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Members of a VA ethics committee
describe the tool they developed to address clinician
confusion surrounding informed consent policies.

hen, due to physical
or mental illness, pa-
tients lack the capac-
ity to make informed
decisions or communicate their
wishes regarding medical treat-
ment, clinicians are faced with the
quandary of identifying appropriate
surrogate decision makers. Yet,
many clinicians find the intricacies
and ethical dilemmas surrounding
informed consent, capacity, and
surrogate decisions mystifying—
especially when such factors as
durable powers of attorney (DPOA)
for health care, guardianships,
advance directives (AD), “do not
resuscitate” (DNR) orders, and
conflicting wishes of patients’
family members or recommenda-
tions of staff are introduced into
the process.
A 1996 study found that medical
staff at a nursing home facility
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were able to identify only 65% of
those patients who lacked medical
decision making capacity. Worse,
when they did correctly iden-
tify patients who lacked capacity,
no clinician followed through by
identifying an appropriate surro-
gate decision maker.! In 1998,
Wenger and Lieberman adminis-
tered a test on general ethical is-
sues to 102 surgeons. The mean
score was 73%—but dropped to
58% when only the questions deal-
ing specifically with informed con-
sent were considered.?

Moreover, as potential surrogate
decision makers, the general public
shows no particular proficiency in
making important health care deci-
sions on behalf of loved ones. A
1998 study surveyed 250 legal sur-
rogates of patients with terminal
conditions. When surrogates were
asked to predict the patient’s treat-
ment wishes in different scenarios,
they made incorrect predictions
34% of the time.? Similarly, in 2001,
when Ditto and colleagues asked
the patient-selected surrogate deci-
sion makers of 401 older adult out-
patients to predict their loved ones’

preferences for differing life sus-
taining treatments in several illness
scenarios, surrogates made inaccu-
rate predictions 30% of the time.
And accuracy wasn’t improved
when surrogates were given the op-
portunity to read the patient’s AD
before making their predictions.*

The patient ethics committee at
the VA Pittsburgh Healthcare Sys-
tem (VAPHS), Pittsburgh, PA has
been approached by a number of
clinicians who find themselves in
a maze of confusion when con-
fronted with problems regarding in-
formed consent and capacity. To
address the problem and, thereby,
better serve its patients’ interests,
the committee created a flow chart,
a “front-line” device designed to
guide clinicians through applicable
VA policies quickly and easily. In
this article, we explain the develop-
ment of this informed consent flow
chart. But first, we take a closer
look at the nature of clinicians’
confusion and the VA’s guidelines
for determining patient capacity,
identifying appropriate patient sur-
rogates, and fulfilling documenta-
tion requirements.
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DETERMINING CAPACITY

At first glance, the principle behind
surrogate decision making seems
relatively straightforward: If a
patient lacks decision making ca-
pacity, identify the appropriate
surrogate to make decisions on
the patient’s behalf. In practice,
however, it’s hardly clear-cut, and
it’s that first step—determining
whether the patient has capacity—
that clinicians appear to have the
most difficulty grasping.

The National Ethics Committee
(NEC), part of the VA's National Cen-
ter for Ethics in Health Care, con-
ducted a 2004 study of clinicians
and ethics committee chairs and
found 10 common myths that clini-
cians hold about decision making
capacity. For example, one com-
monly held but false perception
was that patients who make deci-
sions against medical advice must
lack medical decision making ca-
pacity, or conversely, that there is
no need to assess capacity in pa-
tients who agree with or accept
medical advice.®? The NEC also
cited confusion between the terms
decision making “capacity” and
“competency.” They found that
many clinicians believed the two
definitions to be the same.?

Competency is a legal term re-
ferring to a person’s mental ability
to understand the general effect of
a transaction or document. Adults
are presumed to be competent to
make a wide variety of personal
decisions, and this presumption
can be overridden only in a court
of law.® Capacity, on the other
hand, refers to a clinician’s assess-
ment of the person’s ability to
make decisions within a specific
context. When capacity is at issue
in a health care setting, it would
likely be the capacity to make
medical decisions that was being

questioned. Although clinicians
lack the legal authority to declare a
patient incompetent, they can and
should make determinations re-
garding the patient’s capacity to
make medical decisions and, if in-
dicated, take appropriate steps to
identify a surrogate.

e Communication—the patient is
able to make a clear choice and
communicate it to the clinician.
Remember that capacity isn't all

or nothing. Patients can have the

capacity to make medical deci-
sions but not to handle their fi-
nances or to make other decisions.

Even patients with demenitia may...retain

the capacity to make medical decisions,

particularly tn the early stages of the disease.

Unfortunately, there is no ab-
solute standard for determining de-
cision making capacity. It is an
informed judgment based on clini-
cal evidence.” Nevertheless, many
states, health care institutions, pro-
fessional societies, and educational
textbooks have guidelines that de-
lineate what capacity assessment
should entail.

In the VA health care system, the
National Center for Ethics in
Health Care assists in developing,
interpreting, and implementing
ethics guidelines and policies.
Comprised of a multidisciplinary
staff, this center has defined med-
ical decision making capacity using
the following guidelines®:

e Understanding—the patient un-
derstands the nature and com-
plexity of his or her medical
condition.

e Appreciation—the patient com-
prehends the nature of both the
disease and the proposed treat-
ment as well as the risks associ-
ated with each.

e Reasoning—the patient has the
ability to compare the proposed
treatment with alternatives and
weigh all treatment options.

Neither age nor diagnosis are
paramount factors in determining
capacity, as even patients with
dementia may still retain the ca-
pacity to make medical decisions,
particularly in the early stages of
the disease. The same is true for
patients with a mental illness.? Se-
vere mental illness, such as schizo-
phrenia, certainly affects thought
processes, but the degree of impair-
ment differs considerably among
individuals. Although clinicians re-
tain responsibility for determining
capacity, consultation with men-
tal health staff is often helpful. In
the case of suspected dementia,
cognitive testing by a psychologist
can be a tremendous help to the
clinician assessing capacity.

VHA Handbook 1004.1 details
the policies, requirements, and ob-
ligations of health care staff deal-
ing with informed consent or
surrogate decision making issues
in the VA. It also covers atypical
informed consent situations and
such special circumstances as HIV
testing, in which a different set of
procedures is followed.!° The
handbook should be reviewed by
VA clinicians on a regular basis.

Continued on next page
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Continued from previous page

According to the handbook, if a
patient lacks the capacity to make
medical decisions, an appropriate
surrogate must be identified and
contacted to consent to medical
procedures.'® This means that treat-
ment teams are required to make a
reasonable inquiry to identify the
proper surrogate and obtain con-
sent from this designated person.
There are, of course, relatively un-
common situations—for example,
when a patient arrives in an emer-
gency department unaccompanied
and unconscious. With the ap-
proval of the chief of staff, medical
care may be provided without pa-
tient or surrogate consent when
the following three conditions are
met: (1) the patient is unable to
give consent; (2) immediate med-
ical care is necessary to preserve
life or prevent serious injury to the
patient or others; and (3) the pa-
tient has no surrogate or the treat-
ing clinician determines that
waiting to obtain consent from a
surrogate would increase the risk
of harm to the patient or others.!

Even if the patient lacks capac-
ity, it's important to consider his or
her wishes throughout this entire
process. In the case of a patient
legally declared incompetent, or
one who lacks decision making ca-
pacity, the clinician must still at-
tempt to obtain the patient’s assent
for treatment. In cases in which a
patient without capacity refuses
the proposed treatment through
words or actions after the surro-
gate properly consents to the treat-
ment, the clinician should refer the
matter to the hospital’s ethics com-
mittee for consultation.'

Finally, it’s critical that clinicians
recognize the surrogate’s right to
decline treatment—even if that
treatment could be life saving—to
the same extent that they would

recognize the right of a patient with
capacity to decline treatment. If,
however, a clinician feels that a sur-
rogate is acting against the best in-
terests of a patient or in conflict
with the patient’s previously ex-
pressed desires, he or she should
consult the hospital’s ethics com-
mittee for further guidance.'

IDENTIFYING THE

CORRECT SURROGATE

Determining the appropriate surro-
gate decision maker opens another
Pandora’s box of potential mis-
takes, misunderstandings, and pit-
falls. State laws vary regarding the
priority of surrogate decision mak-
ers. For example, a legal guardian
supersedes a spouse in New York,
but in Georgia a spouse supersedes
alegal guardian.!!

VA policy simplifies matters for
clinicians by delineating its own
order of priority for surrogate deci-
sion makers, which takes prece-

and may not include provisions for
health care decisions.

The VA assigns second priority
to a court-appointed guardian—
except when the guardianship
order takes effect after the health
care agent is designated. In such
cases, the court-ordered guardian
supersedes the health care agent.
Again, the clinician must examine
the appointment letters to ensure
that the guardian was granted the
specific power to make health care
decisions.!?

If the patient has neither a
health care agent nor a guardian,
the patient’s next of kin (NOK) are
given third priority in the following
order: spouse, adult child, parent,
adult sibling, grandparent, and
adult grandchild. (“Adult” refers to
an individual over age 18.) In addi-
tion, if multiple NOK are identified
at the same level of priority (for ex-
ample, three siblings), no prefer-
ence is given to age or order of

Determining the appropriate surrogate

deciston maker opens another Pandora’s

box of potential mistakes, misunder-

standings, and pitfalls.

dence over state laws. A health
care agent has the highest priority
in the VA. This could be a person
previously designated in a DPOA
for health care document or in an
AD. It is important to clarify here
that the DPOA document must pro-
vide specifically for the agent’s
authority to make health care de-
cisions. This is critical, as some
DPOA doucuments are general in
nature, covering only finances or
other business affairs of the patient

birth; all are considered to have
equal standing in terms of surro-
gacy.'” Obviously, when this is the
case, problems can arise due to
nonagreement or to difficulty in
reaching one of them. Under such
circumstances, the clinician should
contact all who are eligible surro-
gates and attempt to obtain an
agreement between them as to
whom will act on the patient’s
behalf. If a consensus can’t be
reached, the clinician must either

Continued on page 39
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Continued from page 34

choose the surrogate he or she be-
lieves is best able to speak for the
patient or seek guidance from the
facility’s ethics committee. '

Finally, if the patient has no
NOK, VA policy allows for a “close
friend” to act as a surrogate so long
as there is proof that this individual
has shown care and concern for
the patient’s welfare and is familiar
with the patient’s activities, health,
religious beliefs, and values. This
close friend must present a signed,
written statement that describes
specific examples of his or her rela-
tionship to the patient and a social
worker must verify that the neces-
sary requirements to designate this
person as patient surrogate have
been met. !

Each VA medical facility must
have in place a process for identify-
ing surrogates (that is, which staff
member is responsible for finding
the surrogate and what procedures
that person should undergo in
order to achieve that objective).!’
Inquiries considered “reasonable”
by the VA might include: (1) exam-
ining the patient’s personal effects,
medical records, and other VA
records (such as benefits, compen-
sation, and pension) and (2) con-
tacting extended family, friends,
neighbors, landlords, local police
departments, the local post office,
county and local community of-
fices, or other community agencies.
If after such an inquiry, the clinician
is unable to locate a surrogate deci-
sion maker, consent can be ob-
tained through a process involving
approval from the clinician and the
chief of service. If the case involves
the withholding or withdrawal of
life sustaining treatment, then fur-
ther steps must be taken, including
consultation with an ethics com-
mittee, chief of staff, and regional
counsel.!?

DOCUMENTATION ISSUES

Any time a practitioner deals with
an issue of capacity or surrogate
decision making, it must be docu-
mented accurately and promptly.
This cannot be overstated. Clini-
cians are accustomed to charting
when administering treatments or
evaluating patients’ conditions.
When there are ethical concerns,
however, it’s critical to chart any
and all contacts with the patient,
the patient’s NOK, guardian(s), and
DPOA. In addition to risk manage-
ment and legal issues, quality of pa-
tient care is also at stake.

INFORMED CONSENT SUBSTITUTES

in VHA Handbook 1004.1), it in no
way eliminates the need for an
evaluation of a patient’s decision
making capacity. In addition, VA
policy requires practitioners to in-
clude in the medical record not
simply the informed consent docu-
ment but also the process by which
they obtained the patient’s in-
formed consent. This documen-
tation should, at the very least,
include all patient-clinician discus-
sions of the patient’s diagnosis,
prognosis, treatment, alternative
treatments, and possible adverse
effects of treatment. For patients

Some clinicians are under the mistaken

impression that the VA Consent Form...

satisfies all of the policy and ethical issues

dealing with consent.

Patients are likely to encounter
many clinicians during their con-
tact with the hospital, and proper
documentation of the patient’s
capacity status and surrogate is
absolutely essential to ensure
smooth, proper administration of
care. And if a patient’s situation
should be presented before the
ethics committee, legal counsel, or
the chief of staff, prompt, accurate
documentation can be of great as-
sistance.

Some clinicians are under the
mistaken impression that the VA
Consent Form, which patients sign
upon entering the VA health care
system, satisfies all of the policy
and ethical issues dealing with con-
sent. Yet, while that form certainly
deals with informed consent for
treatment and is mandated to be
used in certain situations (specified

who lack capacity, additional infor-
mation, such as how a surrogate
decision maker was determined,
also should be included.!’

THE INFORMED

CONSENT FLOW CHART

To allow VAPHS clinicians to ac-
cess the numerous policy guide-
lines in an abbreviated and
convenient format, a subcommittee
of the VAPHS patient ethics com-
mittee was formed to create a flow
chart diagram. Making up the sub-
committee were a geropsycholo-
gist, a nurse practitioner, a social
worker, and an attorney. The idea
of a step-by-step flow chart was
based partially on a DNR flow
chart developed by Ebell and
Eaton in 1992.!! The flow chart was
configured to fit on laminated,
three-fold cards measuring 4.25 by
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Informed Consent Flow Chart

If treating practitioner does not feel
patient has decision making capacity,
practitioner must perform a clinical
assessment of decision making capacity,
or refer to a clinician (e.g., behavioral
health clinician), who can perform such an
evaluation. This assessment must be
documented. If lack of capacity is due to
a mental illness (but not dementia), a
psychiatrist or psychologist MUST be
consulted.

If patient is under 18, or has been deemed
incompetent by a court of law, then patient
is presumed to lack capacity. Refer to
'VHA Handbook 1004.1 for more details
and consult with Regional Counsel. If
patient has capacity, allow them to make
decision. If not, follow this chart

Patient does

EXCEPTION: In medical emergencies,
consent is implied by law, but the Chief of
Staff must sign the consent. To invoke
these procedures ALL the following must
be met:

1. Immediate medical care is necessary to
preserve life or avert serious impairment
of health of patient or others.

2. Patient is unable to consent; and

3. Patient has no surrogate or practitioner
determines that waiting for the surrogate
would increase hazard to life or health of

1. Will patient likely
regain capacity
within a reasonable
period of time?

AND

2. Will delaying the
procedure not
adversely affect the
patient’s condition?

BOTH
YES

Wait until patient
regains capacity.

NO to
either

Even if patient lacks capacity, practitioner
must, where reasonable, explain the nature
and purpose of proposed treatment, and
document if patient could communicate and
understand.

Need for documentation in the medical record

in these situations is critical and must be
emphasized.

‘When patient lacks capacity,
decision is made by surrogate,
if available, in the following
order of priority:**

1. Durable Power of Attorney
Jor Health Care has highest
priority

2. Legal or special guardian
(appointed by a court of law to
make decisions for patient who
has been deemed legally
incompetent).”

3. Next of kin in the following
order”*

a. spouse

b. child (over 18)

c. parent

d. sibling

e. grandparent

f. grandchild (over 18)

4. Close friend who has shown
care and concern for patient’s
welfare and if familiar with the
patient’s activities, health and
religious beliefs, and values.
Must present a signed, written
statement (filed in the medical
record), describing (with specific
examples) that person’s
relationship to and familiarity
with, the patient. Social Work, or
other staff, must document that
these conditions have been met.

IF patient has
no surrogate
available

Consult with VHA
Handbook 1004.1. If need
assistance, contact
Regional Counsel and/or
Ethics Committee

Any questions, problems or
concerns in situations
involving decision making
capacity can be addressed to:
«  Ethics Committee

«  Regional Counsel

« Chief of Staff

Please also consult VHA
Handbook 1004.1

patient.

See para. 9 of VHA Handbook 1004.1 for
specific documentation requirements.
Please see VHA Handbook 1004.1 for
more details

Financial or other types of limited guardianship do not always include authority to make
health care decisions. Verify with Regional Counsel the scope of the guardianship.
The practitioner must document the process and outcome of efforts to identify a surrogate.

Surrogate decision makers must be over 18.

YPittsbu
Healmt*ll'-sare Sy:%h
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Figure. The informed consent flow chart created by a subcommittee of the VA Pittsburgh Healthcare System (VAPHS) patient ethics com-
mittee for use by clinicians at the VAPHS, Pittsburgh, PA.

3.5 in when folded—designed
specifically to fit into lab coat pock-
ets for easy access while clinicians
are working in the field.

The starting point on the flow
chart is the determination of deci-
sion making capacity, reminding
the clinician to perform a clinical
assessment of the patient’s capac-
ity or refer the patient to a qualified
clinician if capacity is in question
(Figure). If incapacity due to men-
tal illness is suspected, the clinician
is reminded to consult with a psy-
chiatrist or psychologist.

If a patient is deemed to lack ca-
pacity, the flow chart prompts the
clinician to consider whether the

patient will regain capacity within a
reasonable period of time (as
would be expected, for example, in
the case of a patient recovering
from surgery and under the influ-
ence of anesthesia) and whether
the medical procedure in question
can be delayed without adversely
affecting the patient’s condition. If
the answer to both of these ques-
tions is “yes,” then the clinician is
advised to wait until the patient re-
gains capacity before obtaining
consent for the procedure. If the
answer to either question is “no,”
the flow chart directs the clinician
to the box that explains how to
identify the proper surrogate deci-

sion maker. This box lists the order
in which surrogates are to be prior-
itized.

The final box addresses situa-
tions in which there are no avail-
able surrogates and refers the
clinician to VHA Handbook 1004.1,
as well as the regional counsel or
facility’s ethics committee.

The reverse side of the flow
chart lists relevant contact num-
bers for members of the patient
ethics committee, as well as phone
numbers for the chief of staff and
the office of the regional counsel.
These reference numbers are a key
component of the flow chart, as it
could not cover every scenario in-
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volving informed consent or surro-
gate decision making. The chart
also refers clinicians to the section
of VHA Handbook 1004.1 for spe-
cific documentation requirements
and outlines procedures for invok-
ing emergency exceptions.

The aim of the flow chart isn’t to
replace clinician consultation with
the regional counsel, facilities’
ethics committees, or similar re-
sources. Rather, it is intended to re-
inforce VA policies by providing
clinicians with a practical and con-
venient guide by which to navigate
the often confusing issues that
arise in situations involving in-
formed consent and surrogate deci-
sion making. The flow chart also
serves to educate staff about the re-
sources available to them, dispel
myths surrounding these issues,
and increase awareness about the
related ethical concerns. While the
flow chart is designed to reflect VA
policy, the content or format could
be converted easily to reflect the
policies of other private and public
health care facilities.

The use of the flow chart at the
VAPHS has led to greater aware-
ness and discussion of informed
consent issues, not only among cli-
nicians but also among nonmed-
ical staff. The ultimate goal is to
transform the landscape within
which these critical ethical issues
are addressed from a maze of con-
fusion and misinformation to a
manageable path that will en-
sure the best outcomes for our
patients. °

The opinions expressed herein are
those of the authors and do not
necessarily reflect those of Federal
Practitioner, Quadrant HealthCom
Inc., the U.S. government, or any
of its agencies. This article may
discuss unlabeled or investiga-
tional use of certain drugs. Please
review complete prescribing infor-
mation for specific drugs or drug
combinations—including indica-
tions, contraindications, warn-
ings, and adverse effects—before
administering pharmacologic
therapy to patients.
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To have your response considered for publication, please send it in by April 4, 2005 and include your
name, city, state, and contact information—preferably, telephone number, mailing address, and e-mail ad-
dress. (We will withhold your name at your request.) All responses are subject to editing for length and
clarity. Due to space constraints, we regret that we cannot publish all responses we receive.

E-mail your response to: fedprac@qghc.com
Or mail it to: Sound Off, Federal Practitioner,
26 Main Street, Chatham, NJ 07928-2402

SOUND OFF

Behind the medicine, every health care provider has a story to share. With this in
mind, Federal Practitioner is introducing a new department. In Sound Off, we’ll pose
a question directly to you, our readers, and invite you to send us a candid, 100- to 200~
word response for publication in a future issue.

Our first question to you is:
Who is your health care hero and why?
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