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Introduction

Adverse events or outcomes are unwelcome occurrences. Unfortunately, adverse
events will likely occur sometime during the physician’s lifetime in the practice of
medicine. The possibility of such an event should be taken into account when plan-
ning and discussing treatment. Patients should be advised about the possibility of
adverse events during the process of informed consent. An adverse event may occur
despite all appropriate precautions being taken by the treating physician, but some
adverse events are clearly preventable. An adverse event may trigger a malpractice
action by a patient or patient’s family. This chapter will discuss the informed con-
sent process, adverse events, malpractice claims, and the physician’s role in docu-
mentation and disclosure. The information that has been provided in this chapter is
based on a review of publications on the subject. It should not be construed as legal
advice. If as a healthcare provider you are involved in a legal case, get the direct
advice of a risk manager or a lawyer.

Informed Consent

In general, the elective procedures described in this textbook are performed only
following a doctor-patient discussion about that treatment and the associated com-
plications that might ensue. Every adult patient has the right to make decisions
about his or her healthcare. That decision must be an informed decision.

The concept of informed consent is a relatively new idea in the history of
Western medicine. As far back as the time of the writing of the Hippocratic Corpus
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in Greece during the fifth and fourth century BC, physicians were instructed to
“attend to the patient with cheerfulness and serenity ... revealing nothing of the
patient’s future or present condition” [1]. It was not until the twentieth century that
the concept of informed consent was formulated and developed into a widely rec-
ognized and applied conversation between the doctor and patient that recognized
the patient’s need to know [2].

Much of the discussion about the more recent evolution of informed consent is
based on legal case history, which has framed current thinking of informed consent
as a right of patients based on ethical principles. This is understood as a principle
that is based on the autonomy of the individual and of individual freedom of choice
[3]. These ethical principles have been codified by many professional medical orga-
nizations. A code of ethics adopted by the American Board of Neurologic Surgery
called for “open communication with the patient” and requires that “medical or
surgical procedures shall be preceded by the appropriate informed consent of the
patient” [4]. Informed consent has also come to be viewed as an obligation which
may enhance the doctor-patient relationship. The recently adopted code of medical
ethics outlined by the American Medical Association describes informed consent in
this way: “Informed consent to medical treatment is fundamental in both ethics and
the law. Patients have the right to receive information and ask questions about rec-
ommended treatment ... Successful communication in the patient-physician rela-
tionship fosters trust and supports shared decision making” [5].

What are the elements of informed consent? Informed consent should include an
adequate discussion of what is involved in the procedure, in other words, what will
happen during treatment. It should include a discussion of the expected benefits and
the risks or complications that can occur with that treatment. Finally, it should also
include a discussion of alternative treatments, including the alternative of no treat-
ment and the risks and benefits of these other options.

A key early case, often cited as a cornerstone in the development of the legal
concept of informed consent, is a 1914 New York Supreme Court decision,
Schloendorff v. Society of New York Hospital [6]. Mary Schloendorff was admit-
ted to the hospital with a “stomach disorder.” The treating physician diagnosed a
fibroid tumor and recommended surgery. She consented to an examination under
ether which she was told would be needed to better characterize the tumor, but she
refused surgery to remove the tumor. While she was unconscious, the tumor was
removed, and she suffered a complication of the surgery. The court found that
“Every human being of adult years and sound mind has a right to determine what
shall be done with his own body; and a surgeon who performs an operation with-
out his patient’s consent commits an assault for which he is liable in damages.”
Subsequent cases involving consent were often brought as assault and battery
cases and focused more exclusively on the idea that the patient had to consent to
the procedure not whether they were well informed. Today cases based on battery
are generally limited to situations where there was no consent obtained, a differ-
ent physician performs the procedure than the patient was led to believe was going
to perform the procedure, or the procedure performed is substantially different
than the one the patient consented to [7].
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The idea of informed consent was first used in a landmark 1957 case Salgo v.
Leland Stanford Jr. Univ. Board of Trustees [8]. The patient in this case, Martin
Salgo, agreed to aortography, and the procedure was complicated by permanent
lower extremity paralysis. Mr. Salgo, his wife, and his son all testified that they were
not given any information about the nature of the procedure, and the treating physi-
cians admitted that the patient had not been apprised of any risks of the procedure
[9]. Among the instructions given to the jury, the judge specified that a physician
had a duty to disclose to a patient “all the facts which mutually affect his rights and
interests and of the surgical risk, hazard and danger, if any” [9].

Informed consent generally moved from cases considered under the legal delin-
eation of battery to that of negligence. The legal definition of negligence is “a failure
to behave with the level of care that someone of ordinary prudence would have
exercised under the same circumstances. The behavior usually consists of actions,
but can also consist of omissions when there is some duty to act” [10].

A defining case in the move to considering lack of adequate informed consent as
a matter of negligence is a case decided in 1972 by the US Court of Appeals for the
District of Columbia Circuit, Canterbury v Spence [8]. Jerry Canterbury was a
minor who suffered from back pain and saw a neurosurgeon working at the
Washington Hospital Center, Dr. William Spence. Dr. Spence recommended that
Canterbury undergo a laminectomy for a suspected ruptured disk. He did not dis-
close that there was risk of permanent neurologic deficit from the operation to the
patient or his mother. He was asked by the patient’s mother if the surgery was dan-
gerous and chose merely to say “not any more than any other operation” [11]. The
patient suffered a complication and had permanent difficulty walking, urinary
incontinence, and bowel paralysis. The appellate court found that Dr. Spence had
been negligent and that the physician was required to divulge risks that a “reason-
able person” would “attach significance to” [11].

Failure to obtain informed consent prior to a procedure can be the basis of a
malpractice action. The cornerstone of this claim is that the physician withheld
information that would have led the patient, acting as a reasonable person, to not
consent to the procedure. What is the standard that physicians are held to in order
to decide that they have withheld crucial information? States are essentially split
between a “physician-based” standard and a “patient-based” standard. In a juris-
diction that applies the physician-based standard, there is a requirement that phy-
sician disclose information which a reasonable physician would disclose. When a
state uses a patient-based standard (also known as material risk standard), the
physician’s disclosure should include the information that an objective patient
would consider material.

Who should obtain the informed consent? The simple answer is the physician or
member of the physician’s team that is considering performing the procedure for
which the consent is being obtained. In complex procedures, if other physicians are
performing portions of the procedure, those individuals should obtain separate con-
sent. For instance, in an anterior approach spine surgery, when the general or vascu-
lar surgeon is performing the exposure procedure, that physician should consider
the need to obtain informed consent regarding his/her portion of the procedure.
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There are certainly circumstances which the law recognizes are exceptions to the
obligation a physician has to obtain informed consent. These include an emergency
situation, a circumstance which would dictate that there is common knowledge
about the risk, and when the physician is aware the patient has prior knowledge of
that risk [8]. In an emergency situation, the physician may act without the expressed
consent of the patient if the patient is unable to consent. In general, it is preferable
to obtain consent from family members if possible, but if there is no time, to pro-
ceed with treatment [8]. The two criteria that should be met to have a medical emer-
gency preclude the need for informed consent are that the patient is incapacitated
and that a life-threatening situation requires urgent treatment [7].

Adverse Events and Malpractice

An adverse event has been defined as “an injury that was caused by medical manage-
ment, rather than the underlying disease” [12]. An adverse event or injury does not in
and of itself constitute grounds for malpractice. Clearly some complications occur
despite the physician performing and managing an indicated procedure in an acceptable
fashion with proper safeguards in place. These events are known to occur and are dis-
cussed at the time of informed consent as recognized risks. In essence, they are not
preventable. For example, aneurysm rupture is a known complication of surgical clip-
ping and endovascular coiling and may occur even in the best managed circumstance.
When an adverse event is however due to an error, it is a “preventable adverse event”
[13]. Errors have been classified as “active” when they are due to the direct actions of a
healthcare worker or “latent” when there is a systemic problem causing the error which
may be related to issues arising from the facility, equipment, or organization [14].

In order for an adverse event that has caused an injury to meet the legal definition
of malpractice, four criteria must be met which come under the broad terms of duty,
breach, causation, and damages [15]. The physician has to be shown to have a duty
to care for the patient, in other words that there is a physician-patient relationship.
Assuming that relationship exists, the physician’s duty is to “possess and bring to
bear on the patient’s behalf that degree of knowledge, skill and care that would be
exercised by a reasonable and prudent physician under similar circumstances” [15].
The second criterion to be met is that there was a breach of that duty. Most malprac-
tice cases are brought for negligence. Negligence is often evaluated as a standard of
care question. In a malpractice case, the issue of what a reasonable and prudent
physician would have done under similar circumstances or what was the standard of
care would be decided with expert opinion. The third criterion that must be satisfied
is causation, in that the physician’s negligence was the cause of the injury. This
relationship has the legal term “legal cause” or “proximate cause” [16]. It requires
that the negligence be a “substantial factor” causing the injury, not necessarily the
only or major cause of the injury [16]. Finally, the physician breach needs to result
in damages or a loss to the patient which generally results in recovery of damages
through a monetary award. Damages can be awarded for physical, emotional, or
financial loss. Damages are classified as “general” when they are for issues like pain
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and suffering or grief. They are classified as “special” damages when they are
related to medical costs of current and future care and loss of income.

Malpractice claims are unfortunately quite common in the United States. A survey
of claims against physicians through a single large nationwide insurance carrier during
a 14-year period ending in 2005 showed that in any given year, 7.4% of physicians had
a claim against them [17]. There was a marked variation in that percentage depending
on subspecialty, with high-risk specialties generally being the procedure-based surgical
specialties. Neurosurgeons had the highest rate, with 19.4% having a claim in any
given year, and psychiatrists having the lowest rate at 2.6%. Estimates of cumulative
risk suggested that by the age of 65 years, 75% of physicians in low-risk specialties
would be sued, while in high-risk specialties, 99% of physicians would be sued [17].
Although there are a large number of claims filed, the same study showed that 78% of
claims did not result in payment to the claimant. Additional recent data does suggest
that the rate of claims being paid has generally declined from 1994 to 2013 [18].

Documentation

In tangible terms, when there is a litigation, the question is not if something occurred
but if it can be proved that something occurred. Documentation of the informed con-
sent discussion with the patient should be part of the medical record. Most hospitals
require that there be a signed consent form in the medical record before a procedure
is performed. Hospital licensing organizations and state licensing agencies require
hospitals to have informed consent policies, and hospitals can share in the liability if
the physician has not obtained informed consent [19]. However, getting the consent
form signed is not a substitute for obtaining informed consent. Some consent forms
will only include a description of the proposed procedure and the physicians per-
forming that procedure. Often the signed consent form will only contain a nonspe-
cific comment about risks, benefits, and alternatives being discussed. In some legal
jurisdictions, the form is presumptive evidence that a full discussion occurred, and
the burden of proof lies with the plaintiff to prove that adequate consent did not occur
[8]. However, it is often recommended that the physician enters a separate note into
the medical record that documents a full discussion occurred with the patient [16]. It
is also suggested that this note should include a discussion of the major risks and
those that are the most serious [16]. Commentators suggest, depending on the nature
of the procedure, the note would look something like: “Risks discussed with patient
included but were not limited to, infection, bleeding, nerve/nervous system damage,
damage to adjacent organs, paralysis, stroke and death.”

Disclosure

At the core of any discussion about disclosure lies the ethical obligation that physi-
cians have to their patients. Modern medical ethicists have routinely called for phy-
sicians to disclose errors to patients [20, 21], and major medical societies have
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strongly supported this policy. The Principles of Medical Ethics of the American
Medical Association calls truthful and open communication between doctor and
patient “essential for trust in the relationship and respect for autonomy” [5]. It spe-
cifically tells physicians they should “disclose medical errors if they have occurred
in the patient’s care.” The Joint Commission also advocates that accredited hospitals
inform patients when an adverse event has occurred, endorsing that “the licensed
independent practitioner responsible for the patient’s care, or his or her designee,
discloses to the patient and family any unanticipated outcomes of care, treatment,
and services” [22].

Despite these entreaties, there appears to have been a mixed reaction in the
physician community to the actual reporting of errors. This is highlighted by a
relatively recent study which queried a large number of US and Canadian physi-
cians by survey [23]. It found that 98% of physicians agreed that a serious medical
error should be disclosed but that number dropped to 74% when a minor error was
involved. The study also found that 74% of the physicians felt that disclosure of a
serious error would be very difficult. In addition, 21% said that if the patient was
unaware that the error happened, they would be less likely to disclose the error,
and 19% said they would be less likely to disclose an error if they thought the
patient was going to sue.

At the crux of the physician, concern about disclosure is the exposure to legal
risk. Some organizations, generally smaller self-insured hospital systems, have
adopted a full disclosure policy which includes an apology and remediation for an
error [24-26]. These organizations have suggested that a full disclosure policy
with an accompanying apology can actually result in reduction of claims and have
shown this within their hospital systems. A clear connection between disclosure
and the increased likelihood of a legal action has not been established [27].
However, potential concerns still exist and are reflected in the legal arguments
against offering an apology [28]. The possible hazards to apologizing include a
concern that the apology could actually trigger a legal action by painting the pic-
ture that there is an easily winnable case. Perhaps, more important is the argument
that in most jurisdictions an apology can be entered into evidence and may be
used as an admission of guilt [28]. In addition, a conflict with the insurance com-
pany could exist from either disclosure or apology since malpractice policies
often have a clause requiring the insured entity to cooperate with efforts to defend
against a legal action [28].

The conflict between the need to disclose errors and the possible hazards of dis-
closing those errors is far from resolved. As some authors have suggested, the cur-
rent malpractice model which names physicians as targets of fault may have to be
replaced with a system based on no fault or the liability of the entire healthcare
organization [29]. Perhaps as physicians move into a model of employment by a
healthcare entity and away from private or small group practice, this will become an
easier goal to achieve. At the present time, however, recommendations like that of
the American College of Obstetricians and Gynecologists for disclosure are being
made: “It is important to understand the difference between expressions of sympa-
thy (acknowledgement of suffering) and apology (accountability for suffering).
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Expressions of sympathy are always appropriate. The appropriateness of an apol-
ogy, however, will vary from case to case. When considering whether an apology is
appropriate, the physician should seek advice from the hospital’s risk manager and
the physician’s liability carrier” [30].

Conclusion

Every adult patient has the right to make decisions about his or her healthcare.
That decision must be an informed decision. Obtaining informed consent is vital
to the physician—patient relationship. Informed consent should discuss the
expected benefits and the risks or complications that can occur with treatment. It
should also discuss alternative treatments, including the alternative of no treat-
ment and the risks and benefits of these other options. With an open and clear
discussion, physicians can help to minimize misunderstandings and potential
legal action should an adverse event or complication occur. Finally, if an adverse
event occurs, the physician should consider consulting risk management for sup-
port and advice.
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