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Abstract

Background: Patients with advanced pancreatic cancer suffer from high morbidity and mortality. Specialty
palliative care may improve quality of life.

Objective: Assess the feasibility, acceptability, and perceived effectiveness of early specialty physician-led
palliative care for patients with advanced pancreatic cancer and their caregivers.

Design: A mixed-methods pilot randomized controlled trial in which patient-caregiver pairs were randomized (2:1)
to receive specialty palliative care, in addition to standard oncology care versus standard oncology care alone.
Setting/Subjects: At a National Cancer Institute-designated comprehensive cancer center in Western Penn-
sylvania, 30 patients with advanced pancreatic adenocarcinoma and their caregivers (N=30), oncologists
(N=4), and palliative care physicians (N=3) participated.

Measurements: Feasibility (enrollment, three-month outcome-assessment, and intervention completion rates),
acceptability, and perceived effectiveness (process interviews with patients, caregivers, and physicians).
Results: Consent:approach rate was 49%, randomized:consent rate 55%, and three-month outcome assessment rate
75%. Two patients and three caregivers withdrew early. The three-month mortality rate was 13%. Patients attended
amean of 1.3 (standard deviation 1.1) palliative care visits during the three-month period. Positive experiences with
palliative care included receiving emotional support and symptom management. Negative experiences included
inconvenience, long travel times, spending too much time at the cancer center, and no perceived palliative care
needs. Physicians suggested embedding palliative care within oncology clinics, tailoring services to patient needs,
and facilitating face-to-face communication between oncologists and palliative physicians.

Conclusions: A randomized trial of early palliative care for advanced pancreatic cancer did not achieve
feasibility goals. Integrating palliative care within oncology clinics may increase acceptability and perceived
effectiveness.
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Introduction

SPECIALTY PALLIATIVE CARE decreases morbidity for pa-
tients with advanced cancer.! A randomized trial con-
ducted among patients with metastatic nonsmall cell lung
cancer demonstrated improvements in quality of life and mood,
less aggressive care near end of life, and longer survival with

addition of early specialty palliative care to standard oncology
care.” Another study conducted among patients with advanced-
stage solid tumor or hematologic malignancy demonstrated
improved one-year survival rates and improved caregiver
outcomes with early versus delayed initiation of specialty
palliative care, although there was no difference in patient-
reported outcomes or resource use.* A trial of systematic
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versus on-demand early palliative care conducted among pa-
tients with advanced pancreatic cancer in Italy demonstrated
improved physical, functional, and disease-specific quality of
life in the group receiving systematic early palliative care.’

In response to accumulating research, professional guide-
lines put forth by the American Society of Clinical Oncology
(ASCO) now recommend early comanagement by palliative
care specialists for all patients with advanced cancer.

However, barriers to early specialty palliative care use per-
sist. A prior in-depth interview study with oncologists prac-
ticing at three academic cancer centers across the United States
with well-established palliative care services identified mis-
perceptions about palliative care as an alternative to cancer-
directed therapy, oncologists’ preferences in maintaining
control of palliative aspects of care, concerns that specialty
referrals may create confusion or send ‘“mixed messages about
life-prolonging therapy,” and a lack of knowledge about pal-
liative services.” Oncologists suggested clarifying the role of
palliative care clinicians, improving communication between
oncologists and palliative care clinicians, and designing
disease-specific palliative care interventions to meet the unique
needs of different patient populations.

In response to these findings, we convened a series of
working groups with oncologists and palliative care physicians
to develop a collaborative model of specialist palliative care
comanagement. We chose to focus on advanced pancreatic
cancer because it is a disease with high morbidity and mortality
for which oncologists felt that patients and families would
benefit from earlier palliative care visits. With input from
working group members, we created an intervention manual
with guidelines for palliative care visits, as well as communi-
cation between oncologists and palliative care physicians. We
then designed a pilot trial to test the feasibility, acceptability,
and perceived effectiveness of our approach among patients
with recently diagnosed pancreatic cancer, their family care-
givers, oncologists, and palliative care physicians.

In this article, we describe the findings of our pilot study,
while highlighting significant challenges and lessons learned.
We hope that these insights will aid clinicians, other
healthcare professionals, and researchers seeking to integrate
and evaluate early specialty palliative care interventions in
advanced cancer populations.

Methods
Study rationale and design

We conducted a pilot randomized controlled trial designed
to assess feasibility, acceptability, and perceived effective-
ness of a physician-led specialty palliative care intervention
for patients with advanced pancreatic cancer. We enrolled 30
patients with recently diagnosed advanced pancreatic cancer,
as well as their caregivers, primary oncologists, and palliative
care physicians.

Patient-caregiver pairs were randomized (2:1) to receive
early specialty palliative care, in addition to standard on-
cology care or standard oncology care alone. We chose a 2:1
randomization scheme to allow us to assess the feasibility of
randomizing participants in this pilot study, while maxi-
mizing exposure to the palliative care intervention.

Patient and caregiver outcomes were assessed at baseline and
three months. Monthly check-in calls were employed to remind
participants of upcoming palliative care visits (intervention
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group only) and assess healthcare utilization. When appropriate,
caregivers also completed bereavement interviews one to three
months after the patient’s death. We interviewed oncologists
and palliative care physicians at three and nine months after
initiating trial participation to elicit experiences with early spe-
cialty palliative care and recommendations for improvement.

The study protocol was approved by the University of
Pittsburgh Institutional Review Board and registered on
Clinical Trials.gov (Identifier NCT01885884).

Setting

The trial was conducted at the University of Pittsburgh
Cancer Institute (UPCI), an academic, National Cancer
Institute-designated comprehensive cancer center in Pittsburgh,
Pennsylvania. This cancer center serves as a tertiary referral
center for Western Pennsylvania and includes a weekly, mul-
tidisciplinary pancreatic cancer specialty clinic. In 2013, this
specialty clinic saw 374 patients with newly diagnosed pan-
creatic cancer.

Intervention

The intervention consisted of in-person palliative care
visits with a specialty-trained palliative care physician. Visits
were held in the same building as oncology appointments,
and every effort was made to schedule oncology and pallia-
tive care visits on the same day. Follow-up intervention visits
were scheduled monthly for the first three months, and as
needed thereafter. More frequent palliative care visits were
allowed in the event that additional needs were identified.
Participants did not incur a copay or bill for palliative care
visits; they received $40 upon completion of the first visit and
$25 to cover travel costs for all subsequent palliative care
visits that could not be scheduled on the same day as a reg-
ularly scheduled oncology appointment.

Immediately before each visit, patients completed a survey
that asked ‘‘what would you most like to discuss with your
supportive care doctor today?”’ and assessed symptom bur-
den (Edmonton Symptom Assessment Scale [ESAS]S) and
distress (Distress thermometer).” Caregivers completed a 4-
item measure of caregiver burden (Zarit Screening Inter-
Viewlo) and the Distress Thermometer.’

Visit content, as guided by patient- and caregiver-reported
outcomes and National Consensus Pro1]'ect for Quality Pallia-
tive Care Clinical Practice Guidelines, !included the follow-
ing: (1) relationships and rapport building; (2) illness
understanding, preferences, and concerns; (3) patient and
caregiver needs, including physical symptoms, psychological/
emotional distress, and social/financial/caregiver burden; and
(4) resources, review, and next steps. An intervention manual
describing key visit domains, suggested language, and study
processes was distributed to all participating oncologists and
palliative care physicians (Supplementary Data; Supplemen-
tary Data are available online at www liebertpub.com/jpm).

In addition, an e-mail was sent to the patient’s oncologist
and palliative care physician before and after each palliative
care visit. This e-mail was intended to (1) remind clinicians
about study participation and (2) encourage oncologist-
palliative care communication about key changes in patient
symptoms, functioning, distress, or goals of care. All par-
ticipating oncologists and palliative care physicians were
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familiar to each other as professional colleagues at the same
institution.

Usual care

Usual care included standard oncology care. Usual care
participants had access to any palliative care service that was
deemed appropriate.

Participants

We included adults (=18 years old) with pathologically
confirmed, locally advanced or metastatic pancreatic ade-
nocarcinoma, diagnosed within the past eight weeks. Eligible
participants had an Eastern Cooperative Oncology Group
(ECOG) performance status of 0 (asymptomatic), 1 (symp-
tomatic but fully ambulatory), or 2 (symptomatic and in bed
<50% of the day); were planning to receive ongoing care
from an oncologist at the cancer center; and had an identifi-
able caregiver (family member or friend) who could ac-
company them to visits. We excluded patients who were
unable to read and respond to questions in English.

SCHENKER ET AL.

Given slower-than-expected enrollment, we expanded our
eligibility criteria to include patients with borderline-
resectable pancreatic adenocarcinoma 20 weeks into the re-
cruitment period.

Caregivers were enrolled if they were the adult (=18 years
old) family member or friend of an eligible patient, identified
as the person most likely to accompany the patient to visits or
help with their care should they need it, and able to read and
respond to questions in English.

All medical oncology and palliative care physicians caring
for participating patients at UPCI were eligible for enrollment.

All participants provided written informed consent.

Recruitment, enrollment, and randomization

Patients were recruited from a weekly multidisciplinary
clinic for patients with recently diagnosed pancreatic cancer.
The clinic coordinator identified potentially eligible patients
during the week before each clinic as part of her routine
review of medical records. On the clinic day, patients were
approached first by a clinical staff member to ask if they
would be willing to hear more about the study. This approach

Reasons not Approached:
« Mot borderline,* locally advanced or metastatic pancreatic
adenocarcinoma (53)

Screened

« Will not receive care from a participating oncologist (18)

* Mot diagnosed within past 8 weeks (4)

203

* Mot accompanied by a caregiver™ (3)

» ECOG Performance status >2 (1)

3

Approached
113

« Unable to approach (staff, timing, status) (6)
| » Declined study introduction (5)

Reasons not consented:
» Declined participation (24)

* Will not receive care from a participating oncologist (20)
« Not borderline,* locally advanced or metastatic pancreatic

1

adenocarcinoma (10)
» Not accompanied™ by a caregiver or does not have an eligible

caregiver (3)
# ECOG Performance status >2 (1)

Consented

55

| » Not borderline,* locally advanced or metastatic pancreatic
adenocarcinoma (7)
* Mo eligible caregiver (2)

Eligible
33

Reasons not randomized:

Randomized
Patient-Caregiver Pairs

30

* Withdrew prior to randomization (2)
| » Patient deceased prior to randomization (1)

*Patients with borderline pancreatic cancer included after 12/6/13, previously ineligible.
~Patients not accompanied by caregiver at clinic visit (but have caregiver) included after 2/12/2014, previously ineligible

FIG. 1.

CONSORT diagram.
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avoided the potential for any cold calling by researchers. In
the event a patient was willing to hear more, a research staff
member described the study further and conducted the con-
sent process. Patients were asked to identify a caregiver.
Patient-caregiver pairs who subsequently met eligibility cri-
teria were enrolled and randomized using a computer-
generated randomization table to receive either the specialty
palliative care intervention or usual care in a 2:1 ratio.

Measurements

Feasibility. Feasibility was assessed through (1) enrollment
rates, (2) intervention completion rates, and (3) three-month
outcome assessment rates. Our targets for achieving adequate
feasibility were a consent:approach rate of 260%, a random-
ized: consent rate of 260%, an intervention completion rate of
>70%, and three-month outcome assessment rates of >80%.'2

Acceptability and perceived effectiveness. Accept-
ability was assessed by tracking participant withdrawal rates.
Process interviews conducted with patients and caregivers
(three months) assessed acceptability and perceived effec-
tiveness of the early specialty palliative care intervention and
included open-ended questions to assess experiences with
early specialty palliative care. Process interviews conducted
with oncologists and palliative care physicians (three and
nine months) included open-ended questions to assess ex-
periences with the early specialty palliative care intervention,
as well as recommendations for improvement.

Patient and family caregiver outcomes. Patient and
family caregiver outcomes assessed through baseline and
three-month surveys included demographics; patient quality
of life (Functional Assessment of Cancer Therapy—
Hepatobiliary Questionnaire [FACT-Hep],'* Quality of Life
at the End of Life [QUAL-E],14 and Peace, Equanimity, and
Acceptance in the Cancer Experience [PEACE]15 Scales);
patient and caregiver mood symptoms (Hospital Anxiety and
Depression Scale [HADS],16 Distress Thermometer,” and
Patient Health Questionnaire-9 [PHQ—917—patient only]);
and caregiver burden (Zarit Burden Interview—Short).10
Caregiver bereavement surveys additionally assessed pre-
paredness for death'® and complicated grief (Inventory of
Complicated Grief)."”

Analyses

Quantitative data were summarized using descriptive sta-
tistics. We did not conduct comparisons between groups
because this was a pilot trial that was not designed to assess
efficacy. Open-ended process interviews with patients,
caregivers, oncologists, and palliative care physicians were
audio-recorded, transcribed verbatim, and reviewed by two
study investigators to identify and categorize positive and
negative experiences with palliative care, as well as recom-
mendations for improvement.

Results

A total of 203 patients were screened, of whom 113 were
approached for study participation. Our consent:approach
rate was 49% and our randomized: consent rate was 55%
(both below target). Of the 113 approached patients, 33
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TABLE 1. BASELINE PARTICIPANT CHARACTERISTICS”
Patients Caregivers
(N=30) (N=30)
Age, years, mean (SD) 63 (11) 62 (12)
Male 15 (50) 14 (47)
Race/ethnicity
Caucasian 29 (100) 29 97)
Decline to answer 1(3) 1(3)
Religion
Roman Catholic 12 (40) 13 (43)
Protestant and other Christian 12 (40) 14 (47)
Jewish 1 (3) 1(3)
Agnostic/atheist/no religion 2(7 13)
Decline to answer 3 (10) 1 (3)
Importance of religion
Very important 14 (47) 14 (47)
Fairly important 9 (30) 10 (33)
Not too important 3 (10) 5@17)
Not at all important 4 (13) 13
Highest education completed
Less than high school 1(3) 1(3)
High school or GED 5 (17) 11 (37)
Some college 6 (20) 8 (27)
Completed college 4 (13) 4 (13)
One or more years post-graduate 14 (47) 6 (20)
Marital status
Never married 2(7) 1(3)
Married 24 (80) 27 (90)
Widowed/divorced/separated 3 (10) 1(3)
Decline to answer 1 (3) 1(3)
Employment status
Working full time 8 (27) 11 (37)
Working part time 0 (0) 3 (10)
Unemployed 0 (0) 0 (0)
Retired 17 (57) 14 (47)
Homemaker (never 0 1(3)
worked for pay)
Other/decline to answer 517 1(3)
Manage on current income
Cannot make ends meet 0 (0) 0 (0)
Just manage to get by 7 (23) 6 (20)
Have enough money 12 (40) 15 (50)
with a little extra
Money is not a problem 8 (27) 4 (13)
Decline to answer/no response 3 (10) 5(17)
Disease stage
Metastatic 12 (40) —
Borderline or locally advanced 18 (60) —
ECOG performance status
0 13 (43) —
1 15 (50) —
2 2 (7) —
Relationship to patient
Spouse/partner — 24 (80)
Child — 2(7)
Parent — 2(7)
Sibling — 13
Other relative — 1(3)
Lives with patient — 26 (87)

?All data N (%) except where indicated otherwise.
ECOG, Eastern Cooperative Oncology Group; SD, standard
deviation; GED, General Education Development.



32

(29%) were not eligible because they were not planning to
continue to receive care from a participating oncologist at the
cancer center; most often these patients were planning to
receive care with a local community oncologist. We reached
our goal of 30 patient-caregiver pairs after 50 weeks of re-
cruitment. The CONSORT diagram is shown in Figure 1.

The mean patient age was 63 (standard deviation [SD] 11)
years; 50% were male. Patient and caregiver participants were
predominantly Caucasian and married. Caregivers were most
frequently the patient’s spouse or partner. Additional demo-
graphic and clinical characteristics are shown in Table 1.

Three patients and two caregivers withdrew from the
study; an additional four patients died before three months
(Fig. 2). The three-month outcome assessment rate was 75%
(target 80%). Baseline and three-month outcome assessments
are shown in Table 2.

In the intervention group, the mean number of specialty
palliative care visits attended by patients within the three-
month intervention period was 1.3 (SD 1.1), and the mean
number attended by caregivers was 1.1 (SD 1.1). Six pa-
tients (30%) and eight caregivers (40%) did not attend any
specialty palliative care visits within the first three months.
Overall, 67% of specialty palliative care visits took place on
the same day as a patient’s regularly scheduled oncology
appointment.

SCHENKER ET AL.

Participating oncologists responded to 49% (22 of 45)
e-mail reminders to communicate about key changes in patient
symptoms, functioning, distress, or goals of care. Among all
oncologist responses, 68% (15 of 22) included detailed patient
information and 32% (7 of 22) included an acknowledgment or
thank you without patient information. Participating palliative
care physicians responded to 89% (40 of 45) e-mail reminders
and all responses included detailed patient information.

Patient- and caregiver-reported acceptability and per-
ceived effectiveness of early specialty palliative care are
reported in Table 3. In three-month process interviews, pa-
tient and caregiver reasons for not attending monthly spe-
cialty palliative care visits included practical challenges with
additional medical appointments and not perceiving pallia-
tive care needs. Additional patient and caregiver experiences
with early specialty palliative care are listed in Table 4.

In three- and nine-month process interviews, participating
oncologists and palliative care physicians recommended
tailoring the frequency and content of palliative care visits to
patient/caregiver needs. As one oncologist participant said,
“basically all those [palliative care] programs you need to
tailor in the patient. Some people need more, some people
need less.”” A participating palliative care physician noted, “‘I
think for patients who have less active needs, the role [of
palliative care] is less clear.”” Oncologists and palliative care

Randomized Patient-

Caregiver Pairs

30

Supportive Care Intervention

20

Reasons not completed:
« Withdrew (2 patients and 3 caregivers)
« Patient deceased (3 patients,
caregivers not contacted for 3-month
assessment)
# Unable to contact for 3-month
assessment (1 patient, 1 caregiver)

v

Completed 3-Month Interview
14 patients, 13 caregivers

Reasons not completed:
= Withdrew (3 pairs)
# Lost to follow up (1 pair)

vy

Usual Care

10

Reasons not completed:

Deceased (1 patient, caregiver
not contacted for 3-month
assessment)

A J

[ Completed 3-Month Interview ]

9 patients, 9 caregivers

L J

Completed 1-year Follow Up or
Caregiver Bereavement Interview

16 patient-caregiver pairs

Completed 1-year Follow Up or
Caregiver Bereavement Interview

10 patient-caregiver pairs

Completed study participation:
+ 1 year follow up (10)
* Caregiver Bereavement Interview (6)

Completed study participation:
» 1 year follow up (8)
» Caregiver Bereavement Interview (2)

FIG. 2. Participation of randomized patient-caregiver pairs.
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TABLE 2. BASELINE AND THREE-MONTH OUTCOME ASSESSMENTS
Patients Caregivers
Intervention Usual care Intervention Usual care
(N=20) (N=10) (N=20) (N=10)
Quality-of-life measures
FACT-Hep
Baseline 122.3 (24.5) 121.7 (23.1) — —
Three-month 134.7 (22.0) 122.6 (16.8) — —
QUAL-E
Three-month 65.1 (14.8) 63.8 (8.1) — —
PEACE scale
Three-month
Peaceful acceptance subscale 17.6 (2.4) 18.4 (1.8) — —
Struggle with illness subscale 11.9 (3.9) 14.6 (3.3) — —
Mood symptoms
HADS
Anxiety subscale
Baseline 6.7 (4.4) 6.0 (3.4) 10.5 (4.8) 9.3 (3.1)
Three-month 4.6 (2.3) 6.3 (2.9) 8.4 (3.6) 72.1)
Depression subscale
Baseline 5.9 (5.3) 6.8 (3.6) 6.7 (3.5) 5.5 (3.8)
Three-month 5.1 4.3) 5.9 (3.6) 52 4.1) 4.2 (2.6)
PHQ-9
Baseline 6.9 (4.6) 8.6 (6.1) — —
Three-month 4.6 (3.7) 7.1 (3.4) — —
Distress
Baseline 43 (3.2) 42 (2.4) 5.9 (2.7) 5.0 (3.0)
Three-month 2.9 (2.4) 4.0 (2.3) 5.0 2.5) 3.4 (1.5)
Caregiver burden
Zarit Burden Interview—Short
Baseline — — 11.6 (7.1) 11.0 (7.0)
Three-month — — 14.6 (9.9) 10.7 (7.1)

All data presented as mean (SD). FACT-Hep: scores range 0—180; higher scores indicate better health-related quality of life. QUAL-E:
used questions 6-26 of original measure; total scores range 17-85; questions 11, 17, 25, and 26 scored separately; higher scores indicate
better quality of life. Peaceful Acceptance of Illness Subscale: scores range 5-20, with higher scores indicating greater acceptance. Struggle
with Illness Subscale: scores range 7-27, with higher scores indicating greater struggle. HADS: scores range 0-21 on each subscale; 0-7
Normal, 8-10 borderline abnormal, and 11-21 abnormal. PHQ-9: scores range 0-28; 0—4 no depression, 5-9 mild, 10-14 moderate, 15-19
moderately severe, and 20+ severe depression. Distress measured using Distress Thermometer. Scores range 0-10 with higher scores

indicating more distress.

Zarit Burden Interview—Short: scores range 0—48 with higher scores indicating more burden.
FACT-Hep, Functional Assessment of Cancer Therapy for patients with Hepatobiliary cancer; HADS, Hospital Anxiety and Depression
Scale; PEACE, Peace, Equanimity, and Acceptance in the Cancer Experience; PHQ-9, Patient Health Questionnaire-9; QUAL-E, Quality of

Life at the End of Life.

physicians held mixed opinions on e-mails sent to encourage
communication between specialists. Some participants found
such e-mails to be helpful, while others noted that in-person
communication was preferred. One oncologist said, ‘‘you
know, ... maybe I’'m being old-fashioned, but maybe a verbal
communication periodically. ... sometimes it’s hard when
you’re dealing with soft issues like anxiety and pain and
things, to communicate those with an e-mail.”” Other oncol-
ogists recommended embedding palliative care clinicians
within disease-specific oncology clinics and reviewing pa-
tients’ palliative care needs in multidisciplinary team meet-
ings. Palliative care physicians recommended incorporating
nurse-led palliative care visits to increase availability of
palliative care services.

Discussion

This pilot randomized trial of early specialty palliative care
for patients with advanced pancreatic cancer did not achieve

feasibility targets. Acceptability and perceived effectiveness
were moderate, with patient and caregiver participants de-
scribing both positive and negative experiences with early
specialty palliative care.

These findings must be interpreted in the context of recent
trials demonstrating feasibility and efficacy of early specialty
palliative care.>>?%%! First, it is notable that several larger
trials encountered similar enrollment challenges. For exam-
ple, the consent:approach rate in the ENABLE III trial of
early versus delayed initiation of concurrent palliative care
was 44%, with a variety of reasons given by approached
patients for declining participation.’ Enrolling seriously ill
patients in palliative care research is a common challenge and
warrants careful consideration of the methods used.

Second, our study included only patients with pancreatic
cancer, while other notable trials of outpatient specialty
palliative care have included a range of cancer types,”***2
included only patients with lung cancer,” or included patients
with lung and gastrointestinal cancers.?! In a trial including
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TABLE 3. ACCEPTABILITY AND PERCEIVED
EFFECTIVENESS OF EARLY SPECIALTY PALLIATIVE CARE

Patients
(N=14)

Caregivers
(N=13)

Receiving SPC has improved my pain or other symptoms.
Strongly agree/agree 5 (36) —

Neither agree nor disagree 321 —
Disagree/strongly disagree 3201 —
No response?® 321 —

Receiving SPC has helped me to better understand
my/my loved one’s illness.

Strongly agree/agree 8 (57) 9 (69)
Neither agree nor disagree 1(7) 1 (8)
Disagree/strongly disagree 2 (14) 1(8)
No response® 321 2 (15)
Receiving SPC has helped me to cope with my/my

loved one’s illness.

Strongly agree/agree 6 (43) 8 (62)
Neither agree nor disagree 3 (21) 2 (15)
Disagree/strongly disagree 2 (14) 1(8)
No response® 321 2 (15)

Receiving SPC has helped me to plan for the future.

Strongly agree/agree 6 (43) 6 (46)

Neither agree nor disagree 2 (14) 3 (23)

Disagree/strongly disagree 3 (21) 2 (15)

No response® 3 (21) 2 (15)
I would recommend SPC to other patients with

pancreatic cancer and their family members.

Strongly agree/agree 10 (71) 11 (85)

Neither agree nor disagree 2 (14) 0 (0)

Disagree/strongly disagree 0 (0) 0 (0)

No response® 2 (14) 2 (15)
I found the SPC care visits acceptable.

Yes 10 (71) 9 (69)

No 1(7) 0 (0)

No response?® 3 (21) 4 (31)

All values presented as N (%). Percentages do not always sum to
100% due to rounding. Early specialty palliative care was referred
to as “‘supportive care’ to all patient and caregiver participants.

*Participants randomized to the intervention who did not take part
in any SPC visits before three months were unable to answer
questions about participating in them.

SPC, specialty palliative care.

patients with lung and gastrointestinal cancer, early inte-
grated palliative care showed differential effects by cancer
type: improvements in quality of life were found for patients
with lung cancer, but there was no effect for patients with
gastrointestinal cancers.”’ Additional work is needed to
identify the palliative care needs and optimal palliative care
delivery models for patients with diverse cancer types, in-
cluding pancreatic cancer.

Third, higher feasibility in other trials may be related to a
difference in clinic structures and/or palliative care integration.
For example, a recent trial conducted among advanced pan-
creatic cancer patients in Italy included only centers that were
members of the “Italian Association of Medical Oncology-
Palliative Care Working Group™ and accredited as ‘‘Desig-
nated Centres of Integrative Oncology and Palliative Care.”””
This trial demonstrated improved quality of life on physical,
functional, and disease-specific subscales with systematic re-
ferral to early specialty palliative care, but no significant im-
provement in overall quality of life (measured using the
FACT-Hep) or mood symptoms (measured using the HADS).

SCHENKER ET AL.

Finally, a recently published systematic review of ran-
domized clinical trials of palliative care interventions found
evidence of publication bias.! It is possible that previous
palliative care trials with negative results were not published.

Several insights from this work may inform future pallia-
tive care intervention research. First, while enrollment goals
were met, our consent:approach and randomized:consent
rates were lower than anticipated, and recruitment proceeded
more slowly than planned. We encountered several unfore-
seen enrollment challenges. Over 20% of approached pa-
tients declined participation, most often because they were
simply too tired or overwhelmed at the time of diagnosis to
contemplate participation. Finding a time to discuss the study
with patients during a busy clinic visit in which they were
also receiving bad news and meeting with multiple new
physicians proved difficult. Approaching potential palliative
care research participants at a subsequent oncology treatment
visit, rather than at the time of initial diagnosis, may decrease
patient and caregiver burden, minimize disruptions to clinic
flow, and increase participation rates.

In addition, even at an academic cancer center where
outpatient palliative care services were available, nearly 30%
of approached patients lacked ongoing access to these spe-
cialists (and were therefore ineligible) because they planned
to return to their local oncology practices without outpatient
specialty palliative care. Broadening participation in pallia-
tive care trials and clinical access to palliative care services
will require interventions that can be more widely and easily
disseminated to the majority of patients with cancer who do
not receive ongoing oncology care at academic cancer cen-
ters. Telephone- and video teleconferencing-based palliative
care interventions hold promise for increasing access to
specialty palliative care.>*>

Second, participant attendance at palliative care visits was
fairly low. In process interviews, patients and caregivers cited
scheduling difficulties, living far away with long travel times
to the cancer center, and spending too long at the cancer
center and in the sick role as negative aspects of participation
that interfered with specialty palliative care visit attendance.
Despite every effort to accommodate patient and caregiver
scheduling requests, conflicting physician schedules did not
always permit oncology and palliative care visits to be
scheduled on the same day. Of note, study participants were
not charged co-pays for palliative care visits and were re-
imbursed to cover travel expenses; it is possible that visit
participation would have been even lower without these ac-
commodations.

In addition, patient and caregiver participants, as well as
palliative care physicians, commented that visits were
sometimes conducted despite an absence of clear palliative
care needs. This finding correlates with data from a large
cluster-randomized trial of early palliative care conducted in
Canada, in which lack of symptoms was a barrier to partici-
pation in the group assigned to receive monthly palliative
care visits.?” Tailoring the frequency and content of palliative
care visits to match identified needs may improve patient and
caregiver experiences with palliative care and increase par-
ticipation in palliative care research.

Finally, despite efforts to facilitate e-mail communication
between oncologists and palliative care physicians, many cli-
nician participants noted that in-person communication would
improve patient care. Oncologists suggested embedding
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TABLE 4. PATIENT AND CAREGIVER EXPERIENCES WITH EARLY SPECIALTY PALLIATIVE CARE

Positive experiences

Extra layer of support, someone to listen. (N=10)

Providing information about cancer and treatments, answering questions. (N=28)
Treating pain and other symptoms. (N=35)

Talking about the future, what to expect. (N=4)

More awareness of emotions related to illness. (N=2)

Ability to see both oncologist and palliative care on the same day. (N=2)
Knowing about palliative care service in case of future need. (N=2)
Help patients and caregiver talk with each other. (N=1)

Alleviating caregiver burden. (N=1)

Looking at the big picture. (N=1)

Helping to get information from other doctors. (N=1)

Coordinating care. (N=1)

Negative experiences

Too many medical appointments, spending too long at the cancer center, long travel

times, having to come to the cancer center on ‘good days’ instead of spending
time with family. (N=7)

Hard to schedule at a convenient time. (N=06)

Having to think about things you do not want to think about (like living wills,
severity of illness). (N=4)

Visits not helpful/no palliative care needs. (N=2)

Confronting emotions related to illness (both positive and negative). (N=2)

Palliative care doctors not always available to answer questions. (N=1)

Interviews conducted with N=14 patients and N=13 caregivers in the Intervention Group. Some participants expressed more than one

experience.

palliative care providers in disease-specific oncology clinics
and palliative care clinician participation in oncology pre-
clinic conferences. Structured communication between on-
cologists and palliative care specialists can be achieved
through care management strategies (e.g., interdisciplinary
team meetings).>* These arrangements may increase accep-
tance of palliative care as part of a team-based approach to
advanced cancer, promote trust between oncologists and
palliative care clinicians, ensure that patients are not re-
ceiving mixed messages about prognosis or treatment goals,
and promote knowledge and skills dissemination between
oncologists and palliative care clinicians. However, such a
multidisciplinary approach requires flexible staffing and re-
imbursement models for clinicians who are not directly de-
livering patient care.

This study involved several limitations. First, the trial was
conducted at a single academic cancer center among pre-
dominantly Caucasian patients with high educational and
socioeconomic status. Findings may not generalize to more
diverse patients receiving care in other settings. Second, we
did not administer a palliative care needs assessment and are
therefore unable to comment on the extent to which absence
of perceived palliative care needs was a barrier to palliative
care visit participation. Third, the palliative care intervention
was delivered by a specialty palliative physician alone. Re-
cent guidelines recommend interdisciplinary palliative care
teams as the most effective way to care for patients with
advanced cancer.® Fourth, our outcome assessments did not
allow us to assess potential associations between symptom
burden or anticancer treatment regimens and quality of life.
Finally, distributing the intervention manual to all partici-
pating oncologists may have introduced contamination in the
control arm.

In summary, we describe feasibility, acceptability, and
perceived effectiveness findings from a pilot trial of early
specialty palliative care for pancreatic cancer. Our experi-
ence illustrates the challenges of developing and evaluating

palliative care interventions that meet the needs of patients
with advanced cancer, their caregivers, oncologists, and
palliative care clinicians. Attention to accessibility and po-
tential for dissemination of palliative care services, mini-
mizing participant burden, flexible intervention designs that
match patient and caregiver needs, and promoting and sup-
porting interdisciplinary, team-based care is needed in future
intervention trials.
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