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Clinical Research for Surgeons in Palliative Care:
Challenges and Opportunities
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10 palliate: pallium (Latin) ‘affording relief, not cure
. . . to reduce the severity of.”'

Symptom management and palliative medicine have
gained growing interest among physicians and other
health care providers. One reason might be the profound
shift in patient demographics and associated diseases.
What was once a formidable condition, such as an acute
coronary occlusion, for the most part follows a straight-
forward clinical protocol today with interventional car-
diology and cardiac procedures. Sudden death from
acute myocardial events among people in their sixth or
seventh decade has become relatively uncommon. In-
stead, the elderly population is chronically plagued by
heart failure, a condition present in nearly every other
person more than 85 years of age.” In the younger pop-
ulation of 65 to 74 years of age, advanced cancer has
surpassed heart disease as the most frequently cited cause
of death.” We live in a rapidly aging society; 78% of
people in the United States will live past their 65th birth-
day.* Congestive heart failure, advanced cancer, stroke,
and  dementia—the four formidable chronic
morbidities—all share one common characteristic.
There is no cure for their underlying disease process.
Most current treatment modalities aim for disease con-
trol and symptom palliation rather than cure in the strict
sense.

Surgeons might wonder how palliative care fits into
their surgical practice. This might be because of the sur-
gical myth that the principal role of the surgeon is to cure
the patient and the business of palliation is deemed best
relegated to the nonsurgeons. But the presumed delin-
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eation between cure and palliation is becoming increas-
ingly blurred because of the underlying patient demo-
graphics and associated disease processes that are
fundamentally incurable, at least from today’s vantage
point.

In the end, it might be more constructive to consider
the role of palliative care in surgery in terms of specific
patient-oriented clinical outcomes, rather than in terms
of the elusive cure versus palliation. In addition to sur-
vival, examples of patient-oriented clinical outcomes in-
clude functional status; relief from symptoms such as
pain, dyspnea, and cachexia; and emotional and psycho-
logical well-being—all of which contribute to quality of
life.

In the aforementioned context, there is a need to de-
fine what palliative surgery is, and what a palliative sur-
geon is. Palliative surgery is not to be construed as a type
of surgery exclusive of any intent to cure. When cure is
possible, palliative surgery is inclusive of curative inter-
vention. In addition, palliative surgery does not connote
any degree of diminishment or retrenchment of care. If
anything, palliative surgery might provide more aggres-
sive care, recognizing the value of medical, procedural,
or other interventions leading to symptom relief and
enhanced quality of life. Symptom palliation might even
result in increased patient survival, whether or not cure is
possible in the traditional sense.

What distinguishes palliative surgery is the palliative
surgeon’s expansion of clinical outcomes beyond surgical
morbidity or mortality outcomes and recurrence of dis-
ease to include outcomes that are meaningful to the
patient. Palliative surgeons acknowledge that death can
be a natural and expected outcome of an advanced dis-
ease process, such as cancer and systemic atherosclerotic
disease. They aim to set appropriate goals of care and to
offer other clinical services for the total care of the pa-
tient and family.

For most patients with advancing atherosclerotic dis-
ease, malignancy, and dementia, relief from debilitating
symptoms and quality of life might be just as or more
important than the number of years lived. A concen-
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trated focus on quality-of-life outcomes in addition to
quantity of life distinguishes the palliative surgeon and
shapes the emergence of palliative surgery as a new sur-
gical endeavor. Palliative surgery is not organ-specific or
disease-specific. A palliative surgeon can arise from any
surgical subspecialty, whether in trauma surgery, surgical
oncology, pediatric surgery, or vascular surgery. Regard-
less of the subspecialty, the palliative surgeon’s goal is to
assess and address the appropriate goals of care specific to
each patient. To this end, palliative surgery must base its
interventions on rigorous clinical research using out-
comes measurements of various surgical options, proce-
dural or not. The purpose of the following discussion is
to explore potential areas of clinical research as relevant
to the palliative surgeon in clinical practice. In the end, a
disciplined scientific investigation is necessary to deter-
mine the optimal course of intervention for most clinical
situations, especially for patients whose goals of care in-

clude quality of life in addition to length of life.

Areas of clinical research in palliative surgery
(Table 1)

An important beginning is the study of the surgical
decision-making process, beginning with the communi-
cation of patient preference. Because the goals of treat-
ment are relief of suffering and improvement in quality
of life, the patient’s own perceptions and wishes are per-
haps the most crucial determinants in procedure selec-
tion, yet the care provided to patients is often not con-
sistent with their preferences and rather is associated
with factors other than preferences or prognoses.” As is
evident by data accumulated from studies on breast and
prostate cancer, patient preferences are far more complex
and dynamic than previously appreciated.®® In critical
care settings, surgeons are often brought in as consult-
ants in dire emergencies in which the psychosocial con-
ditions of stress and pain create a suboptimal environ-
ment for objective discussion. When surrogates are
involved, additional distracting factors can influence the
decision-making process.”"!

The above variables create a setting in which optimal
informed consent and surgical decision making might
not be possible. The patient’s decision can be influenced
by how the clinical issues are framed by the surgeon. It is
difficult to ascertain the full range of the patients pref-
erences of outcomes when the patient and family have
not addressed the issues before the illness. Patient—
physician misperception, information overload, and

Table 1. Possible Areas of Clinical Research in Palliative
Surgery

1. Surgical decision making

Communication of patient preference

Informed consent

Prognostication and the natural history of disease with and
without surgical intervention

Breaking bad news

Defining goals of care

Family and surrogate decision-making
End-of-life decisions
Advance directives and DNR
Withdrawal of support

2. Symptom management

Pain

Chronic postoperative pain syndromes

Malignant neoplastic cancer syndromes

Geriatric pain syndromes

Pain in the surgical intensive care unit

Posttraumatic pain syndromes

Vascular pain syndromes

Nonpain symptoms

Nausea and vomiting

Dyspnea

Fatigue

Anorexia and cachexia

3. Palliative surgical procedures

Selection of ideal treatment modality

Morbidity of procedure versus morbidity of not doing
procedure

Mode of death with and without surgical intervention

Suffering of patient and family with and without surgical
intervention

Validated outcomes measures for surgical procedures
Quality of life
Relief of symptoms

Prevention of symptoms: obstruction, neurological
complications, fractures

Assessment of new procedures

Minimally invasive procedures

Interventional radiology

4. Surgical education about palliative care

Undergraduate—medical student education

Graduate—surgical resident training

Postgraduate—continuing medical education

transference-countertransference during the communi-
cation process have been well described.'”'* It is known
that patient treatment choices are influenced by what
the patient and family understands about the disease and
prognosis. Weeks and associates' showed that the deci-
sion about whether or not cancer patients should have
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aggressive therapy related to their perception of their
own survival. Cancer patients tended to overestimate
their survival; those who thought that there was at least a
10% chance that they would die within 6 months were
more likely to favor less aggressive therapies. If patient
preferences about the trade-offs between the risks and
benefits associated with alternative treatment strategies
are based on inaccurate perceptions of prognosis, then
treatment choices might not reflect each patient’s true
values.

Communication can be particularly challenged in the
setting of “breaking bad news.” The patients or surro-
gates might not fully comprehend the finality of the
news of advanced cancer, for example, and physicians are
often loath to take away the last vestige of hope, so
together they are susceptible to pursuing a course of
therapy with unrealistic goals. Although much has been
written about breaking bad news in clinical medicine,
empiric data are lacking in terms of beneficial methods
of communicating negative clinical results."®

Accurate assessment of prognosis is essential to deter-
mine the risk/benefit ratio before recommending a sur-
gical intervention. Studies of the ability of physicians to
predict prognosis have yielded mixed results. A prospec-
tive study found that clinicians estimated prognosis
quite accurately when asked whether or not a patient
with terminal cancer was expected to live 6 months." In
other studies, treating physicians tended to overestimate
the survival of patients, and, in particular, failed to pre-
dict those who died early (within 2 months).'”*® Several
clinical prognostic indices have been developed for ter-
minal patients that combine objective clinical criteria
such as weight loss and performance status (patient
function) with clinician estimates."** Objective clinical
criteria perform as well (or as poorly) as clinician esti-
mates.”>” The Study to Understand Prognoses and Pref-
erences for Outcomes and Risks of Treatments (SUP-
PORT) found that recommended clinical prediction
criteria were not effective in identifying patients with a
survival prognosis of 6 months or less in seriously ill
hospitalized patients with advanced chronic obstructive
pulmonary disease, congestive heart failure, or end-stage
liver disease.*

Other less well-defined factors also impact on prog-
nosis. Extent of disease and quality of life together pre-
dicted survival better than each parameter alone in pa-
tients with breast cancer.” Symptom distress alone
predicted survival in lung cancer patients.”® Patients

with a low quality-of-life score were more likely to die
within 6 months than those with higher scores, but low
scores were not strong predictors of survival in individ-
ual patients.” An early example of a surgical prognostic
index was the Child-Turcotte classification of portal hy-
pertension.” It used five clinical and laboratory values to
categorize patients before undergoing surgery for portal
hypertension by a portosystemic shunt. Widely used, it
proved to reliably estimate early preoperative mortali-
ty.”” No similar index has been developed for the risk of
surgical morbidity and mortality in patients with ad-
vanced disease such as cancer. Research that provides
clinicians with a clearer understanding of patient prog-
nosis and the risk-benefit ratio of specific surgical inter-
ventions is necessary for palliative patients.

Another aspect of the problem is that currently there
are few outcomes data in the current surgical literature
on which to base sound palliative surgical choices.” Im-
provement in quality of life and symptom relief should
be the best measure of any palliative therapy.®'** These
outcomes have not been a large part of traditional surgi-
cal thinking, which has tended to focus on quantity
rather than quality of life, although this is slowly begin-
ning to change.”* Reports of outcomes after palliative
surgery reveal conflicting results about quality of life and
survival after palliative surgery, but very few prospective
data are available.’**>3*

It would be valuable to understand more clearly the
major variables that lead to surgical decisions that later
become associated with patient or surrogate dissatisfac-
tion or unnecessary use of health care resources. Clinical
research in palliative surgery might focus on investigat-
ing tools that can enhance the ability of the surgeons to
accurately determine patient and surrogate preferences
and minimize the influence of compounding factors in
decision making, such as emotional guilt, denial, cul-
tural bias, and misunderstanding of prognostication. In
end-of-life clinical settings, the need for such research is
even greater because there appear to be considerable
shortcomings with DNR orders, physicians’ knowledge
of patient preferences to forgo resuscitation, delay in
withdrawal of support, and inadequate pain
management.”’

Another major potential area of surgical research is in
improving resident and medical student skills related to
palliative care. Communication between physician and
patient has been recognized as a core competency of
medical education. Requirement of competent interper-
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sonal skills and communication, along with other core
competencies, has been interpreted as a substantial ini-
tiative for surgical training.” The American Board of
Surgery has included among its list of definitions of
general surgical specialty one’s ability to counsel patients
and families.”

The Surgical Resident Curriculum has listed various
communication skills as part of preoperative assessment
of geriatric surgical patients. They include developing
communication skills and relationships with the elderly,
family, and other health care professionals, and under-
standing psychosocial aspects of the preferences of the
patient, family, and referring physicians.*> Surgical
housestaft generally receive little formal training about
death and dying. Although an experienced attending
surgeon might serve as an educator in this area, only
50% of senior surgical residents reported ever discussing
this topic with their attending surgeons.*’ Less than half
of a group of surgical residents surveyed were competent
in cancer pain management; of note, there was no im-
provement as the residents moved to more senior lev-
els.*** Most residents have had some formal training
about death and dying in medical school; it is unknown
what impact this has during their years of surgical train-
ing. In this context, the palliative surgeon should take
leadership in training surgical residents and practicing
surgeons to improve their communication skills. In the
medical school curriculum, there is a role for the pallia-
tive surgeon to take the lead in the education of patient—
physician communication, in both teaching and inves-
tigative capacities.

At the same time, there is a need to assess the effec-
tiveness of various training modalities. Among lectures,
workshops, small-group discussions, and role-plays, it is
not clear which one or combination of various teaching
methods would be best for educational training at each
level of surgical professional development. This is fertile
ground for educational research that the palliative sur-
geon might explore.

Another important area of clinical research is symp-
tom management. The previous two decades have seen
an explosion of clinical interest in pain management,
most of which were led by pain specialists from anesthe-
siology. Clinical use of epidural catheters, neurolytic
procedures, and neuroaugmentation technology has
contributed to the establishment of acute pain service
and outpatient centers for chronic pain management. It

is a mistake for surgeons to relinquish pain management
altogether to another specialty.

Pain is a ubiquitous physical complaint, now a fifth
vital sign mandated by the Joint Commission on Ac-
creditation of Healthcare Organizations to be moni-
tored on all patients. Between 30% and 75% of elderly
patients live daily with chronic pain that contributes to
their disability and morbidity because of inadequate re-
lief.*® Surgeons encounter pain as a formidable clinical
dilemma in a number of clinical settings (Table 1).
There is a need to explore the precise role of surgical
intervention—whether by traditional open or mini-
mally invasive surgical approaches—in many pain syn-
dromes. There is potential for the role of thoracoscopic
splanchnicectomy for malignant visceral pain, laparo-
scopic adhesiolysis for chronic postoperative abdominal
pain, and neurectomies for refractory postoperative in-
guinal neuropathic pain.

A landmark example is a study by Lillemoe and col-
leagues,”” from Johns Hopkins, who, in 1993, reported
the results of a prospective, randomized, double-blind
study of intraoperative chemical splanchnicectomy.
They evaluated the effects of celiac plexus injection with
50% alcohol versus placebo injection in patients with
unresectable pancreatic cancer. Mean pain scores were
notably lower in the alcohol group at repeated followup,
with no increased morbidity. In patients without preop-
erative pain, alcohol delayed or prevented the onset of
pain. Alcohol injection markedly reduced existing pain
for patients with considerable preoperative pain. Most
unexpectedly, patients with preexisting pain who re-
ceived alcohol showed a notable improvement in sur-
vival. Unfortunately, this exciting work has yet to be
repeated in the surgical literature, and splanchnicectomy
is currently not part of the routine management of pa-
tients with advanced pancreatic cancer at most institu-
tions. A retrospective study from the Mayo Clinic in
1997 reported that only 15% of 292 patients with pan-
creatic cancer received neurolytic celiac plexus block,
suggesting a major underuse of a well-described pallia-
tive procedure.*®

To be sure, the literature evidence on the efficacy of
these procedures is often equivocal. But the answer to
the specific therapeutic efficacy might lie in further strat-
ification of the affected patient population. Precise indi-
cations for surgical interventions must be delineated.
For patients with considerable comorbidities whose
longterm survival is tenuous, the palliative surgeon’s
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ability to offer symptom relief through intensive medical
or procedural intervention might add a third alternative
to the traditional dichotomy of “surgery-or-no-surgery”
options. The management of nonpain symptoms—such
as dyspnea, nausea, and cachexia—are also fertile
ground for palliative surgical research.

Whether the focus of clinical investigation is symp-
tom relief or patient—physician communication, careful
outcomes measurement is vital to a successful research
agenda. In surgical oncology, for example, outcomes
measures of quality of life are becoming fundamental to
clinical research. In surgical ICUs from which critically
ill patients are discharged either alive or dead in a rela-
tively short time, analyzing the process of care—ie, the
quality of care—is a valid focus of clinical investigation
in and of itself.

Palliative surgical research in surgical oncology:
Quality-of-life outcomes

Surgery has a long tradition of cancer palliation; well
before surgeons had a modern understanding of DNA
mutations or apoptosis, they performed procedures to
alleviate the pain and suffering from cancer. Clinical
surgical research has only recently begun to refocus on
these outcomes.* This is not unique to surgery. Medical
oncology research underwent a fundamental change in
1996 when the FDA approved the use of gemcitabine
for advanced pancreatic cancer because the authors dem-
onstrated that the main benefit of the drug was the relief
of symptoms.”"*’ Radiation oncology, in contrast, has a
wealth of research into palliative treatments, as in the
relief of shortness of breath in lung cancer, and the relief
of pain from bone metastases.”"’

There are a variety of surgical procedures available to
manage pain and other symptoms in cancer patients that
span the spectrum of invasiveness, from percutaneous
interventions under radiologic guidance to open sur-
gery.”> Other options for management are often avail-
able, such as chemotherapy, radiation, and other modal-
ities. It is only by applying rigorous clinical research
techniques to assess and compare these modalities that
we are able to recommend the treatment that will pro-
vide the best quality of life for our patients.

Few palliative surgical cancer procedures have been
subjected to rigorous scientific assessment. One example
in which clinical research has been done is the manage-
ment of biliary obstruction for unresectable cancer pa-
tients. The results of four randomized trials comparing

endoscopic stent insertion versus surgical bypass allow
for some broad conclusions to be made.”® Both tech-
niques are effective in initial drainage of the biliary tree
and improvement of symptoms. Endoscopic stenting
has a lower early morbidity and mortality rate compared
with surgical bypass, and so is more suitable for sick and
debilitated patients. But late complications of cholangi-
tis and recurrent jaundice are high with endoscopic
stenting, so repeat procedures might be required every 3
to 6 months. So patients expected to live longer than 6
months might be more suitable for surgical bypass, al-
though this prognostication is difficult.>

An example of the current state of palliative surgical
research is the study of surgical management of malig-
nant bowel obstruction, recently reviewed in the July
issue of this journal.”” Feuer and associates® published a
Cochrane literature review of the subject in 2000. The
authors were unable to draw any conclusions and iden-
tified the following problems with the available litera-
ture. All studies were retrospective, and there was little
uniformity or clarity about which patients were entered
into the studies. When symptom control was used as an
outcomes measure, it was unclear how symptoms were
measured and whether the symptom scores used were
validated. Even when postoperative morbidity and mor-
tality were used as the outcomes measures, definitions of
these outcomes were unclear and varied among many of
the papers. The research question must be clearly de-
fined by careful identification of the target population
and use of validated outcomes measures before meaning-
ful conclusions can be made from clinical research.

There are a number of validated quality-of-life and
symptom outcomes measures available for interven-
tional research in cancer patients (Table 2). Three were
created for palliative populations,”® and several others
have undergone at least some validation when applied to
this population.®”** When used to measure the effects of
an intervention, the ideal measure should have the fol-
lowing characteristics. The measurement tool should
ideally be rated by the patient rather than by a health
professional because it is patients perceptions of their
experience that is most valuable. The measure should be
short and easy to complete because it will be need to be
readministered on a regular basis (eg, before and after the
intervention, longterm followup). These patients will
become more debilitated as their disease progresses, and
they will not be able to complete a complex question-
naire. A more complete list of measurement tools used to
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Table 2. Validated Outcomes Measures of Quality of Life and Symptom Control for Cancer Patients Potentially Applicable to

the Palliative Population

Measure

Characteristics

Quality of Life Index *?

Physician-rated scale with 5 subscales: activity, daily living,
health, support, outlook. Tentative utility weights available™

European Organization for Research and Treatment of

Cancer Quality of Life Questionnaire (QLQ-C30)°°

33-item tool with 9 subscale domains, including physical, social,
disease symptoms, global quality of life. Cancer site-specific
modules available

Functional Living Index-Cancer (FLIC)”

22-item scale, “global construct of functional quality of life,” total
score only

Functional Assessment of Cancer Therapy (FACT)®

28 items generic core, multiple specific subscales, including
symptoms

Linear Analogue Self-Assessment Scale (LASA)

Symptom, mood, physical, social domains: advanced breast
cancer,” colostomy patients”

Quality-Adjusted Time Without Symptoms and Toxicity
(Q-TWiST)*®

Utility-based, discounts survival time, operable breast cancer

Gastrointestinal Quality of Life Index (GQLI)*

36-item index specific to gastrointestinal disorders

McGill Quality of Life Questionnaire (MQOL)*>*

16 items, 4 domains: physical, psychological, existential well-
being, support. Created for a palliative care population

Missoula-Vitas Quality of Life Index—Advanced Illness®

25 items, created for a terminally ill population

Medical Outcomes Survey-Short Form (MOS-SF-36)®

36-item questionnaire, validated in many different populations

Spitzer Uniscale®™'®

Single item: overall quality of life

Edmonton Symptom Assessment Scale (ESAS)>®

10 items, numeric, for repeated use. Created for a palliative care
population

Memorial Symptom Assessment Scale®"*?

32-item scale that contains physical, psychological, and global
distress subscales

Rotterdam Symptom Checklist**

34-item symptom scale

evaluate quality of care at the end of life and an evalua-
tion of the tools themselves, can be found at http://
www.cher.brown. edu/pcoc/toolkit.htm.

When investigating a specific symptom intervention,
the tool must be specific enough to include the symp-
tom(s) of interest, and sensitive enough to distinguish
change in this symptom over and above the other symp-
toms that the patient is experiencing. Few such
symptom-specific tools exist; most measurement tools
available for this use are disease-based and contain
within them specific symptom subscales (eg, shortness
of breath in lung cancer.”' Most importantly, it must be
responsive or sensitive to changes over time, to measure
the effects of an intervention. Before these measures are
used for a surgical study, they need to be validated for the
population to be studied.

Palliative surgical research in the surgical intensive
care unit: Process-of-care outcomes

Initially, the focus of care in an ICU patient is on the use
of highly invasive, technologically advanced procedures
designed to support, save, and prolong life. Outcomes
measures evaluating ICU care from this perspective as-

sess the number and quality of “successes,” or survivors.
But if and when the focus of care includes the provision
of palliative care, a successful outcome must be rede-
fined. The process of care and satisfaction with care,
rather than mortality and longterm quality of life, be-
come the primary outcomes of interest. Both types of
outcomes can help health care providers improve the
quality of palliative care in the ICU and might be part of
a research agenda for the palliative surgeon.

Morbidity and mortality

Traditional measures of morbidity and mortality as out-
comes are familiar to surgeons. Application of these
measures in the high-tech “rescue environment” of the
ICU reflects the high acuity of the patients encountered.
Knowing the likelihood of survival for a particular pa-
tient population might help guide the discussion about
appropriateness of continuing care.®*® These outcomes
do not allow us to measure the care we give at the end of

life to nonsurvivors.

Quality of life
Functional quality-of-life scales have been studied in the
ICU population. For survivors of ICU care, Sickness
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Impact Profile scores worsen initially, but return to base-
line or lower 1 year after discharge, indicating improve-
ment in quality of life.”” This improvement might be
both variable and difficult to measure because the
change in Medical Outcomes Survey-Short Form
(MOS-SF-36)°® scores 1 year after surviving ICU dis-
charge is much less pronounced.® Although this quality-
of-life information is more informative than crude mor-
bidity and mortality rates, it does not inform about the
quality of palliative care in the ICU. As with morbidity
and mortality, these outcomes provide information
about prognosis that can guide discussions with patient
and family. But they must be used carefully. More than
80% of patients would be willing to undergo critical care
again, despite a poorer longterm functional status than
at baseline, reporting good to fair quality of life.”” And
perhaps contrary to prevailing opinion, future quality of
life might not have as great an impact on reasons for
withdrawal of care in all patient populations.”

DNR orders

DNR orders are one aspect of the process of palliative
care and are the easiest to measure. It seems reasonable to
use the presence of a DNR order as a minimal outcomes
measure for palliative care, because it is unlikely that
patients receiving palliative care would not have DNR
orders. Currently, more than 90% of all hospitals have
some type of policy for DNR orders. Implementation of
such a policy might improve documentation and pro-
vide clarity regarding specific interventions without al-
tering the total number of DNR orders.”

DNR orders used as an outcomes measure for pallia-
tive care are a surrogate for a discussion about goals of
therapy. The assumption is made that if the order is
present, the discussion has occurred and the goals will be
met. Between 9% and 13% of ICU patients will have a
DNR order written at some point during their stay.”?
Unfortunately, the majority of studies about DNR or-
ders are retrospective and do not suggest that the pres-
ence or timing of DNR orders in ICU patients provide
relevant information about the quality of care.?¢>%¢7>74
Studied prospectively by SUPPORT investigators, phy-
sicians know patient preferences about life-sustaining
treatment less than 40% of the time.”

Predictive models identify age, race, chronic health
conditions, acuity (measured by the acute physiology
score), coma, and primary disease process as important

factors that determine the likelihood of a DNR order

during admission to the ICU. In-depth study of differ-
ent ICUs shows a distinct difference in observed and
expected DNR orders. This difference did not seem to
correlate with qualitative assessment of DNR practices,
highlighting the difficulty in using the presence of DNR
orders as a relevant outcomes measure of quality end-of-
life care.”

Symptom control

Involvement of palliative care teams in the care of ICU
patients is a “process” outcome that is measurable and
has some face validity in improving the quality of pallia-
tive care for these patients. This approach is used in some
ICUs that care primarily for medical patients. But, a
considerable number of patients in these units still have
poor symptom control at the end of life. In a group of
cancer patients with a 32% ICU mortality and 55%
in-hospital mortality, 56% reported moderate-to-severe
pain. Discomfort, unsatisfied thirst, difficulty sleeping,
and anxiety occurred even more frequently.”” This study,
which assessed concurrent symptoms prospectively, con-
firmed previous studies that relied on symptom re-
call.”*”” Patient-reported pain scores differ markedly
from those reported by physicians and nurses, confirm-
ing the importance of this outcomes measure as a valid
indicator of the quality of palliative care in the ICU.”

Communication
In contradistinction to physician practice, the majority
of patients wish to discuss preferences about resuscita-
tion options. Unfortunately, these discussions are often
held with surrogate decision makers, perhaps because
they are postponed until the patient is unable to partic-
ipate. Problems with surrogate decision makers include
their availability, knowledge of patient desires, and an
overestimation of patient’s wishes for resuscitation.”
Communication relevant for study includes commu-
nication between family and physician and between all
members of the health care team. Lack of standard ap-
proaches to palliative care and withdrawal of care, such
as the lack of a ventilator withdrawal policy, leads to
inconsistencies, confusion, and frustration. A structured
approach eliminates many of these problems, and has
the benefit of allowing all staff members to be more
comfortable discussing palliative care decisions with pa-
tients and family members.* Use of the family confer-
ence in a structured way is one method to improve com-
munication and satisfaction with palliative ICU care.*’
The palliative surgeon can evaluate ICU palliative
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care by investigating the quality of the patient’s and the
family’s experience with the care delivery system. Mea-
surable outcomes might include various endpoints re-
flecting the patient’s and family’s emotional, psycholog-
ical, and spiritual experience, and the patient’s physical
suffering from various treatable symptoms. Another im-
portant area of research might focus on the health care
providers experience in similar dimensions. Factors that
personally influence health care professionals can impact
their ability to provide quality care, so their professional
experiences might in and of themselves be a valid subject
for palliative care research. Studies that address the
unique characteristics of palliative care research will be
particularly helpful.

Unique characteristics, ethical considerations, and
barriers to palliative surgical research

The study of the care of patients who are dying from
their disease offers its own set of challenges. The disease
course is frequently characterized by constantly chang-
ing symptoms and a relatively short period of final ill-
ness. Longterm followup is not an important factor. But
difficulty in predicting time to death makes decision
making and patient assessment harder. Although the
best assessment of the patient’s quality of life comes from
the patient, this is difficult if not impossible to obtain as
the patient approaches the terminal phase of illness.

Ethical challenges, while paramount in all research,
can be especially complex for clinical research for pa-
tients in the terminal phase of their illness.*>** Although
some of these issues are not unique to patients at end of
life, they are often magnified in the population.** Causes
of dilemma can include a vulnerable population, an in-
adequate consent process, and the difficulty a
researcher—clinician has in balancing roles.*” Evaluation
for clinical trial eligibility can be unduly invasive, and a
greater number of various tests might be required for
followup than are usually performed in standard clinical
practice.

Ethical dilemmas that differ from those in other types
of clinical research can include the difficulty in assessing
risks and benefits, randomization (especially if there is a
“no treatment arm”), and the unstable mental status of
patients with terminal illnesses. Finally, surgical issues
mandate special consideration.*** Dilemmas consist of
the invasiveness of a surgical procedure, the possible loss
of decision-making control, unclear clinical equipoise
when comparing a surgical approach with a nonsurgical

approach, and the inability to withdraw from a surgical
procedure, especially if general anesthesia is used.

There are multiple barriers to palliative care research.
A major barrier might be clinician bias. This could lead
to few referrals based on the argument that research on
patients facing the end of life might not be morally jus-
tifiable.* In addition, many researchers might be unwill-
ing to participate in palliative care trials; even experi-
enced researchers have expressed difficult psychological
and emotional concerns with the complexities of pallia-
tive care research.®” Barriers to palliative care research to
surgeons include patient’s and family’s reluctance to un-
dergo surgery, financial constraints for care, patterns of
referral to surgeons (or other palliative care specialists),
and cultural factors influencing palliative care.*® Fund-
ing deficiencies are also major barriers to palliative re-
search. For example, only 0.9% of the total 1999 Na-
tional Cancer Institute budget went to palliative and
hospice care research.” Finally, the limited numbers of
palliative care services and hospices ultimately result in
fewer opportunities for palliative care research.”

An article that will explore the unique ethical consid-
erations in surgical palliative care research in greater
depth is planned for this series in the future.

In conclusion, the study of the care of patients who
face a terminal disease is especially relevant in a rapidly
aging society such as that in North America, but it offers
its own unique set of challenges and opportunities. Care
based on appropriate patient-centered outcomes is the
focus of the palliative surgeon, regardless of the surgeon’s
specialty background. In addition to survival, palliative
surgical outcomes worthy of clinical investigation in-
clude symptom relief and quality of life, communication
and surgical decision making, quality of process of care,
and effectiveness of surgical education. Recognizing the
current deficiencies in palliative surgical care, surgeons
can aim for improvement by questioning the appropri-
ate goals of treatment. True innovations in surgical care
will require rigorous clinical investigation using perti-
nent outcomes measures. A research agenda has already
been developed for future end-of-life care in the ICU.”
This discussion attempts to begin to address a clinical
research agenda for the future of palliative surgery.

It is a privilege for surgeons to be requested to become
intimately involved in patients’ lives at the time that they
are most vulnerable. It is important in such settings to
determine the appropriate clinical endpoints and to use
them rigorously to assess the role of surgical interven-
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tion. By participating in properly designed clinical stud-
ies, surgeons will increase their understanding of the
variables that influence the end-of-life experience, and
improve the quality of the care delivered to our palliative
surgical patients.
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