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Abstract

Objective. Compare the efficacy of two interventions addressing emotional and existential
well-being in early life-limiting illness.
Method. Primary trial analysis (n = 135) included patients with advanced cancer, congestive
heart failure, or end-stage renal disease; Arm 1 received the Outlook intervention, addressing
issues of life completion and preparation, and Arm 2 received relaxation meditation (RM).
Primary outcomes at five weeks (primary endpoint) and seven weeks (secondary): completion
and preparation (QUAL-E); secondary outcomes: anxiety (POMS) quality of life (FACT-G)
and spiritual well-being (FACIT-Sp) subscales of faith, meaning, and peace.
Results. Average age was 62; 56% were post-high school-educated, 54% were married, 52%
white, 44% female, and 70% had a cancer diagnosis. At baseline, participants demonstrated
low levels of anxiety (<5 on POMS subscale) and depression (<10 on CESD) relative to pop-
ulation norms. Results of the primary analysis revealed no significant differences in mean
Preparation by treatment arm at five weeks (14.4 Outlook vs. 14.8 RM; between-group differ-
ence −0.4 [95% CI, −1.6, 0.8], p = 0.49) or seven weeks (15.2 vs.15.4; between-group differ-
ence −0.2 [95% CI, −1.5, 1.0], p = 0.73). There were also no significant differences in mean
Life Completion by treatment arm between five weeks (26.6 Outlook vs. 26.3 RM; between-
group difference 0.2 [95% CI, −1.2, 1.7], p = 0.76) or seven weeks (26.5 vs. 27.5; between-
group difference −1.0 [95% CI, −2.7, 0.7], p = 0.23). Compared to RM, Outlook participants
did not have significant differences over time in the secondary outcomes of overall quality of
life, anxiety, depression, FACT-G subscales, and FACIT-Sp subscales.
Discussion. In early-stage life-limiting illness, Outlook did not demonstrate a significant dif-
ference in primary or secondary outcomes relative to RM. Results underscore the importance
of pre-screening for distress. Qualitatively, Outlook participants were able to express sup-
pressed emotions, place illness context, reflect on adaptations, and strengthen identity.
Screening for distress and identifying specified measures of distress, beyond anxiety and
depression, is essential in our ability to adequately assess the multi-dimensional mechanisms
that decrease existential suffering.

Introduction

Addressing existential and emotional concerns is a fundamental aspect of comprehensive pal-
liative care; yet, we struggle to find ways to intervene that produce consistent changes in out-
comes. The few standardized trials that do exist typically evaluate, pre–post, anxiety and
depression as well as spiritual well-being constructs of faith, meaning, and purpose or similar
constructs (Chochinov et al., 2005, 2011; Steinhauser et al., 2008; Breitbart et al., 2015, 2018).

Three current interventions to address these concerns include Dignity Therapy,
Meaning-Centered Psychotherapy, and Outlook. To date, clinical trials of these approaches
have demonstrated overwhelmingly positive qualitative reviews, but mixed results of quantita-
tive outcomes measures when compared with attention control conditions. Understanding this
paradox, and potential factors contributing to mixed quantitative results, will help refine our
approaches and improve our evidence base regarding efforts to reduce existential and emo-
tional suffering during life-limiting illness.
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The goal of Outlook, Dignity Therapy, and Meaning-Centered
Psychotherapy is to allow patients to integrate their current illness
experience into their lives through reflection on the past, present,
and future, exploring its meaning and placing it in context of a
larger life lived. Typically, the active intervention condition is
compared with an attention control condition such as supportive
psychotherapy (vs. Dignity Therapy), therapeutic massage or sup-
portive therapy (vs. Meaning-Centered Psychotherapy), or relax-
ation meditation (RM) (vs. Outlook). The trials testing these
interventions usually are designed to target any person (all-
comers) with specific advanced diseases, regardless of existing
needs and resources or current levels of existential distress. In a
departure from the norm, Meaning-Centered Psychotherapy
(MCP) requires a moderate distress level (4 out of 10 on the dis-
tress thermometer) (Breitbart et al., 2018). Quantitative outcomes
(e.g., anxiety, depression, well-being, etc.), assessed pre- and post-
intervention, are supplemented by subsets of qualitative inter-
views evaluating satisfaction with participation.

We first conducted the Outlook intervention as a pilot trial
among hospice eligible patients (Steinhauser et al., 2008).
Enrolled participants were randomized to the Outlook interven-
tion (active intervention), RM (attention control), or a third
arm, usual care (true control). Patients in the Outlook interven-
tion arm met with a social worker three times over a 1-month
period, following standardized sessions focusing on life review
(session #1), forgiveness and regrets (session #2), and future
goals and legacy (session #3). Participants assigned to RM also
met with a social worker three times over the course of 1
month and listened to the RM audio recording. Those assigned
to usual care had no contact during the 1-month period. We con-
ducted assessments at baseline and one and two weeks post-
intervention, measuring participants’ anxiety, depressive symp-
toms, functional status, life completion, and preparation for end
of life. Intervention guide and questions have been reported else-
where (Steinhauser et al., 2008). Relative to RM, the Outlook
intervention showed improvements in anxiety, depression, prepa-
ration, and functional status.

Based on these positive results, we conducted a similarly
designed trial in upstream palliative care settings including veter-
ans with advanced illness, but who were not yet hospice eligible.
The objective was to determine if the results found in late stages of
illness could be replicated at earlier points in the disease trajec-
tory, thus improving outcomes for longer periods of time. In
that trial, veterans randomized to Outlook did not demonstrate
significant differences as compared with those receiving RM;
however, outcomes in both arms appeared improved from those
of participants in usual care (the true control arm) (Steinhauser
et al., 2017). Similar to other trials, it enrolled subjects according
to clinic specialty, or stage or type of illness, rather than level of
distress or identifying characteristics of need related to the content
of the intervention. As a result, baseline data showed a wide vari-
ety in levels of anxiety, depression, and the extent to which par-
ticipants felt “at peace.” At mean levels, participants met criteria
for sub-clinical symptoms of anxiety and depression (Roberts
and Vernon, 1983; Shacham, 1983).

Simultaneous to the trial among veterans, we conducted a sim-
ilar trial among persons receiving care at a private university med-
ical center, allowing us to examine the trial efficacy among
women and a broader socio-economic group (Bailey et al.,
2011). The trial was designed only to test the active intervention
as compared with an attention control arm; a third, true control
arm, was not included. The purpose of this paper is to examine

the main results of an Outlook trial conducted among patients
in a community setting with advanced life-limiting illness to
determine (1) efficacy in a non-VA medical center population,
including significant numbers of female participants, with
advanced but not-hospice eligible stage illness, (2) explore the
qualitative evaluations of that trial, and (3) discuss potential dis-
crepancies between qualitative and quantitative outcomes and
explore their implications for future standardized approaches to
addressing existential and emotional needs.

Methods

Design

A two-arm, randomized clinical trial tested the effect of Outlook
compared with an attention control (RM) on patient
quality-of-life, functional status, and emotional well-being (clini-
cal trials ID#NCT00939146).

Participants

We recruited patients in a 3-year period from inpatient and clinic
hospital settings. Eligible patients had advanced life-limiting ill-
ness as determined by clinical criteria indicative of advance dis-
ease. Experience from previous and ongoing serious-illness
studies suggests selection via clinical criteria vs. clinician prognos-
tication will enhance the likelihood of enrolling patients with
advanced illness, but who are not imminently dying (i.e., not in
the last few weeks of life) (Steinhauser et al., 2002, 2006). We
focused on three advanced illnesses: Stage IV metastatic cancer,
New York Heart Association Class III or IV, Congestive Heart
Failure with LVEF < 20, and End-Stage Renal Disease. In addition,
eligible patients were English speaking, cognitively capable, and
lived within a 35-mile radius of Durham, NC.

Procedures

We worked with clinic staff to identify potential study participants
who met the previously described clinical criteria. After reviewing
clinical rosters for clinically and geographically eligible partici-
pants, we asked hospital personnel if there was any reason we
should not approach potential participants. Reasons included
dementia or current mental health crisis.

Eligible and consented patients were randomized in a 1:1 allo-
cation to one of two active treatment arms. The block randomiza-
tion scheme (size = 4) was generated via a uniform random-
number generator and was stratified within illness severity strata
[Palliative Performance Scale (PPS)11≥ 60% or <60%]. Participants
were randomized and informed of their assignment when the inter-
ventionist called to schedule their first session.

Participants completed follow-up telephone surveys five- and
seven-week post-baseline (see "Measures" section), with the
research assistant blinded to participants’ study arm. The
Outlook intervention was designed to address emotional and exis-
tential concerns by fostering guided conversations related to
issues of life completion and preparation. Selection of these topics
was guided by previous qualitative and quantitative inquiry of fac-
tors considered important to patients and families with life-
limiting illness (Steinhauser et al., 2000a, 2000b). The comparison
arm included an RM recorded on a CD and administered, also in
person, by the interventionist. The primary hypothesis was that
Outlook intervention participants would have improved levels
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of preparation and completion at fiveweeks, and thus improved
existential well-being, as compared with those in the RM arm.
Participants in each arm met with the interventionist three
times for approximately 45 minutes; sessions were scheduled
approximately one week apart, all to be completed within a
month from baseline assessment.

Measures

At baseline, we assessed demographics including gender, age,
marital status, living situation, number and composition of people
living in household, employment status, income, education, race,
religious affiliation, and self-rated religiosity and spirituality. At
baseline and at five- and seven-week post-baseline, we assessed
the following outcomes:

Primary outcomes
Preparation and Completion from the Quality Of Life At The End
Of Life: QUAL-E (Steinhauser et al., 2004): 31-item validated
measure of quality of life at the end-of-life assessing five domains:
life completion, relationship with health care providers, prepara-
tion for death, physical symptoms, and affective social support.
We used the 4-item preparation subscale and the 7-item life com-
pletion subscales from the QUAL-E as primary outcomes. Higher
scores indicate greater preparation and completion.

Secondary outcomes
Anxiety — five items from the tension/anxiety subscale from the
modified Brief Profile of Mood States (POMS) (Shacham, 1983).
To reduce the respondent burden associated with repetition, we
did not include one item, “I feel nervous,” that overlapped with
the FACT-G. Higher scores indicate greater anxiety.

Depression — The 10-item Center for Epidemiological
Studies–Depression Scale (CES-D) (Roberts and Vernon, 1983).
Higher scores indicate greater depression. Scores ≥10 are indica-
tive of need for treatment, by conservative standards; other studies
use 16 as a treatment threshold.

Quality of Life in Chronic Illness — The FACT-G (Functional
Assessment of Cancer Therapy–General) a 27-item survey, assess-
ing physical, social/family, emotional, and functional well-being
(Cella et al., 1993). The social subscale includes an item assessing
satisfaction with one’s sex life, which produced a high missing
response rate. Due to the high rate of missingness, the social sub-
scale was calculated excluding the satisfaction with sex life item.
Higher scores indicated greater well-being. We also include a
single-item measure of quality of life, part of the QUAL-E.

Spirituality was assessed using two measures. First, the Daily
Spiritual Experience Scale (Underwood and Teresi, 1999), a
16-item scale assessing the inner experience of spirituality and
awareness, was given at baseline only. We also administered the
FACIT-Sp spirituality subscale (Peterman et al., 2002) a 12-item
measure spiritual well-being including three subscales of faith,
meaning, and peace. Higher scores indicate greater well-being.

Post-evaluation interviews

We conducted post-intervention qualitative evaluation interviews,
among a subset of participants, to assess their perspectives on: the
purpose of the conversations, what they found helpful, what was
not helpful or not liked, what they learned, the extent to which it
helped address emotional needs, the extent to which it helped
address the changes in role and identity resulting from serious

illness and functional decline, and the appropriateness of inter-
vention timing. The interview sample was derived in a purposeful
framework where we intentionally sought perspectives that varied
by gender, race, age, and illness type. The framework targeted 10%
of the total participants with equal allocation across groups.

Analyses

We estimated sample size based on the primary hypothesis that
patients assigned to the Outlook intervention would have the
larger improvements in the “preparation” subscale of the
QUAL-E (the QUAL-Ep) as compared to the RM arm. The five-
week follow-up (first post-assessment) was our primary endpoint.
We defined the clinically relevant difference as a one-point
change on over half of the four QUAL-Ep items (i.e., differential
improvement of 2.5 points). Data from preliminary studies, in a
hospice eligible population, showed the standard deviation of
the baseline to follow-up change as 4.5 (Steinhauser et al.,
2008). To detect a between-arm difference in the baseline to
follow-up change of 2.5 with 80% power, and a type I error rate
of 5%, 50 patients in each arm were needed; however, to account
for dropout, we enrolled and randomized 135 eligible patients.

For both the primary and secondary outcomes, we used con-
strained longitudinal data models (PROC MIXED in SAS, version
9.2, SAS Institute, Inc., Cary, North Carolina) to test for differ-
ences in Outlook relative to RM. Final models included dummy
coded time (first follow-up and second follow-up, with baseline
as a referent), RM interacted with each follow-up, and the cen-
tered stratification variable (PPS score). An unstructured covari-
ance matrix was fit to account for the correlation of patients’
repeated measures over time. We estimated mean differences
from baseline to each follow-up between Outlook relative to
RM, along with corresponding 95% confidence intervals (CIs),
using SAS ESTIMATE statements. In a post hoc sensitivity analy-
sis, the constrained model assumption of equal means at baseline
was dropped.

Primary and secondary outcomes were identified a priori, and
no adjustments for multiple comparisons were made. A p-value
less than 0.05 was considered statistically significant. All measure-
ments from all eligible, randomized patients, including those who
subsequently discontinued the study, were used for the analyses
(n = 135 patients).

Results

Sample description

Of 299 patients approached, 153 (51%) consented to participate.
Following consent, an additional 18 withdrew were removed by
the study team, or died prior to randomization (Figure 1). One
hundred thirty-five participants were randomly assigned to the
two groups described above. Seventy-eight percent and 76% of
participants completed all three intervention or relaxation ses-
sions, respectively. One-hundred and six (79%) completed the
first post-assessment and 100 (74%) the second post-assessment.

Participants in the study averaged age 62.5 (SD = 13.3).
Fifty-six percent had a post-high school education, 54% were
married, 51% were white, 44% female, and 70% had a cancer diag-
nosis (Table 1). At baseline, participants, on average demon-
strated sub-clinical levels of anxiety and depression. The mean
sample preparation score was 14.0 (SD = 4.0); mean sample life
completion score was 27.3 (SD = 5.1); mean on the anxiety
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items was 4.3 (SD = 4.8), mean CES-D depression score was 8.8
(SD = 6.1). The mean scores for the FACIT-Sp Faith, Meaning,
and Peace subscales were 11.8 (SD = 4.0), 12.6 (SD = 3.0), and
11.1 (SD = 3.4).

Primary and secondary analyses
Results of the primary analysis revealed no significant differences
in mean Preparation by treatment arm at five weeks (14.4 Outlook
vs. 14.8 RM; between-group difference −0.4 [95% CI, −1.6, 0.8],
p = 0.49) or seven weeks (15.2 vs. 15.4; between-group difference
−0.2 [95% CI, −1.5, 1.0], p = 0.73). There were also no significant
differences in mean Life Completion by treatment arm between at
five weeks (26.6 Outlook vs. 26.3 RM; between-group difference
0.2 [95% CI, −1.2, 1.7], p = 0.76) or seven weeks (26.5 vs. 27.5;
between-group difference −1.0 [95% CI, −2.7, 0.7], p = 0.23).
Dropping the assumption of equal baseline Preparation and Life
Completion mean scores did not meaningfully change the results
at five weeks (between-group difference 0.1 [95% CI, −1.1, 1.4],
p = 0.83 and 0.03 [95% CI, −1.5, 1.6], p = 0.97, respectively), or
at seven weeks (between-group difference 0.6 [95% CI, −0.9,
2.0], p = 0.45 and −1.2 [95% CI, −2.9, 0.6], p = 0.18).

Similarly, as compared with the relaxation arm, Outlook
intervention participants did not have significant differences
over time in the secondary outcomes of overall quality of life,
anxiety, depression, FACT-G subscales, and FACIT-Sp subscales
(Table 2).

Qualitative results

Nine participants (13% as compared with the 10% targeted) com-
pleted post-intervention qualitative interviews; seven were male and
two were female. Five were African American and four Caucasian.
Their illnesses included: cancer (3), end-stage renal disease (4),
and heart failure (2). Among other themes, qualitative interviews
show participants were able to express suppressed emotions, place
the illness in a broad context, reflect on adaptations following illness,
and strengthen identity. See Table 3 for a summary of themes.

Discussion

The study results demonstrate that Outlook and relaxation arms
did not differ from one another for primary or secondary out-
comes in this upstream palliative care population. Results also
reveal low levels of anxiety and depression and higher levels of
quality of life, relative to previous trial results in hospice eligible
patients, who were further advanced in their disease trajectory.
In the previous study of hospice eligible population, we saw a
wider variation in levels of emotional and existential outcomes
and higher averages of anxiety and depression as compared
with this upstream sample (Steinhauser et al., 2017). Our qualita-
tive results suggested that respondents found the intervention to
be useful by allowing them to (1) reflect on the functional changes
brought about living with a serious illness, (2) consider past expe-
riences that created anger or other strong, previously unexpressed

Fig. 1. CONSORT diagram.
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Table 1. Sample characteristics

Overall
(N = 135)

Outlook
(N = 68)

Relaxation meditation
(N = 67)

Age, mean in years (SD) 62.5 (13.3) 60.8 (13.2) 64.1 (13.3)

Gender

Male 76 (56.3) 41 (60.3) 35 (52.2)

Female 59 (43.7) 27 (39.7) 32 (47.8)

PPS Stratification

High 110 (81.5) 56 (82.4) 54 (80.6)

Low 25 (18.5) 12 (17.6) 13 (19.4)

Diagnosis

Cancer 94 (69.6) 48 (70.6) 46 (68.7)

Congestive heart failure 26 (19.3) 13 (19.1) 13 (19.4)

End-stage renal disease 15 (11.1) 7 (10.3) 8 (11.9)

Racea

White, not of Hispanic/Latino race 69 (51.5) 33 (48.5) 36 (54.5)

Otherb 65 (48.5) 35 (51.5) 30 (45.5)

Marital status

Single or never married 26 (19.3) 15 (22.1) 11 (16.4)

Married 73 (54.1) 39 (57.4) 34 (50.7)

Divorced or separated 23 (17.0) 11 (16.2) 12 (17.9)

Widowed 13 (9.6) 3 (4.4) 10 (14.9)

Education

Less than high school 21 (15.6) 9 (13.2) 12 (17.9)

High school degree or GED 39 (28.9) 22 (32.4) 17 (25.4)

Some college, trade school, or associate degree 33 (24.4) 20 (29.4) 13 (19.4)

College degree (Bachelor) 18 (13.3) 9 (13.2) 9 (13.4)

Some graduate or professional school or completed degree 24 (17.8) 8 (11.8) 16 (23.9)

Household financesa

You are having difficulty paying the bills, no matter what you do 32 (24.2) 15 (22.7) 17 (25.8)

You have money to pay the bills, but only because you have cut back on things 25 (18.9) 16 (24.2) 9 (13.6)

You have enough money to pay the bills, but little spare money to buy extra or special things 46 (34.8) 21 (31.8) 25 (37.9)

After paying the bills, you still have enough money for special things that you want 29 (22.0) 14 (21.2) 15 (22.7)

Working status

Working full-time 21 (15.6) 9 (13.2) 12 (17.9)

Working part-time 4 (3.0) 3 (4.4) 1 (1.5)

Retired and not working for pay 60 (44.4) 24 (35.3) 36 (53.7)

Disability 34 (25.2) 23 (33.8) 11 (16.4)

Not employed 16 (11.9) 9 (13.2) 7 (10.4)

Beside yourself, how many people live in the house or apartment with you? a

0 23 (17.3) 11 (16.4) 12 (18.2)

1 64 (48.1) 30 (44.8) 34 (51.5)

2 29 (21.8) 16 (23.9) 13 (19.7)

3 or more 17 (12.8) 10 (14.9) 7 (10.6)

(Continued )
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emotions, and (3) think about goals for the future. Each of these
occurred within the supportive relationship of the interventionist
who offered non-judgmental listening and reflection techniques.
These qualitative reports were in contrast to the equivocal results
of the quantitative outcomes. Below, we explore the implications
of the main quantitative findings and a variety of potential expla-
nations and approaches to deciphering the contradictory findings.

Psychosocial approaches to improving emotional and existen-
tial well-being in the context of serious illness are in their infancy.
Each of the interventions mentioned earlier, Outlook, Dignity
Therapy, and Meaning-Centered Psychotherapy, have distinct
yet overlapping approaches to care of this essential aspect of
human experience, each with an opportunity to explore meaning-
ful moments, insights, and/or goals for the future.

Dignity Therapy offers a meaning-centered interview promot-
ing patients’ sense of purpose, self-worth, and desire to live in the
face of chronic, life-threatening, or terminal illness. Through nar-
ration, this treatment helps patients identify and share meaningful
aspects of their past and current lives. Sessions address illness-
related concerns (e.g., physical and psychological distress, medical
uncertainty, and death anxiety) and level of independence from a
dignity-conserving perspective. It emphasizes continuity of self,
role-preservation, hopefulness, autonomy, acceptance, resilience,
legacy, and pride, and a collaboratively narrated generativity
document (Chochinov, 2002; Chochinov et al., 2005, 2011).
Meaning-Centered Psychotherapy, rooted in the principles of
Viktor Frankl’s logotherapy (Frankl, 1985), seeks to enhance
patients’ sense of meaning and purpose through a combination
of didactics on sources of meaning (e.g., choosing one’s attitude
toward life’s limitations, viewing life as a living legacy) and expe-
riential exercises that help patients identify and connect with a
personal sense of meaning (Breitbart, 2002; Breitbart et al.,
2010, 2012, 2015, 2018). Outlook explores meaningful moments
from the past, present, and future, making sense of issues of rec-
onciliation and forgiveness and identifying lessons learned and
future goals. None of the interventions uses specific activating
techniques of cognitive-behavioral therapy (a gold standard in
anxiety and depression care), for example, to reduce symptoms
of anxiety or depression.

Each of the trials may have targeted anxiety and depression as
key outcomes because health systems tend to value them as cost
generating psychopathologies that align with the medical model.

Yet, this is likely not the mechanism of action to be measuring
as a main outcome in meaning-based interventions with seriously
ill upstream populations. Using measures of anxiety and depres-
sion as proxies for existential distress does not allow us to eluci-
date the factors that may be unique to these interventions,
namely meaning-making, self-disclosure, and identity reconcilia-
tion, that may be crucial to addressing existential distress. As a
result, patient-centered outcomes efforts should include assess-
ment of those domains of existential experience relevant to adjust-
ment to serious illness and changing function. Recent
meta-analyses, for example in heart failure, recommend attention
to measurement and intervention related to adjustment to a role
change, for patients and family members, spawned by physical
functioning decrements (Kavalieratos et al., 2017). More appro-
priate outcomes may include “positive meaning in life,” adjust-
ment to change, and assessment of ease with uncertainty
(measures cited).

In recent meta-analyses, meaning therapies (n = 6 studies)
showed moderate effects on positive meaning in life immediately
post-intervention (0.65) and at follow-up (0.57) (Fulton et al.,
2018). They had more moderate effects on psychological distress
(0.47) (i.e., anxiety and depression and self-efficacy (0.48) at post-
intervention). They did not have significant effects on self-
reported physical well-being (n = 1 study). Supportive-expressive
therapy (n = 5), the comparison condition in trials of Dignity
Therapy, had small effects at post-treatment and follow-up on
psychopathology (0.20 and 0.18, respectively) in the form of anx-
iety and depression. Supportive-expressive therapy also had no
significant effects on self-efficacy (1 study) and self-reported
physical well-being (4 studies). Of note, experiential-existential
(n = 2) and cognitive-existential therapies (n = 1) had no signifi-
cant effects on psychological distress.

While our sample of patients earlier in the course of their life-
limiting illness did not demonstrate the difference between arms,
we glean important information about sub-populations. In a pre-
vious trial among veterans, sub-population analyses showed that
the Outlook intervention was more likely to be beneficial for
those with baseline cancer and low sense of peace (Steinhauser
et al., 2017). Additionally, it is likely that some participants
respond better to one test condition vs. another. In a less con-
trolled and more pragmatic setting, participants could be free to
choose a therapeutic approach. Outlook trial participants often

Table 1. (Continued.)

Overall
(N = 135)

Outlook
(N = 68)

Relaxation meditation
(N = 67)

What is your religion? a

Christian 119 (89.5) 60 (89.6) 59 (89.4)

Other 2 (1.5) 1 (1.5) 1 (1.5)

I do not consider myself a member of any religion 12 (9.0) 6 (9.0) 6 (9.1)

How important is faith or spirituality in your life? a

Very important 99 (75.0) 51 (76.1) 48 (73.8)

Somewhat important 25 (18.9) 13 (19.4) 12 (18.5)

Not at all important 8 (6.1) 3 (4.5) 5 (7.7)

Note: n (%) unless otherwise indicated. SD, standard deviation; PPS, Palliative Performance Scale; GED, General Education Diploma. Group percentages may not total 100% due to rounding.
aMissing data: Race (n = 1) Household finances (n = 3), importance of faith (n = 3), number of people living with patient (n = 2) — these have a special living situation, religion (n = 2).
bOther race includes 60 patients reporting Black or African American, two Asian, two more than one race, and one with race unknown or not but reported but responding affirmative to
Hispanic/Latino ethnicity.
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Table 2. Model estimateda primary and secondary outcomes

Outcome
Baseline estimate

(SE)

Five weeks post-baseline Seven weeks post-baseline

Outlook estimate
(SE)

RM estimate
(SE)

Mean difference in
change from baseline

between groups (95% CI) P-value
Outlook estimate

(SE)
RM estimate

(SE)

Mean difference in
change from baseline

between groups (95% CI) P-value

Primary outcomes

QUAL-E: Preparation 14.0 (0.3) 14.4 (0.5) 14.8 (0.5) −0.4 (−1.6, 0.8) 0.49 15.2 (0.5) 15.4 (0.5) −0.2 (−1.5, 1.0) 0.73

QUAL-E: Life completion 27.3 (0.4) 26.6 (0.6) 26.3 (0.6) 0.2 (−1.2, 1.7) 0.76 26.5 (0.7) 27.5 (0.7) −1.0 (−2.7, 0.7) 0.23

Secondary outcomes

QUAL-E: Quality of life 3.7 (0.1) 3.8 (0.1) 3.7 (0.1) 0.1 (−0.2, 0.3) 0.55 3.7 (0.1) 3.6 (0.1) 0.1 (−0.2, 0.3) 0.64

CES-D 8.9 (0.5) 8.6 (0.7) 9.3 (0.7) −0.7 (−2.2, 0.9) 0.39 8.7 (0.7) 8.5 (0.7) 0.2 (−1.5, 1.9) 0.85

POMS Anxiety subscaleb 4.3 (0.4) 4.0 (0.5) 4.5 (0.5) −0.5 (−1.8, 0.8) 0.42 3.6 (0.6) 4.3 (0.6) −0.7 (−2.1, 0.8) 0.34

Fact-G Socialc 18.5 (0.4) 17.1 (0.6) 18.0 (0.6) −0.9 (−2.4, 0.7) 0.27 17.9 (0.6) 18.3 (0.6) −0.4 (−2.0, 1.1) 0.57

Fact-G Emotional 18.5 (0.4) 18.2 (0.6) 18.2 (0.5) 0.0 (−1.3, 1.3) 1.00 19.0 (0.5) 18.9 (0.5) 0.1 (−1.2, 1.4) 0.88

Fact-G Physical 18.6 (0.5) 19.7 (0.7) 19.7 (0.7) 0.0 (−1.8, 1.8) 1.00 19.4 (0.7) 20.0 (0.7) −0.6 (−2.3, 1.0) 0.45

Fact-G Functional 15.8 (0.6) 15.3 (0.8) 15.8 (0.7) −0.4 (−2.3, 1.4) 0.64 15.6 (0.8) 16.8 (0.8) −1.2 (−3.1, 0.7) 0.21

Facit-Sp Faith subscale 11.7 (0.3) 11.7 (0.4) 11.7 (0.4) −0.1 (−1.1, 1.0) 0.92 12.0 (0.5) 12.4 (0.5) −0.4 (−1.5, 0.6) 0.44

Facit-Sp Meaning
subscale

12.6 (0.3) 12.3 (0.3) 12.0 (0.3) 0.3 (−0.4, 1.1) 0.39 12.2 (0.4) 12.3 (0.4) −0.1 (−1.0, 0.8) 0.82

Facit-Sp Peace subscale 11.1 (0.3) 10.9 (0.4) 10.7 (0.4) 0.2 (−0.8, 1.1) 0.72 11.6 (0.4) 11.1 (0.4) 0.5 (−0.5, 1.5) 0.32

SE, standard error; CI, confidence interval; QUAL-E, Quality Of Life At The End Of Life; CES-D, Center for Epidemiological Studies–Depression Scale; POMS, Profile of Mood States; Fact-G, Functional Assessment of Cancer Therapy–General; FACIT-Sp,
Functional Assessment of Chronic Illness Therapy–Spiritual Well-Being.
aConstrained longitudinal data models were used to compare mean differences in outcomes between Outlook and RM groups.
bCalculated using 5 out of 6 POMS Anxiety subscale items.
cCalculated omitting the question pertaining to satisfaction with sex life.
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Table 3. Qualitative themes from evaluation interviews

Question Themes Exemplar quotations

What was the Purpose? Adaptation About how I was able to adapt to the situation that I am in.

Reflection Some things that I had not really thought about, it brought them to the forefront.
Able to discuss with her [wife]. A lot of things in my past. What got me to the
state I’m in. How I could have prevented my situation and the lifestyle I was
living. My past experiences brought them to the forefront and reflect on those.

Whole person concerns To get an idea of patients like me, physically, emotionally, mentally, an idea of
what issues we have and how those issues affect us.

Forgiveness and regrets Sometimes have to learn how to look at situations and forgive your ownself. How
do I deal with my sickness.

Didn’t get a chance to talk with her [mother] about my love for her before she
passed. I missed my mother and wished I had been able to be in better health
and enjoy a more vibrant relationship with her.

What was helpful? Discussing unexpressed feelings Talk with someone who has been through it, who understands. Someone who is
not family. Able to say things without worrying them. Talk about what you are
really feeling.

A third party with whom to
share concerns

Could discuss the feeling I had with someone else. Never talked to anyone about
how I felt about these things, about my situation. I had never discussed how I
really felt about how I got in this situation. Brought some things back about my
first marriage. Things I was feeling. Can talk about in my current marriage. Had
high blood pressure. Had first heart attack in [time period reference] and never
accepted the fact that I needed to take of… Got to the point that I am now - take
care of myself.

Just talking about it was a big thing for me. To someone unrelated to it. A third
party. (yes, a benefit to someone a little removed.) Easier to talk about it.

What was unhelpful? Nothing Most responded by saying that there was nothing unhelpful.

Some things not relevant Nothing I didn’t like. Something not relevant for me — finances, etc. Regrets — I
really haven’t had any.

What did you learn? Identity strengthening I learned that I am somebody. Can think you are not smart or don’t have what
other people have. Learned that I don’t have to look down on my own self. Do
what is the right thing to do. If someone really listens — you will share what is
inside you.

Perspective The reflecting on the situation and the system and where I fit in the system made
me feel good and blessed. There are a lot of situations that are worse than dying
— I am [due to profession].

Calmness and forgiveness I learned how to be calm. Able to forgive people for their doing, wrongdoing.

What role did it play, if any, in
dealing with emotions?

Helped express hidden or
suppressed emotions

Well, I got emotional a few times. I was thinking back on people I knew who are
no longer alive. The people I miss. The people of transplant and the camaraderie
of being with other transplant experience. It has helped me, I guess, make it
easier to think about it. Made thinking about the experience easier. She coaxed
some things out of me that maybe I would not have shared. She listened well,
she spoke up when it was necessary. When I started to close up a bit, she coaxed
me out of my shell a bit and got me to talk about it.

What role did it play, if any? in
dealing with role change?

Reflect on what is possible after
changes from illness

I learned that once you have different types of illness. There are still things you
can do. Encourage your own self. Try to hold my head up. Told on medicines the
rest of your life. Asks what do you want to do in life — even knowing I have all
these issues. Got to carry on and … Don’t beat yourself up. Don’t be so hard on
yourself. A whole lot of things I can do. Love to talk to people about the Bible. Is
that something I can still do? Can’t play ball.

Always trying to hold things together. So, the dynamics [family]. Helped me
reflect on how I view it and the way others view it may be very different.

How was the intervention timing? Correct timing The beginning. When that ball is dropped, of support, that is when you need… .
They need to tell you who they are. (People around you — who is with me). [each
stage has its challenges and they are different] in some ways the earliest is the
hardest.]

Could have been earlier About right. Even it could have been a little earlier. Then some of these thoughts,
I would have thought about them sooner. More in the beginning of it. Then, you
can think about these deep thoughts in the way that your life is changing. If
earlier in your illness. 4–5 years in. The earlier the better.

(Continued )
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remarked to the interventionist that they had a clear preference
for one treatment arm, despite their randomization to a given
arm. For example, would those with better overall communication
skills prefer Outlook (a conversational intervention) because of a
proclivity for an interactive verbal approach? If researchers have a
large enough sample size, variable response to different modalities
can be assessed. And, in a clinical or pragmatic trial setting, tai-
lored and preference-sensitive options are possible.

In analyses not shown, we conducted exploratory, post hoc anal-
yses of such sub-populations using QUINT methodology for explor-
ing the possibility of each of these conditions (RM and Outlook)
working variably for patient sub-populations (Olsen et al., 2019).
This methodology partitions the sample into which treatment is
best for particular sub-populations. The exploratory study suggested
that heterogeneity of treatment effects exist in this sample upstream
palliative care population with low levels of distress, on average, at
baseline. However, small sample size and variable results on key out-
comes associated with distress prohibited definitive findings.
Further work should be done to validate these findings.

This population complexity reveals the importance of testing
potential moderators (e.g., patient characteristics) and theory-
driven mechanisms (e.g., increased sense of meaning) driving var-
iable intervention effects. We know, clinically, that one size does
not fit all in caring for patients across the continuum illness
severity, yet our science in the area of existential care has not
yet progressed to permit targeting particular interventions for
patients with particular existential needs at particular stages of ill-
ness. Understanding what treatment works best for whom would
permit a more refined approach to treatment in this under-
researched domain of palliative care. We must also ensure that
our measurement tools align and match with how we define the
constructs we are targeting (e.g., existential distress) in interventions.

Additionally, the results of this and similar trials conducted
among populations selected for their level of physical illness or
disease burden suggest the importance of screening for distress
in the form of anxiety and depression. Rather than assume dis-
tress because of stage of illness, screening for it must become stan-
dard in intervention, particularly in earlier stages of illness. Most
recently Breitbart and colleagues included this in the trial of indi-
vidual MCP, to positive end (Breitbart et al., 2018). Subsequently,
in measuring distress as an outcome, we have a poorly specified
understanding of the different kinds of distress most operative
and lack a gold standard approach to measuring that. Our quali-
tative results stressed issues like adjustment to illness and shifting
role identity. Future studies that examine our ability to delineate,
existential, spiritual, religious, and psychological distress would
serve clinical and research efforts.

Finally, future approaches to addressing existential distress
may combine the narrative expressive approaches outlined in

interventions described above with a combination of activating
techniques found in Cognitive Behavioral Therapy and
Acceptance and Commitment Therapy along with exploration
of existential concerns, meaning, life review, and future hopes
and other intervention techniques such as those found in
Outlook, may be helpful. If not experiencing clinical levels of
emotional distress, participants may choose such reflective
approaches which appear to assist with adjustment to role
changes that accompany serious illness and changes in function.
Learning how to properly assess those changes in role adjustment
is the next step in this area of palliative care intervention.
However, as more classic anxiety and depression are paired with
those concerns, a combination of modalities could be beneficial.
Early work in this area can be exemplified in recent pilot work
combining MCP with traditional pain-coping skills (Winger
et al., 2020).

This trial, completed in an upstream community sample,
showed similar results to the veteran population. While this sam-
ple was slightly more educated, more likely to have cancer (70%
vs. 42%), and had a greater proportion of women (44% vs. 4%).
We also saw no differences in outcomes between RM and
Outlook. Qualitative themes between the two settings, VA and
non-VA, were very similar, with the exception that combat veter-
an’s discussions of forgiveness were more likely to include con-
cerns of moral injury (Steinhauser et al., 2017).

Limitations

This study includes several limitations. First, because the sample
was not screened for distress and did not demonstrate, on average,
high levels of emotional or existential distress, we have less under-
standing of Outlook’s efficacy among large samples of upstream
palliative care patients experiencing distress. Additionally, because
the follow-up interviews were assessed one and three weeks post-
intervention, we were not able to assess potential later impact on
patients or families of having opportunities for reflection.

Conclusion

When addressing emotional and existential needs, clinicians must
have increased knowledge of which treatments may be best candi-
dates for which patients. This process may be especially critical in
upstream palliative care populations in which patients may expe-
rience a wider range of emotional responses as they represent
broader ranges of stages of illness and related or unrelated levels
of distress. Identifying appropriate measures of existential distress
and growth, beyond anxiety and depression, is crucial for
advances in our ability to adequately assess the mechanisms
that decrease existential suffering.

Table 3. (Continued.)

Question Themes Exemplar quotations

What did you need that was not
included?

Help with anxiety You have to deal with things. Fear. Fear and anxiety and getting some help to
cope with those would be helpful.

Other comments? Extend to others Will this be available to people earlier? That way you have a chance to bring all
that to the forefront and sort out the problems you are having or in the future.

Physicians don’t have time My time to talk about me, my time to say things I’ve never told nobody. My time,
to talk about what’s on my mind. Dr. don’t have time or patience.

Home visit helpful and valued Quite a big deal for someone to come out to my home.
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