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Abstract

Objective—We developed a specific cognitive—existential intervention to improve existential
distress in nonmetastatic cancer patients. The present study reports the feasibility of implementing
and evaluating this intervention, which involved 12 weekly sessions in both individual and group
formats, and explores the efficacy of the intervention on existential and global quality of life
(QoL) measures.

Method—Some 33 nonmetastatic cancer patients were randomized between the group
intervention, the individual intervention, and the usual condition of care. Evaluation of the
intervention on the existential and global QoL of patients was performed using the existential
well-being subscale and the global scale of the McGill Quality of Life (MQoL) Questionnaire.

Results—All participants agreed that their participation in the program helped them deal with
their illness and their personal life. Some 88.9% of participants agreed that this program should be
proposed for all cancer patients, and 94.5% agreed that this intervention helped them to reflect on
the meaning of their life. At post-intervention, both existential and psychological QoL improved in
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the group intervention versus usual care (o= 0.086 and 0.077, respectively). At the three-month
follow-up, global and psychological QoL improved in the individual intervention versus usual care
(p=10.056 and 0.047, respectively).

Significance of results—This pilot study confirms the relevance of the intervention and the
feasibility of the recruitment and randomization processes. The data strongly suggest a potential
efficacy of the intervention for existential and global quality of life, which will have to be
confirmed in a larger study.
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INTRODUCTION

Quality of life is defined as a complex combination of physical, psychological, social, and
existential well-being (Wilson & Cleary, 1995). A cancer diagnosis may disrupt these
various dimensions in many different ways (e.g., pain, psychological distress, financial
burden) (Yalom, 1980; Trijsburg et al., 1992; Fawzy et al., 1995; Lepore, 2001; Wong, 1997;
Fillion et al., 2006; Andersen, 1992; Fawzy, 1995; Fawzy & Fawzy, 1998; Goodwin, 2004).
The existential dimension is an integral part of human experience, including but not limited
to spiritual and religious aspects, which attempts to address questions about human existence
and all that is connected to one’s reason for being (YYalom, 1980; LeMay & Wilson, 2008;
Goodwin et al., 2001; Hellman et al., 1990). The concept of existential distress remains
more universal and neutral than the concepts of spiritual distress or religious crisis. People
diagnosed with a life-threatening disease such as cancer may have to learn to cope with loss
of meaning and empowerment, which can compromise quality of life (Aaronson et al., 1993;
Parle & Maguire, 1995; Somerfield, 1997; Manne et al., 1994). Questions regarding “Why
me?” along with universal existential concerns about death, loneliness, freedom and
autonomy;, finitude, dignity, losses and changes, the search for meaning, mystery, quality of
relationships, and a sense of control over one’s life, often constitute the principal source of
overall suffering (Sauer & Seitz, 1988; Cole & Pargament, 1999; Park & Folkman, 1997;
Moadel et al., 1999; Spiegel & Classen, 2000; Yalom, 1980; Mok et al., 2010; Frankl, 1997;
Kissane, 2012). Since there is no single and identifiable cause of cancer, those existential
questions are commonly observed among patients who demand specific interventions to
properly address this central issue (Réseau canadien du cancer du sein et I’ Initiative
Ontarienne de Recherche Communautaire sur le cancer du sein, 2003). In fact, the search for
meaning is a significant need among more than 40% of those with cancer (Moadel et al.,
1999; Fawzy et al., 1995).

The cognitive—behavioral approach has revealed itself to be useful for improving emotional
quality of life (QoL) and for development of active coping strategies (Chochinov, 2000;
Cunningham, 2002). Psychological interventions have been shown to effectively treat
emotional distress but usually fail to address the existential dimension (Trijsburg et al., 1992;
Lindemalm et al., 2012; Fawzy et al., 1995; Jacobsen & Hann, 1998; Levin & Kissane,
2006; Andersen, 1992; Fawzy & Fawzy, 1998; Fekete et al., 2007; Le-May & Wilson, 2008;
Sheard & Maguire, 1999). Several studies have emphasized that the existential dimension
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should be addressed in psychotherapy within the scope of a life-threatening illness (Spiegel
& Classen, 2000; Yalom, 1980; Classen et al., 2001). The existential approach addresses a
central issue of survivorship in cancer and can be employed to help patients find meaning in
the middle of a crisis, which appears promising for improving existential and global quality
of life (Lee et al., 2006). While existential interventions are sometimes proposed for
advanced cancer patients, nonmetastatic cancer patients also have existential and spiritual
needs that often remain unexplored, unfulfilled, and understudied (LeMay & Wilson, 2008;
Moadel et al., 1999). Interventions including existential dimensions (e.g., support—
expressive groups) suffer from several limitations (Spiegel & Classen, 2000; Classen et al.,
2008; Breitbart, 2002; Breitbart et al., 2004; Spiegel et al., 1989; Xiao et al., 2013), usually
including a lack of demonstrated efficacy in reducing existential distress. In addition, as a
limitation, many studies focus on breast cancer, and consequently solely on women (Kissane
etal., 1997; 2003; 20044,b; 2007; Cunningham et al., 1998; Spiegel et al., 1999; Classen et
al., 2001; 2008). Other studies have indicated different points to improve in existential
studies, such as contrasting individual versus group format (Breitbart et al., 2010), a
recommendation that we followed in the present study. There is also empirical support for
interventions combining both cognitive—behavioral and existential approaches aimed at
decreasing emotional distress in cancer patients (Jacobsen & Hann, 1998; LeMay & Wilson,
2008; Fekete et al., 2007; Cunningham, 2005; Chochinov et al., 2005; Kissane et al., 2003).
Very few studies have tested the efficacy of interventions that include both an emotional and
an existential dimension (Cunningham, 2005; Gagnon et al., 2008; Kissane, 2000; Kissane
et al., 2003). The literature points to the relevance of combining cognitive—behavioral and
existential approaches (Breitbart, 2002; Cunningham, 2005).

As the model of Cunningham (2005) suggests and as we noticed in our population, patients
first need to get some sense of control and understanding of their situation, hence the
components of education and cognitive behavioral therapy at the beginning of an
intervention. This can naturally and smoothly pave the way for a more existential component
that follows, though it remains present throughout the intervention.

This paper reports the results of a randomized controlled trial pilot study of a cognitive—
existential intervention aimed at improving existential and global quality of life in cancer
patients. Our primary objectives were: (1) to evaluate the feasibility of the recruitment and
randomization processes, the acceptability of the intervention format and content, the
dropout rate, and the overall satisfaction of participants; and (2) to explore statistical trends
in existential and global QoL measures according to the assigned condition with
nonmetastatic cancer patients.

For the first objective, the research questions were: Is the recruitment and randomization
process feasible? Is the intervention format and content acceptable? Is the dropout rate
acceptable? Are the participants satisfied with the intervention? For the second objective, the
hypothesis was that participants in the experimental groups (group and individual cognitive—
existential intervention) would record higher scores on the existential and global QoL
measures, as compared to those in the usual-care group.
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METHODS

Study Design

A longitudinal design was chosen for the first and second objectives. The repeated
measurement format included six test timepoints: baseline (T0), mid-intervention (6 weeks;
T1), post-intervention (12 weeks; T2), 3-month follow-up (T3), 6-month follow-up (T4), and
12-month follow-up (T5). For the first objective, a descriptive approach utilizing quantitative
indicators was employed to evaluate the feasibility and acceptability of a cognitive—
existential intervention (CEI). For the second objective, a randomized controlled trial was
designed to pretest the efficacy of the CEI on existential and global QoL.

For efficacy pretesting, patients were randomized into one of three experimental conditions:
(1) the group cognitive—existential intervention, consisting of 12 weekly 2-hour sessions, (2)
the individual CEl, including 12 weekly 1-hour sessions, or (3) the usual-care condition
without CEI. The necessary time to fill out questionnaires was 30 to 45 minutes at TO and
20-30 minutes for the other timepoints (T1-T5). Participants and research assistants were
blinded at baseline. Participants received an explanation of the three experimental
conditions. Randomization to study conditions was performed after completion at TO. To
increase participant retention in the usual-care condition, participants received the CEI
manual as an incentive at T3. A shortened version of the intervention (four unstructured
group meetings with a therapist of the program) was offered at T3 as well. There was a high
risk that patients would not adhere to the follow-up questionnaires if no meetings were
proposed. Accordingly, the last two data collection points and analyses (T4 and T5) were
only exploratory and descriptive.

Recruitment

People were recruited from all over the Québec City area using different strategies
(healthcare professionals, advertisements posted at participating centers and information
through local media). The inclusion criteria were: (1) to be at least 18 years of age, (2) to
speak French, and (3) to have received a diagnosis of nonmetastatic cancer. The only
exclusion criterion was a depressive mood (score above 10 on the Hospital Anxiety and
Depression Scale’s depressive subscale; Zigmond & Snaith, 1983), which could interfere
with the intervention (Scogin et al., 2007; Savard et al., 1998; Yang et al., 2009). As a matter
of fact, depression can lead to a state that is not conducive to properly address existential
issues; a patient with more severe depressive symptoms must first regain control of their
emotions to actively embark on existential therapy, especially in a group format, which at
times might bring up more anxiogenic issues.

The Intervention

The intervention was developed during a two-year period by a multidisciplinary committee
of experts that included social workers, psychologists, spiritual care providers, psychiatrists,
nurses, a nurse navigator, and co-investigators. We designed the intervention as a 12-week
cognitive—existential intervention comprised of 12 modules (Gagnon et al., 2008). Deciding
on the length of an intervention is always a difficult issue, raising both conceptual and
pragmatic questions. This 12-session format was chosen over a longer one so as to reflect
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clinical reality and to provide a more cost-effective intervention. A metaanalysis suggested
that short-term interventions with qualified therapists are more effective than long-term ones
with less well-trained therapists (Sheard & Maguire, 1999). Some studies have proposed
interventions that are clearly too long (Jacobsen & Hann, 1998; Cunningham, 2002;
Cunningham et al., 2000; 1998; Edmonds et al., 1999; Edwards, 2004; Goodwin et al., 2001,
Kissane et al., 1997; 2003; Classen et al., 2001), usually a year or more, to be integrated into
the current healthcare system. We had already designed a four-session clinical intervention
based on cognitive—behavioral therapy, which we employed along with Breitbart’s eight-
session existential model, which resulted in the final 12-session model. The final model
carries an intrinsic pragmatic value since it can be easily integrated within a normal
“session” of the calendar, fall or winter/spring, thus avoiding overlapping summer and the
holiday season, when several absentees were expected. Figuratively speaking, one
participant commented, “We spent a day together” (12 sessions x 2 hours = 24 hours).

The first module is an introduction of the 12-week intervention that presents the 12 modules
and explains the functioning of the group in accordance with the randomization. The first
three modules involve cognitive—behavioral techniques promoting the use of behavioral
(e.g., relaxation, activation) and emotional (e.g., cognitive restructuring) coping strategies.
The next three modules, inspired by empirically validated interventions (Cunningham,
2002), further explore emotional strategies. The final six modules specifically address the
existential dimension. They were modified from logotherapy techniques initially developed
by Frankl (1997), adapted for our study intervention, and empirically tested by Breitbart and
colleagues (Breitbart, 2002; Breitbart et al., 2004). The existential component was further
adapted for a French-Canadian population by our team (Fillion et al., 2006). All 12 modules
were standardized in two manuals. Following Breitbart’s structure, the participant manual
included didactic material, exercises, and home assignments, while the manual for therapists
included instructions for facilitating the sessions and a section dedicated to training. The
training sessions were led by two healthcare professionals (psychiatrist and psychologist).
Regardless of the modality (group or individual), the content remained identical. Individual
and group sessions were video- or audiotaped to ascertain intervention integrity. Supervisory
meetings were held on a regular basis with the therapists and the principal investigator to
provide a rigorous application of the intervention.

Questionnaires

Global Satisfaction Questionnaire—The Global Satisfaction Questionnaire is a 20-
item questionnaire with a 5-point Likert-type scale and 4 short questions that measures the
global satisfaction of the patients who received the intervention.

McGill Quality of Life Questionnaire (MQoL)—The MQoL is a patient-reported
instrument that employs 16 items plus a single-item global scale specifically developed to
measure the quality of life of patients at all stages of a life-threatening illness, from
diagnosis to cure or the palliative stage (Cohen et al., 1997; 1995). Four subscales
corresponding to four QoL domains (physical well-being, psychological well-being,
existential well-being, and social support) are included. An overall index score can be
calculated from the means of the four subscales. Pearson correlation coefficients between
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MQoL data and a self-reported change scale ranged from 0.56 (existential well-being) to
0.66 (total MQoL score). The strongest evidence of validity comes from a comparison with
the single-item QoL measure. The correlation with this single-item instrument (measured
after completing the full questionnaire) was highest with total MQoL (0.66), followed by
physical well-being (0.59), existential well-being (0.53), psychological well-being (0.44),
and social support (0.41). The internal consistency of the 16-item MQoL instrument and the
subscales was examined and found to be good (Cronbach’s a of 0.86 for the existential well-
being subscale and 0.83 for the global subscale) (Cohen et al., 1997). This tool was validated
in both French and English with similar psychometric properties.

Statistical Analysis

RESULTS

For the first objective, data were tabulated and summarized using descriptive statistics. For
the second objective, to pretest the efficacy of the CEI, data were analyzed with intention to
threat. Mixed-model repeated measures analysis of covariance was employed to compare the
post-intervention and follow-up QoL means as measured by the psychological well-being
and existential well-being subscales of the MQoL, while controlling for baseline values. The
global QoL was analyzed in similar fashion. This model controls for heterogeneous
variances and correlations among the measures assessed at different time intervals. The
finding of significant differences between groups was followed by point and interval
estimations of the mean differences using the Bonferroni correction for multiple
comparisons. Means and standard deviations were provided for continuous variables. Counts
and percentages were listed for categorical variables. Most statistical analyses were
performed using SAS software (v. 9.1). Effect sizes were calculated using GPower (v. 3.1).
All tests were performed with an overall significance level of 5%, i.e., a pvalue less than
0.05 was considered statistically significant.

Participants (see Fig. 1 and Table 1)

During a two-week period, 41 potentially eligible participants volunteered to participate in
our study. Six were excluded from the study: four for medical reasons (metastatic cancer)
and two for presenting a depressive mood state. Some 35 nonmetastatic cancer patients were
randomized to each experimental condition, using an equal allocation ratio (1:1:1). Two
participants dropped out before the first session, so that 33 participants actually began the
intervention. The mean age of participants was 58 years (from 37 to 77 years; +9.3 years),
and 64% were women. Some 18% had a high school degree or less, 21% had a professional
or college degree, 39% had a bachelor’s degree, and 21% had a master’s or doctorate degree.
Some 41% of participants were retired, 25% were on sick leave, 19% were currently
working, and 16% were unemployed. Some 32% of participants had breast cancer, 18% had
prostate cancer, 8% had head and neck cancer, 8% had gastrointestinal cancer, 8% had renal
cancer, and 26% had some other type of cancer. Fully 70% of participants were not
undergoing active medical treatment during the study.
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Feasibility and Acceptability Indicators

Recruitment and Adherence—The adherence rate for the protocol was 95.5%.
Participants attended sessions 94% of the time, and the completion rate for the
questionnaires was 96.7%. The dropout rate during the intervention was 12.1% (3 in the
group and 1 in the individual intervention) and 6.1% at follow-up (2 in the individual
intervention), for a total of 18.2%. Patients were aware of the three conditions before
randomization. The first module is an introduction to the 12-week intervention. The 12
modules are present and the functioning of the group is explained; hence, the preparation,
consisting of instructions given during the first meeting, could only be realized after the
randomization. Reasons for dropping out included external factors (car accident, death,
timetable conflict, new treatments) and differences in expectations about the content of the
intervention. Since it was a pilot study, a focus group with therapists was conducted and the
fidelity in application of the intervention was judged to be satisfactory on a qualitative
evaluation by a consensus conference. We did not proceed with quantitative data to evaluate
this aspect.

Satisfaction—All participants agreed that their participation in the program helped them
deal with both their illness and their personal life. They also stated that the topics were
interesting, the activities pleasant, and that the themes addressed were relevant. In addition,
88.9% of participants agreed that the intervention should be proposed to all cancer patients,
and 94.5% agreed that the intervention helped them to reflect on the meaning of their lives.
Furthermore, all participants agreed that the therapists mastered the procedures and made the
content interesting and lively. Participants allowed themselves to be video- and/or
audiotaped, which allowed us to document that the intervention was implemented as
described in the treatment manual. No negative or unexpected psychological reactions were
observed or reported.

Efficacy Outcomes

Improving Quality of Life—Our results showed a significant trend on the McGill
existential well-being subscale (Table 2). Some differences between the intervention groups
and the usual-care group were observed at post-intervention (T2) and at the 3-month follow-
up (T3). At post-intervention (T2), existential and psychological QoL improved in the group
intervention versus usual care (existential well-being: 19) = 0.91, p= 0.086; psychological
well-being: #19) = 0.25, p=0.077, respectively). At the 3-month follow-up (T3), when
comparing individual CEI to the usual-care condition, global QoL improved ({18) = 1.93, p
= 0.056) and psychological QoL improved significantly ({18) = 2.01, p=0.047).
Furthermore, when effect sizes were calculated, 67 and 83% of the relationships showed
large and combined medium and large effect sizes, respectively (see Table 2).

DISCUSSION

The goal of our pilot study was to evaluate the feasibility and acceptability of the cognitive—
existential intervention and to pretest its efficacy to improve existential and global QoL.
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Our results confirmed the feasibility of the study in terms of: recruitment; randomization to
group intervention versus individual intervention versus usual care; training of therapists;
delivery, standardization, and quality control of the intervention, including supervision by
senior therapists; video- and audiotaping; adverse reactions, acceptability, and interest
pertaining to the intervention, including participant satisfaction, duration of the program (12
weeks), length and content of sessions, level of therapist activity, and relevance of the
manual distributed; acceptability and time needed to administer the instruments; and
adherence to follow-up measures. Data were also provided to show the potential impact on
existential and global quality of life and allowed calculation of the study sample size
required for a full-scale efficacy study.

We found that existential concerns addressed in the CEI are relevant to cancer patients and
that there is a desire to discuss these different topics with health professionals. The
intervention was well received, and participant comments indicate that they considered their
experience in the research project to be life changing.

The results obtained on selected outcomes also suggest the efficacy of the CEI to potentially
impact existential and global QoL. The statistical analyses revealed some improvement
trends in existential and global quality of life. On the post-intervention measure (T2),
participants randomized in the group condition had higher existential well-being and fewer
psychological symptoms than participants in the usual-care group. At the three-month post-
intervention follow-up, participants assigned to the individual CEI group had better global
and psychological quality of life than patients assigned to the usual-care condition.
Compared to participants in the usual-care condition, those receiving group CEI also had
higher existential, psychological, and global QoL.

Even if statistically significant differences were not found on the existential well-being
subscale of the MQoL, the medium and large effect sizes indicated that a larger sample
would be able to demonstrate statistically significant differences between the usual-care and
intervention groups. Patients in group and individual interventions tended to have a better
existential QoL than usual-care patients at post-intervention (T2) and at 3-month follow-up
(T3). The cognitive—existential intervention may be associated with therapeutic gain in
existential, psychological, and global quality of life. However, a larger sample size is
required to further investigate these findings.

A larger effect size for the group intervention may reflect the therapeutic mechanisms
usually described in group formats, such as sharing of experiences and strategies, including
sources of meaning, support between peers, universalization, and emotional expression. It
may also depend partially on such non-specific factors as more intense involvement and
therapeutic work, as well as the longer time spent in group (24 hours) versus individual
formats (12 hours). There is also an increase in the control arm, which is not surprising
considering that the simple fact of going through the recruitment and follow-up processes
may provide some nonspecific support and prompt patients to seek support outside the
protocol.

Palliat Support Care. Author manuscript; available in PMC 2017 June 27.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnue Joyiny

1duosnuen Joyiny

GAGNON et al. Page 9

LIMITATIONS

Our sample was clearly biased toward more educated, better-functioning patients, though we
strove to include patients with varied educational backgrounds. The content of the
intervention and the commitment required seem to fit better with better-educated patients, at
least for the recruitment process. Hence, efforts have to be undertaken to improve the
therapeutic goals of the therapy, which could benefit all patients struggling with universal
existential issues.

It is well known that women are more likely to seek psychological help than men. This bias
may explain the larger number of women recruited for our study.

We chose to exclude patients with a higher level of depression in order to increase the
homogeneity of the group and avoid the presence of highly distressed patients who could
destabilize such a small group. This is a difficult decision since we have to balance, on one
hand, the specific goals of the therapy with, on the other hand, a research and public-health
perspective to show results for more distressed patients. Some authors argue to include more
distressed patients. Kissane and colleagues showed that supportive—expressive group therapy
not only improved depressive symptoms but actually prevented the development of new
cases of depression (Kissane et al., 2007). In addition, psychotherapeutic researchers and the
National Institutes of Health have been insisting that distressed patients be targeted for
intervention studies so as to optimize effect sizes and eliminate the flooring effect introduced
by inclusion of resilient and well-functioning patients. This has to be carefully evaluated
with each trial.

The act of providing the manual and the possibility of attending four informational sessions
at T3 reduces the comparison power of the control arm. This remains a difficult editorial
choice. The advantages involve increasing the inclusion rate and enhancing adherence to the
protocol. It also allows exploration of the relative efficacy of a very short, cheap, and
informational intervention mainly based on bibliotherapy. Once again, the researcher has to
prioritize the different requirements of psychotherapeutic research through a randomized
trial with the different goals of showing efficacy and effectiveness, and testing many
modalities and feasibility. It is especially timely to undertake these different goals during a
pilot trial.

CONCLUSION

The cognitive—existential intervention appears feasible, acceptable, and enabling of quality
of life. This intervention possesses many advantages. It integrates the existential dimension
into medical care. It considers the person in his entirety (physical, psychological, social,
existential, and spiritual spheres), and thus contributes to the humanization of care. It offers
a new outlook for ill persons and their families to cope with the difficulties faced over the
course of the illness and in its aftermath. It provides tools for mental health professionals to
intervene on a dimension usually not addressed by standard psychotherapeutic interventions.
It constructs links and dialogue among the medical, psychosocial, and spiritual disciplines.
This intervention is in concordance with the values of modern oncology: empowerment of
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people through the development of skills and active coping strategies; comprehensive
treatment of patients with cancer in all their dimensions; and flexible, transposable
interventions with an impact at all points along the care continuum.

From a clinical point of view, this intervention helps patients adopt a sensible, reflective,
dignified, and courageous attitude in the face of inevitable suffering. Instead of passive
endurance, they can choose to go deeper in search of a meaning in their relationships, in the
here and now, and in their engagements. It affords them the opportunity to appreciate the
beauty that surrounds them; to revisit and review their values; to be aware of their own
finitude and “detoxify” death; to explore transcendence and spirituality; and even, for some
patients, to “develop a user’s guide to better living.”

The next step in the validation process of this intervention should be to evaluate the efficacy
of the CEI with a larger sample of cancer patients in order to detect statistically significant
changes in existential and global quality of life.
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Fig. 1.
Flowchart of participants.

Palliat Support Care. Author manuscript; available in PMC 2017 June 27.

Page 14

before
intervention

<II'II.'I‘\ ention

follow-up

end of study




1duosnuey Joyiny 1duosnuen Joyiny 1duosnuey Joyiny

1duosnuep Joyiny

GAGNON et al.

Table 1

Sociodemographic characteristics of the participants (7= 33)

n (%)

Age

Mean + SD

Sex

Female

Male

Education (highest level)
Primary/secondary
Post-secondary/college
University
Employment

Retired

Sick leave

Working

Others

Not specified

Tumor type

Breast

Prostate

Head and neck

Renal

Gastrointestinal
Others

Actively in treatment?
Yes

No

33
58.4+9.3
33
21 (63.6)
12 (36.4)
33
6(18.2)
7(21.2)
20 (60.6)
33
13 (39.4)
8(24.2)
6(18.2)
5(15.2)
1(3.0)
38
12 (31.6)
7(18.4)
3(7.9)
3(7.9)
3(7.9)
10 (26.3)
33
10 (30.3)
23(69.7)
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