cases such

as this: (i) the more severe the potential harm to

the patient, the more the pharmacist should be

motivated to intervene, and (ii) informing patients

of any concern and advising them to seek further

advice from their physician is always advisable.
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Pharmacists are also always better positioned to

promote rational drug use when they have kept

abreast of the clinical pharmacology literature.

Refusal to fill a prescription on the basis of
social, moral, or religious objections

Pharmacists can have moral objections to the use

of medications in many circumstances. The use of

drugs for physician-assisted suicide is one such

circumstance, and debates exist about whether

pharmacists should fill these prescriptions, both in

jurisdictions where the practice is legal and those

in which it is not (Veatch, 1989; Canadian National

Association of Pharmacy Regulatory Authorities,

1999; Catholic News Agency, 2005). Some pharma-

cists who deplore drug abuse do not wish to par-

ticipate in the treatment of addicts by dispensing

drugs such as buprenorphine. Other pharmacists

object to the use of medications to combat obesity.

Use of medication, they believe, undermines per-

sonal responsibility for discipline, self-restraint,

and healthy living. In other cases, pharmacists have

objected on moral grounds to filling prescriptions

for contraception for unwed women or medica-

tions that act as emergency contraception or

abortifacients (McClain, 2005). Once having arrived

at these conclusions, pharmacists must determine

how their moral principles should be balanced

against the rights of patients seeking access to

medication. The laws and ethics guidelines can be

divided on the issue (National Conference of State

Legislatures, 2005). Some state that, despite per-

sonal objections, pharmacists have a duty to fill

legal prescriptions and sometimes even to counsel

patients on appropriate use. In other jurisdictions,

pharmacists are legally allowed to refuse to fill

morally objectionable prescriptions but some laws

further require (so that the patient is not aban-

doned medically) that the pharmacist then refer

patients to another willing dispenser. What is not

condoned in most countries is a pharmacist

refusing to return the prescription to the patient

or telling a patient that it is morally forbidden to

use the medication for the intended purpose.

Pharmacists have been known to do both

(Greenberger and Vogelstein, 2005; Stein, 2005).

As communities become increasingly pluralistic,

these kinds of conflict are inevitable. They require

accommodations (such as a timely referral) that

recognize the legitimate personal beliefs of the

pharmacist and preserves as much as possible the

ethical underpinnings of the patient–pharmacist

relationship: a patient’s autonomy and right to

treatment and the duty of the pharmacist to benefit

the patient and to refrain from harming someone

seeking medication.

Using prescription records to assist the
marketing activity of pharmaceutical
companies

Some large pharmaceutical companies pay US

pharmacies to mail material or call patients about

company drugs or competing products. The mater-

ials and messages urge patients to do such things

as continue taking a currently prescribed drug,

switch to a new form of the drug, or switch from a

competitor’s drug. Theses programs ostensibly do

not invade a patient’s medical privacy and are not

illegal, since the company does not have access

to the list of patients taking its drugs. Although

viewed by many as promotional material directed

to patients taking selected drugs, companies call

such material ‘‘patient education,’’ ‘‘patient com-

pliance,’’ or ‘‘disease management’’ programs.

However they are characterized, these programs

raise several troubling ethical questions (O’Harrow,

1998). Are such actions by a pharmacist an

improper invasion of the privacy of patients’ pre-

scription records? Is there a conflict of interest

when pharmacists are paid to urge patients to take

a particular brand of drug? Is this interfering with

the patient–physician relationship when the

material advises a patient to take a drug other

than one prescribed by the physician? These

programs have been challenged in lawsuits

brought by US pharmacy customers against major

chain pharmacies for invasion of privacy, and in

investigations by attorneys general in different
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states and the Federal Trade Commission for

possible violations of laws prohibiting unfair and

deceptive trade practices. The US Congress and the

Department of Health and Human Services have

also considered new privacy laws and regulations

to stop the practice (Zimmerman and Armstrong,

2002). Leaving aside the merits of the claims

against the companies and pharmacists, which

have not been resolved, this is a classic example of

how ethically questionable but legal activity can

lead to censure, litigation, regulation, and loss

of trust in the profession. Pharmacists who are

approached to participate in these programs need

to place primary emphasis on protecting patients’

privacy interests and should only convey infor-

mation clearly intended to promote health

interests.

Drug diversion and abuse

Surveys indicate that prescription drug abuse has

been rising over a number of years to what is now

considered epidemic proportions (National Center

on Addiction and Substance Abuse at Columbia

University, 2005). Pharmacists increasingly suspect

that when a patient presents a prescription for a

controlled drug, it is for the purpose of diversion or

abuse. Professional responsibilities in such a case

often conflict. Pharmacists have a duty to dispense

opioid analgesics when the drug has been legally

prescribed and is therapeutically appropriate for

the patient. Determining if both of these require-

ments have been met can be difficult, and errors in

judgement can have dire consequences. Refusal to

fill a legitimate prescription can withhold pain

relief from a suffering patient, and pharmacists

have been sued and disciplined for refusals to fill

these prescriptions based on the mistaken belief

that abuse or diversion was occurring (Simons-

meier, 2005). Alternatively, filling a narcotic pre-

scription that is used abusively increases the risk of

harm to the patient and perpetuates a dangerous

threat to the public health. Since most pharmacists

will face this kind of challenge, all should receive

training that focuses equally on decision-making

skills to detect drug abuse and diversion and also

on the recognition of valid and appropriate pre-

scriptions for controlled substances. Armed with

these skills, pharmacist are less likely to err in

either direction. The second task for the pharma-

cist is to recognize and avoid any tendency to make

decisions in these cases based on racial or other

biases, fear of liability or other personal harm, lack

of reimbursement, or other extraneous consider-

ations. Finally, when faced with an ambiguous

situation and contacting the prescriber or ques-

tioning the patient and others, pharmacists must

be diligent, appropriately timely, and considerate

of the patient’s need.

Medical resource stewardship

No system of healthcare is free of the burdens of

cost and the fair and rational allocation of con-

strained resources. Pharmacists play a central role

in these matters since they control or manage

institutional drug formularies, which are systems

designed to limit the choice of drugs that can be

prescribed based on cost-effectiveness determin-

ations. A typical drug formulary decision involves

selecting the least expensive among a class of drugs

that provide the same or similar therapeutic benefit

and risk. At times, however, the decision can

involve whether or not to stock a particularly

expensive drug. Assessing the cost effectiveness of

drugs in these cases often requires an economic

analysis involving calculations based on factors

such as cost per life year and cost per quality-

adjusted life year. However important these num-

bers are to the economic viability of healthcare

systems, they are considered unfair by patients in

desperate need of treatment and by physicians who

want to do everything possible for their patients.

An example is drotrecogin alfa (Xigris), a drug

approved in 2001 for the treatment of sepsis, a

condition with a high risk of death and for which

there is no consistently effective treatment. Some

hospital pharmacies did not want to stock the drug,

however, since it is not uniformly effective; costs it

over $6800 per treatment in the USA (£5000 in the
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UK); and, at least at first, was inadequately

reimbursed by insurers or the government. This

combination meant that pharmacy budgets could

be depleted to save only a relatively few patients. Of

the hospitals that did offer the drug, many limited

patient eligibility to severe sepsis in an attempt to

improve the cost–benefit ratio (Regalado, 2003;

Green et al., 2006). Rationing of scarce or expensive

medical care raises very contentious issues espe-

cially when patients learn that they may not be

offered (or cannot afford) the most advanced

treatments. Hospital politics also enters the picture

when the request to add the drug to the formulary

comes from a highly valued physician who controls

a department and/or admits a large number of

patients. Institutional pharmacists often find them-

selves in the middle of these dilemmas and need to

study carefully and objectively all the available

drug and cost data and balance equality and fair-

ness so that formulary decisions that limit access to

treatments will be accepted by physicians, patients,

and the community. Periodic reassessment and

physician and patient education will reinforce the

viability of these decisions (Bochner et al., 1996).

For more on issues related to resource allocation,

see Ch. 33.

The case

The case at the beginning of this chapter is loosely

based on the early reports of death and disability

from pulmonary and cardiac disease attributed

to the diet pill combination of fenfluramine and

phentermine (called fen-phen; Connolly et al.,

1997). The case represents a conflict between a

pharmacist’s duty to act in the best interests of a

patient’s health and the duty to respect the

autonomy rights of patients to make their own

personal and medical decisions. In many Western

countries particularly, respecting a patient’s

autonomy is a highly valued medical ethics obli-

gation, supported by laws and medical ethics codes

that require healthcare professionals to provide

full information to patients about the benefits and

risks of medical treatment options and otherwise

assist patients in making their own medical deci-

sions. Since ignorance undermines autonomy, the

first duty of the pharmacist in this case is to

ascertain whether the patient has been informed of

the potential drug risks. If the answer is ‘‘yes,’’ a

second question for the patient is whether the

physician intends to monitor for the cardiovas-

cular risk. With a second affirmative response, the

pharmacist has more assurance that both the

physician and the patient understand the potential

consequences of the choice to medicate. If either

one of these conditions does not exist, the patient

needs more information. The patient can be

informed about the medical literature reports and

then referred back to the prescribing physician to

address questions about potential adverse effects

and monitoring. Promoting patient safety may

require that the pharmacist notifies the physician

that the patient has been so advised and that

continuing the drugs can be harmful. The patient

should also be told to inform his primary care

physician of the choice to continue taking the

medication so that medical care can proceed in

as safe a manner as possible. Some may disagree

with these proposed courses of action as unwar-

ranted intrusions into the physician–patient rela-

tionship but, when potentially lethal side effects

are possible and when refraining from drug

treatment presents no immediate risk, a pharma-

cist’s advocacy duties should err on the side of

preserving patient health.

The case also raises the issue of ‘‘off-label’’ or

‘‘off-list’’ prescribing and dispensing, that is, using

a drug for a purpose other than its labeled indica-

tion. In most jurisdictions, physicians are not

prevented from prescribing off-label; this is con-

sidered the practice of medicine and subject only

to professional standards. Pharmacists are likewise

not prevented from dispensing drugs intended

for off-label use. The question here is whether

physicians have the sole responsibility for deter-

mining what off-label uses are appropriate. Even if
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dispensing pharmacists are free from a legal duty

to act, do they have an ethical obligation to inter-

vene if they think that this prescribing is

irresponsible? Again, pharmacists may not know

the medical situation that prompted the off-label

prescription. But sometimes this information is

available to the pharmacist, either from patient

disclosures or because the use is obvious. This

situation existed with Genentech’s recombinant

human growth hormone, approved and labeled

initially for use in children with a rare form of

dwarfism caused by lack of natural growth hor-

mone. After the product was launched, physicians

began prescribing the drug to short healthy child-

ren to help them to grow taller, to adults to

improve athletic performance, to obese patients for

weight loss, and for other off-label uses. Little was

known about the efficacy or safety of the product

for these other uses, and concerns existed about

the potential for harm, especially in children.

Although off-label uses can be bring beneficial

treatments to patients faster than if all new uses

were first researched, the lack of prior data leaves

both healthcare providers and patients in the dark

about the consequences of this kind of drug use. It

can also invite the kind of criticism that under-

mines trust in the healthcare system. In the

recombinant human growth hormone situation,

both Genentech and the prescribing physicians

were said to be profiting from purposefully ignor-

ing and/or engaging in irresponsible prescribing

that could harm children (Veatch, 1983; Kolata,

1994). The same question could have been directed

to pharmacists who dispensed this product. The

guidelines stated above concerning the duty of

advocacy can guide a pharmacist when dealing

with off-label prescribing. It is advisable that

physicians who prescribe drugs off-label in their

medical practice (i.e., they are not collecting data

in a research setting) should institute a monitoring

program that would allow them to detect drug-

related problems and then disseminate that infor-

mation. Pharmacists can do likewise by asking

patients about possible adverse effects during

drug-refill counseling sessions and alerting the

physician if indicated.
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Alternative and complementary care ethics

Michael H. Cohen

Ms. M, a patient with a rare skin condition who has failed all

relevant conventional therapies, asks her dermatologist,

Dr. N, about treatment options involving complementary

and alternative medical (CAM) therapies. Dr. N mentions a

homeopathic remedy commonly available in pharmacies

and health food stores; Ms. M tries the remedy, and the skin

conditionquickly resolves.She is elatedbythis successand tells

her best friend, a neurologist, who promptly files a complaint

with the state medical board, noting that few, if any,

physicians of any subspecialty in the state ever recommend

homeopathy for any condition. The board holds a hearing at

which there is no evidence that Dr. N has ever harmed a

patient or acted unskillfully or incompetently in any way.

Indeed, several dozen patients testify that Dr. N is a skilled,

caring healthcare professional. The board nonetheless

decides to revoke Dr. N’s license based on a state statute

defining professional misconduct as ‘‘any departure from

acceptable and prevailingmedical standards.’’ Subsequently,

Ms. M sues Dr. N for malpractice, alleging that he failed

to adequately discuss the risks and benefits of a different

CAM therapy – acupuncture – for her condition, and, in the

alternative, that by inducing her to rely on homeopathy he

neglected conventional dermatological treatment.

What are complementary and alternative
medical therapies?

Complementary and alternative medical (CAM)

therapies refer to those modalities and whole sys-

tems of healing that historically have not been part

of the dominant system of medical practice in the

West. These CAM therapies include acupuncture

and traditional oriental medicine, chiropractic,

herbal medicine, massage therapy, and ‘‘mind-

body’’ therapies (such as hypnotherapy and guided

imagery) (Institute of Medicine of the National

Academies, 2005). Integrative healthcare refers to

clinical practice that judiciously combines con-

ventional medical therapies and evidence-based

CAM therapies, focusing on patient-centered,

relationship-driven care (Institute of Medicine of

the National Academies, 2005).

This chapter discusses the ethical, legal, and

policy aspects of clinical integration of CAM ther-

apies. Legal and ethical rules suggest that inquiry

into patient use of CAM therapies, disclosure

and discussion of risks and benefits of potentially

beneficial CAM therapies, and appropriate warn-

ings as to possible contraindications, adverse

reactions, and interference with conventional care,

as applicable, should be standard practice. Such

conversations will enhance shared decision mak-

ing, help to balance non-maleficence and patient

autonomy interests, and improve the therapeutic

alliance, thus reducing the possibility of medical

malpractice liability. Guidelines for liability risk

management are explored.

Why are complementary and alternative
medical therapies important?

Ethics

Like conventional care, clinical integration of CAM

therapies implicates major ethical principles such
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as beneficence (the obligation to help the patient),

non-maleficence (the obligation to ‘‘do no harm’’),

and autonomy (the obligation to honor a patient’s

freely made medical choices) (Institute of Medicine

of the National Academies, 2005). In general, medi-

cal paternalism has tended to trump over patient

autonomy interests in CAM therapies, whereas it

may now be time to acknowledge the possibility for

human transformation afforded by CAM therapies

at the boundary of medicine and religion (Cohen,

2004a) alongside historical concerns for preventing

healthcare fraud (Cohen, 2003).

To this end, ethical decision-making regarding

clinical advice about CAM therapies consider the

following factors: severity and acuteness of illness;

curability with conventional treatment; invasive-

ness, toxicities, and side effects of conventional

treatment; quality of evidence of safety and efficacy

of the CAM treatment; degree of understanding of

the risks and benefits of conventional and CAM

treatments; knowing and voluntary acceptance of

those risks by the patient; and persistence of

patient’s intention to utilize CAM treatment (Adams

et al., 2002).

Consequently in situations where an illness is

not severe or acute, and is not easily curable with

conventional treatment, and/or the conventional

treatment is invasive and carries toxicities or side

effects that are unacceptable to the patient, then,

assuming the CAM therapy is not proven unsafe or

ineffective, it may be ethically compelling to try the

CAM approach for a limited period of time with

monitoring conventionally (Adams et al., 2002).

The ethical posture is even further improved if the

patient understands the risks and benefits, is will-

ing to assume the risk of trying such an approach,

and insists on this route. In this case, a monitored

‘‘wait-and-see’’ approach respects the patient’s

autonomy interest, while satisfying the clinician’s

obligation to do no harm (Adams et al., 2002).

The Institute of Medicine report used this

framework and also described two ethical values

additional to beneficence, non-maleficence, and

autonomy to enrich clinical decision making in

integrative care. The two additional considerations

are medical pluralism and public accountability.

The report defined ‘‘medical pluralism’’ in terms of

‘‘acknowledgement of multiple valid modes of

healing and a pluralistic foundation for health-

care,’’ even if some CAM practices are ‘‘rooted, at

least in part, in forms of evidence and logic other

than used in biomedical sciences, often with long

traditions and theoretical systems of interpretation

divergent from those used in biomedicine’’ (Insti-

tute of Medicine of the National Academies, 2005,

p. 169). The report defined ‘‘public accountability’’

in terms including attending to the ‘‘needs and

desires of multiple constituents within the public

sector (e.g., licensed clinicians and other healers,

patients, professional organizations, regulatory

boards, and other government authorities),’’ as well

as the ‘‘heterogeneity of communities and interests

within each set of constituents’’ (Institute of

Medicine of the National Academies, 2005, p. 173).

Law

In general, basic principles of health law apply

whether a therapy is labeled ‘‘conventional’’ or

‘‘CAM’’ (Cohen, 1998). The critical arenas of legal

analysis are (i) licensure, (ii) scope of practice,

(iii) malpractice liability, (iv) professional discip-

line, (v) access to treatments, (vi) third-party

reimbursement, and (vii) healthcare fraud. These

areas are broadly described with case examples by

Cohen (1998), though it is worth briefly summar-

izing some of the major legal rules that would apply

whether discussing integrative pediatrics (Cohen

and Kemper, 2005), integrative oncology (Cohen,

2006), integrative cardiology (Schouten and Cohen,

2004), or any other medical specialty or healthcare

practice.

This chapter focuses primarily on US law and

regulation, although the issues cut across other

common law nations, such as the UK (Stone and

Matthews, 1996), Canada (Boon, 2002), and Australia

(Cohen, 2004b). For example, the Sixth Report,

entitled Complementary and Alternative Medicine,

issued by the UK House of Lords Committee on Sci-

ence and Technology (2002) made many regulatory
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recommendations that paralleled those made the

same year in the Final Report by the US White

House Commission on Complementary Medicine

Policy (2002). Similarly, scholarly counterparts in

the UK have argued that the highly individualized,

more intuitive, whole-person approach of comple-

mentary medicine requires a more dynamic form

of ethics-directed self-regulation that facilitates

consumer choice while protecting against danger-

ous and abusive healthcare practices. In a similar

vein, the Canadian federal government, like its

counterpart in the USA, is deeply concerned with

regulation of consumers’ use of natural health

products for nutritional purposes (Boon, 2003)

(known in the USA as regulation of dietary

supplements [Cohen, 2003]).

In the USA, licensure refers to the requirement in

most states that healthcare providers maintain a

current state license to practice their professional

healing art. Historically, medical licensing statutes

made the unlicensed practice of ‘‘medicine’’ a crime

and defined the practice of ‘‘medicine’’ broadly in

terms of ‘‘diagnosis’’ and ‘‘treatment’’ of ‘‘any

human disease’’ or ‘‘condition’’ (Cohen, 1998). This

put non-licensed practitioners of the healing arts at

risk of prosecution for unlawful medical practice.

Over time, chiropractors, massage therapists,

naturopathic physicians, practitioners of acu-

puncture and traditional oriental medicine, and

other CAM therapy providers attempted to gain

licensure on a state-by-state basis. Providers of

CAM therapies may or may not be licensed

depending on a particular state’s licensing scheme.

Chiropractors, for example, are licensed in every

state, whereas massage therapists and acupunc-

turists are licensed in well over half the states, and

naturopathic physicians in at least a dozen states.

In most states, practitioners lacking any healthcare

license are at risk of prosecution for practicing

medicine without a license (Cohen, 1998).

State licensing statutes and regulations by the

applicable professional board usually define a CAM

provider’s scope of practice, the legally authorized

boundaries of care within the given profession

(Cohen, 1998). For example, chiropractors can

offer nutritional advice, acupuncture, or colonic

irrigation in some states but not others (Cohen,

1998). Exceeding one’s scope of practice can lead

to charges of practicing other healing arts (such as,

for example, medicine) without a license. Some

institutions will further limit the practice bound-

aries of affiliated CAM providers beyond the exist-

ing limitations of the practitioner’s legally

authorized scope of practice: for example,

restricting acupuncturists on hospital staff from

offering patients herbal medicine even though the

acupuncture licensing statute may consider herbal

medicine within acupuncturists’ scope of practice

(Cohen and Ruggie, 2004).

Malpractice refers to negligence, which is defined

as failure to use due care (or follow the standard of

care) in treating a patient, and thereby injuring the

patient. While medical standards of care specific

to a specialty are applied in medicine, each CAM

profession is judged by its own standard of care – for

example, claims of chiropractic malpractice will

be judged against standards of care applicable to

chiropractic treatment (Cohen, 1998). In cases

where the provider’s clinical care overlaps with

medical care – for example, the chiropractor who

takes and reads a patient’s radiograph – then the

medical standard may be applied (Cohen, 1998).

Claims for healthcare malpractice resulting from

inclusion of CAM therapy can involve allegations

of misdiagnosis, failure to treat, failure of informed

consent, fraud and misrepresentation, abandon-

ment, vicarious liability, and breach of privacy

and confidentiality (Schouten and Cohen, 2004).

These are discussed more fully by these authors,

but it is worth highlighting some common elem-

ents. Firstly, because the definition of malpractice

includes both providing substandard care and

thereby injuring the patient, adding comple-

mentary diagnostic systems (such as those of

chiropractic or acupuncture, either by referral or by

using modalities within the scope of one’s clinical

licensure) is not problematic in itself, so long as the

conventional bases are not neglected (Cohen and

Eisenberg, 2002). Conversely, a conventional pro-

vider who fails to employ conventional diagnostic

Alternative and complementary care ethics 515



methods where such methods could have averted

unnecessary patient injury, or who substitutes

CAM diagnostic methods for conventional ones

and thereby causes patient injury, risks a mal-

practice verdict (Cohen and Eisenberg, 2002).

Similarly, it is not malpractice for a CAM provider

to use modalities within his or her legally author-

ized scope of practice, so long as the provider refers

to medical care where necessary and appropriate.

Secondly, the legal obligation of informed con-

sent (whether involving conventional medicine or

CAM therapies) is to provide the patient with all the

information material to a treatment decision – in

other words, information that would make a dif-

ference in the patient’s choice to undergo or forgo

a given therapeutic protocol (Ernst and Cohen,

2001). Failure to provide adequate informed con-

sent can constitute malpractice. The Institute

of Medicine’s Report on Complementary and

Alternative Medicine (2005, p. x) stated: ‘‘The goal

should be the provision of comprehensive medical

care that is based on the best scientific evid-

ence available regarding benefits and harm, that

encourages patients to share in decision making

about therapeutic options, and that promotes

choices in care that can include CAM therapies,

when appropriate.’’

Thirdly, while there are few judicial opinions

setting precedent regarding referrals to CAM

therapists, the general rule of conventional care –

that there is no liability merely for referring to a

specialist – should apply whether referral is to a

practitioner labeled conventional or CAM (Studdert

et al., 1998). The major exceptions to this no-

liability rule involve a negligent referral (one that

delays necessary care and thereby causes harm to

the patient, as in referral to a CAM provider that

delays necessary conventional care), a referral to

practitioner that the referring provider knew or

should have known was ‘‘incompetent,’’ and a

referral involving ‘‘joint treatment,’’ in which the

referring clinician and the practitioner receiving

the referral actively collaborate to develop a treat-

ment plan and to monitor and treat the patient

(Studdert et al., 1998). ‘‘Integrative’’ care suggests a

sufficiently high degree of coordination between

the referring provider and the one receiving the

referral that a court conceivably could find that a

‘‘joint treatment’’ has occurred and, therefore,

liability may be apportioned among conventional

and CAM providers sharing diagnostic and thera-

peutic information (Studdert et al., 1998; Cohen,

2000).

Professional discipline refers to the power of the

relevant professional board to sanction a clinician,

most seriously by revoking the clinician’s license.

The concern over inappropriate discipline, based

on medical board antipathy to inclusion of CAM

therapies, has led consumer groups in many states

to lobby for ‘‘health freedom’’ statutes – laws pro-

viding that physicians may not be disciplined solely

on the basis of incorporating CAM modalities.

More recently, the Federation of State Medical

Boards (2002) has issued Model Guidelines for

Physician Use of Complementary and Alternative

Therapies for: ‘‘(1) physicians who use CAM in their

practices, and/or (2) those who co-manage patients

with licensed or otherwise state-regulated CAM

providers.’’ These guidelines explicitly state that

discipline should not be premised on inclusion of

CAM therapies alone but should depend on

whether the physician has delivered therapies

lacking in safety and efficacy. The guidelines are

not binding but rather offer a framework for indi-

vidual state medical boards to regulate physicians

integrating CAM therapies.

Third-party reimbursement typically involves a

number of insurance policy provisions, and corres-

ponding legal rules, designed to ensure that reim-

bursement is limited to ‘‘medically necessary’’

treatment; does not, in general, cover ‘‘experimental’’

treatments; and is not subject to fraud and abuse

(Cohen, 1998). In general, insurers have been slow

to offer CAM therapies as core benefits – largely

because of insufficient evidence of safety, efficacy,

and cost effectiveness – though a number of insurers

have offered policy-holders discounted access to a

network of CAM providers.

Finally, healthcare fraud refers to the legal

concern for preventing intentional deception of
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patients. Overbroad claims regarding the potential

success of a CAM therapy sometimes can lead to

charges of common law fraud, and its related legal

theory, misrepresentation (Cohen, 1998). Further,

under Medicare and Medicaid fraud and abuse law,

if the clinician or institution submits a reimburse-

ment claim for care that the clinician knew or

should have known was medically unnecessary,

the practitioner could be liable for fraud under

applicable federal law (Cohen, 1998).

Policy

The term ‘‘policy’’ often evokes government regu-

latory policy, though with respect to CAM thera-

pies, policy can also refer to institutional policies

and policy by professional medical associations

and other actors.

Government policies run the gamut of issues

such as which providers should be licensed

(Cohen, 1998) to questions of regulating dietary

supplements and other natural health products.

Within the UK, questions of licensure have been

particularly complex, as presently only the profes-

sions of osteopathy and chiropractic have statutory

licensure, while others (such as acupuncture) rely

on professional self-regulation (Stone, 2005).

Hospitals, free-standing clinics, nursing homes,

and other healthcare institutions need to attend to

institutional policy issues relating to CAM thera-

pies, such as policies for confirming credentials,

informed consent procedures, policies relating to

limiting potential malpractice liability exposure,

and institutional rules regarding continuance of

patient use of dietary supplements (Cohen et al.,

2005a, b).

The policies of professional medical associations

concerning CAM therapies have been shifting over

time toward greater acceptance of the fact that

many patients do use such therapies on their own

and routinely request relevant information about

CAM therapies from their physicians. Increasingly,

it behooves the medical practitioner to become

familiar with the evidence base regarding those

CAM therapies commonly in use.

For example, the American Medical Association

House of Delegates passed a resolution in May

2006 stating that it would ‘‘support the incorpor-

ation of complementary and alternative medicine

(CAM) in medical education as well as continuing

medical education curricula, covering CAM’s

benefits, risks, and efficacy.’’ The British Medical

Association (2004), in its Annual Representatives

Meeting Policies, enacted a Complementary Medi-

cine Policy, stating that: ‘‘complementary therapy

should be regulated by statutory authority.’’ As

noted, some healthcare regulatory authorities out-

side of government have begun to enact more

specific policies; a salient example would be the

Model Guidelines for Physician Use of Comple-

mentary and Alternative Therapies issued by the US

Federation of State Medical Boards (2002).

Empirical studies

The many empirical studies of CAM therapies

have been reviewed by various panels of medical

experts, most notably in the USA by the Institute

of Medicine (Institute of Medicine of the National

Academies, 2005) and in the UK by the Prince of

Wales’ Foundation for Integrated Health (2005).

The Institute of Medicine of the National Acad-

emies report (2005, Ch. 5 and Table 5-3) culled the

best available evidence regarding CAM therapies as

did the Cochrane review (Manheimer et al., 2004).

With some stated limitations, the former highlighted

use of a number of therapies including acupuncture

for headache, calcium for prevention of hypertensive

disorders and related problems in pregnancy and for

bone loss, calcium and vitamin D for corticosteroid-

induced osteoporosis, cranberries for preventing

urinary tract infection, echinacea for preventing and

treating the common cold, electromagnetic fields for

osteoarthritis, folic acid and folinic acid for reducing

side effects in patients receiving methotrexate, ino-

sitol for respiratory distress syndrome in preterm

infants, transcutaneous electrical nerve stimulation

(TENS) for rheumatoid arthritis in the hand and

osteoarthritis in the knee, and TENS and acupunc-

ture for primary dysmenorrhoea.
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To supplement the discussion of the Institute

of Medicine of the National Academies, primary

sources for literature reviews include PubMed

(http://nccam.nih.gov/camonpubmed/[maintained

by the US National Library of Medicine]), the

Clinical Trials site for the National Institutes of

Health (www.clinicaltrials.gov), and the Cochrane

Collaboration reviews (Manheimer et al. [2004])

and (http://www.compmed.umm.edu/Cochrane/

cam_reviews.html). The US National Center for

Complementary and Alternative Medicine also

provides reviews by treatment or therapy (http://

nccam.nih.gov/health/bytreatment.htm).

Within the UK the Prince of Wales’ Foundation

for Integrated Health has conducted a number

of detailed reviews regarding possible integration

of CAM therapies in particular areas such as

supportive and palliative care (Prince of Wales’

Foundation, 2005). The Foundation has also pro-

duced a report entitled Searching the Evidence:

Complementary Therapies Research (2006), which

reviews evidence relating to women’s health, pain

management, and mental health.

How should I approach complementary and
alternative medical therapies in practice?

In view of the above resources for empirical stud-

ies, clinicians can perform their own literature

review to determine the relative liability risk per-

taining to clinical integration of CAM therapies by

assessing whether for a particular CAM therapy

(i) the medical evidence supports both safety and

efficacy; (ii) the medical evidence supports safety,

but evidence regarding efficacy is inconclusive;

(iii) the medical evidence supports efficacy, but

evidence regarding safety is inconclusive; or (iv) the

medical evidence indicates either serious risk or

inefficacy (Cohen and Eisenberg, 2002).

In the first instance, clinicians can recommend

the CAM therapy without undue fear of liability, as

a therapy deemed both safe and effective could be

recommended regardless of whether it is classified

as conventional or CAM. In the last instance, a

therapy that is either seriously risky or ineffective

should be avoided and discouraged. Many CAM

therapies will fall within the middle two groups,

where liability is conceivable but probably unlikely;

this would be particularly pertinent in (ii), where

the product presumably is safe provided the

clinician provides the patient with appropriate

risk–benefit disclosure and warnings about pos-

sible contraindications and adverse reactions. In

both (i) and (ii), clinicians can allow the patient to

use the CAM therapy in question, while providing

appropriate caution and continuing to monitor

conventionally (Cohen and Eisenberg, 2002).

If the patient’s condition deteriorates, then the

physician should consider intervening conven-

tionally (Cohen and Eisenberg, 2002). The clinician

must remain alert to the medical evidence regard-

ing CAM therapies, and particularly herbal thera-

pies, which may contain previously unclassified

hazards; the categorization of therapies over time

into any given region of the framework may change

according to new medical evidence (Cohen and

Eisenberg, 2002). Further, since, as noted, injury to

the patient is part of the definition of malpractice,

the perception of injury – including a poor

physician–patient relationship – can lead to litiga-

tion, while improving the therapeutic alliance

tends to reduce liability risk (Schouten and

Cohen, 2004).

In general, clinicians can attempt to limit liability

risk through the following:

� Determine the clinical risk by assessing the medi-

cal evidence and thereby deciding whether to a

recommend; allow, caution, and monitor; or avoid

and discourage (Cohen and Eisenberg, 2002).

� Continue to monitor conventionally and inter-

vene conventionally when medically necessary,

so that the standard of care likely will be met

and the possibility of patient injury minimized

(Cohen and Eisenberg, 2002).

� Engage the patient in a robust informed consent

and shared decision-making process, clearly

laying out risks and benefits, and documenting

the conversation in the medical record (Cohen

and Eisenberg, 2002).
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� When contemplating referral to a CAM provider,

undertake reasonable investigation of the

practitioner’s credentials, practice style, mal-

practice and disciplinary history, and general

competence in order to be satisfied that the

referral is unlikely to increase the risk of patient

injury and of vicarious or shared liability

(Eisenberg et al., 2002).

� Obtain consultation and document this in the

patient’s record to help to establish the standard

of care in the community, and keep clear medical

records that show how treatment options were

discussed and decisions made with patients

(Schouten and Cohen, 2004).

� Physicians also should familiarize themselves

with documentation standards suggested by the

Federation of State Medical Boards (2002) guide-

lines, and whether these are applicable in their

state or home institution.

The legal doctrine of ‘‘assumption of risk’’ may, in

some US states, be available as a defense to medical

malpractice involving use of CAM therapies if the

patient has knowingly, intelligently, and voluntarily

make a choice to try such therapies in addition to

or in lieu of conventional care (Schneider v. Revici,

1987). The few US cases on these issues so far

have allowed both an express (Boyle v. Revici, 1992)

and implied (Charell v. Gonzales, 1997) assumption

of risk defense, suggesting that although courts

generally tend to disfavor attempts to waive liability

for medical malpractice (Tunkl v. Regents of the

University of California, 1963) some courts may

allow patients tomake affirmative choices regarding

use of CAM therapies, relieving physicians or

some or all of liability.

The case

Dr. N’s conversation with Ms. M concerning

treatment options involving CAM therapies such as

homeopathy should not, in itself, raise liability

concerns. In fact, by describing the risks and

benefits of the proposed approach, Dr. N can sat-

isfy the obligation of informed consent and engage

Ms. M in shared decision making. By monitoring

and standing ready to intervene conventionally

when medically necessary, Dr. N could further

limit potential malpractice liability risk.

A state whose legislation allows medical board

discipline for ‘‘any departure from prevailing and

acceptable medical standards, irrespective of

patient harm,’’ could conceivably discipline Dr. N

merely for discussing homeopathy in this case,

though a number of states have ‘‘medical freedom’’

laws that would protect Dr. N from such unwar-

ranted consequences. Furthermore, if Dr. N were to

follow the Federation of State Medical Boards

(2002) guidelines, disciplinary consequences would

similarly be unlikely.

Once again, the above review and analysis are

grounded in US law, and although an international,

comparative law perspective is beyond the scope of

this chapter, the salient issues and areas of con-

troversy cut across nations, with particular reson-

ance among common law countries, which will

share basic definitions of practitioner licensure,

informed consent, and medical malpractice.
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