Supplementary Material

Clinical Criteria for Physician Aid in Dying

Overview

JuLy oF 2012, the Physician Aid-in-Dying Clinical Cri-

teria Committee® met to create clinical criteria for physi-
cians who are willing to provide aid in dying (AID) to
patients who request it. The committee, which was convened
by Compassion & Choices,” was comprised of experts in
medicine, law, bioethics, hospice, nursing, social work, and
pharmacy. To the extent possible, the committee developed
these clinical criteria guided by the standards proposed by the
Committee on Standards for Developing Trustworthy Clin-
ical Practice Guidelines described in the publication by the
Institute of Medicine Board on Health Care Services, Clinical
Practice Guidelines We Can Trust."

These clinical criteria draw upon 18 years’ experience,
including extensive documentation and data collection from
Death with Dignity practice in the states of Oregon and
Washington.>™ The goal is to support optimal patient care at
the end of life (EOL), as well as provide respect for patient
values, goals, and concerns in pursuit of a peaceful death. The
Physician Aid-in-Dying Clinical Criteria Committee rec-
ommends physicians adopt these clinical criteria to guide
their practice of AID.

Part 1. Abbreviations, Definitions, and Key Points
Abbreviations

AID, aid in dying; DWDA, Death with Dignity Act; EOL,
end of life; POLST, physician/provider orders for life-
sustaining treatment; QOL, quality of life; VSED, voluntarily
stopping eating and drinking.

Definitions

Aid in Dying. This is the practice of a physician writing a
prescription for life-ending medication for a terminally ill
adult patient with decisional capacity.>® Although AID has
been referred to as ‘‘physician-assisted suicide,” this term is
regarded as both inaccurate and pejorative bgf a growing
number of medical and health organizations.”” In jurisdic-
tions in which the provision of a lethal prescription at the

request of a terminally ill patient with decisional capacity has
not been specifically authorized by statute or legal decision,
physicians should consult with an attorney knowledgeable in
such matters in order to assess the risks involved in providing
this EOL option to a patient. It is of import to reiterate that
many legal and clinical professionals assert that a dying pa-
tient’s choice for a peaceful death differs fundamentally from
suicide.*

Death with Dignity Act. These encompass the Oregon,
Washington, and Vermont statutes that address physician
AID.>™ A recent study published in the New England Jour-
nal of Medicine well describes the successful implementation
of AID into the Seattle Cancer Care Alliance, the site of care
for the Fred Hutchinson—University of Washington Cancer
consortium, with a conclusion stating, “‘Overall, our Death
with Dlgmty y program has been well accepted by patients and
clinicians.”

Decision making capacity (decisional capacity). This
is the clinical term for a patient’s ability to make informed
health care related decisions. Decisional capacity is deter-
mined by a physician, but may be verified by a mental health
professional if there is uncertainty. It refers specifically to a
patient’s ability to understand relevant information and their
own clinical status, process information rationally and in
accordance with their values, and make and communicate
choices. By contrast, the le 2gal term ‘‘mental competence’ is
determined by the courts.

Key points

Before describing the clinical criteria, three key points will
be discussed.

Physician’s role. The role of the physician in the care of
a patient with terminal disease, following a complete as-
sessment, is to offer as much information as the patient may
wish concerning (1) the nature of their condition; (2) its
prognosis with and without available clinical interventions;
(3) hospice and palliative care options; and (4) social,
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psychological, and spiritual support available to the patient
and family. Patients who express an interest in, or desire for,
controlling the timing and manner of death with a lethal
prescription should be carefully assessed consistent with
these clinical criteria and applicable state laws or regulations
where they exist.

Eligibility criteria. To qualify for AID a patient must:

1. Be terminally ill. The patient must be medically di-
agnosed with an incurable or irreversible condition that
will, in the opinion of the physician, likely result in death
within a six-month period. This six-month standard has
been adopted in Oregon, Washington, and Vermont
statutes for AID. In contrast, Montana law stipulates
only that the patient’s death be likely to occur within a
relatively short time to be eligible for AID."*7'® It is
recommended that patients who ask about a lethal pre-
scription in any state be referred for hospice care and
support, if they are not already enrolled. Being enrolled
in hospice generally represents a six-month or less
prognosis and provides excellent care for the patient and
family. However, note that patients who are admitted to
hospice are being admitted for hospice services only and
not for AID.

2. Be an adult (18 years of age or older) resident of the
State.

3. Have decisional capacity. Candidates for AID must be
capable of making health care decisions. In general, most
patients are presumed to have the capability to make
health care decisions unless their presentation raises
doubt. However, the prescribing physician should screen
the patient to rule out untreated acute or chronic de-
pression, or another mental condition impairing deci-
sional capacity. Note that the presence of physical,
mental, or developmental disorders does not necessarily
imply loss of decisional capacity.'’

Recordkeeping and documentation of informed
request. The physician should thoroughly document the
elements of an informed request for AID in the patient’s
chart. These elements include patient awareness and under-
standing of:

1. Diagnosis
2. Prognosis
3. The near certainty that ingesting the prescribed life-
ending medication will cause death
4. The possibility that ingesting the medication could
cause nausea or vomiting or, rarely, could fail to cause
death, allowing the patient to return to consciousness
. Alternatives to life-ending medication
6. The right to rescind their request for AID medication
or decline to ingest it

9,1

The patient should understand that neither making a re-
quest for AID nor filling a prescription for life-ending med-
ication obligates him or her to ingest it. In addition, the
physician should document the form of request for AID by
the patient (verbal or written), and evidence the patient has
decisional capacity and is acting voluntarily.

Note: Although the DWDAs of Oregon, Washington, and
Vermont require documentation of numerous specific ele-

ments of care during evaluation for AID, the consensus of the
committee is that those listed above are adequate for physi-
cians providing AID outside those three jurisdictions. It is
important to note that for many patients who ultimately re-
ceive and fill a prescription for life-ending medication, just
having it available as an option provides peace of mind that
enables them to allow their dying process to unfold naturally.
Many who have the medication on hand never take it (see
Table 1).

Part 2. Specific Clinical Criteria for Physician
Aid-in-Dying and Prescribing Responsibilities

Physician evaluation

Exploring the basis of a request for AID. A patient’s
request to end their life during terminal illness, whether by
AID or an alternative method, should receive prompt evalu-
ation by the physician. The goals of this evaluation are (1) to
deter a patient’s premature or violent action; (2) to provide
psychiatric intervention if a request is irrational; (3) to es-
tablish that a request reflects decisional capacity and freedom
from external pressure (coercion); and (4) to ensure that the
patient is aware of alternatives such as hospice, comfort
(palliative) care, and/or appropriate medical treatments. The
physical, psychological, spiritual, financial, and social issues
that have influenced the request for AID should be ex-
plored in order to determine that the patient is acting volun-
tarily.'”?° Table 2 shows the most frequently reported
concerns of patients who received a prescription for life-
ending medication in Oregon.?’

Patient must act on own initiative. Patients who re-
quest AID and plan to take life-ending medication must be
educated about and prepared to self-administer the drug. As
an example, Oregon’s Death with Dignity law explicitly
supports patient autonomy and recognizes, for example, that
ingesting EOL medication by swallowing, sucking on a straw,
or sipping from a cup qualifies as self-administration.?

Explore alternatives to medication. Studies show that
few patients understand all of their EOL options.>* However,
effective communication among patient, family, and health
care providers that begins at the time of diagnosis of a ter-
minal illness or disease improves outcomes for both patient
and families.>* Therefore, with the patient requesting AID—
and possibly the family—the physician should explore the
full range of EOL choices available. These could include but
are not limited to consideration of referral to a palliative care
specialist who is experienced with mana%ing patients during
progressive illness and changes in care.”

TABLE 1. COMPARISON OF THE NUMBER
OF PATIENTS DISPENSED EOL MEDICATION
AND THE NUMBER OF PATIENTS WHO DIED

FROM INGESTING EOL MEDICATION

State Oregon®® Washington®’

Persons dispensed EOL 1327 549
medications

Persons dying of EOL 859 323
medications




TABLE 2. REASONS FOR WANTING PHYSICIAN AID IN DYING

Median score

Reason (IOR)?
Wanting to control circumstances of death 5 (4-5)
Future poor quality of life 5 4-5)
Future pain 5 (4-5)
Future inability to care for self 5 (3-5)
Loss of independence 5 (3-5)
Wanting to die at home 5 (1.25-5)
Perception of self as burden 4 (2-5)
Loss of dignity 4 (1-5)
Witnessed bad death(s) 4 (1-5)
Future mental confusion 3.5 (1-5)
Not wanting others to care for me 3 (1.25-5)
Worry about loss of sense of self 3 (1-5)
Future dyspnea 3 (1-5)
Ready to die 3 (1-5)
Future fatigue 3 (1-5)
Future loss of bowel/bladder control 3 (1-5)
Unable to pursue pleasurable activities 1(1-4)
Life is pointless 1(1-4)
Life tasks are complete 1(1-4)
Perceive self as financial drain 1 (1-3.75)
Poor quality of life 1 (1-3)
Current pain 1 (1-2.75)
Unable to care for self now 1(1-2)
Current dyspnea 1(1-2)
Lack of support 1 (1-1)
Depressed mood 1 (1-1)
Current mental confusion 1(1-1)
Current loss of bowel/bladder control 1(1-1)

“Participants marked the importance of their reasons for
requesting physician AID on a scale from 1 to 5: 1 was “‘reason
not at all important in decision to request a lethal prescription” and
5 was ‘‘reason is very important in decision to request a lethal
prescription.”” Marks not on an integer were estimated to the quarter
interval.

AID, aid in dying; IQR, interquartile range (25th percentile to
75th percentile).

Other measures often employed include (1) hospice or
other comfort care, (2) aggressive pain and/or symptom
management, and (3) palliative sedation (which may bring
about death through dehydration if parenteral fluids are
withheld). These options should be discussed with all patients
who have terminal disease regardless of whether a request for
AID has been made. Also, the patient should be informed
whether their medical community can offer EOL care from
any one of a number of places such as home, hospital, hos-
pice, or an assisted living center. Finally, the patient should
understand that he or she may choose a way other than life-
ending medication to bring about a peaceful death at the
time of his or her choosing. This could include voluntarily
stopping eating and drinking (VSED) or foregoing or dis-
continuing life-prolonging treatment (e.g., implanted cardiac
device, dialysis, feeding tube, ventilator).

Examples of questions that the physician may use to ex-
plo%t whether the patient has considered all EOL options
are :

(1) What is most troubling about your current symptoms,
care, or treatment, and what might help you to be
more comfortable?

(2) Have you ever thought about what a ‘“‘good death™
would look like for you?

(3) Where would you prefer to spend your final days,
and where would you like to die?

It is important that the physician check for and address any
symptoms or other medical conditions that could influence
the patient’s request for life-ending medication (e.g., un-
managed pain or other treatable symptoms). Whenever fea-
sible, the physician should obtain a second opinion from an
experienced physician who ideally has palliative care expe-
rience. It is personally, professionally, and legally valuable
for the physician to obtain this validation and confirmation.
But in the exceptional cases in which it is infeasible to obtain
a second opinion, that infeasibility should not preclude pa-
tient access to AID.

Evaluation for conditions that can diminish decisional
capacity. If the physician is concerned that the patient may
have a mental health condition that is impairing their judg-
ment or decisional capacity, the physician should refer the
patient to a licensed psychiatrist or psychologist for evalua-
tion. Approximately 5% of patients who have completed a
request for AID under the Oregon and Washington AID
statutes were referred for a psychiatric or psychological
evaluation.”®?’

A variety of conditions can diminish a patient’s decisional
capacity, including delirium, dementia, psychosis, CNS dis-
ease involvement, substance abuse, depression, or mania.
However, situational depression is not uncommon in termi-
nally ill patients and does not in itself render the patient
ineligible for AID.'”-*® The physician should delay writing a
prescription for life-ending medication until the results of any
requested psychiatric or psychological evaluation are avail-
able and the patient’s decisional capacity is confirmed. The
patient may benefit from consulting a therapist, psychologist,
or social worker if he or she appears to be making a request
for AID due to overwhelming psychosocial issues (e.g., fear
of further suffering or pain, feeling a burden to the family and
society, sense of loss of dignity or autonomy, financial issues)
that are affecting decision making.'”'®

A number of brief mental health screening assessments are
available for primary care physicians to use in the office. The
Oregon DWDA Guidebook recommends that all patients
who request AID under the state’s statute be screened for
depression with a validated instrument, such as the Patient
Health Questionnaire (PHQ-9).29 This nine-item depression
scale can be administered and scored by a primary care cli-
nician and/or office staff. Further discussion of the PHQ-9
can be found at the MacArthur Initiative on Depression
and Primary Care website.”®** Special recommendations for
psychologists and psychiatrists evaluating terminally ill
adults under the DWDA of either Washington or Oregon
have been provided by the Washington State Psychological
Association (WSPA). 8.29 These recommendations may also
be useful to psychologists and psychiatrists outside these
jurisdictions in evaluating candidates for AID.

Advance directive and physician/provider orders for
life-sustaining treatment. Candidates for AID should un-
derstand that due to their disease process they could lose either
their decisional capacity or their ability to self-administer



medication and thus their eligibility for AID. Therefore, the
patient who has not completed an advance directive or has not
requested a Physician/Medical Orders for Life Sustaining
Treatment (POLST or MOLST) from either a physician or a
physician’s representative should consider doing so. Through
an advance directive, the patient documents decisions re-
garding medical care and identifies a surrogate decision
maker to represent him or her in the event of decisional in-
capacity.”°

An advance directive can also be useful in the unlikely
event the patient fails to die after ingesting a lethal dose of
medication for AID. Here, the directive would inform the
physician about preferred care if the patient can’t speak for
himself and whether, for example, the patient would wish to
proceed to palliative sedation or be allowed to fully regain
consciousness. Overall, the percentage of patients regaining
consciousness after ingestin% EOL medication in Oregon and
Washington has been 0.4%.°%%’

Additional issues to consider

Implanted cardiac devices. Patients with an implanted
cardioverter-defibrillator should be informed of the option of
turning it off to avoid receiving shocks when their heart fi-
brillates or stops. Demand pacemakers may be adjusted to the
lowest possible setting prior to ingestion of a lethal dose of
medication pursuant to these clinical criteria. As the heart
slows, the pacemaker may still fire, but it is unlikely to pro-
duce effective heart beats or prolong the dying process. Pa-
tients may need assistance from the physician in making
these arrangements with the appropriate persons. Patients
who are completely pacemaker dependent may not be able to
tolerate these adjustments, as they may lose consciousness
when the pacemaker settings are adjusted downward. There
is currently a strong consensus among health care profes-
sionals that deactivation of implantable cardiac devices
(CIEDs) is governed by the same ethical and legal principles
as other forms of life-sustaining interventions and therefore
can be performed at the patient’s request.

Assessment of decisional capacity at time of inges-
tion. If the patient decides to ingest the medication,
assessment of decisional capacity immediately prior to in-
gestion is desirable. If the physician or other medical per-
sonnel will not be present at the time of ingestion, the family
may be advised to determine that the patient is fully aware
that ingesting the medication will cause their death. To ac-
complish this, the physician or family could ask the patient,
““What is your understanding of what will happen when you
take this medication?”” A reply such as “I will die”” suggests
that the patient’s decisional capacity is intact.

Waiting period. Generally, a physician who receives a
request for AID has formed a relationship with that patient
and will be able to determine without difficulty if the request
is voluntary, rational, and enduring. However, occasionally
there may be a concern that this is not the case. In such an
instance, the physician should schedule a follow-up visit in
10 to 15 days to revisit the request. Putting a time buffer
between a request and prescription-writing generally will
clear up any confusion in this regard. The attending physician
should also consider meeting with the patient and their family

members or life partner to evaluate any concerns and alle-
viate family member concerns.

Statutes in Oregon, Washington, and Vermont currently
require a 15-day waiting period between the day that the
patient first makes an oral request for AID and the day that the
physician may prescribe the life-ending medication (fol-
lowing a second oral request). The median duration of time
between first request for AID and death is 47 days (range 0—
1905) in 859 patients who received AID by 2014 in Oregon
since the program’s inception in 1998. This finding suggests
that a waiting period under these circumstances is possible
for most patients.”® However, the committee believes re-
commending a mandatory 15-day waiting period exposes
some patients to unnecessary and intolerable pain and suf-
fering, and is not required in all cases. This can be left to
physician discretion.

Family involvement. It is highly recommended that the
patient discuss their EOL plans with close relatives and loved
ones. If a terminally ill patient worries that informing a
family member would be problematic, the reasons for not
informing must be fully explored and understood. Not only
must the family make sense of the patient’s death (if it oc-
curs), but also the family may have insights into the moti-
vations underlying the AID decision that are not obvious to
the physician. It is recommended that a mental health pro-
fessional or the physician conduct a family meeting to resolve
these issues. The patient should also consider planning to
ingest life-ending medication in the presence of a family
member, a close friend, a significant other, a spiritual or re-
ligious advisor, and/or the physician or a clinician experi-
enced in working with families. A gathering of family and
friends sitting with their loved one at this time can be a rich
experience for all.

End-of-life medication procedure

Medication. The medication protocol is a multistep
procedure. The first step consists of the ingestion of an an-
tiemetic (metoclopramide 20 mg or ondansetron 4-8 mg or
prochlorperazine 20 mg) followed 45 to 60 minutes later by
9 g of short-acting barbiturate, e.g., secobarbital or pento-
barbital. The powdered medication is mixed with a half cup
of water into a slurry and then consumed. It is important that
the medication be entirely consumed quickly, within 30 to
120 seconds. Otherwise, sleep may overtake the patient be-
fore an effective dose is ingested. The patient may then drink
juice or some other liquid as desired. The patient should not
consume fatty foods within four to six hours prior to taking
the medication. The prescription for the barbiturate is written
for #90 100 mg, with no refills, and “‘take as directed.”

Coordinating with pharmacy. Once the physician has
written the prescription for life-ending medication, he or she
should alert the patient’s pharmacist. This allows the phar-
macist to have the appropriate medication available when the
patient arrives to pick it up. (It is often not a stocked medi-
cation and may need to be ordered.)

Patient’s management of their medication. Although
some patients fill their prescription immediately after their
physician provides it, many delay doing so. Reasons patients



delay filling their prescription vary. Some wait until their
suffering becomes unbearable. Others wait in order to put off
the significant expense of the medication until they are sure
they are going to use it. However, many patients who obtain
medication and never ingest it derive significant comfort and
peace of mind just from having it available.’ Data from
Oregon and Washington AID support this finding.?®%’

Inability to ingest medication. Patients who are unable
to self-administer the medication must consider other options
if they choose to advance the time of their death. Also, pa-
tients who are unable to take the entire amount of medication
by mouth in less than two minutes, or those with poor ab-
sorption or poor ability to take anything by mouth due to
gastrointestinal difficulties, are not candidates for ingestion.
Some patients who have lost the ability to swallow but have a
feeding tube in place may self-administer the medication via
the tube.

Patient to inform physician of plan. The patient should
understand it is important that they inform the physician
about their plan for taking the life-ending medication. It is
helpful for the patient to be in hospice, not only to obtain
comfort care but also to alert others that the patient’s death is
expected. A perceived unexpected death could jeopardize the
patient’s confidentiality and cause undue distress for the
grieving family.

Hospices in Oregon and Washington have become more
supportive of AID over the past 18 years of open practice in
those states. Their support of AID is along a broad continuum
extending from being as uninvolved as possible to being
significantly supportive of patients and having hospice staff
present at the time of death.*

Physician attendance at death. The patient may prefer
to have his or her physician present for their own reassurance
when they die. This should remain a matter between patient
and physician. If the physician cannot be present, it is a good
idea to be sure someone will be with the patient at the time of
death so that hospice can be notified of the death.

How terminally iii patients die
after self-administering lethal medication

The 2015 Oregon Department of Human Services 17th
annual report indicates that since passage of Oregon’s
DWDA in 1997, a total of 1327 people have received DWDA
prescriptions. Of those, 859 died from ingesting a lethal
quantity of barbiturate (98.9%) or barbiturate plus morphine
(1.2%).%® All patients who died entered a coma within 1 to 38
minutes (median 5 minutes) and died within 1 minute to 104
hours (median 25 minutes) after ingesting the quantity of
barbiturate.*®

Notification to hospice and physician of death. After
the patient dies, a family member, friend, significant other, or
professional present at the patient’s death will notify hospice
and the physician of the death, making note of the time of
death. If the deceased was not in hospice at the time of death,
the designated funeral home or mortuary should be notified.
The family should understand that it is not necessary to call
911 when the patient goes into a coma and subsequently dies.

Death certificate. To maintain confidentiality of the
patient’s EOL decisions, the physician should indicate on the
death certificate either that ‘‘respiratory failure’ or the pa-
tient’s underlying terminal illness was the immediate cause
of death. The manner of death can be recorded as ‘‘natural.”
This choice of notation is similar to that used on death cer-
tificates in death following removal of a ventilator.>®
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