JOURNAL OF PALLIATIVE MEDICINE
Volume 17, Number 12, 2014
ª Mary Ann Liebert, Inc.
DOI: 10.1089/jpm.2014.0108

Feasibility of a Palliative Care Intervention
for Cancer Patients in Phase I Clinical Trials
Virginia Sun, RN, PhD,1 Liz Cooke, RN, MN, ANP, AOCN, PMHNP-BC,2 Vincent Chung, MD, FACP,3
Gwen Uman, PhD,4 Thomas J. Smith, MD, FACP,5 and Betty Ferrell, PhD, FAAN, FPCN1

Abstract

Background: Cancer patients with advanced disease who have exhausted most treatment options are often
offered participation in Phase I clinical trials. To date, studies that assess the benefits of palliative care provided
concurrently in Phase I clinical trial settings are lacking. The overall purpose of this study was to test the
feasibility of a palliative care intervention administered concurrently to cancer patients receiving treatment in a
Phase I clinical trial.
Methods: Cancer patients enrolling in a Phase I clinical trial were invited to participate in this study. Patients
completed baseline questionnaires prior to treatment initiation that assessed quality of life (QOL), symptom
distress, psychological distress, and satisfaction with care. Patients then received the palliative care intervention
(PCI), which consisted of comprehensive QOL assessment, care planning for the patient during an interdisciplinary team meeting, and two patient education sessions. Patients were surveyed again at 1 and 2 months
following treatment initiation.
Results: A total of 14 patients were accrued to the pilot over a 3-month time period, representing 70% of
eligible patients. Patient retention was high at 1 month (75%), and had declined at 2 months (50%). Patient
outcome measure scores, including symptom distress, psychological distress, and satisfaction with care, were
relatively stable over time, except for overall QOL, which declined over time.
Conclusions: Concurrent palliative care is feasible for cancer patients treated in Phase I clinical trial settings. A
large, multisite randomized controlled trial based on this pilot will be launched to test the efficacy of the
intervention in this understudied cancer population.

Introduction

D

espite significant progress in research and treatments, many cancer patients will be diagnosed with or
progress to advanced disease. Participation in a Phase I
clinical trial, in most situations, is one of the few possibly
curative treatment options left for patients with advanced
cancer.1 Enrollment in a clinical trial can be demanding for
patients and families, with the extra burden of frequent outpatient visits for tests and treatments. Phase I patients are
generally among the most functionally well of cancer patients, to meet study criteria, but they experience symptom
burdens similar to those of other cancer patients.2 After adjustments for performance status scores, Phase I patients

were more likely to report an average of five or more
symptoms, and had higher symptom severity for an average
of six symptoms.3
Phase I patients are a highly motivated group willing to
take chances on treatment. In one report, 90% of Phase I
patients would risk an unproven drug with a 10% chance of
mortality.4 In this same report, 84% were aware of hospice
and palliative care options, but only 6% had considered these
for themselves. Patients who elect to participate in cancer
clinical trials and their physicians often feel that patients must
forgo or delay palliative care. Participation in clinical trials
precludes enrollment in hospice in most settings. Patients and
families participating in clinical trials, including Phase I trials, can be especially vulnerable, and therefore they may need
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special attention. Patients enrolled in Phase I clinical trials
could potentially benefit from palliative care concurrently,
yet limited evidence is available to support such a change in
care. In this brief report, we describe the feasibility of a
concurrent, interdisciplinary palliative care intervention
(PCI) for patients in Phase I clinical trials.
Methods

The design of the PCI was based on a current National
Cancer Institute (NCI)-funded Program Project Grant (BF,
principal investigator), in which interdisciplinary care coordination and patient education served as key components of
the intervention.5–8 Advanced practice nurses (APNs) who
were not involved in the usual care of clinical trial patients
completed a comprehensive assessment of the patient’s
quality of life (QOL) needs using baseline questionnaires.
Using findings from the comprehensive assessment, patient
cases were presented during an interdisciplinary care meeting
attended by treating oncologists, nurses, and supportive care
services including palliative medicine, social work, chaplaincy, rehabilitation, and nutrition. Care coordination and
recommendations were made by the interdisciplinary care
team that were tailored to each patient’s needs, and referrals
to supportive care services were initiated as needed. Patients
then received two educational sessions, with content organized in four QOL domains: physical, psychological, social,
and spiritual well-being (see Table 1). Patients received
written materials that contained information on all topics in
both sessions. At the beginning of each session patients were
presented with a list of common physical, social, psychological, and spiritual concerns, and they were then asked to
identify three topics for discussion during each session. This
provided for tailoring of the content to the patient’s needs and
preferences. Family members were allowed to participate in
the educational sessions, but this was not a requirement.
Patients were recruited from the medical oncology ambulatory clinics of an NCI-designated comprehensive cancer
center in Southern California. Study procedures and protocol
were approved by the center’s Institutional Review Board.
Inclusion criteria included the following: 1) patients diagnosed with solid tumors who were assessed and who signed
an informed consent for participation in a Phase I clinical
trial; and 2) age 21 or older.
An APN approached all eligible patients during a regularly
scheduled clinic visit. Following informed consent, patients

Table 1. Patient Education Session Content
Session
#1

#2

Content
Focus on physical and social well-being
Tailor content
Discuss physical/symptoms and social concerns
Provide recommended resources
Coordinate for needed follow-up
Focus on psychological and spiritual well-being
Questions from previous session
Tailor content
Discuss psychological and spiritual concerns
Provide recommended resources
Coordinate for needed follow-up
Summarize contents covered

completed baseline assessment. Comprehensive assessment
of QOL needs for each patient was undertaken, and assessment results were presented to the interdisciplinary care team
during weekly care meetings. The APN then administered the
two patient education sessions prior to patients receiving the
first dose of Phase I investigational treatment. Supportive
care referrals were made based on interdisciplinary care team
recommendations. Patients were reevaluated at 1 and 2
months following study enrollment.
Outcome measures included the following: 1) Functional
Assessment of Cancer Therapy-General (FACT-G) for
QOL9; 2) Functional Assessment of Chronic Illness TherapySpirituality (FACIT-Sp-12) for spiritual well-being10; 3)
Memorial Symptom Assessment Scale (MSAS) for symptom
intensity and distress, used to assess symptom distress9,11; 4)
Distress Thermometer for psychological distress12; and 5)
FAMCARE-Patient scale for patient satisfaction with
care.13,14 Data were entered into a relational database and

Table 2. Sociodemographic and Clinical
Characteristics (n = 14)

Gender
Male
Female
Age
Mean (range)
Race/Ethnicity
Caucasian
Hispanic/Latino
African American
Asian
Other
Highest level of education
High school
College
Graduate/Professional school
Marital status
Married
Never arried
Divorced
Widowed
Type of cancer
Breast
Colorectal
Renal cell carcinoma
Hepatobiliary
Ovarian
Head and neck
Lung
Prostate
Years since diagnosis
Mean
Comorbiditiesa (n = 11)
None
Cardiovascular
Depression
Diabetes
Central nervous system
Gastrointestinal
a

Subjects can select more than one answer.

N

%

9
5

64.3
35.7
52.4 (38–68)

6
4
2
1
1

42.9
28.6
14.3
7.1
7.1

7
5
2

50.0
35.7
14.3

8
3
2
1

57.1
21.4
14.3
7.1

3
3
2
2
1
1
1
1

21.4
21.4
14.3
14.3
7.1
7.1
7.1
7.1
5 (1–21)

2
8
3
2
1
1

18.2
72.8
27.3
18.2
9.1
9.1
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audited for accuracy. Descriptive statistics were computed,
and distributions were examined for normality. Nonparametric analysis was used, as is appropriate for sample sizes of
20 or fewer subjects. The Friedman nonparametric test of
summed ranks was used to test for within subjects change
over time (baseline, 1 month, and 2 months).
Results

A total of 14 patients were accrued over a 3-month time
period, representing 70% of eligible patients. Retention was
78.5% at 1 month and 50% at 2 months, and this was primarily due to physical decline or death. Ten patients were
able to receive the first dose of Phase I experimental therapeutics while also concurrently being enrolled in the PCI
pilot study. Mean age was 52 years, and the majority of patients were male. More than half of the patients were ethnic
minorities (57.1%) and were married. The most common
cancer diagnoses in this cohort included breast (21.4%), colorectal (21.4%), kidney (14.3%), and hepatobiliary cancers
(14.3%). The median time since diagnosis was 5 years. Detailed demographic characteristics are provided in Table 2.

Table 3. Differences Pre- and Postintervention
for Key Variables
Mean (SD)

Median

Interaction
p value

Psychological distress (Distress Thermometer)
Range = 0–10; 0 = no distress, 10 = extreme distress
Baseline
3.0 (2.1)
2.0
Month 1
2.6 (2.2)
3.0
0.083
Month 2
5.0 (2.7)
5.0
Global Distress Index (GDI of the MSAS)
Range = 0–4; higher score = more symptom distress
Baseline
1.6 (1.3)
1.1
Month 1
1.4 (0.8)
1.7
0.964
Month 2
1.7 (0.9)
2.2
Total symptom score (MSAS)
Range 1–4; higher score = higher symptom burden
Baseline
1.2 (0.9)
0.6
Month 1
1.2 (0.7)
1.0
0.867
Month 2
1.3 (0.6)
1.2
Total QOL score (FACT-G)
Range = 0–108
Baseline
72.1 (7.1)
73.0
Month 1
62.2 (9.1)
62.0
0.050
Month 2
64.1 (12.9)
62.5
Spiritual well-being (FACIT-Sp-12)
Range = 0–48
Baseline
28.9 (6.0)
28.0
Month 1
23.6 (5.9)
24.3
0.062
Month 2
29.0 (7.0)
28.0
Satisfaction with care (FAMCARE-Patient)
Range 1–5; higher score = more satisfaction with care
Baseline
4.5 (0.4)
4.4
Month 1
4.1 (0.3)
4.1
0.204
Month 2
4.3 (0.4)
4.3
FACIT-Sp-12, Functional Assessment of Chronic Illness Therapy-Spirituality; FACT-G, Functional Assessment of Cancer
Therapy-General; MSAS, Memorial Symptom Assessment Scale;
QOL, quality of life; SD, standard deviation.

On average, it took the APN about 10 minutes to present
each patient case during the interdisciplinary care meetings.
The APN was able to complete the two patient education
sessions within 1 to 1.5 months following enrollment. Each
patient education session lasted approximately 45 minutes, and
the majority of the teaching was completed in two sessions.
Overall, there were no statistically significant differences for
patient outcomes across the three time points, except for the
total FACT-G score ( p = 0.05), where scores for months 1 and 2
were lower than baseline (see Table 3). Although scores for all
other outcomes, including psychological distress, total symptom score, and spiritual well-being, changed across the three
time points, these differences were not statistically significant.
Discussion

In this feasibility study, we determined that early integration
of interdisciplinary palliative care, as coordinated by an APN,
is feasible for patients treated concurrently in Phase I clinical
trials. This study has now led to an NIH-funded, multisite
randomized study that will test the efficacy of early, concurrent
palliative care for patients in Phase I clinical trials.
Although we were successful in accruing and sustaining
patients in the study, several feasibility challenges were encountered during this pilot study experience (see Table 4). The
close collaboration with medical oncologists and clinical trial
nurse coordinators was helpful in identifying the ideal time for
enrolling patients into the pilot study. As Phase I clinical trial
patients typically undergo an extended period of eligibility
screening prior to treatment, we were able to administer the
intervention prior to treatment initiation. This extended period
of Phase I clinical trial eligibility screening may be the ideal
time to intervene for this population, when patients may benefit more from initiation of supportive care services and anticipation of expected symptoms before treatment begins.
Attrition was anticipated to be a challenge in this population of
patients with advanced cancer, and many patients were too ill
to continue with study participation. Nevertheless, we were
able to retain at least half of the patients in this small cohort
through the 2-month study period. Close collaboration and
communication with clinical trial nurse coordinators is essential for understanding patient’s status during treatment, and

Table 4. Feasibility Challenges Encountered
in Pilot Study
Challenges

Potential solutions

Timing
of accrual



Attrition/
Retention





Patient
education
sessions





Close collaboration with Phase
I clinical trial group, medical oncology,
and clinical trial nurse coordinators.
Close collaboration and communication
with clinical trial nurse coordinators
to follow patient status in
Phase I clinical trials.
Patients who discontinue participation
on Phase I clinical trials will be retained
and supported in palliative care study.
Content can be administered in
one instead of two sessions when
necessary to meet the patient’s needs.
Education session can be administered
either in-person or via telephone.
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can aid in anticipating potential attrition. Patients who discontinue participation in Phase I clinical trials would be able to
continue with the PCI. Finally, flexibility with the mode of
delivery of the patient education session, such as allowing for
content to be delivered in one versus two sessions if requested
by the patient, could help ensure that patients receive all
components of the intervention.
We observed declines in patient outcomes over the 2month study period, but these changes were not statistically
significant. Observations of QOL declines in terminally ill
cancer patients have been reported, and it has been proposed
that the pre-terminal phase in cancer patients is characterized
by multiple parameters of decline in QOL, a period that has
been termed the ‘‘longitudinal terminal decline QOL model.’’15
The declines seen in our study were relatively small, suggesting that key outcomes such as symptom distress, psychological distress, and QOL were somewhat stable over
2 months for the patients. This in turn suggests that concurrent palliative care, as administered through our intervention,
may have potential in preventing the precipitous declines in
QOL reported in other studies. Indeed, in a study that described time course and characteristics of QOL in terminally
ill patients, Kutner and colleagues found that pain, nonpain
physical and psychological symptoms, and QOL were all
relatively stable.16 Most of the patients in this study were
enrolled in hospice care and were already benefiting from
palliative care. Stabilization of QOL for cancer patients who
are terminally ill may be as equally important as statistically
significant improvements in overall QOL prior to death.
In conclusion, very few PCIs are designed and tested for
cancer patients receiving treatment in Phase I clinical trials.
Cancer patients are expected to experience steeper declines in
QOL compared with noncancer patients, and Phase I clinical
trial patients fit this criterion.17 These patients may benefit
from interdisciplinary palliative care that supports hope for
symptom relief, psychosocial support, and better understanding of their treatment options and goals while they are
concurrently receiving disease-directed therapies.
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