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Foreword to“Informed Consent in China”

During the past 100 years, informed consent (IC) has become one of the
principal components of high quality medical care throughout the world, both in
Western medical systems as well as in Chinese medicine. In this extraordinary,
informative book on IC in China, Professor Hua Chen discusses the theoretical
basis for IC (chapters 1, 2, and 3), the practical application of IC in clinical
and research situations (chapters 4, 5, 6, and 7) and certain special problems
related to legal standards and professional codes that apply to IC (chapters 8, 9,
and 10). The ultimate goal of the book is to formulate a trans-cultural bioethical
conception of IC in China by examining theoretical and practical challenges
to IC in Chinese and Western medicine. Dr. Hua Chen uses three methods to
achieve this goal: 1) normative analytic studies; 2) critical interpretations of
current IC practices in China and the West; and 3) empirical techniques that
include questionnaire surveys and case studies.

Although I have never practiced medicine in China, I have practiced
medicine for 50 years in the United States. I would like to offer some thoughts
on why IC has emerged as a core factor in U.S. health care.

The history of the physician-patient relationship in Western medicine can
be divided into two periods: the Age of Paternalism and the Age of Autonomy.

The Age of Paternalism lasted thousands of years and represented the basic
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authoritarian strain in medicine. This model of medicine—the “doctor knows
best” model — was premised on trust in the physician’s technical skills and moral
stature, and was characterized by patient dependency and physician control. The
paternalistic model emphasized patient care rather than patient wishes, patient
needs rather than patient rights, and physician moral authority rather than patient
autonomy or self-determination.

The modern medical era, which began after World War I, is called The Age
of Autonomy. This emphasis on autonomy was sparked by widespread political
and social movements to gain entitlements and rights, achieve equity and
equality in the distribution of health services, and reduce the hierarchical barriers
between the patient and the physician.

In the U.S., a new focus on human rights emerged in the 1950s that
began with civil rights and racial equality and later extended to women's
rights, students’ rights and eventually to patients’ rights. This human rights
movement further encouraged an emphasis on autonomy and informed consent.
As Professor Chen makes clear in this book, autonomy is part of a larger ethical
principal: respect for persons. Respect for persons and autonomy both demand
that we acknowledge the moral right of competent individuals to choose and
follow their own life plans and actions.

During the past 70 years, the dyadic relationship between physician and
patient has been maintained, but the theoretical balance of power shifted subtly
from physician to patient. Informed consent legal doctrine, as well the potential
threat of malpractice suits for battery or negligence against physicians who failed
to obtain IC, have become a new and important part of modern medicine.

Respect for persons and their autonomy is the ethical principal that requires
doctors to honor the wishes, values and decisions of their patients. These values

are often expressed through the mechanism of IC. Let me briefly discuss the
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clinical, legal and psychological significance of physicians obtaining IC from
patients.

Clinical Significance of Informed Consent. Negotiating IC with patients
is essential for good clinical care. Respect for the autonomy of the patient
implies that a physician should, after offering recommendations, honor the
patient’s preferences, especially among medically reasonable options. Patients
who consent to treatment have great trust in their relationship with physicians,
cooperate more fully to implement clinical decisions, and express greater
satisfaction with their health care. Empirical research has also shown that
patients with chronic diseases such as hypertension, diabetes, arthritis, and even
psychological depression, have better health outcomes when they ask questions,
express their opinions and give informed consent for treatment. A 2007 survey
by Lo and colleagues of 3500 randomly selected patients in the United States
showed that 91% preferred a medical model of either autonomy or shared
autonomy (that is, shared decision making between patients and their doctors),
while only 9% favored a paternalistic model, where the physician treats the
patient according to the physician’s preferences.

Legal Significance of Informed Consent. American law recognizes that
all persons have a fundamental right to control their own bodies and a right to
be protected from unwanted intrusions. Two early judicial opinions state this
principle clearly:

1.“Every human being of adult years and sound mind has a right to
determine what shall be done with his own body. A surgeon who performs an
operation without his patient’s informed consent commits an assault for which
he is liable for damages.” (Schloendorff v. Society of New York Hospital, New
York, 1914)

2.“Anglo-American law starts with the premise of thorough self-
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determination. It follows that each man is considered to be master of his own
body, and he may, if he be of sound mind, prohibit the performance of life-
saving surgery or other medical treatment. The law does not permit a doctor to
substitute his own judgment in place of the consent of the patient.” (Natanson v.
Kline, Kansas, 1960)

All fifty U. S. states now have laws requiring informed consent for medical
treatments except in cases of emergency. Informed consent protects the legal
rights of patients to control what is done to their bodies. Without IC, performing
surgery or administering medical treatment may open the physician to charges
of battery or negligence. Finally, a respect for patient values and preferences as
expressed through informed consent has been shown to be the best protection
physicians have against malpractice law suits and physical violence against the
physician.

Psychological Significance of Informed Consent. Respect for patient values
as expressed through informed consent is psychologically important because this
assures the patient of a sense of personal worth. The patient, already threatened
by disease, often has a need for a sense of control. When patients are treated
without their consent, they are likely to distrust and disregard physicians’
recommendations and often become uncooperative, angry, or hostile.

In the United States, IC is based on Western philosophical concepts of
autonomy, self-determination, and respect for persons. IC establishes the rights
of patients to exercise their own preferences and to make their own medical
choices. Patient preferences form the clinical, legal, ethical and psychological
core of the physician-patient relationship. This is obvious at the most basic level—
patients can at any time choose whether or not to seek medical care; whether to
establish or terminate a relationship with a physician; and whether to agree or

disagree with a physician’s clinical recommendations. To repeat: In the United
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States, patients, not physicians, have the primary ethical and legal authority to
establish, maintain and end doctor-patient relationships by expressing personal
preferences. The usual vehicle for the expression of a competent patient’s
preferences is the clinical process of informed consent. Informed consent for
standard clinical care, for example, for surgery or treatment with medications,
represents a discussion or negotiation between patient and physician. At its
best, such a negotiation leads to good communication, the development of a
therapeutic alliance between patient and physician, and to voluntary choices by
the patient. A properly negotiated informed consent benefits the physician as
well as the patient because the physician’s work is facilitated when the patient
has realistic expectations about outcomes of treatment, is prepared in advance
for possible complications, and consents to be a willing collaborator with the
physician in the treatment plan.

Informed consent for clinical care is defined as the willing acceptance of
a medical intervention by a patient after adequate disclosure by the physician
of the proposed management plan, its risks and benefits, as well as alternative
treatments with their risks and benefits. Informed consent is a process of
communication and negotiation between the patient and the physician that helps
the patient make a decision that is right for the patient. Importantly, informed
consent is more than signing a consent form, an act that merely documents that
the process of informed consent has occurred. While signing a consent form may
be legally necessary, it is not ethically or legally sufficient.

Currently, in the United States, there are three different standards for
determining whether the physician’s disclosure is adequate: 1) the reasonable
physician standard; 2) the reasonable patient standard; or 3) the individual-
patient standard, which is highly subjective and variable. Laws in most U.S.

jurisdictions currently favor the reasonable patient standard, that is, a standard
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based upon the level of disclosure that a reasonable or prudent person would
need to make a voluntary, rational decision. Although the reasonable person
standard may be legally acceptable, physicians who establish strong doctor-
patient relationships with a patient often attempt to meet the requirements of
the individual-patient standard. Thus, the reasonable patient standard may be
ethically sufficient, but the individual-patient standard is ethically ideal. The
ethical and legal requirements for disclosure vary according to the clinical
situations. Thus, disclosure standards become higher and more stringent as the
situation moves from emergency care, to elective care, to research procedures.
The highest level of disclosure is associated with research or experimental
procedures involving human subjects.

This superb book by Professor Hua Chen examines informed consent in
China while also presenting a Chinese-Western cross-cultural perspective. The
heart of the book, chapters 4, 5, 6 and 7, focuses appropriately on informed
consent in China for both clinical and research patients. These chapters highlight
several of the points that I discussed earlier in this foreword, including the close
relationship between informed consent standards and the evolution of the doctor-
patient relationship from a paternalistic to an autonomy model. The book makes
clear in chapter 6 that in emergency situations, both in China and the U.S., there
are reasons to provide care for patients even without informed consent. That is,
there is justification for medical paternalism in emergencies that is based on the
concept of “medical beneficence,” a duty to care for patients even when they
lack the capacity to consent. Aside from the situation of medical emergency,
Professor Hua Chen strongly defends the central importance of informed consent
in China as reflecting the moral and ethical standards of modern medicine and of
medical professionalism.

My great hope is that Professor Chen’s book will be so well-received in
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China that it will be translated into English. This book will be a great addition

to the existing literature of informed consent and will illuminate for Western

readers the status of informed consent in China.
Mark Siegler
Lindy Bergman Distinguished Service Professor of Medicine and Surgery
Executive Director, Bucksbaum Institute for Clinical Excellence
Director, MacLean Center for Clinical Medical Ethics
The University of Chicago, USA
2018-01-20
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