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General Abstract

Fear of cancer recurrence (FCR) is defined as “fear, worry, or concern relating to the possibility
that cancer will come back or progress (Lebel et al., 2016, p. 3266). FCR is the most frequently
reported concern identified among cancer survivors (Baker, Denniston, Smith, & West, 2005;
Lebel, Rosberger, Edgar, & Devins, 2007). Although approximately 50% of cancer survivors
experience moderate-to-high levels of FCR (Simard et al., 2013), few psychosocial interventions
exist that directly target this construct. The overarching study objectives were: (a) to adapt a
manualized, 6-week, cognitive-existential group therapy intervention for FCR to an individual
format; (b) to pilot-test the feasibility, acceptability, and satisfaction of this individual
intervention on n=3 participants; and (c) to further pilot-test the efficacy of the individual
intervention on n=25 participants, via a randomized controlled trial (RCT). In study 1, n=3
cancer survivors (1 male, 2 females) completed the one-on-one therapy intervention for the
psychological treatment of FCR. Sessions were 60-90 minutes long, and included cognitive
restructuring exercises, behavioural experiments, relaxation techniques, existential processing of
the here-and-now, and finding meaning in life post-diagnosis. Participants completed
questionnaire packages throughout the intervention and an exit interview to determine their
overall feedback on the intervention. Quantitative analyses revealed downwards trends in fear of
cancer recurrence and cancer-specific distress across participants. Qualitative analyses of the exit
interviews revealed that all participants found the intervention useful, and that the sessions had
favourable pacing and length.

In study 2, the FCR intervention was further pilot-tested via an RCT. Twenty-five female
cancer survivors were randomized to an experimental group or a wait-list control group. Sessions

included cognitive restructuring techniques, behavioural experiments, confronting existential



distress, and relaxation exercises. Nineteen women (n=9 intervention, n=10 control) completed
the 6-week therapy intervention, and completed questionnaire packages at pre-, post- and 3-
month follow-up. Between-within ANOVASs revealed significant interactions in the primary
outcome measure of FCR, and secondary outcome measures of cancer-specific distress and
uncertainty in illness for participants in the experimental group. Repeated measures ANOVAs
revealed reductions in FCR, cancer-specific distress, uncertainty in illness, reassurance-seeking,
cognitive avoidance, and intolerance of uncertainty, and revealed improvements in positive
reinterpretation and growth, use of emotional support and mental health (improved quality of
life) for participants in the experimental group, as compared to the wait-list control group. The
variables that changed either maintained or improved at follow-up. Results from this study
demonstrate promising results in addressing FCR in cancer survivors via a cognitive-existential
intervention. Future research should continue investigating the specific therapeutic ingredients

that are most effective for the psychological treatment of FCR.
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General Introduction

Overview

Cancer is defined as “a disease characterized by any of various malignant tumours
composed of abnormal cells that tend to proliferate rapidly, invade surrounding tissues, and
metastasize to new body sites” (American Heritage Dictionary, 2002). According to the
Canadian Cancer Society (2016a), 42% of Canadian women and 45% of Canadian men will be
diagnosed with some form of cancer. It is estimated that approximately 196,900 new cases of
cancer have occurred in Canada in 2015, resulting in approximately 539 Canadians receiving a
cancer diagnosis every day (Canadian Cancer Society, 2016a). Cancer is the leading cause of
death in Canada, and accounts for approximately 30% of all Canadian deaths. However, with
improvements in cancer treatment and early detection, many individuals diagnosed with cancer
can expect to live many years post-diagnosis (Canadian Cancer Society, 2016a). The five-year
relative survival rate for all types of cancers diagnosed in Canada is 63%, indicating that 63% of
people diagnosed with cancer can expect to be living five years later (Canadian Cancer Society,
2016a). With the exception of non-melanoma skin cancers, the most common cancer types are
lung, breast, colorectal and prostate cancer, respectively, and these specific types account for
51% of all new cancer cases (Canadian Cancer Society, 2016a).
Cancer Types

For the purposes of this dissertation, the cancer types described below are representative
of those diagnosed in our study participants.

Breast cancer. As the most common cancer diagnosed among Canadian women
(Canadian Cancer Society, 2016b), breast cancer is defined as a malignant tumour that begins in

the cells of the breast. The most common types of breast cancer are ductal carcinoma and lobular



carcinoma. Ductal carcinoma consists of cancer detected in areas associated with transporting
milk from the glands to the nipple, and lobular carcinoma consists of cancer within the lobules,
which are the glands that produce milk (Canadian Cancer Society, 2016b). In 2015,
approximately 25,000 women were diagnosed with breast cancer, representing just over one
quarter of all new cancer cases in women (Canadian Cancer Society, 2016b). While significantly
less common in men, approximately 220 men were diagnosed with breast cancer in 2015, with
almost all of the breast cancers found in men being ductal carcinoma (Canadian Cancer Society,
2016b). On average, 68 Canadian women will receive a breast cancer diagnosis daily (Canadian
Cancer Society, 2016b).

Breast cancer is the second leading cause of death from cancer in Canadian women
(Canadian Cancer Society, 2016b), accounting for 14% of all cancer deaths in women in 2015.
More specifically, 14 Canadian women will die from breast cancer every day (Canadian Cancer
Society, 2016b). However, the death rates for breast cancer have been declining since the mid-
1980s, reflecting the impact of early screening procedures and improved treatments. While
relative survival rates vary contingent on age, approximately 88% of Canadian women diagnosed
with breast cancer are expected to survive for five years or more post-diagnosis (Canadian
Cancer Society, 2016b). Five-year relative survival rates are slightly lower for women diagnosed
with breast cancer under the age of 40 (85%), or over the age of 79 (79%; Canadian Breast
Cancer Foundation, 2016). Treatment options for breast cancer include chemotherapy, radiation,
surgery, and hormonal therapy.

Colorectal cancer. As the third most commonly diagnosed cancer in Canada (Canadian
Cancer Society, 2016c¢), colorectal cancer is characterized by the development of malignant cells

in the large intestine or colon, including the rectum. In terms of incidence rates, it is estimated



that 25,100 Canadians were diagnosed with colorectal cancer in 2015, representing 13% of all
new cancer cases (Canadian Cancer Society, 2016¢). Colorectal cancer affects more men than
women each year, with approximately 14,000 men and 11,100 women being diagnosed with
colorectal cancer in 2015. Approximately 69 Canadians will receive a colorectal cancer
diagnosis every day (Canadian Cancer Society, 2016c).

In terms of mortality rates, colorectal cancer is the second leading cause of death from
cancer in Canadian men, and the third leading cause of death from cancer in Canadian women. In
2015, colorectal cancer accounted for approximately 12% of all cancer deaths, with an estimated
total of 5,200 men and 4,200 women succumbing to the disease. Approximately 25 Canadians
will die from colorectal cancer every day (Canadian Cancer Society, 2016¢). While these
statistics are alarming, incidence and mortality rates for colorectal cancer have been declining for
both sexes over the past ten years (Canadian Cancer Society, 2016¢). With scientific
advancements in cancer research, the vast majority of individuals with cancer will complete
treatment and survive. Approximately 65% of Canadians diagnosed with colorectal cancer are
expected to survive for five years or more post-diagnosis (Canadian Cancer Society, 2016c).
Various colorectal cancer treatments are available, including surgery, chemotherapy, radiation,
and targeted therapy.

Gynecological cancer. Gynecological cancers consist of the uncontrolled growth and
spread of abnormal cells originating in the female reproductive system, including the cervix,
ovaries, uterus, vagina, and vulva (Foundation for Women’s Cancers, 2016). Gynecological
cancer is diagnosed in over 10,000 Canadian women per year (Statistics Canada, 2015). The
most common types, respectively, are uterine/endometrial, ovarian, and cervical cancer, and each

cancer type is unigque in symptom presentation and subsequent treatment.



Uterine/Endometrial cancer. Uterine/endometrial cancer is characterized by the
development of malignant tumours that begin in the cells of the uterus. In more than 95% of
cases, uterine cancer starts in the endometrium, or the lining of the uterus; thus the
interchangeable use of the terms uterine and endometrial cancer. Uterine cancer is the most
commonly diagnosed gynecological cancer. In 2015, approximately 6,300 Canadian women
were diagnosed with uterine cancer, accounting for 6.9% of new cancer cases (Canadian Cancer
Society, 2016d). Uterine cancer is most common in postmenopausal women, although it can
occur in younger women as well (Ovarian Cancer Canada, 2016). Based on 2010 estimates,
approximately 1 in 36 Canadian women are expected to develop uterine cancer in their lifetime
(Canadian Cancer Society, 2016d).

In terms of mortality rates, it is estimated that approximately 1,050 Canadian women will
die from uterine cancer (Canadian Cancer Society, 2016d). Fortunately, uterine cancers are often
detected early, as signs and symptoms include unusual vaginal bleeding, which is highly
abnormal in postmenopausal women (Ovarian Cancer Canada, 2016). As a result of early
detection, approximately 85% of Canadians diagnosed with uterine cancer are expected to
survive for five years or more post-diagnosis (Canadian Cancer Society, 2016d).

Treatment modalities for uterine cancer often include surgical interventions, such as a
total hysterectomy (i.e., removal of the uterus and cervix) and a bilateral salpingo-oopherectomy
(i.e., removal of the ovaries and fallopian tube). Treatment for more advanced or recurrent
uterine cancer often includes radiation therapy, hormonal therapy, and/or chemotherapy
(Canadian Cancer Society, 2016d), along with more extensive surgical procedures.

Ovarian Cancer. Ovarian cancer is defined as malignant tumours that begin in the cells

of the ovaries. It is estimated that in 2015, approximately 2,800 Canadian women were



diagnosed with ovarian cancer, representing 2.9% of all new cancer cases in Canadian women
(Canadian Cancer Society, 2016e). Based on 2010 estimates, approximately 1 in 71 Canadian
women are expected to develop ovarian cancer during their lifetime. Similarly to uterine cancer,
ovarian cancer is most commonly diagnosed in post-menopausal women. However, unlike
uterine cancer, one’s risk for developing ovarian cancer increases with age (Statistics Canada,
2015).

Ovarian cancer is often diagnosed at more advanced stages, due to the subtle nature of its
symptoms. Subsequently, diagnoses of ovarian cancer often result in poorer prognosis (Canadian
Cancer Society, 2016e). Ovarian cancer is the deadliest gynecological cancer, with one in nine
women dying from the disease. Mortality rates indicate that approximately 1,750 Canadian
women will die from ovarian cancer. However, despite a relatively high mortality rate, the risk of
death due to ovarian cancer has decreased over time (Statistics Canada, 2015). The five-year
relative survival rate for ovarian cancer is 45% (Canadian Cancer Society, 2016e).

Surgery is the primary treatment for all stages and types of ovarian cancer (Canadian
Cancer Society, 2016e). In most cases, chemotherapy is offered after surgical procedures for
most stages of ovarian cancer, whereas radiation is rarely used in treatment (Canadian Cancer
Society, 2016e).

Cervical cancer. Cervical cancer is characterized by the development of cancerous
lesions on the cervix. In 2015, approximately 1,500 women were diagnosed with cervical cancer,
accounting for 1.5% of new cancer cases in Canadian women. It is estimated that approximately
1 in 152 Canadian women are expected to develop cervical cancer in their lifetime (Canadian
Cancer Society, 2016f). Cervical cancer is more likely to affect younger women, as compared to

ovarian or uterine cancer. The median age of diagnosis with cervical cancer was 47 years, and



28.7% of all new cases occurred in women under the age of 40 (Statistics Canada, 2015).
Mortality rates indicate that approximately 380 Canadian women will succumb to cervical cancer
in 2016. However, since the introduction of the Pap test as a means of early detection, the
number of deaths from the disease has declined significantly, with a rate of 2.2 deaths per
100,000 Canadian women (Statistics Canada, 2015). Subsequently, the five-year relative survival
rate for cervical cancer is 74% (Canadian Cancer Society, 2016f).

Treatment for cervical cancer may include a total hysterectomy or radical hysterectomy,
depending on the stage of the cancer (Canadian Cancer Society, 2016f). Radiation therapy may
be used in treatment as well, with women usually receiving a combination of external beam
radiation therapy and brachytherapy (i.e., internal radiation). Chemotherapy may be offered for
patients with more advanced stages of cervical cancer (Canadian Cancer Society, 2016f).

Ocular Melanoma. Ocular melanoma arises from malignant tumours in the pigmented
cells of the eye. It is a type of noncuteaneous melanoma that affects the intraocular space,
accounting for 5% of all melanomas, and is the second most common location of melanoma on
the body after cutaneous melanoma (Canadian Cancer Society, 2016g). In 2015, approximately
6,800 Canadians were diagnosed with melanoma (Canadian Cancer Society, 2016h). Although
considered to be a rare form of cancer, ocular melanoma is the most common type of primary
eye cancer in adults. In most cases, ocular melanoma affects only one eye, and 95% of tumours
originate in the uvea (choroid, ciliary body and iris; Canadian Cancer Society, 2016i).

The most recent Canadian statistics on ocular melanoma are from 2010, when 355
Canadians were diagnosed with the disease (Canadian Cancer Society, 2016j). Ocular melanoma
is generally more prevalent in men, but Canadian statistics show almost equal proportion of men

and women being diagnosed with this form of cancer (Canadian Cancer Society, 2016j). Risk



factors for this disease include having light skin and eyes, and long-term exposure to artificial
UV radiation, such as welding or indoor tanning (Canadian Cancer Society, 2016i). Most ocular
melanomas grow slowly, and incidence increases with age (McLaughlin et al., 2005). In 2010,
40 Canadians died from ocular melanoma (Canadian Cancer Society, 2016j).

Earlier diagnosis and treatment of this cancer type are related to better outcomes.
Treatment of ocular melanoma originating in the uvea varies from active observation to complete
removal of the eye, depending on the site and size of the tumour (Jovanovic et al., 2013). In
addition to surgery, radiation and chemotherapy treatments are also common. Prognosis of ocular
melanoma varies with the size and location of the tumour at diagnosis. Less than 4% of patients
have metastatic disease at diagnosis, however, approximately half of patients will develop
metastases during the course of the illness (Jovanovic et al., 2013). The five-year survival rates
for tumours located in the iris and in the choroid are 95% and 35%, respectively. The survival
rate of tumours originating in ciliary body is difficult to determine due to tumour rarity, but
generally, prognosis is poor (Canadian Cancer Society, 2016j).

Fear of Cancer Recurrence

Despite increasing survival rates and treatment efficacy, the survivorship phase can be
difficult for cancer survivors. Studies have shown that cancer survivors have a variety of unmet
needs, with fear of cancer recurrence (FCR) being the most frequently reported concern (Baker,
Denniston, Smith, & West, 2005; Lebel, Rosberger, Edgar, & Devins, 2007). Unmet needs are
services or resources related to psychosocial care that patients view as both important and
unsatisfied (Soothill et al., 2001). More specifically, unmet needs are perceived as essential for
one’s wellbeing, but are viewed as unavailable in the amount that is considered necessary

(Lopez, 2016; Sanson-Fisher et al., 2000; Soothill et al., 2001; Waller, Boyes, Carey & Sanson-



Fisher, 2015). When left unaddressed, unmet needs (i.e., addressing FCR) increase psychological
morbidity and subsequently reduce quality of life over time (Hodgkinson et al., 2007).

FCR is defined as “fear, worry or concern relating to the possibility that cancer will come
back or progress” (Lebel et al., 2016, p. 3266). FCR is a psychosocial concern that has been
described as the sword of Damocles that hangs over patients’ heads for the rest of their lives
(Muzzin, Anderson, Figueredo, & Gudelis, 1994). As a relatively new phenomenon, FCR has
only garnered research attention over the last two decades.

Prevalence of FCR. Studies have shown that moderate-to-high levels of FCR affect 22
to 87% of cancer patients (Crist & Grunfeld, 2013; Koch, Jansen, Brenner, & Arndt, 2013;
Llewellyn, Weinman, McGurk, & Humphris, 2008; Simard et al., 2013; Thewes et al., 2012;
Vickberg, 2003), and can persist for several years after diagnosis (Crist & Grunfeld, 2013).
Simard et al. (2013) found that an average of 49% of cancer survivors reported moderate to high
levels of FCR, and an average of 7% reported high levels of FCR. Furthermore, FCR is
associated with maladaptive coping strategies such as hyper-vigilance, excessive bodily
checking, and reassurance-seeking, which is the tendency to excessively seek reassurance from
others in an effort to assuage anxiety (e.g., frequent contact with one’s physician or follow-ups
with one’s cancer care team; Armes et al., 2009; Lebel et al., 2007; Lebel et al., 2013).
Reassurance-seeking can be detrimental in the long-term amongst anxious patients, as it may
reinforce maladaptive coping strategies and promote enduring anxiety (Lebel et al., 2013). Koch
et al. (2014) conducted a study of 2,671 breast cancer survivors, and found that a small (but
relevant) portion of survivors reported moderate (11%) to severe (6%) levels of FCR. Custers et
al. (2015) found that 52% of gastrointestinal stromal tumour (GIST) patients reported high levels

of FCR. These discrepant percentages in FCR may be attributed to the variety of different



measures used to assess FCR, and the lack of validated clinical cut-off scores for measuring
FCR.

Given that a recurrence of cancer is a realistic possibility, patients’ fears are not
unfounded (Herschbach & Dinkel, 2014). In a study conducted with 1,721 cancer patients with
mixed cancer sites and tumour stages, the most distressing problem reported was fear of disease
progression/recurrence, which was endorsed by 68% of patients (Herschbach et al., 2004).
Further studies with cancer survivors have indicated that FCR either did not decrease over time
(Llewellyn et al., 2008), or remained stable over time (Mehta, Lubeck, Pasta, & Litwin, 2003).
Simard and Savard (2009) found that time was not related to the degree of FCR reported by
participants. Furthermore, Simard et al. (2013) conducted a systematic review, and found 20
cross-sectional studies that did not report significant changes in FCR over time.

Predictors and characteristics of FCR. Predictors of FCR include younger age (Crist &
Grunfeld, 2013; Koch et al., 2014; Lebel, Beattie, Ares & Bielajew, 2013; Simard et al., 2013,
van de Wal et al., 2015), and the presence of somatic symptoms, such as fatigue or pain (Simard
et al., 2013). Additionally, Simard et al. (2013) found that women tend to experience more FCR
than men, and that loved ones of cancer patients, such as caregivers and/or partners, can also
experience the impact of FCR. Nevertheless, while more than 40 predictors of FCR have been
studied (Crist & Grunfeld, 2013), few have been identified as strong predictors of FCR.
Researchers have examined factors such as coping strategies, optimism and social support,
although results have been contradictory across various studies (Simard et al., 2013). Some
studies have found low self-esteem, denial, and avoidance-oriented coping to be predictors of

future FCR (Stanton, Danoff-burg & Huggins, 2002; Wade, Nehmy & Koczwara, 2005). Thewes
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et al. (2012) conducted a systematic review and found that clinically high FCR levels at baseline
are a stronger predictor of higher and long-term FCR.

With regards to presence of FCR severity across cancer types, results appear to be mixed.
van de Wal, van de Poll-Franse, Prins, and Gielissen (2015) conducted a study with 2,615
survivors with mixed cancer types and tumour stages, and found no significant differences in
severity of FCR between any of the cancer types. Similarly, a relationship between FCR and
cancer type was not detected in other studies (Deimling, Bowman, Sterns, Wagner & Kahana,
2006; Mellon, Kershaw, Northouse & Freeman-Gibb, 2007). However, Savard and lvers (2013)
found that as compared to survivors with other cancer types, higher FCR was found in head and
neck cancer survivors. Other studies report disparate findings, suggesting that prostate cancer
survivors experience lowest levels of FCR, whereas FCR is comparable across breast, colorectal
and lung cancer patients (Simard & Savard, 2009; Simard, Savard & lIvers, 2010). Results from
these studies suggest that FCR is a universal construct, experienced by survivors of various
cancer types.

Psychosocial outcomes. Despite the aforementioned findings, there is little evidence that
current medical management is addressing FCR among cancer survivors. Clinical levels of FCR
have been associated with impaired functioning, psychological distress, stress-response
symptoms, lower quality of life (Vickberg, 2003), and increased use of health care resources
(Lebel, Tomei, Feldstain, Beattie, & McCallum, 2013). When left untreated, FCR can increase
health care utilization demands and costs. Specifically, FCR was significantly related to
outpatient visits, emergency department visits, and amount of medications used. These outcomes
are partially due to the lack of a well-defined process for directing patients struggling with FCR

(Lebel et al., 2013). Additionally, there is evidence that patients with cancer who endorse high
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levels of FCR are more likely to refuse discharge from a cancer centre and follow-up with a
primary care provider, and are more likely to seek re-admission to a specialized cancer centre
(Glynne-Jones, Chait, & Thomas, 1997). Furthermore, higher levels of FCR can negatively
impact quality of life, with overall well-being and functioning in social, emotional, physical and
cognitive areas all significantly affecting FCR (Crist & Grunfeld, 2013; Koch et al., 2014,
Simard et al., 2013). In sum, it is apparent that the clinical manifestations of FCR are highly
debilitating, and therefore require extensive study (Thewes et al., 2014). Given that high levels of
FCR predict long-term FCR, this further justifies the need for therapeutic interventions to
address this common concern.

Clinical presentations of FCR. FCR can manifest in a number of symptomatic ways.
High levels of FCR are often characterized by frequent rumination and anxious preoccupation
about a potential cancer recurrence, ongoing efforts to monitor for potential recurrences, and an
attempt to avoid any reminders of cancer (Lee-Jones, Humphris, Dixon, & Hatcher, 1997). Other
hallmarks of FCR include the excessive use of maladaptive coping strategies (e.g., body
checking and reassurance-seeking) and the presence of intrusive thoughts. Additionally, physical
sensations that are not indicative of recurrence (e.g., aches and pains) may be misinterpreted as
the return of cancer, and may subsequently evoke negative feelings initially experienced upon
diagnosis and treatment (Lee-Jones et al., 1997). Moreover, persistent moderate-to-high levels of
FCR significantly interfere with everyday living, affecting quality of life, causing uncertainty
about the future (Beesley et al., 2008), straining social supports (Armes et al., 2009), disturbing
planning for the future (Lee-Jones et al., 1997), and leading to significant psychological burden
(Thewes et al., 2012). Custers et al. (2015) found that patients with high levels of FCR reported

higher levels of psychological distress, difficulty planning for the future, and functional
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impairment than did patients with lower levels of FCR. Studies have also indicated that clinical
FCR is associated with other clinical mental health concerns, including depression, anxiety, and
higher levels of psychological morbidity (i.e., distress; Koch et al., 2014; Simard et al., 2013).
The aforementioned findings illustrate the impact and consequences of FCR on cancer survivors.
As a result, this construct requires further study (Thewes et al., 2014).

Measuring clinical FCR. At the present time, there is no consensus on what constitutes
“clinical” versus “non-clinical” FCR. The absence of a consensus on the differentiating
characteristics may be inhibiting the formulation of a definition and accurate measurement
(Herschbach & Dinkel, 2014; Simard & Savard, 2015; Thewes et al., 2012). Furthermore, a
clinical cut-off level of FCR has not been established. While some FCR instruments propose cut-
off scores to identify “high” or “clinical” FCR (Simard et al., 2013; Thewes, Zachariae,
Christensen, Nielsen, & Butow, 2015), the absence of a gold-standard clinical interview or
measure makes validating cut-off scores difficult (Lebel et al., 2016). For example, the
recommended clinical cut-off score on the Fear of Cancer Recurrence Inventory-Short Form
(FCRI; Simard & Savard, 2009), which corresponds to the severity subscale of the FCRI, is
currently being debated (i.e., a score of 13 versus a score of 22; Fardell et al., 2016). However,
efforts have been made to measure clinical levels of FCR with cancer survivors using purpose-
designed clinical interviews, such as the Semi-Structured Interview for Fear of Cancer
Recurrence (SIFCR; Simard & Savard, 2015), although further validation of its content is
necessary (Lebel et al., 2016).

FCR and distress. While there is clearly an association between FCR and distress, these
constructs are not synonymous. As previously noted, FCR is “fear, worry or concern relating to

the possibility that cancer will come back or progress” (Lebel et al., 2016, p. 3266), and FCR
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consists of cognitions (e.g., “this pain means the cancer has come back for sure”), emotions (e.g.,
anxiety, sadness), and behaviours (e.g., hypervigilance towards one’s bodily symptoms).
Conversely, distress is a “multi-factorial unpleasant emotional experience which extends along a
continuum, ranging from common normal feelings of vulnerability, sadness, and fear, to
problems that can become disabling, such as depression, anxiety, panic, social isolation, and
existential and spiritual crises” (Holland et al., 2007). The difference between both constructs
illustrates how specific treatment must be for cancer survivors, and brings forth the question of
which psychological treatments are most effective for this patient population.
Review of Empirical Interventions for Patients with Cancer

In regards to evidence-based psychological treatments, Cognitive Behavioural Therapy
(CBT) is a structured, short-term, present-oriented form of psychotherapy, directed towards
solving current problems and modifying dysfunctional thinking and behaviour (Beck, 1964).
Moorey and Greer (2002) developed one of the first CBT intervention programs specifically for
cancer patients, entitled Adjuvant Psychological Therapy (APT). This brief psychotherapeutic
intervention was modelled on Beck’s (1964) cognitive therapy, and is designed for use with
various therapeutic modalities (including individual therapy, group therapy, and couples therapy;
Moorey & Greer, 2002). APT is to be used in conjunction with patients’ medical oncology
treatments (e.g., adjuvant chemotherapy), and consists of four specific therapeutic components:
cognitive techniques (e.g., thought monitoring, cognitive restructuring), behavioural techniques
(e.g., relaxation exercises, behavioural experiments), emotional expression techniques (i.e.,
addressing feelings associated with a cancer diagnosis), and interpersonal elements (e.g.,

encouraging effective communication between partners). The authors maintain a flexible
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approach to treatment, and suggest tailoring the treatment depending on the specific needs and
therapeutic goals of the patient (Moorey & Greer, 2002).

Numerous studies have illustrated that CBT interventions can have positive outcomes for
individuals living with cancer. Patients with cancer who participated in CBT groups showed a
reduction in depression and anxiety (Edelman, Bell, & Kidman, 1999; Greer et al., 1992;
Herschbach et al., 2010; Qiu et al., 2013) and symptom-related distress (Breitbart et al., 2012),
an increase in coping skills and self-growth (Kissane et al., 2003), and an increase in quality of
life (Breitbart et al., 2012; Lee, Lim, Yoo, & Kim, 2011; Penedo et al., 2006; Qiu et al., 2013;
Simpson, Carlson, & Trew, 2001). Furthermore, CBT interventions for cancer patients have
successfully reduced insomnia (Fiorentino et al., 2010) and symptom burden (Breitbart et al.,
2012), and increased emotional well-being, positive affect, and benefit finding (i.e., a range of
positive psychological changes that result following a traumatic event, such as enhanced sense of
purpose, changes in life priorities, and enhanced spirituality; Antoni et al., 2006; Kissane et al.,
2003; Helgeson, Reynolds & Tomich, 2006; Penedo et al., 2006). It is worth noting that the
interventions discussed are not an exhaustive list of CBT treatments for cancer survivors, as this
is beyond the scope of this dissertation. For extensive reviews of the efficacy of CBT
interventions for cancer survivors, please see Osborn, Demoncada and Feuerstein’s (2006) meta-
analysis on psychosocial interventions for depression, anxiety, and quality of life in adult cancer
survivors, Tatrow and Montgomery’s (2006) meta-analysis on CBT techniques for managing
distress and pain in breast cancer patients, and Faller et al.’s (2013) systematic review and meta-
analysis on various psycho-oncologic interventions for emotional distress and quality of life.

While CBT treatments can be effective for patients with cancer, it appears that most

therapeutic interventions are offered in a group therapy format, and are sex-specific. As
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evidenced in the literature, many therapeutic interventions for patients with cancer are typically
group therapies, and most of these interventions have specifically been tailored for patients with
breast cancer (Classen et al., 2001; Kissane et al., 2003; Lee et al., 2011; Qiu et al., 2013;
Simpson et al., 2001). Additionally, most group interventions for individuals with cancer are sex-
specific, as the groups are available to males only or females only (Edelman et al., 1999; Penedo
et al., 2006; Qiu et al., 2013, Simpson et al., 2001). While there are some mixed-sex group
interventions (Breitbart et al., 2012; Greer et al., 1992), these interventions are often not specific
to one type of cancer (i.e., mixed-sex therapy groups are typically available to males and females
with different cancer diagnoses).

While there are numerous group therapy options available, there appears to be an absence
of individualized clinical interventions for patients with cancer. As a result, patients may not
have access to the necessary therapeutic modality of their choice. Indeed, patients who receive
the treatment modality of their preference report better therapeutic outcomes by the end of
treatment (Carlson et al., 2014). Individual therapy interventions can also provide access to care
for patients who are less comfortable in group therapy settings, or, where comprising a therapy
group may not be possible (e.g., rural settings). Additionally, results from Osborn et al.’s (2006)
meta-analysis revealed that individually-based interventions for cancer patients have been found
to be more effective than group-based interventions. Specifically, various CBT approaches
provided in an individual format assisted cancer survivors in reducing emotional distress and
improving quality of life (Osborn et al., 2006), further suggesting the importance of developing
individualized intervention protocols.

While there are interventions that adequately address distress amongst cancer patients,

there are limited published interventions that specifically address FCR within this population.
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Given the detrimental impact of FCR on cancer survivors, there appears to be a growing need for
treatment protocols addressing this construct.

Previous interventions that address FCR. To date, there are limited published
interventions that have examined fear of disease progression, a concept related to FCR.
Herschbach et al. (2010) examined the effects of a CBT group intervention and a supportive
existential group therapy for patients with cancer or arthritis. Results indicated that both
interventions successfully reduced fear of disease progression in patients when compared to a
control group. However, the interventions were only effective for cancer patients, particularly for
individuals whose cancer had recurred or metastasized. A secondary analysis of this data showed
superior cost-effectiveness of the group CBT as compared to the supportive existential group
therapy for patients with high fear of disease progression (Sabariego, Brach, Herschbach, Berg &
Stucki, 2011). Subsequent analyses demonstrated that patients with higher education were more
likely to report a reliable decrease in FCR (Dinkel et al., 2012).

Humphris and Ozakinci (2008) developed the Adjustment to the Fear, Threat, or
Expectation of Recurrence (AFTER) intervention to address FCR in head and neck cancer
patients, although results of this study are yet to be published. Furthermore, there are several
study protocols for the treatment of FCR that have been or are currently being tested in ongoing
randomized controlled trials (RCTSs). Lewis et al. (2013) conducted an RCT on 76 breast cancer
patients, who were randomized to either a 15-session FCR exposure group or a 15-session
support group. The researchers found that as compared to patients who attended the support
group, patients in the FCR exposure group showed a significantly greater reduction in
psychological distress associated with FCR (Lewis et al., 2013). Additionally, Butow et al.

(2013) developed and pilot-tested the Conquer Fear Intervention, an individual therapy that aims
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to address FCR in breast and colorectal cancer patients. The Conquer Fear Intervention is
delivered in 5 sessions consisting of 60-90 minutes each, and meta-cognitive and Acceptance and
Commitment (ACT) techniques are utilized throughout the intervention. The pilot study (n=8)
demonstrated clinically and statistically significant reductions in FCR and cancer-specific
distress, and demonstrated clinically significant improvements in quality of life post-intervention
(Smith et al., 2015). Butow et al. (2013) are presently testing the Conquer Fear Intervention in a
multicentre RCT, with patients randomized into the intervention group or relaxation-training
group. Results of the study are yet to be published. Furthermore, van de Wal et al. (2015) are
presently testing the Survivors Worries of Recurring Disease (SWORD) intervention as
compared to a treatment as usual (TAU) group in 104 breast, prostate and colorectal cancer
patients. The SWORD intervention consists of a combined online and face-to-face CBT
approach, and is delivered over 9 sessions ranging from 15 minutes (e-consultation or telephone
session) to 90 minutes (face-to-face session). Results of this RCT are yet to be published.

While few studies exist in which FCR is a primary outcome variable, there are group
intervention studies for survivors of cancer in which FCR is a secondary outcome variable.
Specifically, Lengacher et al. (2009) assessed whether a mindfulness-based stress reduction
(MBSR) group therapy had a positive effect on breast cancer survivors’ emotional outcomes via
an RCT, and found a significant decrease in participants’ FCR levels upon completion of the
intervention. Lengacher et al. (2011) also conducted an RCT with a similar MBSR group, and
found significant improvement in FCR after patients completed an 8-week MBSR program.
Shields et al. (2010) assessed the efficacy of a telephone-based intervention, designed to improve
communication between breast cancer patients and physicians and increase participants’ self-

efficacy. The researchers found that the intervention was not successful in decreasing survivors’
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FCR levels. Cameron, Booth, Schlatter, Zingskas, and Harman (2007) assessed whether a group
intervention could alter emotional regulation and increase adjustment in women with breast
cancer. The researchers found a significant decrease in FCR post-intervention, although these
results were not maintained at the 6 and 12-month follow-up. Seitz et al. (2014) conducted a pilot
study of an internet-based CBT intervention for long-term pediatric cancer survivors. The online
intervention consists of written exercises and expressive communication with therapists. The
researchers found significant decreases for Fear of Progression/Relapse at the end of the
intervention, with an effect size of 0.48, and the effects were maintained at 3-month follow up
(Seitz et al., 2014). Therefore, while the existing interventions are informative and can help
assuage cancer patients’ distress, there is a growing need for the development and rigorous
testing of evidence-based interventions studies that target FCR (Thewes et al., 2014),
specifically, individually-based interventions.

In summary, there is only one RCT that has been published in a very different health care
system with cancer inpatients (Herschbach et al., 2010), and other studies on FCR have either
been pilot studies (Smith et al., 2015) or addressed FCR as a secondary outcome (Cameron et al.,
2007; Lengacher et al., 2009; Lengacher et al., 2011; Seitz et al., 2014; & Shields et al., 2010).
As a result, there is a pressing need for a new, individualized FCR intervention that a) addresses
FCR as a primary outcome variable, b) is grounded in evidence-based treatment; c) is
manualized, to ensure consistency in the delivery of the therapeutic content across patients, and
d) can be made available for patients living with this concern. Therefore, the intervention tested
in this dissertation, which was guided by Lebel and Maheu’s (2009) group FCR intervention,
sought to address these gaps in the literature. Lebel and Maheu’s (2009) intervention is further

described below.
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Guiding Intervention

As a result of the lack of published interventions to treat FCR, Lebel and Maheu (2009)
created a manualized cognitive-existential group intervention for patients with FCR. Their
intervention was adapted from Kissane’s (2003) cognitive-existential group therapy for women
with breast cancer, and further adapted to include existential elements, such as authentic living
and freedom and responsibility (Yalom, 2005), processing of the here-and-now, and finding
meaning in life post-diagnosis. The intervention consists of six consecutive, 120-minute weekly
group therapy sessions; with homework exercises assigned each week. Lebel et al. (2014) pilot-
tested their intervention with breast and ovarian cancer participants (n=56). Participants were
recruited from the Division of Gynecologic Oncology at The Ottawa Hospital in Ottawa,
Ontario, and the Cancer Survivorship Program at Princess Margaret Cancer Centre in Toronto,
Ontario. All group leaders were health care professionals (i.e., psychologists, social workers, and
nurses; n=8) with previous training in psychotherapy. Results of the study demonstrated
significant improvement, with a moderate effect size between pre-and post-testing in FCR
(1*=0.73), cancer-specific distress (1°=0.38), quality of life (°=0.54), uncertainty (°=0.41), and
coping strategies (°=0.16-0.27). This intervention is currently being further tested in a multi-site
RCT.

Theoretical models. Lebel and Maheu’s (2009) cognitive-existential intervention is
theoretically guided by the following models: the Common Sense Model (CSM; Lee-Jones,
Humphris, Dixon & Hatcher, 1997; Leventhal, Diefenbach & Leventhal, 1992), Mishel’s
Uncertainty in Illness Theory (Mishel, 1988), and cognitive models of worry (Dugas, Gagnon,
Ladouceur & Freeston, 1998; Ladouceur et al., 2000; Langlois, Ladouceur, Patrick, & Freeston,

2004).
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The CSM (Leventhal et al., 1992) was initially proposed to explain adherence to medical
regimens, and was further expanded by Lee-Jones et al. (1997) in the most exhaustive and
comprehensive theoretical formulation of FCR to date (Fardell et al., 2016). According to the
CSM, experiencing internal and external triggers increases the perception that one is at risk of
recurrence, which in turn heightens FCR. Examples of internal triggers include fatigue and pain,
and examples of external triggers include medical appointments, anniversary date of diagnosis,
and media exposure to cancer. These triggers function as reminders of the disease, or as evidence
that the disease may have returned. Once the perception of being at risk for recurrence is
activated, patients focus even more on physical sensations, interpreting these sensations as
further evidence of a recurrence. In cases of clinical FCR, this can result in anxious
preoccupation, personal checking behaviours, and over-seeking reassurance from doctors and/or
family members (Lee-Jones et al., 1997). These inappropriate coping strategies (e.g., avoidance,
checking behaviours) provide temporary relief from FCR by providing immediate reassuring
feedback. However, this relief is often short-lived, and ultimately increases FCR over time (Lee-
Jones et al., 1997).

According to the Uncertainty in Iliness Theory (Mishel, 1988), uncertainty is generated
when components of illness and illness-related events possess the characteristics of
inconsistency, complexity, unpredictability, and lack of information in situations of importance
to the individual. Uncertainty, in turn, increases psychological distress and perceived risk of
recurrence, thereby increasing FCR and reducing quality of life (Lee-Jones et al., 1997; Mishel,
1988). IlIness uncertainty is also compounded by the possibility that the cancer could recur at

any time, and that triggers or reminders of the cancer experience are often unpredictable.
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According to this model, cancer survivors who possess better knowledge of the signs and
symptoms of recurrence should experience less uncertainty, and therefore less FCR.

Cognitive models of worry (Dugas et al., 1998; Ladouceur et al., 2000; Langlois et al.,
2004) suggest that one of the functions of worry is to avoid feared outcomes by interfering with
emotional processing. Furthermore, cognitive models of worry suggest that people who worry
tend to hold faulty beliefs about the benefits of worry (e.g., “If I do not worry about my health, I
will miss early signs of recurrence”), and that people who worry have lower tolerance for
uncertainty than do people who do not worry excessively (Ladouceur et al., 2000). Many of the
characteristics of FCR are similar to those of Generalized Anxiety Disorder (GAD), a
psychological disorder characterized by excessive anxiety or worry about several routine things
(e.g., intrusive thoughts, persistent worry about health, and faulty beliefs about the benefit of
worry; Simard et al., 2010). Dugas et al.’s (1998) conceptual model of GAD maintains that
intolerance of uncertainty, faulty beliefs about the benefit of worry, poor problem orientation,
and cognitive avoidance are key components in the maintenance of GAD. Similarly, individuals
with elevated levels of FCR may consider anything less than complete certainty that they are
cancer-free as inadequate, which may explain their increased use of coping strategies (e.g.,
personal checking behaviours, seeking medical reassurance). While FCR has been found to be
different than GAD, there are shared underlying mechanisms between these constructs (Simard
et al. 2015). It is also important to differentiate between the constructs of uncertainty and
intolerance of uncertainty: While uncertainty measures the ambiguity associated with cancer and
its treatment, intolerance of uncertainty reflects a difficulty in tolerating and coping with even

small amounts of ambiguity or uncertainty when facing cancer.
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Figure 1. Model of Fear of Cancer Recurrence (Lebel et al., 2014; adapted from Lee-Jones et al.,

1997).



23

Current Studies

This dissertation consists of two studies. The objectives of the first study, a small-scale
pilot investigation, were to: 1) adapt and standardize Lebel and Maheu’s (2009) cognitive-
existential group intervention to an individual format; and 2) pilot-test the feasibility,
acceptability, and satisfaction with the individual FCR intervention. The objective of the second
proposed study, an RCT, was to pilot-test the efficacy of the same individual FCR intervention
as compared to a wait-list control group.

The current studies were conducted with the support and assistance of members of the
Psychosocial Oncology Program, the Wellness Beyond Cancer Program, and the Psychology
Department, all located at The Ottawa Hospital, General Campus. The Psychosocial Oncology
Program provides support and rehabilitation for individuals living with cancer, from diagnosis to
treatment to palliative care, if necessary. The Psychosocial Oncology Program consists of a
multidisciplinary team, including a clinical psychologist, psychiatrists, social workers, nurses,
and occupational therapists, who offer a range of services for patients, including psychological,
emotional, social, and practical support. The Wellness Beyond Cancer Program consists of a
multidisciplinary team of health care providers who provide patients at the end of their cancer
treatment with appropriate follow-up care and resources based on their needs. The Wellness
Beyond Cancer program is comprised of oncologists, primary care providers, and nurse
practitioners. The Psychology Department consists of approximately 38 psychologists, who are
involved in clinical services, research, and training activities.

As previously mentioned, approval was obtained from the Institutional Research Ethics

Boards of all affiliated investigators: The University of Ottawa and The Ottawa Hospital.
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Rationale for current studies. Adapting, standardizing, and pilot-testing the individual
therapy version of the existing FCR group intervention served to facilitate participation for
survivors less inclined to participate in group therapy, and allowed for therapeutic services where
organizing and implementing a group intervention may not be feasible. Unfortunately, the lack
of interventions designed to address FCR leaves clinicians unequipped in helping cancer
survivors experiencing these fears. While intervention research on FCR is emerging (Thewes et
al., 2012), it appears that very few individual therapeutic interventions exist that specifically
target FCR. Furthermore, to date, it appears that limited interventions exist for both men and
women living with FCR. Thus, the current studies intended to address the gaps in the literature
by adapting the aforementioned FCR group intervention to an individual therapy format.

Study 1. The following manuscript entitled “A Cognitive-Existential Intervention to
Address Fear of Recurrence in Men and Women with Cancer: A Feasibility Study” describes the
outcome of administering the individual FCR intervention to n=3 cancer survivors with
moderate-to-high FCR. Study 1 was based on the following hypotheses: 1) Participants would
find the intervention feasible, acceptable, and satisfactory; 2) Participants would show a
reduction in their FCR and cancer-specific distress immediately after completing the
intervention.

Originally, the intent was to recruit colorectal cancer survivors who had completed
cancer treatments (n=2 females and n=2 males) for participation in study 1. Colorectal cancer
patients were chosen for two reasons: 1) Colorectal cancer patients represent the largest mixed
sample cancer group; 2) Colorectal cancer patients are the third most prevalent group after breast
and prostate cancer (Canadian Cancer Society, 2016c). Despite exhaustive recruitment efforts

over a period of five consecutive months, it was not feasible to solely recruit colorectal cancer
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survivors. As a result, recruitment was opened to all cancer sites, and two breast cancer survivors
were subsequently included in the sample. One male colorectal cancer survivor completed the
FCR intervention.

As previously noted, for the purposes of this dissertation, the methods, results, and
discussion for study 1 were written in further detail, as the original manuscript was accepted as a
brief commentary in the journal of Supportive Care in Cancer (Tomei, Lebel, Maheu &
Mutsaers, 2016). Due to the 1,000-word limit of the commentary, the paper has been revised to
include the necessary details of the study. The published commentary is included in Appendix K
for further review.

Study 2. The manuscript entitled “Examining the Efficacy of an Intervention for Fear of
Cancer Recurrence: A Randomized Controlled Clinical Trial Pilot Study” illustrates the results
of an RCT with 25 female cancer survivors. The goal of the study was to examine the efficacy of
the individual FCR intervention, with participants randomized to either an experimental group or
a wait-list control group. Study 2 was based on the following hypotheses:

1) Participants in the experimental group would have lower scores on the primary outcome
measure of FCR after treatment than would participants in the wait-list control group;

2a) Participants in the experimental group would have lower scores on secondary outcome
measures of cancer-specific distress, intolerance of uncertainty, uncertainty in illness, cognitive
avoidance, reassurance-seeking, and faulty beliefs about worrying than would participants in the
wait-list control group;

2b) Participants in the experimental group would demonstrate enhanced coping skills in positive
reinterpretation and growth, acceptance, and use of emotional support, and report better mental

and physical quality of life after treatment, than would participants in the wait-list control group;



26

3) When grouped together, all participants (both experimental group and wait-list control group)
would have lower scores on the primary outcome measure of FCR after treatment, and these
effects would be maintained at 3-month follow-up;

4a) When grouped together, all participants (both experimental group and wait-list control
group) would have lower scores on the secondary outcome measures of cancer-specific distress,
intolerance of uncertainty, uncertainty in illness, cognitive avoidance, reassurance-seeking, and
faulty beliefs about worrying; and these effects would be maintained at 3-month follow-up;

4b) When grouped together, all participants (both experimental group and wait-list control
group) would demonstrate enhanced coping skills in positive reinterpretation and growth,
acceptance, and use of emotional support, and report better quality of life after treatment, and
these effects would be maintained at 3-month follow-up.

Originally, the intent was to recruit n=10 men and n=10 women for study 2, in order to
address the gaps in the literature for individual therapy targeting FCR for mixed sexes. However,
despite extensive recruitment efforts over a period of six months, it was not possible to recruit 10
male survivors. Due to recruitment time restraints, the remaining sample was opened to all
female cancer survivors of mixed cancer sites.

As previously noted, the methods in study 2 have been written in further detail, as the
paper has been submitted to the journal of Supportive Care in Cancer. Due to the word limit of
the journal submission, the paper has been revised for the purposes of this dissertation to include
the necessary details of the study. The submitted article has been included in Appendix L for

additional review.
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Abstract
The current study explored the feasibility, acceptability, and satisfaction of an individualized,
manualized, 6-week cognitive-existential intervention for fear of cancer recurrence (FCR). The
current study also focused on addressing gaps in the literature regarding the absence of
therapeutic interventions for FCR. In this pilot study, n=3 cancer survivors (1 male, 2 females)
completed a one-on-one therapy intervention for the psychological treatment of FCR. Sessions
were 60-90 minutes long, and included cognitive restructuring exercises, behavioural
experiments, relaxation techniques, existential processing of the here-and-now, and finding
meaning in life post-diagnosis. Participants completed questionnaire packages including the Fear
of Cancer Recurrence Inventory (FCRI) and the Impact of Events Scale (IES), during a 4-week
baseline period and throughout the 6-week intervention. Participants also completed post-session
feedback questionnaires inquiring about their opinions on each session, and completed an exit
interview to determine their overall feedback on the intervention. Line graphs revealed that the
individual intervention may have helped survivors living with elevated FCR. While participants
remained in the clinical range for FCR at discharge, line graphs indicated downward trends in the
expected direction for both FCR and cancer-specific distress. Furthermore, n=2 participants were
no longer in the clinical range on the IES, suggesting decreases in cancer-specific distress.
Content and thematic analysis of the exit interviews revealed that all participants found the
intervention useful and that the sessions had favourable pacing and length. A larger scale
randomized controlled trial (RCT) is needed to further test the effectiveness of this FCR

intervention.
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A Cognitive-Existential Intervention to Address Fear of Recurrence in Men and Women with
Cancer: A Feasibility Study

Fear of cancer recurrence (FCR) is defined as “the fear or worry that the cancer will
return or progress in the same area or another part of the body” (Vickberg, 2003). FCR can result
in psychological distress, impaired functioning, and lower quality of life (Vickberg, 2003). A
recent literature review estimated that about 49% of cancer survivors experience moderate-to-
high levels of FCR (Simard et al., 2013).

Despite a growing interest in FCR, there are few published psychological interventions
that specifically address this construct (Herschbach et al., 2010; Thewes et al., 2012), and none
that are available in more than one therapeutic modality, despite evidence suggesting that
patients who receive the treatment modality of their choice report better therapeutic outcomes by
the end of treatment (Carlson et al., 2014). As a result, clinicians are left with limited tools to
address this concern. To address this paucity in the literature, the second and third author
developed a manualized, six-week cognitive-existential (CE) group intervention. The CE
intervention is specifically aimed to help reduce FCR, and involves cognitive restructuring and
emotional processing exercises. Recently, Lebel et al. (2014) pilot-tested the CE group
intervention on n=56 women with breast or gynecological cancers. The intervention
demonstrated significant improvement in FCR (with an effect size of 0.73), immediately post-
therapy and at a 3-month follow-up (Lebel et al., 2014).

The Current Study

With the success of the aforementioned study by Lebel et al. (2014), and the absence of

individual therapeutic interventions addressing FCR, the first and second author adapted the CE

group intervention to a one-on-one format. There are limited therapeutic interventions that exist
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to address FCR that are available in an individual format, for both men and women living with
FCR. Therefore, this pilot study of the individual CE intervention included male and female
cancer survivors (n=3) experiencing moderate-to-high FCR. The goal of the study was to test the
feasibility, acceptability, and satisfaction of the individual FCR intervention.

Feasibility is defined as the ease or convenience of study execution (Soanes & Stevenson,
2005; as cited in Feeley & Cossette, 2009). For the purposes of this study, feasibility was
measured by the research team’s ability to successfully execute the proposed research plan and
study procedures, and deliver the intervention to participants as intended (Feeley & Cossette,
2009). Specifically, feasibility was assessed by examining the time needed to reach the desired
sample size, the number of participants screened for eligibility and enrolled in the intervention,
whether male and female colorectal cancer survivors could successfully be recruited and retained
in the intervention, whether the intervention could be delivered to participants as planned, the
number of dropout rates, and questionnaire compliance (i.e., if participants were able to complete
the questionnaires in a timely manner — once a week for 10 weeks, including a baseline period
and after each intervention session). Feasibility was assessed to determine whether this
intervention was appropriate for further testing in a larger pilot randomized controlled trial
(RCT).

Acceptability has a number of definitions, including whether the intervention is suitable
according to the clinical population of interest and the intervention provider (Feeley & Cossette,
2009); whether participants find the treatment fair, reasonable, or intrusive (Kazdin, 1980); or
how well the treatment is received by a target population (Ayala & Elder, 2011). Acceptability
was measured through the use of post-session feedback questionnaires and a qualitative exit

interview for participants to complete at the end of therapy.
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For the purposes of this study, patient satisfaction was measured by the extent to which
patients were pleased with the care they received from the intervention provider. The measures
used to determine patient satisfaction included the aforementioned post-session feedback
questionnaires and qualitative exit interview.

The authors hypothesized that it would be feasible to deliver the FCR individual
intervention as intended, and that participants would find the intervention to be acceptable and
satisfactory. Furthermore, the authors hypothesized that participants’ results on the outcome
measures would show downward trends in FCR and cancer-specific distress after completing the
intervention. A mixed methods design (i.e., the inclusion of both quantitative and qualitative data
collection) was chosen in order to enhance the richness of data collected.

Methods
Participants

Participants were recruited from The Ottawa Hospital’s (TOH) Psychosocial Oncology
Program (PSOP) via study posters and referrals from health care professionals employed at
TOH. Participants included in this study were the first consecutively assessed individuals who
met study inclusion criteria. As this study is a pilot intervention, n=4 cases was determined to be
an appropriate amount for assessment of acceptability, feasibility, and satisfaction in participant
ratings, as seen in FCR-related pilot studies (Smith et al., 2015).

Study inclusion criteria included the following: a) men and women diagnosed with cancer
(stages I-111), b) fluency in English, c) 18 years of age or older, d) clinical level of FCR as
indicated by a score of 13 or greater on the severity subscale of the FCRI (Simard & Savard,
2009; range 0-36), e) clinical distress level as indicated by a score of at least 24 on the IES

(Horowitz, Wilner & Alvarez, 1979; range 0-75), and f) completion of cancer treatment (e.g.,
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chemotherapy, radiation, and/or surgery). Exclusion criteria were as follows: a) the refusal to
provide informed consent; b) non-understanding of the English language, c) Stage IV cancer (as
these individuals are facing end-of-life issues, are often too sick to complete treatment, and/or
are dealing with active disease, as opposed to threat of recurrence), d) previous cancer recurrence
(as the study focused on individuals with a first occurrence of cancer), ) current enrollment in
group or individual psychotherapy for cancer issues during the treatment; and f) self-disclosure
of unmanaged mental health disorder (as any pre-existing mental health concern may interfere
with the psychological treatment of FCR).
Procedure

Interested potential participants were asked to contact the first author for additional
information on the study. Prior to receiving the treatment, participants were screened in an initial
telephone meeting by the first author (see Appendix A for telephone screening and eligibility
script). For those individuals who met inclusion criteria, a pre-therapy meeting was organized
between the first author and the participant. During these meetings, the first author administered
research consent forms, discussed general expectations, addressed any relevant questions, and
prepared participants for the onset of the intervention. The pre-therapy meeting was also used to
determine if patients were suitable for this intervention (e.g., inquiring about substance abuse,
determining pervasiveness of any existing mental health concerns, and assessing interpersonal
suitability for participation). The first author also administered the Mini International
Neuropsychiatric Interview (MINI; Sheehan & Lecrubier, 2006; available upon request) with
each participant in the pre-therapy meeting. The MINI is a structured diagnostic interview
instrument used to assess for major Axis | psychiatric disorders. The MINI was administered in

order to determine if potential participants had any pre-existing/comorbid Axis I diagnoses that
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might interfere with the treatment of FCR. Upon explaining the limits of confidentiality and
signing research consent forms, each participant was provided with a unique participant ID
number.

All participants were assigned to a 4-week baseline period prior to commencing the
therapy. The purpose of the baseline period was to determine if there were any changes in FCR
or cancer-specific distress as a function of time alone. Participants were asked to fill out an
online questionnaire package once a week, during the baseline period and also after each
intervention session (i.e., a total of 10 measurement time points, including the 4-week baseline
period and 6 intervention sessions). Participants were provided with a link to complete a weekly
online questionnaire package via Fluid Survey, an online survey software, and were asked to use
their respective participant ID number for identification purposes when completing the
questionnaires. Participants were informed that they were allowed to miss one session and
reschedule one session, as the presumed effectiveness of the intervention was contingent on
session attendance. To maximize attendance, all participants were reimbursed for their
parking/transportation fees for each session.

Approval was obtained from the two Institutional Research Ethics Boards of all affiliated
investigators: The Ottawa Hospital Health Science Network Research Ethics Board and The
University of Ottawa Research Ethics Board (see Appendix B for the approved consent form).
The first and second author discussed the process for adapting the group intervention therapist
and patient manuals (for more information on the original CE intervention, please see Lebel et
al., 2014). Changes from the group format included reducing the sessions from 120 to 60-90

minutes, having participants prepare a list of questions about recurrence in session 1, and
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extended discussion of existential concerns and processing the participants’ worst-case scenarios
in sessions 4 and 5.

The first author facilitated the adapted intervention with all study participants, for a total
of 18 therapy sessions (6 therapy sessions x 3 participants). The sessions were conducted at
PSOP at TOH Cancer Centre. All therapy sessions were video-recorded using a secure closed-
circuit camera, where video sessions were safely stored and reviewed on the hospital’s server.
The second author reviewed video recordings of all therapy sessions, in order to assess treatment
integrity and fidelity. A systematic fidelity checklist was created to ensure adherence to
treatment protocol (see Appendix C). Dr. Sophie Lebel rated the sessions according to the
fidelity checklist, and adherence to the therapist manual ranged from 82-94% across all therapy
sessions. Drs. Cheryl Harris and Sophie Lebel provided weekly clinical supervision for the first
authors’ therapy sessions.

The strictest confidentiality was ensured when storing participant data. All participants
were informed that their involvement in the study was known only by members of the research
team, and that all identifying information was kept in Dr. Cheryl Harris’ secured, locked office.
The video recordings of the therapy sessions were kept on TOH’s secured server, and were
deleted once the study was completed. Online questionnaire responses were saved in a password-
protected folder, and tangible copies of the questionnaire packages were stored in a secured,
locked filing cabinet at TOH.

Outcome Measures

Participants were asked to complete a series of online questionnaires via Fluid Survey

within 24 hours after each therapy session. In order to ensure the questionnaires were completed

in a timely fashion, the first author reminded each participant to fill out their questionnaire at the
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end of each therapy session (which resulted in a 100% response rate within the specified time
frame). The study questionnaire packages included the following inventories:

Demographic information form. Participants were given a demographic information
form package to complete at baseline (i.e., during the pre-therapy meeting). The demographic
form includes information about participants’ current marital status, highest education level,
current occupational status, ethnic background, age, annual income level, and medical history.

The Fear of Cancer Recurrence Inventory (FCRI; Simard & Savard, 2009) is a 42-item
multidimensional instrument that has been used to examine FCR in previous studies (Savard &
Ivers, 2013; Thewes et al., 2012). The FCRI is a comprehensive measure that uses a 5-point
Likert scale, ranging from O (Not at all or Never) to 4 (A great deal or All the time) to measure
patients’ concerns about cancer recurrence. The FCRI contains seven subscales: Triggers (8
items, a=.90, “Generally, | avoid situations or things that make me think about the possibility of
a cancer recurrence”), Severity (9 items, 0=.89, “When | think about the possibility of cancer
returning, other unpleasant thoughts or images come to mind (death, suffering, consequences for
my family”), Psychological Distress (4 items, 0=.86, “When I think about the possibility of
cancer recurrence, | feel worry, fear, or anxiety”), Coping Strategies (9 items, 0=.89, “I try to get
the idea out of my mind, to not think about it”), Functioning Impairment (6 items, =91, “My
thoughts or fears about the possibility of cancer recurrence disrupt my relationship with my
partner, my family, or those close to me”), Insight (3 items, o=.80, “I think that [ worry more
about the possibility of cancer recurrence more than other people who have diagnoses of
cancer”), and Reassurance (3 items, a=.75, “I go to the hospital or clinic for an examination”), as
well as a total FCR score (Simard & Savard, 2009). The total FCR score ranges from 0-168, with

higher scores indicating greater FCR. Based on a study of mixed cancer patients (n=600), a score
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of 13 or greater on the nine-item severity subscale (range 0-36) was found to reliably identify
respondents who experience a clinical level of FCR (Simard & Savard, 2009). The total FCR
score has demonstrated excellent internal consistency («=0.95; Simard & Savard, 2009) and
temporal stability (test-retest=0.89; Thewes, et al., 2012). Internal consistency on the total FCR
score is higher than that of the individual scales, and therefore the total FCR score was used for
the current study. The concurrent validity of the FCRI has been supported by positive
correlations with other measures of FCR and cancer-related symptoms (Simard & Savard, 2009).

The Impact of Events Scale (IES; Horowitz et al., 1979) is a 15-item scale that measures
the frequency of intrusive and avoidant thoughts associated with stressful life events over the
past 7 days. The IES uses a 4-point Likert scale, ranging from 1 (Not at all) to 4 (Often). The IES
has two subscales: Intrusion (7 items, a=.78, “I had waves of strong feelings about it”), and
Avoidance (8 items, 0=.82, “I stayed away from things or situations that might remind me of it”).
Items have been modified to reflect participants’ cancer experience (i.e., “I had waves of strong
feelings about my cancer experience; “I stayed away from reminders of my cancer experience”).
The total IES score was used in the current study by summing all the items, and scores range
from 0 to 75. The scale has good internal consistency (0=0.84 - 0.91), and good test-retest
reliability (Total r=0.87; Horowitz et al., 1979). Please see Appendix D for a copy of the
questionnaire package.

Post-session feedback questionnaires. The first author created post-session feedback
questionnaires to assess participants’ satisfaction with the intervention, and the second author
reviewed the content of the questionnaires before administration to the participants. All
participants were asked to provide their opinion on the content of each respective session.

Participants were asked to comment on how helpful the specific in-session exercises were, with
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response options ranging from 1 (Strongly Disagree) to 5 (Strongly Agree). Participants were
also asked to identify and comment on which exercises they liked most and least, and how
frequently they practiced the in-between session exercises each week. These feedback
questionnaires were provided to participants after each therapy session, and were to be
completed before the onset of the next therapy session. All participants who completed the
intervention provided feedback on each respective therapy session (Please see Appendix E for
copies of the 6 post-session feedback questionnaires).

Qualitative exit interviews. The first author created the qualitative exit interviews
questions, and the second author reviewed the content of the questions before administration to
the participants. Following completion of the intervention, the fourth author conducted in-depth,
semi-structured qualitative telephone exit interviews with each participant. The exit interviews
were conducted in order to obtain participant feedback about the value and usefulness of the
intervention, whether the intervention impacted their FCR, whether the exercises were useful,
and whether participants were satisfied with their treatment. The qualitative exit interviews were
approximately 20-30 minutes long (Please see Appendix F for a copy of the qualitative exit
interview guide). The qualitative exit interviews were audio-recorded, transcribed and analyzed.
Content and thematic analysis of the exit interviews was performed using NVivo 10, a
qualitative data analysis software. Content analysis involves the analysis of how frequently a
topic is found within a dataset (Joffe, 2012). Thematic analysis involves the analysis of
commonalities and similarities in experiences found in the data, with respect to the topic being
studied. Thematic analysis can be viewed as an extension of content analysis, as it goes beyond

how frequently an idea is present, and links ideas together to form themes (Joffe, 2012).
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Exchanges between the first, second, and fourth author occurred to discuss results and patterns
observed in the interviews, and to obtain consensus on final themes detected.

Results
Participants

The original intent for this study was to recruit n=4 colorectal cancer patients (2 males
and 2 females). As previously mentioned, n=4 participants was determined to be an appropriate
amount for assessment of acceptability, feasibility, and satisfaction in participant ratings. From
October 2014 to March 2015, a total of n=6 individuals expressed interest in the FCR
intervention. Of the 6 individuals, a total of n=3 completed the intervention, n=1 had a cancer
recurrence (thus rendering her ineligible to participate in the study), and n=2 dropped out. Of the
dropouts, both individuals expressed they were no longer interested in participating (see figure 1
for study flowchart).

Participants who did not complete the intervention.

Participant 100, a married, retired 61-year old Caucasian female who was diagnosed with
stage 3 colorectal cancer in early 2010 and treated with chemotherapy. She did not endorse any
major Axis | psychiatric disorders during her MINI interview. She elected to no longer
participate in the study after session 1.

Participant 103, a widowed, employed 60-year old Caucasian female who was diagnosed
with stage 3 colorectal cancer in mid-2014 and treated with radiation, chemotherapy and surgery.
She endorsed a past major depressive episode during her MINI interview. She experienced a
cancer recurrence prior to the start of the intervention.

Participant 105, a single, retired 65-year old Caucasian male who was diagnosed with a

stage 3 soft-tissue sarcoma in late 2013 and treated with surgery. He endorsed a past major
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depressive episode, social phobia, and alcohol dependence (current) during his MINI interview.
He reported that he relied on alcohol to cope with his emotions, and was not receiving any
treatment for his alcohol use. He elected to no longer participate in the study after session 2.

All participants who did not complete the intervention were provided with contact
information for PSOP, in the event they required additional psychological services.

Participants who completed the intervention.

Participant 101, a single 66-year old Caucasian male who was diagnosed with stage 2
colorectal cancer in mid-2013. He completed chemotherapy, radiation, and surgical treatment for
his cancer. During the course of the intervention, he was employed full-time. He did not endorse
any major Axis | psychiatric disorders during his MINI interview.

Participant 102, a divorced 52-year old Caucasian female who was diagnosed with stage
1 breast cancer in mid-2014. She completed radiation treatment for her cancer. During the course
of the intervention, she was employed part-time. She endorsed a past major depressive episode
during her MINI interview.

Participant 104, a married 43-year old Caucasian female who was diagnosed with stage 2
breast cancer in late 2013. She completed chemotherapy, radiation and surgical treatment for her
cancer. During the course of the intervention, she was employed part-time. She did not endorse
any major Axis | psychiatric disorders during her MINI interview.

Changes in Outcome Measures

Given the small sample size, a qualitative approach was taken to evaluate change across
sessions. Line graphs were created using weekly total scores for the FCRI and the IES. Data
points were visually inspected to examine whether decreases in FCR and cancer-specific distress

occurred for each participant by the end of treatment.
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FCRI scores. FCRI total scores varied during baseline period across all participants.
Participant 101’s scores were relatively stable throughout the beginning of treatment, followed
by a sharp decrease after session 4. Participant 102’s scores showed a decreasing slope in early
treatment sessions, followed by an increase after session 4, and then displayed a declining slope
again. Participant 104’s scores showed slight decreases in early treatment, followed by a sharp
peak after session 4, and then decreased again. Increases in FCRI total scores immediately after
session 4 may be attributed to the content of that specific session (i.e., exposure to one’s worst-
case scenario, thereby heightening anxiety levels). Despite FCRI scores remaining in the clinical
range (> 13; Simard & Savard 2015), the graphs display a trend towards a decrease in total FCRI
scores by several points across each participant (see figure 2).

IES scores. At baseline, all participants’ cancer-specific distress scores showed an initial
decrease, followed by an increasing slope. By the end of treatment, participant 101 was still in
the clinical range for cancer-specific distress, although it is worth noting that his IES score was
at the lowest point by the final session of the intervention. Participants 102 and 104 were no
longer in the clinical range on the IES following the end of treatment, suggesting a decrease in
cancer-specific distress (see figure 3).

Post-session Feedback Questionnaires

Results from the post-session feedback questionnaires revealed general similarities in
session preferences across participants. In terms of whether the in-session exercises were helpful
for session 1, responses across participants ranged from Agree to Strongly Agree. All three
participants reported that the relaxation exercises were the most helpful aspects of homework.
Participants completed their homework exercises between 3-4 times throughout the week

following session 1. In terms of helpfulness of in-session exercises in session 2, responses across
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participants ranged from Neutral to Strongly Agree. All three participants reported that the most
helpful aspects of the session included focusing on elements of their life they could control,
along with the calming self-talk exercises. Completion of homework exercises ranged from 0-4
times throughout the week following session 2. In terms of whether the in-session exercises were
helpful for session 3, responses across participants ranged from Agree to Strongly Agree.
Participants reported that the most helpful aspects of the session included learning to challenge
the need for worry, and learning about the difference between adaptive and maladaptive coping
strategies. Participants completed their homework exercises between 3-4 times throughout the
week following session 3. In regards to session 4, participants unanimously responded Strongly
Agree for helpfulness across all in-session exercises. All three participants reported that the most
helpful aspect of the session was confronting their worst fear/worst-case scenario. Completion of
homework exercises ranged from 3-7 times throughout the week following session 4. In terms of
helpfulness of in-session exercises in session 5, responses across participants ranged from
Neutral to Strongly Agree. All three participants reported that the most helpful aspects of the
session included identifying the parts of their lives they had put on hold, and concretizing goals
and priorities for the future. Completion of homework exercises ranged from 1-7 times
throughout the week following session 5. The post-feedback questionnaire for session 6 served
as a summary for participants to identify the sessions and homework exercises that were most
and least helpful throughout the intervention, and which particular session was most salient for
them. Overall, participants found session 4 to be most helpful, and found the worst-case scenario
homework exercise to be most useful. Two participants reported that they did not find any
particular session to be least helpful. One participant reported that session 6 was least useful,

only because it served as a wrap-up session and did not add any specific FCR-related content.
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Results of Qualitative Analyses

Qualitative exit interviews. Content and thematic analysis of the transcribed interviews
revealed four broad themes: 1) overall experience in therapy, 2) experience with FCR pre-
intervention, 3) perceptions of mechanisms of change, and 4) overall improvement in FCR.
Coding of the transcribed interviews was conducted line-by-line by the fourth author. An open-
coding method (i.e., the absence of a pre-determined coding scheme) was used for data analysis
(Creswell, 2013). Throughout the interviews, words and phrases were coded based on the general
meaning that was articulated or expressed. The fourth author conducted the descriptive,
qualitative analysis on the data to find common themes among the interviews, and formulated
categories and subcategories of coded information.

Theme 1: Overall experience in therapy. As a whole, the participants reported that their
experience with the intervention was positive. The participants stated that they were grateful for
the experience, found the intervention useful, and highly recommended the intervention to others
with similar challenges post-diagnosis and treatment. Specific subthemes were found within the
theme of overall experience in therapy: general feedback on the intervention structure, general
appreciation of the therapy, most appreciated aspects of the intervention, and least appreciated
aspects of the intervention. Overall, participants found the number of sessions (6) and length of
sessions (90-120 minutes) to be appropriate:

It’s the right time, it’s not too long (...) It was an hour and a half almost each session (...)

I wouldn’t have liked to go further too much and shorter would not have been enough

probably, so it was perfect, 6 sessions. (Participant 102, female)

I think it was a well-rounded experience, long enough, not too long, not too short (...) it

was a good pace. (Participant 104, female)
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Participants also expressed their gratitude and appreciation for participating in the intervention,
and noted how impactful the intervention was:
The overall experience was positive, worthwhile, and it certainly changed the way | feel
about cancer. | found the sessions tremendously empowering and it was definitely an
opportune time for me to do this. I wasn’t doing very well (...) I am so grateful for what I
have learned and for having the chance to do it. (Participant 101, male)
I think it’s going to be very useful, not just for fear of cancer recurrence but for other
issues in my life as well. So it was very productive for me to go through that. (Participant
102, female)
Overall, it helped me to be more aware about my feelings and the thoughts (...) and how
to manage them and how to be realistic. (Participant 104, female)
Most appreciated aspects of the therapy included cognitive restructuring, calming self-talk,
relaxation exercises, and learning how to plan for the future:
The one I remember that I liked the most was about planning for the future. What’s my
project, what’s my plan and to make, you know, realistic goals that you can break them
down each project or each plan to break it down in easy to do tasks. (Participant 102,
female)
Well, what happened over the last six or seven weeks is that I’ve learned some really
good strong tools to help me manage my emotions and my feelings (...) The most
powerful tools were the ones which were cognitive and where | was able to put the fear in
a sort of more realistic way, think about them as things that aren’t as bad as they were

(...) The other tools I’ve learned are the relaxation tools, like meditation, body scanning
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and self-talk, all really powerful, supportive tools in learning to think calmly about fear.
(Participant 101, male)
Least appreciated aspects of the therapy were specific to components of the relaxation CD, such
as mindfulness exercises and the pacing of the exercises on the CD. Participants indicated that
any constructive feedback was due solely to personal preference, and that they understood how
those aspects of the therapy could work very well for others in a similar situation:
The mindfulness exercise about eating (...) it could be useful (...) I didn’t think it was
relevant for me (...) except for learning to be aware of what’s going on like in the
present right now (...) so it may be useful for someone else but I didn’t feel it useful for
me. (Participant 102, female)

Theme 2: Experience with FCR pre-intervention. An overarching theme detected in the
interviews was the participants’ experience with FCR prior to the onset of the therapy. The
participants reported that they experienced fear and anxiety about the possibility of the cancer
returning. Furthermore, participants reported previously engaging in maladaptive coping
strategies to deal with their fears, such as avoidance and putting their lives on hold:

If I had worried about something, | would tend to avoid it. If | had a fear of something, |

would tend to avoid it (...) I guess the scariest part for me was learning how badly I had

done. I had done really badly, I don’t know how I got myself into this situation but I

definitely, definitely needed help and I couldn’t see my way through all this mess, I really

couldn’t, I couldn’t see anything. (Participant 102, female)

Because | could see very clearly that for 2 years my normal life, my social life, my

relationships and family and exercise and the things like that had actually been put on

hold and I had become, I had become quite isolated (...) Imagine seeing, having all sorts
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of goals and opportunities in your life but you can’t see them, that they’re not clear

because you’re all focused on this disease. (Participant 101, male)

Theme 3: Mechanisms of change. Participants identified learning new patterns of
thinking, forming a trusting therapeutic relationship, and planning for the future as potential
mechanisms of change. All of the participants reported that addressing their worst-case scenario
in session 4 and 5 was especially helpful, despite the exercise being emotionally difficult. This
exposure exercise gave the participants a greater sense of control, and demonstrated the
importance of confronting one’s fears:

It was then that | realized what really scared me. So what | did was | wrote down

everything that scared me about it (...) The tipping point for me was when I started to see

how fears can really make you irrational (...) so I read my worst case scenario every day
for a week, and | measured my emotional state before and after, and within a week, | had
sort of confronted it. And then for a whole week, I had to read the scenario that | had
written (...) every day so I actually managed to see over the week how much | was
changing. (Participant 101, male)
I don’t see that [worst-case scenario] as tragic as before, because now | have some
understanding of the layers of my situation. | got used to [the] scenario and | got
familiar with it, [it] was not just something very bad there, out in the corner, waiting for
me any time (...) [ have some plan, some back up or I know more about it, and it’s not
just something heavy and fearful and tragic (Participant 104, female)
Developing adaptive, realistic thinking patterns in lieu of negative automatic thoughts was

another important mechanism of change for participants:
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The most powerful tools were the ones which were cognitive, and where | was able to put
the fear in a sort of more realistic way, think about them as really things that aren’t as bad
as they were. | had problems in my life with thinking that things could possibly be bad.
Often worse than they really could be and this manifested itself in in the way |
approached it. So my mental approach to fear of recurrence of cancer is more realistic and
manageable, and I've adapted to it. | have learned adaptive strategies. (Participant 101,
male)

Theme 4: Overall improvement in FCR. All participants reported improvements in their
FCR upon completion of the intervention. Participants reported they developed a realistic
attitude toward FCR, and learned tools to effectively manage their anxiety and uncertainty:

I feel relief, an enormous relief (...) I can say that I feel a lot lighter now. It was a huge
weight lifted from myself (...) I’'m not officially, 100% not afraid of cancer because that
would be just irrational. But it’s [now] manageable and it’s controllable. So I would say
that I’ve adapted -- no, I’ve confronted and adapted. (Participant 101, male)

I don’t avoid it as much. I have tools now to deal with it, so I don’t have to avoid. |
don’t have to pretend it’s not there but I don’t (...) exaggerate the problem either, you
know, on both sides, I don’t need to exaggerate and I don’t need to avoid. (Participant
102, female)

The whole experience helped me to be more objective about my situation. The most
important were the moments in which we found solutions about the most difficult
[situations] (...) It was really helpful to ease it, that fear of cancer recurrence and [fear
of] death. (...) .. | have learned lessons and am continuing to use those lessons.

(Participant 104, female)
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Discussion

The goal of this study was to test the feasibility, acceptability, and satisfaction of an
individualized, manualized therapeutic intervention for the treatment of FCR. To the knowledge
of the authors, this is one of the first interventions to target FCR using a one-on-one therapeutic
approach. Both quantitative and qualitative findings from this pilot study tentatively suggest that
this intervention can be helpful in decreasing survivors’ FCR and cancer-specific distress.
Feasibility

Feasibility was assessed to determine whether this FCR intervention is appropriate for
further testing in a larger pilot RCT. Based on the aforementioned results, it appears to be
feasible to offer this intervention on an individual basis. However, while it was feasible to offer
this intervention to patients of all cancer types, it was not feasible to offer this intervention only
to colorectal cancer survivors, as initially intended. It was indeed feasible to recruit n=4
colorectal cancer patients (2 males and 2 females - participants 100, 101, 103 and 105), however,
it was not feasible to retain 3 of the aforementioned individuals in the intervention, due to
ineligibility and attrition.

Feasibility was also affected by time (i.e., the amount of time required to recruit
participants). Over the course of the study, which commenced in October 2014 and ended in
March 2015 (5 months), a total of 3 consecutive months were devoted solely to recruitment of
colorectal cancer patients. Due to 1) ongoing efforts of attempting to recruit only colorectal
patients and 2) subsequent recruitment time restraints, the intervention was opened to all cancer
populations by the end of the third month (December 2014). Once the intervention was available
to other cancer groups, it was feasible to recruit enough participants for the study. Moreover,

multiple efforts were made to recruit and retain 2 male and 2 female participants of mixed cancer
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sites in the intervention. While it was feasible to recruit 2 males and 2 females of mixed cancer
types, one male dropped out (participant 105). As a result, a total of n=3 participants (1 male, 2
females) successfully completed the intervention.

In terms of questionnaire completion, it was feasible for the participants to complete
questionnaires once a week for 10 consecutive weeks. Thus, from a design perspective,
participants were able to complete the questionnaire packages in a timely manner, suggesting
further feasibility of the proposed research plan.

Over the course of the recruitment time period, a total of 6 individuals expressed interest
in the intervention, and those 6 individuals were recruited, with 3 participants completing the
intervention, 1 no longer meeting eligibility criteria due to a cancer recurrence, and 2 electing to
drop out of the intervention. The number of individuals who dropped out (2/6 enrolled
participants = 33.3%) is slightly higher than the 22% overall dropout rate from outpatient mental
health care in the United States of America (Olfson et al., 2009), along with the dropout rate of
20-24% reported by Herschbach et al. (2010). As discussed above, the participants tended to
drop out early in the intervention (specifically, sessions 1 and 2). Participant 100 cited that her
reason for dropping out was based on personal time restraints, whereas participant 105 reported
that he was no longer interested in completing the intervention after session 2.

Participant motivation and situational events are important factors to consider in this
particular context. Of the participants who dropped out of the intervention, participant 100
appeared to be preoccupied with other psychological concerns and was simultaneously managing
other stressful life events, while participant 105 was concurrently dealing with a number of
major Axis | psychiatric concerns, including alcohol dependence. Given that this intervention is

very specific and targeted for the treatment of FCR, as opposed to an intervention addressing
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general distress, goodness of fit is important in determining whether FCR is the most salient
issue at the time.
Acceptability

Based on this pilot study, the acceptability of this intervention is mixed, given that two
participants dropped out of the intervention in the early stages. However, the participants who
completed the intervention indicated that it was helpful, fair, and reasonable in their post-session
questionnaires and qualitative exit interviews. Acceptability of the intervention is also reflected
in participant attendance and adherence to session material. The participants who completed the
intervention attended all weekly therapy sessions and returned all of their questionnaire
packages, resulting in an attendance rate of 100% and a response rate of 100%. Furthermore, the
study participants completed the majority of their in-between session homework exercises
throughout the timeframe of the intervention. This suggests that participants were willingly
engaged throughout the therapeutic process, and were motivated to continue addressing their
FCR, despite certain challenging and emotionally evocative sessions. Additionally, since the
participants reported that they were satisfied with the intervention overall, this may have resulted
in higher attendance and adherence rates, suggesting further acceptability of the intervention.
Overall, based on the 100% response rates, attendance rates, adherence to session material, and
reports of satisfaction with the intervention, the authors safely conclude that the intervention was
not burdensome to the participants, and therefore, was acceptable.

Acceptability of the intervention was also measured based on the assessment made by the
clinicians (in addition to the assessment of the intervention made by participants). Based on both

quantitative and qualitative results, it is apparent that the FCR intervention is suitable for the
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individuals who participated in this study. Additionally, it was possible to collect participant data
in the intended time period, indicating that the selected time frame was acceptable.
Satisfaction

The qualitative component of the current study allowed for a more in-depth
understanding of the participants’ experience with the intervention. Results from the exit
interviews suggest that the participants found the intervention treatment to be satisfactory.
Consistent themes were found across all participants regarding general satisfaction of and
appreciation for the intervention, learning adaptive tools and techniques to target their fears, and
experiencing a substantial improvement in managing FCR. Additionally, the exit interviews
revealed participants’ appreciation for session 4. There was unanimous agreement across
participants that the worst-case scenario in-session exercise was the most helpful. Overall,
participants who completed the intervention explicitly verbalized their satisfaction with the
intervention in their exit interviews, and noted significant improvements in their FCR. No
differences in identified themes were noted with regard to cancer type and/or gender.

When considering the quantitative aspects of the study, the post-session feedback
questionnaires also suggest that the participants found the intervention treatment to be
satisfactory. Much like the findings from the exit interviews, the post-session feedback
questionnaires revealed that session 4 was most helpful, as evidenced by the consistent Strongly
Agree ratings across all participants, and the highest rate of weekly homework completion.
Changes in FCR and Cancer-Specific Distress

Qualitative examination of participants’ quantitative data illustrates downward trends in
FCR across all participants. However, participants remained in the recommended clinical range

for FCR at discharge, and one participant remained in the recommended clinical range for
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cancer-specific distress at discharge. These downward trends may suggest that there would be
further improvement in FCR over time if the therapy intervention were longer (e.g., 8-12 weeks).
It is possible that additional sessions addressing FCR over several weeks may provide more help
for participants, and therefore continue to decrease their fears and cancer-specific distress.

While participants remained in the suggested clinical range for FCR, it is worth noting
that a clinical cut-off level of FCR has not been established. While some FCR instruments
propose cut-off scores to identify “high” or “clinical” FCR (Simard et al., 2013; Thewes,
Zachariae, Christensen, Nielsen, & Butow, 2015), the absence of a gold-standard clinical
interview or outcome measure makes validating cut-off scores difficult (Lebel et al., 2016).
Efforts have been made to measure clinical levels of FCR with cancer survivors using purpose-
designed clinical interviews, such as the Semi-Structured Interview for Fear of Cancer
Recurrence (SIFCR; Simard & Savard, 2015), although further validation of this interview
content is necessary (Lebel et al., 2016). Furthermore, as evidenced in Lebel et al.’s (2014) group
pilot study, results indicated that by the end of the intervention, participants either improved or
remained the same, but did not get worse. Results from this study are similar to those found in
Lebel et al.’s (2014) study, and at this point in time, it is unclear as to who specifically improves
and who does not.

Limitations

While this individual FCR intervention constitutes an original contribution to research, it
is important to note some limitations. The first limitation to consider is the small sample size and
scope of this pilot study. Given the absence of statistical power, the results of this study are
interpreted with caution (i.e., interpreted as trends). Another important limitation is the sampling

technique employed for this study. Given that a convenience sample was used, this may limit
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whether the findings are applicable to a broader population. Thus, results of this study are only
representative of the individuals under investigation, and may not represent the opinions of
future participants. Lastly, the preliminary findings of downward trends may in part be explained
by the selection of participants with clinically high levels of FCR and cancer-specific distress. It
is possible that the changes could be due to the effects of time or regression to the mean, and in
the absence of a control group, this cannot be ruled out. However, the results of this study are
promising enough to justify the use of a more rigorous design to further test the intervention in a
larger sample. At the present time, it is unknown if this intervention would be appropriate for
individuals experiencing low levels of FCR - those individuals who represent 51% of cancer
survivors (Simard et al., 2013).
Summary of Hypotheses

As previously mentioned, the authors hypothesized that it would be feasible to deliver the
FCR individual intervention as intended, and that participants would find the intervention to be
acceptable and satisfactory. Furthermore, the authors hypothesized that participants’ results on
the outcome measures would show downward trends in FCR and cancer-specific distress by the
end of the intervention. Results of the current study indicate that it was feasible to offer the FCR
individual intervention to study participants, once the study population was opened to patients of
mixed cancer sites. Consistent with the second hypothesis, results suggest that the intervention is
considered to be acceptable and satisfactory by the participants who completed the therapy.
Lastly, participants’ results on the outcome measures displayed downward trends in FCR and
cancer-specific distress by the end of the intervention, indicating that the final hypothesis was

confirmed.
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Clinical Implications

This research has direct implications for clinical services to improve quality of life for
cancer survivors, and may decrease the use of health care services by anxious individuals
seeking reassurance. Furthermore, the results of this study may help inform intervention efforts
in the emergent area of FCR. Based on the outcome of the current study, it appears that the
intervention is indeed appropriate for further testing in a pilot RCT, which is the aim and focus

of study 2.
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Table 1. Detailed Description of the Individual Cognitive-Existential Intervention (modified from
Lebel & Maheu, unpublished manuscript)

Session # Session Description

1 - Introduction of participant with a focus on their experience with FCR
- Introduce FCR model
- ldentification of internal and external triggers
- Introduce notion of cognitive restructuring and triggers, handout of thinking errors
- Coping skills teaching: Progressive muscular relaxation (PMR)
- Homework: thought record, PMR record, prepare list of questions for oncologist

2 - Discuss questions list about signs of recurrence and follow-up care to ask
oncologist at next visit
- Discuss ways of regaining sense of control
- Coping skills teaching: Calming self-talk phrases and use of relaxation CD
- Homework: thought record, PMR record, self-talk log

3 - Explore reasonable levels of worry
- Complete “Why Worry” questionnaire
- Challenge faulty beliefs about benefits of worry
- Review maladaptive coping strategies like reassurance-seeking and avoidance
- Coping skills teaching: Guided imagery
- Homework: Challenge worries, examine evidence, guided imagery log

4 - Provide psycho-education about worry and the need for exposure to underlying
fears, write down worst-case scenario
- Promote emotional expression and confront specific fears that underlie
participant’s FCR
- Coping skill teaching: Mindfulness exercise (body scan)
- Homework: Review worst-case scenario daily, write down feelings before and
after, body scan daily

5 - Review exposure to worst-case scenario
- Discuss ways of coping with some of the feared outcomes
- Encourage expression of feelings of demoralization
- Encourage participants to become re-engaged with important life goals, people, or
activities they may have given up
- Discuss what the future and planning now means for each participant
- Coping skills teaching: Mindfulness (eating meditation)
- Homework: Write out plans for future, practice mindfulness

6 - Review all content covered to date
- Discuss resource list
- Discuss future goals
- Set new priorities
- Promote the expression of saying goodbye and provide closure
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Figure 1. Flow diagram of patient recruitment.
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Abstract

Fear of cancer recurrence (FCR) is the most frequently reported concern identified in
cancer survivors. Despite this, there is limited research on psychosocial interventions that target
FCR. To address this gap in the literature, an individual cognitive-existential psychotherapy
intervention for FCR was pilot-tested via a randomized controlled trial (RCT). Twenty-five
female cancer survivors were randomized to an experimental group or a wait-list control group.
Sessions included cognitive restructuring techniques, behavioural experiments, relaxation
techniques, confronting existential distress, and finding meaning in life post-diagnosis. Nineteen
women completed the 6-week therapy intervention, and completed questionnaire packages at
pre-, post- and 3-month follow-up. Within the Linear Mixed Models (LMM) component of
SPSS, mixed between-within subjects ANOVAS revealed significant interactions in the primary
outcome measure of FCR, and secondary outcome measures of cancer-specific distress and
uncertainty in illness for participants in the experimental group. Repeated measures ANOVAs
revealed reductions in FCR, cancer-specific distress, uncertainty in illness, reassurance-seeking,
cognitive avoidance, and intolerance of uncertainty, and revealed improvements in positive
reinterpretation and growth, use of emotional support and mental health (improved quality of
life) across all study participants. The variables that changed either maintained or improved at
follow-up. With the exception of one coping subscale, no therapist differences were found.
Results from this study demonstrate promising results in addressing FCR in female cancer
survivors through a cognitive-existential intervention. Future research should continue to
investigate the specific therapeutic ingredients that are most effective for the psychological

treatment of FCR. This intervention responds to a need for the development of evidence-based
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clinical services to improve quality of life in cancer survivors. Additional research is needed to

further test this intervention on patients of mixed cancer sites.
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Examining the Efficacy of an Intervention for Fear of Cancer Recurrence: A Randomized
Controlled Clinical Trial Pilot Study
Psychosocial oncology research has consistently demonstrated that cancer survivors have

a variety of unmet needs, with Fear of Cancer Recurrence (FCR) being the most frequently
reported concern (Baker, Denniston, Smith, & West, 2005; Lebel, Rosberger, Edgar, & Devins,
2007). FCR is defined as “fear, worry or concern relating to the possibility that the cancer will
come back or progress” (Lebel et al., 2016, p. 3266), and has been described as the sword of
Damocles that hangs over patients’ heads for the rest of their lives (Muzzin, Anderson,
Figueredo, & Gudelis, 1994). Nearly 50% of cancer survivors experience moderate-to-high FCR
(Simard et al., 2013), and these individuals often engage in maladaptive coping behaviours, such
as excessive bodily checking, reassurance-seeking, and avoidance of feared outcomes (Armes et
al., 2009; Lebel et al., 2007; Lebel, Tomei, Feldstain, Beattie, & McCallum, 2013). Results from
systematic reviews indicate that FCR tends to remain stable over time, and that high FCR at
baseline is a strong predictor of higher long-term FCR (Simard et al, 2013; Thewes et al., 2012).
Furthermore, female gender and younger age have been found to be predictors of moderate-to-
high FCR (Simard et al., 2013; Thewes et al., 2012). FCR is also consistently associated with
psychological distress, anxiety, depression, and stress-response symptoms, with correlations
ranging from r=.19 to .69 (Simard et al., 2013), suggesting relations among these constructs.
High levels of FCR are also associated with diminished physical and mental quality of life (Kim
et al., 2012), including increased uncertainty and worry about the future, difficulties making
decisions and planning for the future, and fear of death (Kim et al., 2012). Moreover, studies
have shown that cancer patients who endorse high levels of FCR are more likely to refuse

transfer from a cancer centre to follow-up by a primary care provider (Glynne-Jones, Chait, &
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Thomas, 1997), express doubt about whether one’s physician is thorough enough (Hart et al.,
2008), are less satisfied with their care (Hart et al., 2008), and are more likely to seek
readmission to a specialized cancer centre (Glynne-Jones et al., 1997). Furthermore, the need for
reassurance is often cited as the reason for increased frequency of hospital visits (Llewellyn,
Weinman, McGurk, & Humphris, 2008). Overall, there is clear evidence that a large portion of
cancer survivors with moderate-to-high FCR tend to exhibit more psychological morbidities than
survivors with low FCR.

Despite evidence that cancer patients with higher FCR have poorer psychological
adjustment and may utilize health care resources excessively (Lebel et al., 2013), there are a few
studies examining psychosocial interventions that address FCR. One particular published
intervention has examined the notion of fear of disease progression. Herschbach et al. (2010)
examined the effects of a cognitive-behavioural group therapy and a supportive-existential group
therapy for patients with cancer or arthritis in a partially randomized study. Both interventions
consisted of four 90-minute sessions, followed by two booster telephone calls at follow-up time
points. Results indicated that both interventions successfully reduced fear of disease progression
in cancer patients when compared to a control group, particularly for patients whose cancer had
recurred or metastasized. Despite these findings, it is worth noting that neither intervention was
based on theories of FCR. Humphris and Ozakinci (2008) developed the Adjustment to the Fear,
Threat, or Expectation of Recurrence (AFTER) intervention for FCR in head and neck cancer
patients, although results of this study have not been published.

In an effort to address the needs of patients with moderate-to-high FCR, Lebel and
Maheu (2009) designed a cognitive-existential group intervention for the treatment of FCR. The

intervention is theoretically guided by three models: The Common Sense Model (CSM; Lee-
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Jones, Humphris, Dixon & Hatcher, 1997; Leventhal, Diefenbach & Leventhal, 1992), Mishel’s
Uncertainty in IlIness Theory (Mishel, 1988), and cognitive models of worry (Dugas, Gagnon,
Ladouceur & Freeston, 1998; Ladouceur et al., 2000; Langlois, Ladouceur, Patrick, & Freeston,
2004). Lebel et al. (2014) adapted components of the cognitive existential (CE) group
intervention developed by Kissane and colleagues (1997), designed to address some of the
existential issues related to living with cancer. Lebel et al.’s (2014) intervention consists of six
consecutive, 1.5-hour weekly group therapy sessions. Patients completed a variety of in-session
tasks, including cognitive restructuring exercises, behavioural experiments, and relaxation
techniques. Patients were also encouraged to access their emotions, to tolerate their existential
distress in the here-and now, and to confront specific fears regarding their FCR. The authors
piloted the group intervention with breast and ovarian cancer participants (n=54), and results of
the study demonstrated significant improvement, with a moderate effect size between in FCR
(7*=0.73), cancer-specific distress (7°=0.38), quality of life (°=0.54), uncertainty (°=0.41), and
coping strategies (7°=0.16-0.27; Lebel et al., 2014). Almost all changes were sustained at 3-
month follow-up.
The Current Study

While intervention research on FCR is emerging (Thewes et al., 2012), it appears that
very few individual therapeutic interventions exist that specifically target FCR. This absence of
one-on-one FCR interventions speaks to a growing need for such therapeutic services. Based on
the success of our pilot study examining the feasibility, acceptability, and satisfaction of the
individual FCR intervention, outlined above in study 1, the authors proceeded to further examine
the efficacy of the individual FCR intervention with female cancer survivors (n=25), via a

randomized controlled clinical trial pilot study. By offering this individual FCR intervention, the
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authors served to meet the therapeutic needs and preferences of cancer survivors, and to provide
therapeutic services where group interventions are not feasible. Notably, it is also favourable for
cancer survivors to receive the treatment modality of their choice, as research suggests that this
results in better therapeutic outcomes by the end of treatment (Carlson et al., 2014; Wu et al.,
2014). Indeed, a meta-analysis revealed that individually-based interventions for cancer patients
have been found to be more effective than group-based interventions (Osborn, Demoncada &
Feuerstein, 2006), further suggesting the importance of developing individualized intervention
protocols.
Hypotheses

The authors hypothesized that:
1) Participants in the experimental group would have lower scores on the primary outcome
measure of FCR after treatment than would participants in the wait-list control group;
2a) Participants in the experimental group would have lower scores on secondary outcome
measures of cancer-specific distress, intolerance of uncertainty, uncertainty in illness, cognitive
avoidance, reassurance-seeking, and faulty beliefs about worrying than would participants in the
wait-list control group;
2b) Participants in the experimental group would demonstrate enhanced coping skills in positive
reinterpretation and growth, acceptance, and use of emotional support, and report better mental
and physical quality of life after treatment, than would participants in the wait-list control group;
3) When grouped together, all participants (both experimental group and wait-list control group)
would have lower scores on the primary outcome measure of FCR after treatment, and these
effects would be maintained at 3-month follow-up;

4a) When grouped together, all participants (both experimental group and wait-list control
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group) would have lower scores on the secondary outcome measures of cancer-specific distress,
intolerance of uncertainty, uncertainty in illness, cognitive avoidance, reassurance-seeking, and
faulty beliefs about worrying; and these effects would be maintained at 3-month follow-up;
4b) When grouped together, all participants (both experimental group and wait-list control
group) would demonstrate enhanced coping skills in positive reinterpretation and growth,
acceptance, and use of emotional support, and report better quality of life after treatment, and
these effects would be maintained at 3-month follow-up.
Method

Participants

Female participants with various types of cancer (breast, gynecological and ocular
melanoma) were recruited from The Ottawa Hospital’s (TOH) Psychosocial Oncology Program
(PSOP) and the Psychology department at TOH via study posters, referrals from health care
professionals employed at TOH, and via TOH’s electronic patient database, using a tool that
searches for patients who had previously consented to be contacted for research purposes. The
data was obtained using filters to create a list of patients who: were English speaking, over the
age of 18, who had received a cancer diagnosis between stages I-111, were not currently receiving
radiation, and were not currently receiving chemotherapy. Once this list of patients was obtained,
their hospital charts were screened for eligibility, and they were contacted by members of the
research team to assess their interest in participating. Those individuals who were interested in
participating, expressed concerns with FCR, and met eligibility criteria were included in the
study.

In order to partake in the study, all of the following inclusion criteria were required for

participation: a) women diagnosed with cancer (stages I-111), b) fluency in English, c) 18 years of
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age or older, d) clinical level of FCR as indicated by a score of 13 or greater on the severity
subscale of the Fear of Cancer Recurrence Inventory (FCRI; Simard & Savard, 2009; range O-
36), e) clinical distress level as indicated by a score of at least 24 on the Impact of Events Scale
(IES; Horowitz, Wilner, & Alvarez, 1979; range 0-75), and f) completion of cancer treatment
(e.g., chemotherapy, radiation, and/or surgery). Exclusion criteria were as follows: a) the refusal
to provide informed consent, b) non-understanding of the English language, c) Stage IV cancer
(as these individuals are facing end of life issues, are often too sick to complete treatment, and/or
are dealing with active disease, as opposed to threat of recurrence), d) previous cancer recurrence
(as the study focused on individuals with a first occurrence of cancer), €) currently enrolled in
group or individual psychotherapy for cancer issues during the treatment; and f) evidence of
unmanaged mental health disorder that may interfere with the psychological treatment for FCR
(as indicated by questions endorsed by participants on the Mini International Neuropsychiatric
Interview screener tool (MINI; Sheehan & Lecrubier, 2006; see Appendix H).

Interested potential participants were asked to contact the first author for additional
information on the study. Prior to receiving the treatment, participants were screened in an initial
telephone meeting by one of the three therapists (see Appendix G for telephone screening and
eligibility script). For those individuals who met inclusion criteria, a pre-therapy meeting was
organized between the assigned therapist and the participant. During these meetings, the therapist
administered research consent forms, discussed general expectations, addressed any relevant
questions, and prepared participants for the onset of the intervention. The pre-therapy meeting
was also used to determine if patients were suitable for this intervention (e.g., inquiring about
substance abuse, determining pervasiveness of any existing mental health concerns, and

assessing interpersonal suitability for participation). The therapists also administered the MINI
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screener tool (Sheehan & Lecrubier, 2006) with each participant in the pre-therapy meeting. As
previously mentioned, the MINI screener tool was administered in order to determine if potential
participants had any pre-existing/comorbid Axis | diagnoses that might interfere with the
treatment of FCR. For example, if participants endorsed symptoms consistent with any diagnosis
indicated on the MINI, the therapist took additional precautions to inquire about how the
symptoms were being managed, and if any impairment from this diagnosis would prevent the
individual from engaging in treatment for FCR. In this study, only one participant endorsed
symptoms consistent with heavy substance dependence, and thus, was referred elsewhere for
services surrounding her dependence concerns. Upon explaining the limits of confidentiality and
signing the research consent forms, each participant was provided with a unique participant ID
number.

Participants were asked to complete a series of questionnaires during their involvement in
the study. Participants were given the choice to complete questionnaires via paper-based copies
or via Fluid Survey, an online survey software. Participants were asked to use their respective
participant ID number for identification purposes when completing their questionnaires.
Participants were informed that they were allowed to miss one session and reschedule one
session, as the presumed effectiveness of the intervention was contingent on session attendance.
To maximize attendance, all participants were reimbursed for their parking/transportation fees
for each session.

Procedure

This pilot study consisted of a two-arm randomized controlled trial (RCT). Approval was

obtained from the two Institutional Research Ethics Boards of the affiliated investigators: The

Ottawa Hospital Health Science Network Research Ethics Board and The University of Ottawa
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Research Ethics Board (see Appendix | for the approved consent form). This RCT has been
registered on http://www.clinicaltrials.gov (lIdentifier: NCT02382315).

Sample size. G*Power 3.1.5 was used to calculate the necessary sample size for a
repeated measures analysis of variance (ANOVA), between factors, with two groups
(intervention group and wait-list control group), and three measurement time points (pre-, post-,
and 3-month follow-up), using the effect size that was found in Lebel et al.’s (2014) pilot study
of 0.73 (¢=.80, p <.05). The sample size calculation was based on the effect size for the Fear of
Recurrence Questionnaire (FRQ; Northouse, 1981). To obtain this effect size, a sample of 14
participants was required. While 14 participants was the minimum number to detect a difference
between groups based on these parameters, a total of 25 participants were recruited, in order to
account for the possibility of attrition. The attrition rate from Lebel et al.’s (2014) pilot study was
21%.

Participants included in this study were the first consecutively assessed individuals who
met study inclusion criteria. Of potential participants meeting inclusion criteria, individuals were
contacted consecutively. Over a recruitment time period of six months (January to July 2015), a
total of n=29 individuals expressed interest in the intervention and were assessed for eligibility to
participate in the study. Of this total, n=4 did not meet the aforementioned eligibility criteria,
therefore, a total of n=25 individuals were enrolled in the intervention. Of the 25 participants
who were randomized, n=1 was unable to be contacted after multiple attempts, and n=2 were
deemed to be unsuitable for participation in the intervention prior to the onset of therapy (for
reasons surrounding substance dependence and interpersonal concerns), and were directed to
other psychological services. During the course of the intervention, n=1 dropped out during the

intervention due to time restraints, and n=2 experienced cancer recurrences. This resulted in a
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final sample of n=19 eligible participants. In the interest of ethical practice, the FCR intervention
was still provided to the individuals who experienced cancer recurrences. All useable
questionnaire data was retained for statistical analyses. Please see CONSORT diagram for
further detail in figure 1.

Randomization. All enrolled participants were randomly assigned (50% likelihood) to
one of two conditions, regardless of the outcome for the previous participant. Participants were
randomly assigned to either the intervention arm (n=11), where they received the six-week FCR
intervention within one week following their pre-therapy meeting, or the control arm (n=14),
where they received standard medical care at TOH and were waitlisted to receive the FCR
intervention 6 weeks later. Due to study timeline restrictions, wait-list times for participants in
the control group varied between 2-6 weeks. While the authors initially intended for all control
group participants to wait a full 6 weeks before receiving the intervention, the original wait-list
timeline was reduced as a result of unanticipated job restructuring. Thus, the timeline of the
study was significantly reduced, resulting in shorter wait-list times. Random assignment of
participants to each group was implemented via an online random number generator
(www.randomizer.org; Urbaniak & Plous, 2016). A statistical consultant affiliated with the
School of Psychology (but outside of the research team) conducted the random assignment using
this computerized procedure, and randomization outcomes were placed in individual sealed
envelopes. During the pre-therapy meeting, the assigned therapist opened the sealed envelope in
front of the participant, and revealed the group to which they were randomized (either the
“intervention group”, or the “6-week wait-list control group”). Participants were notified of
which group they were randomized to once the envelope was opened, and their first intervention

session was scheduled accordingly.


http://www.randomizer.org/
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Therapists. Christina Tomei and two University of Ottawa clinical psychology doctoral
students fulfilling their practicum requirements served as the therapists. Of the 25 patients
enrolled, Christina Tomei worked with 10 patients, one doctoral student worked with 9 patients,
and one doctoral student worked with 6 patients. This setup was based on scheduling preferences
and organization amongst all three therapists. All therapy sessions occurred at both PSOP and
TOH’s Psychology department. The first and second author provided a one-day training
workshop for the two new therapists prior to the onset of the study. The workshop served to
introduce the therapists to the intervention, and outlined the content of each session in detail.

All therapy sessions were video-recorded, and the second author reviewed random (pre-
selected) sessions in order to assess treatment integrity and fidelity. Specifically, more than 20%
of the videos were reviewed (2/6 sessions per therapist, per participant). A systematic fidelity
checklist was created to ensure adherence to treatment protocol. Out of the 48 sessions that were
viewed and rated, all sessions had an adherence rate above 80%, with the exception of 1 session.
In that latter case, additional supervision was provided to the therapist prior to the next scheduled
intervention session. The high adherence ratings suggest that the intervention was delivered
systematically to all participants. Therapists corresponded and met directly with their own
patients, and further correspondence surrounding the intervention was directed to the first author.
Weekly clinical supervision was provided for the therapy facilitators by the second and fourth
authors.

The strictest confidentiality was ensured when storing participant data. All participants
were informed that their involvement in the study was known only by members of the research
team, and that all identifying information was kept in the fourth author’s secured, locked office

at TOH. The video recordings of the therapy sessions were deleted once the study was
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completed. Online questionnaire responses were saved in a password-protected folder, and
tangible copies of the questionnaire packages were stored in a secured, locked filing cabinet at
TOH.

Outcome Measures

Participants in the experimental group were asked to complete a series of self-
administered questionnaires before the onset of the intervention (T1), after completing the
intervention (T2), and at 3-month follow-up (T3). Participants in the wait-list control group
completed the same series of self-administered questionnaires, with the addition of one time
point. These time-points included a baseline period (T0), before the onset of the intervention
(T1), after completing the intervention (T2), and at 3-month follow-up (T3). Please see figure 2
for a visual representation of the study time points. All participants were given a demographic
information form to complete at baseline (i.e., during the pre-therapy meeting). The outcome
measures below were selected based on the results from Lebel et al.’s (2014) pilot study, as the
majority of these measures demonstrated improvements.

The study questionnaire packages included the following inventories:

Demographic information form. Participants were given a demographic information
form to complete at baseline. The demographic form includes information about participants’
current marital status, highest education level, current occupational status, ethnic background,
age, annual income level, and medical history.

Primary outcome measure. The primary outcome was FCR, which was measured using
the Fear of Cancer Recurrence Inventory (FCRI; Simard & Savard, 2009). The FCRI is a 42-
item instrument that has been used to examine FCR in previous studies (Savard & Ivers, 2013;

Thewes et al., 2012). The FCRI is a comprehensive measure that uses a 5-point Likert scale,
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ranging from O (Not at all or Never) to 4 (A great deal or All the time). The FCRI contains seven
subscales: Triggers (8 items, a=.90, “Generally, | avoid situations or things that make me think
about the possibility of a cancer recurrence”), Severity (9 items, oa=.89, “When I think about the
possibility of cancer returning, other unpleasant thoughts or images come to mind (death,
suffering, consequences for my family”), Psychological Distress (4 items, o=.86, “When I think
about the possibility of cancer recurrence, I feel worry, fear, or anxiety”), Coping Strategies (9
items, 0=.89, “I try to get the idea out of my mind, to not think about it”), Functioning
Impairment (6 items, a=.91, “My thoughts or fears about the possibility of cancer recurrence
disrupt my relationship with my partner, my family, or those close to me”), Insight (3 items,
a=.80, “I think that I worry more about the possibility of cancer recurrence more than other
people who have diagnoses of cancer”), and Reassurance (3 items, 0=.75, “I go to the hospital or
clinic for an examination”), as well as a total FCR score (Simard & Savard, 2009). The total FCR
score ranges from 0-168, with higher scores indicating greater FCR. Based on a study of mixed
cancer patients (n=600), a score of 13 or greater on the nine-item severity subscale (range 0-36)
was found to reliably identify respondents who experience a clinical level of FCR (Simard &
Savard, 2009). The total FCR score has demonstrated excellent internal consistency (a=0.95;
Simard & Savard, 2009), and temporal stability (test-retest=0.89; Thewes et al., 2012). The
concurrent validity of the FCRI has been supported by positive correlations with other measures
of FCR and cancer-related symptoms (Simard & Savard, 2009). In the current study, Cronbach’s
alpha for the FCRI at T1 was 0=0.95.

Secondary outcome measures. The Impact of Events Scale (IES; Horowitz et al., 1979)
was used to measure cancer-specific distress. It is a 15-item scale that measures the frequency of

intrusive and avoidant thoughts associated with cancer. The IES uses a 4-point Likert scale,
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ranging from 1 (Not at all) to 4 (Often). The IES has two subscales: Intrusion (9 items, a=.78, “I
had waves of strong feelings about it”), and Avoidance (11 items, 0=.82, “I stayed away from
things or situations that might remind me of it”). Items have been modified to reflect
participants’ cancer experience (i.e., “I had waves of strong feelings about my cancer experience;
“I stayed away from reminders of my cancer experience”). Scores on the IES range from 0 to 75.
The scale has good internal consistency (0=0.84- 0.91), and good test-retest reliability (Total
r=0.87; Horowitz et al., 1979). In the current study, Cronbach’s alpha for the IES at T1 was
0=0.74.

The SF-8 Health Survey (Ware, Kosinski, Dewey, & Gandek, 2001) was used to
measure health-related quality of life. The SF-8 is an 8-item health-related quality of life
measure that provides an assessment of eight domains within a four-week recall period. The SF-
8 utilizes a six-point Likert scale. For the purposes of this study, two domains will be assessed in
this questionnaire: General physical health (Physical Component Summary; items 1-5 addressing
general health, physical functioning, physical role limitation, bodily pain, vitality; “Overall, how
would you rate your health during the past 4 weeks?”’) and mental health (Mental Component
Summary; items 6-8; social functioning, mental health, emotional role limitation; “During the
past 4 weeks, how much have you been bothered by emotional problems (such as feeling
anxious, depressed or irritable?”’; Roberts, Browne, Ocaka, Oyok, & Sondorp, 2008). Each SF-8
item was weighted using norm-based scoring methods in the instrument guidelines. Scores above
and below 50 are considered above and below the average general U.S. population. In the current
study, Cronbach’s a for the PCS summary score at T1 was 0=0.74, and 0=0.86 for the MCS
summary score. These items are referred to as “physical health” and “mental health” quality of

life when reported in the findings.
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The Intolerance of Uncertainty Scale (1US; original French version: Freeston, Rheaume,
Letarte, Dugas, & Ladouceur, 1994, English version: Buhr & Dugas, 2002) was used to measure
uncertainty. The IUS is a 27-item self-report measure that assesses individuals’ beliefs about
uncertainty. The IUS uses a five-point Likert scale, ranging from 1 (Not at all characteristic of
me) to 5 (Entirely characteristic of me). Sample items include: “Uncertainty stops me from
having a firm opinion”; “It’s unfair not having any guarantees in life””). The IUS has excellent
internal consistency (a=.94), acceptable test-retest reliability over a five-week period (r=.78),
and convergent and divergent validity when assessed with measures of depression, anxiety, and
worry (Buhr & Dugas, 2002; Dugas, Freestone, & Ladouceur, 1997). In the current study, the
alpha for the IUS at T1 was 0=0.96.

The Mishel Uncertainty in llIness Scale — Community form (MUIS; Mishel, 1981) was
also used to measure uncertainty. The MUIS is a 23-item self-report measure that examines
uncertainty in relation to diagnosis, treatment, and planning for the future in patients with cancer
(Mishel, 1981). Responses are rated on a five-point Likert scale, ranging from 1 (Strongly
disagree) to 5 (Strongly agree). There are two factors in the MUIS, including multi-attributed
ambiguity and unpredictability. Sample items include: “I am unsure if my illness is getting better
or worse”; “My symptoms continue to change unpredictably”; “Because of the unpredictability
of my illness, I cannot plan for the future.” Construct and convergent validity of the MUIS has
been previously established (Mishel, 1988). In the current study, the alpha for the MUIS at T1
was a=0.76.

The Why do people Worry about Health questionnaire (WW-H; Pelletier, Gosselin,
Langlois & Ladouceur, 2002) was used to measure positive beliefs about the benefit of worry.

Responses are rated on a five-point Likert scale, ranging from 1 (Not at all true) to 5 (Completely
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true). Sample items include: “By worrying, I can better prevent illness”; “The fact that [ worry
shows that I take responsibility for my health.” The WW-H has excellent internal consistency
(0=.90), and satisfactory temporal stability (r=.71; Pelletier et al., 2002). In the current study,
Cronbach’s alpha for the WW-H at T1 was 0.81.

The Cognitive Avoidance Questionnaire (CAQ); Sexton & Dugas, 2008) was used to
measure coping (i.e., cognitive avoidance). The CAQ is a 25-item self-report measure that
assesses the tendency to employ cognitive avoidance strategies when encountering intrusive
thoughts. The CAQ uses a five-point Likert scale, ranging from 1 (Not at all typical) to 5
(Completely typical). Higher scores on the CAQ indicate a greater tendency to cognitively avoid
threatening events (Sexton & Dugas, 2008). The CAQ contains five subscales: Thought
Suppression (a=0.86), Thought Substitution («=0.73), Distraction (a=0.89), Avoidance of
Threatening Stimuli (¢=0.87), and the Transformation of Images into Thoughts (a=0.87). Sample
items include, “There are things that I would rather not think about”, “I often do things to distract
myself from my thoughts”, and “I avoid actions that remind me of the things I do not want to
think about.” The CAQ has excellent internal consistency (¢=0.95), and good test-retest
reliability (r =0.85). In the current study, Cronbach’s alpha for the CAQ at T1 was 0.93.

The Reassurance Questionnaire (RQ; Speckens, Spinhoven, Van Hemert, & Bolk, 2000)
was also used to measure coping (i.e., reassurance-seeking). The RQ is a 10-item self-report
questionnaire that assesses the extent to which individuals feel reassured by their physician. The
RQ uses a four-point Likert scale, ranging from 1 (Not at all) to 4 (Most of the time). Factor
analysis yielded a one-factor solution. Sample items on the RQ include, “Do you feel reassured
by a visit to your physician if you are worrying about your health?”’; “Do you think the diagnosis

made by your physician is incorrect?”’; and “Do you think that your symptoms should be
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investigated more extensively (laboratory tests, X-rays, etc.)?”” Cronbach’s alpha across
populations ranged from satisfactory to moderate to excellent (¢=0.66-0.83), and test-retest
reliability across populations was excellent (r=0.83-0.87). In the current study, the alpha for the
RQ at T1 was 0.76.

Coping was also measured using 3 subscales of the Brief COPE questionnaire (Carver,
1997): (1) positive reinterpretation and growth (“I look for something good in what is
happening”); (2) use of emotional support (“I’ve been getting comfort and understanding from
someone”); and (3) acceptance (“I’ve been accepting the reality of the fact that it has
happened”), consisting of a total of 6 items. These subscales were selected based on the findings
from Lebel et al.’s (2014) pilot study, as these particular subscales were those that demonstrated
changes. In the current study, Cronbach’s alpha for the positive reinterpretation and growth
subscale at T1 was 0.87. Cronbach’s alpha for the use of emotional support subscale at T1 was
0.80. Lastly, Cronbach’s alpha for the acceptance subscale at T1 was 0.78. Please see Appendix J
for a copy of the questionnaire package.
Statistical Analyses

Statistical analyses were performed using SPSS version 23. Demographic characteristics
of the participants were generated (i.e., means, standard deviations) and are presented in Table 1.
A mixed between-within subjects analysis of variance (ANOVA) and repeated measures
ANOVAs were carried out within the linear mixed models (LMM) component of SPSS. The
LMM approach was utilized to account for an unequal number of evaluations at each time point,
and thus, preserved more values (Garson, 2012). The between-within subjects ANOVA was
conducted to compare the experimental group’s T1 (pre-intervention) and T2 (post-intervention)

with the wait-list control groups TO (baseline period) and T1 (pre-intervention), and to assess for
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differences over time between both groups. Following this, repeated measures ANOVAs were
carried out to assess changes in the means across all participants over time (T1 — pre-
intervention; T2 — post-intervention; and T3 — 3-month follow-up). Lastly, within LMM, a mixed
between-within subjects ANOVA design was also performed to identify any individual therapist
differences across outcome measures over time.

Within LMM, there are many ways to model covariance across time. Of the different
ways in which one could model covariance, Singer (1998) suggested using simple covariance
structures, such as unstructured, autoregressive, and compound symmetry structures. To
determine which covariance structure best described this dataset, the authors employed the
Akaike Information Criterion (AIC) in SPSS. The AIC assessed which mathematical model was
the best fit for these analyses (Singer, 1998). Following Singer’s (1998) suggestion, the authors
used the lowest reported AIC value, as the lower the AIC value, the better that structure is in
describing a particular dataset. For the between-within analyses, the autoregressive covariance
structure yielded the lowest AIC values across the different dependent variables (DVs). For the
repeated measures analyses and therapist differences analyses, the compound symmetry
covariance structure yielded the lowest AIC values across the DVs. The statistical results below
are based on the respective covariance structures mentioned above.

Results
Participants

A total of 25 women were enrolled in the study, and of these, n= 19 were breast cancer
survivors, n=5 were gynecological cancer survivors, and n=1 was an ocular melanoma cancer
survivor. Of the 25 women enrolled in the study, data were collected, retained and analyzed on

n=24 participants (as 1 participant dropped out prior to completing any questionnaires). After
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accounting for attrition and ineligibility, n=19 women completed the intervention (13 breast, 5
gynecological, 1 ocular melanoma). The majority of participants were diagnosed with stage 111
breast cancer, and were diagnosed on average 1.5 years prior to participation. The average age of
participants was 55 years old (range 34 -74 years). The average participant was university
educated, employed full-time, and married or cohabiting. Pre-existing/co-morbid Axis |
diagnoses across participants included Major Depressive Episode (past and current), Post-
Traumatic Stress Disorder, and Social Anxiety Disorder, as evidenced by the MINI screener
(Sheehan & Lecrubier, 2006).

Changes in Outcome Measures

Significance. Given the exploratory nature of this research, a Bonferroni correction to the
alpha level was not applied, in the interest of reducing the probability of Type Il errors occurring.

Effect size. Using a technique described by Peugh (2010), to obtain the variance
accounted for in LMM, predicted values were calculated in SPSS, and those predicted values
were correlated for our models against the dependent variables. This resulted in a correlation that
when squared, provided the variance accounted for (r%). Specifically, r* was used as our measure
of effect size.

Mixed between-within subjects ANOVAs. Out of the 9 outcome measures in the
between-within analyses, 3 variables showed significant interactions: FCRI (fear of cancer
recurrence), IES (cancer-specific distress), and MUIS (uncertainty in illness). A LMM analysis
(comparable to a mixed between-within subjects ANOVA) was conducted to assess the impact
of RCT group (experimental group or wait-list control) on participants’ scores on the FCRI
across two time periods (experimental group: pre-intervention and post-intervention; wait-list

control: baseline period (+/- 6 weeks) and pre-intervention). There was a main effect for time, F
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(1, 15.18) = 8.04, p = .012, r?= 0.12. There was no main effect for RCT group, F (1, 21.50)
=.027, p = .871, r’= 0.92. The mean difference across time for the control group was not
significant, p =. 638. There was a significant interaction effect between RCT group and time, F
(1, 15.18) = 4.57, p = .049, r* = 0.12. Tests of simple main effects revealed that the mean
difference across time for the experimental group was significant at p = .003.

Scores on the IES revealed that the main effect for time was not significant, F (1, 14.63)
=3.33, p =.089, r’= 0.01. There was no main effect for RCT group, F (1, 20.96) =20.96, p
=.332, r*= 0.03. The mean difference across time for the control group was not significant, p =.
611. There was a significant interaction effect between RCT group and time, F (1, 14.63) = 6.05,
p =.027, r’= 0.03. Tests of simple main effects revealed that the mean difference across time for
the experimental group was significant at p = .016.

Scores on the MUIS revealed there was a main effect for time, F (1, 13.71) =6.38, p =
.025, r’= 0.04. There was no main effect for RCT group, F (1, 22.50) =1.50, p = .234, r>= 0.03.
The mean difference across time for the control group was not significant, p =.323. There was a
significant interaction effect between RCT group and time, F (1, 13.71) = 14.91, p = .002, r’=
0.08. Tests of simple main effects revealed that the mean difference across time for the
experimental group was significant at p = .001. The effect sizes of the observed changes on the
aforementioned outcome measures are considered to be small effects (Cohen, 1992).

The aforementioned findings indicate that the experimental group reported a decrease on
these three outcomes, while the control group did not report such a change. Please see figures 3-5
for the FCRI, IES and MUIS graphs. Please see Table 2 for the between-within results for all 9
outcome measures. The between-within analyses results were not significant for the remaining

outcome variables (quality of life (physical health), quality of life (mental health), cognitive
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avoidance, intolerance of uncertainty, reassurance-seeking, worry, and the following coping
subscales: positive reinterpretation and growth, use of emotional support and acceptance).
Graphs for non-significant findings are available upon request.

Repeated measures ANOVAs. For all study participants, the means and standard
deviations of the primary and secondary outcome variables at baseline (T1), post-intervention
(T2) and 3-month follow-up (T3) are displayed in Table 3. A LMM analysis (comparable to a
repeated measures ANOVA) was conducted and revealed significant time effects for FCR,
cancer-specific distress, uncertainty in illness, cognitive avoidance, reassurance-seeking,
intolerance of uncertainty, quality of life (mental health), and the following coping subscales:
positive reinterpretation and growth, and acceptance. The effect sizes of the observed changes
ranged from 0.04 -0.34 (small to medium effects; Cohen, 1992). The variables that were
maintained at T3 include FCR, cancer-specific distress, positive reinterpretation and growth,
reassurance-seeking, and quality of life (mental health). The variables that improved at T3
include uncertainty in illness, cognitive avoidance, intolerance of uncertainty, and acceptance.
Non-significant findings include use of emotional support, worry, and quality of life (physical
health). The repeated measures ANOVA results for all 9 outcome measures can be found in
Table 3. Please see figures 6-14 for the FCRI, IES, MUIS, CAQ, RQ, IUS, BRIEF COPE
subscales and SF-8 graphs. Graphs for non-significant findings are available upon request.

Individual therapist differences. A LMM analysis (comparable to a mixed between-
within subjects ANOVA design) was performed to evaluate any individual therapist differences
across outcome measures over time (i.e., if there were any differences in outcome measures
achieved by different therapists). There were no therapist effects detected, however, there was

one interaction between therapist and time on the acceptance coping subscale of the BRIEF



101

COPE, F (4, 29.18) = 3.17, p = .028. This interaction effect suggests that the patterns across
therapists on the acceptance coping subscale changed as a function of time. Otherwise, no
significant interactions between therapist and time emerged on the remaining outcome measures.
These results suggest that as a whole, all three therapists were applying the same standard of
treatment, and seeing the same effect. Please see figure 15 for the BRIEF COPE acceptance
graph outlining therapist differences. Graphs for non-significant findings are available upon
request.
Discussion

The goal of this study was to test the preliminary effects of this individualized,
manualized FCR intervention. This is one of the first pilot intervention trials aimed at the
treatment of FCR. Based on the results from this study, it appears that the intervention can be
helpful in decreasing FCR in female cancer survivors. Hypothesis 1 was supported, in that
participants assigned to the experimental group did have lower scores on the primary outcome
measure of FCR after treatment than did participants in the wait-list control group. Hypothesis 2a
was partially supported, in that participants in the experimental group had lower scores on
secondary outcome measures of cancer-specific distress and uncertainty in illness than did
participants in the wait-list control group, but not for intolerance of uncertainty, cognitive
avoidance, reassurance-seeking and worry. Hypothesis 2b was not supported, as participants in
the experimental group did not show improvements on coping subscales of positive
reinterpretation and growth, acceptance coping, use of emotional support, and quality of life
(physical health and mental health) as compared to participants in the wait-list control group.
Hypothesis 3 was supported, in that all participants had lower scores on the primary outcome

measure of FCR after treatment, and these effects were maintained at 3-month follow-up.
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Hypothesis 4a was partially supported, in that participants had lower scores on cancer-specific
distress, uncertainty in illness, cognitive avoidance, intolerance of uncertainty and reassurance-
seeking, but not for worry. Hypothesis 4b was partially supported, in that participants showed
improvements on quality of life (mental health), and coping subscales of positive reinterpretation
and growth and acceptance coping, but not for use of emotional support and quality of life
(physical health). The variables that changed either maintained or improved at the 3-month
follow-up. Specifically, the variables that were maintained at T3 include FCR, cancer-specific
distress, positive reinterpretation and growth, reassurance-seeking and quality of life (mental
health). The variables that improved at T3 include uncertainty in illness, cognitive avoidance,
intolerance of uncertainty, and acceptance. Overall, these findings provide evidence that the
changes immediately observed from pre- to post-therapy are not just a result of the passage of
time or other external events, but are indicative of the effects of the intervention, which appear to
last, or improve, at least up to 3 months post-completion. The absence of a comparison group at
the 3-month follow-up makes the maintenance of therapy gains tentative.

Results from this study generally indicate consistency across the theoretical models that
guided this intervention. In line with Leventhal’s Common Sense Model (Lee-Jones et al., 1997;
Leventhal et al., 1992), significant reductions were found in FCR and coping subscales of
positive reinterpretation and acceptance. However, the emotional support coping subscale was
found to be non-significant. This may be due to participants feeling alone in their cancer journey,
as feeling alone has been found to be a potential clinical feature of FCR (Mutsaers et al., 2016).
Future interventions could address these beliefs and help patients increase their social supports.
Consistent with the Uncertainty in Iliness theory (Mishel, 1981), results indicated that there were

significant reductions in illness uncertainty across participants over time. However, as the
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relationship between change in FCR and illness uncertainty was not formally measured, further
testing of the relationship between these two constructs is necessary. Consistent with cognitive
models of worry (Dugas et al., 1998; Ladouceur et al., 2000; Langlois et al., 2004), results
showed significant reductions in intolerance of uncertainty and cognitive avoidance. Contrary to
our expectations, worry did not significantly decrease over time. One consideration is the
possibility of one’s predisposition to worry and anxiety. Given that all of the participants initially
scored in the clinically high range for FCR (i.e., a form of anxiety), it is possible that these
individuals may have a more anxious predisposition as compared to individuals who have low
levels of FCR. Future studies could utilize different outcome measures to further examine worry
and anxiety. For example, the State-Trait Anxiety Inventory (STAI; Spielberger, Gorsuch,
Lushene, Vagg, & Jacobs, 1983) measures anxiety as it relates to a specific element (i.e., state
anxiety) and also longstanding anxiety consistent with one’s predisposition (i.e., trait anxiety).
Thus, the STAI may be a good tool to measure an individual’s predisposition to worry and
anxiety (J. Grenier, personal communication). Future intervention studies could focus on
incorporating additional worry-based strategies, such as operationalizing the concept of worry to
patients and increasing worry-targeted techniques.

In terms of feasibility, it does appear that this intervention is feasible. Over the course of
6 months, 25 study participants were successfully recruited. As previously mentioned, of these
25 participants, a total of 19 participants successfully completed the intervention (76%). Four of
the 25 participants were deemed ineligible to continue participation (due to unsuitability or
cancer recurrences), one participant could not be reached after enrolment, and one participant
dropped out very early in the intervention due to time restraints (after session 2), resulting in one

true dropout. Therefore, based on the number of individuals who completed the intervention, one
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can infer that the intervention appealed to the majority of participants.
Limitations

While this intervention poses a unique contribution to research, there are limitations to
this study. Primarily, this is a pilot RCT with a small sample size, which limits the
generalizability of the findings. More specifically, the results are only representative of the
participants in this study, and may not represent the opinions of future participants. Furthermore,
this intervention was only tested on female patients with specific cancers, further limiting the
applicability of the findings. Larger RCTs are necessary to continue establishing the efficacy of
this intervention, particularly using a broader oncology population that includes males and
individuals with different forms of cancer. If further studies replicate these findings, it will
demonstrate broad intervention applicability.

As previously noted, the alpha level was not adjusted due to the exploratory nature of this
study, indicating that these results should be interpreted with caution. These interesting research
findings may be suggestive of future investigation in larger studies.

The original study timeline was significantly reduced due to unanticipated job
restructuring. As a result of this change, the original 6-week waitlist for the control group was
reduced to a 2-6 week waitlist, therefore compromising the initial study design. While this
unanticipated change affected certain aspects of this study, efforts were made to ensure that
participants assigned to the control group waited as long as possible before receiving the
intervention. Of the participants assigned to the control group, n=5 waited 6 weeks, n=2 waited 5
weeks, n=1 waited 4 weeks, and n=2 waited 2 weeks. Thus, half of the control group participants

were assigned to the originally intended 6-week waitlist.
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Another limitation of the study is that some participants did not complete all timepoint
evaluations. However, we retained data on all of the participants for our analyses, including
participants who completed the intervention, who experienced recurrences, etc. Multiple efforts
were made to follow-up with participants to request completion of questionnaires. Thus, future
research should focus on an alternate strategy for successfully acquiring participant data.
Another noted limitation is the absence of a control group for the follow-up results at the 3-
month time point. For ethical and practical reasons (i.e., retention of participants and completing
the study in a timely manner), we limited the between comparisons to T1 and T2 only, and did
not include T3.

The efficacy of this intervention may be partially explained by participants having had
high levels of FCR and cancer-specific distress. At the present time, it is not known if the
intervention would be appropriate, or as effective, in reducing FCR if individuals have lower
levels of FCR and cancer-specific distress.

Future Directions

Results from this study suggest that it is possible to help cancer survivors manage their
FCR. The steady recruitment rate and low dropout rate may also suggest participants’ interest
and motivation to complete the intervention. Interestingly, the recruitment and dropout rates for
this study (the individual treatment modality) are different as compared from those found in
Lebel et al.’s (2014) pilot study (the group treatment modality). In Lebel et al.’s (2014) study,
recruitment of the 56 participants took 2 years (versus this study’s recruitment rate of 6 months),
and there was a 21% drop out rate (versus this study’s dropout rate of 0.04%). This poses the
question of whether the individual version of the intervention is perceived differently, or, is

perhaps considered to be more acceptable, or less threatening, by participants than the group
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version. Certainly, clinical experience suggests that female patients often decline group therapy
for fear of being distressed by other patients’ experiences and psychological distress (M.
Lefebvre, personal communication). Furthermore, one of the benefits of the individual therapy is
the flexibility in scheduling sessions. While the group therapy occurred at a specific day and time
each week, participants in the individual intervention were able to select their preferred time and
day for each weekly session. It is possible that the differences in recruitment rates and attrition
rates across the group and individual interventions may in part be due to scheduling factors, as
half of the participants who were considered dropouts in Lebel et al.’s (2014) study cited
scheduling conflicts (i.e., needing to miss more than the one weekly session that the protocol
allowed). A future study could compare the feasibility, acceptability and efficacy of the group
intervention versus the individual intervention, to determine if the treatments are comparably
effective, and for whom. Another approach would be to conceptualize the study by treatment
preferences — to identify patient attributes that may influence engagement in treatment,
adherence to treatment, and outcome achievement (Sidani & Braden, 2011).

This is the first FCR-related intervention to be validated in more than one therapeutic
modality. As both group and individual modalities appear to be effective, this should encourage
research offering both group and individual interventions targeting this phenomenon. Future
research should also continue investigating the specific therapeutic ingredients that are most
effective for the psychological treatment of FCR. Future studies could also examine whether
cognitive techniques (e.g., targeting distorted thinking, cognitive restructuring), existential
techniques (e.g., focusing on meaning, loss and identity and on promoting the experience of
emotional expression of specific fears, processing one’s worst-case scenario), and/or relaxation

techniques (e.g., progressive muscular relaxation, calming self-talk phrases) are most helpful in
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decreasing FCR.

Future studies building on this research may also consider the inclusion of a qualitative
data component, in order to further supplement the findings from the existing quantitative data.
Including a qualitative aspect could enable the identification of specific themes or elements, in
order to help further interpret the quantitative data obtained (J. Grenier, personal
communication). Future research could examine the existence of any themes or elements within
the course of therapy that could account for individuals who did not benefit as much, or, whose
worries were particularly challenging to overcome. For example, worries or concerns expressed
by participants may fit under various themes, such as “body image”, “loss”, “sexuality”, “leaving
family behind”, etc. (J. Grenier, personal communication). In research efforts as such, it would
be prudent to assess if certain specific themes underlying the worry have a bigger impact than the
actual “act” of engaging in worry. Thus, the utilization of a mixed-methods approach would
undoubtedly add richness and comprehensiveness to this existing study, in an effort to further
understand both the construct of FCR and the experience of study participants.

Clinical Implications

This individualized intervention has direct clinical implications for survivors living with
FCR. This intervention can help cancer survivors reduce FCR and psychological distress through
gentle confrontation of fear, loss and meaning, and through the use of adaptive coping strategies,
such as cognitive reframing and planning for the future. Furthermore, this intervention can help
participants replace existing maladaptive coping behaviours (i.e., avoidance and reassurance-
seeking) with authentic connection, as well as helpful and realistic tools moving forward,
therefore enhancing quality of life.

The results from this pilot RCT may continue to inform intervention efforts targeting
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FCR. At the present time, several RCTs are underway to address FCR-related interventions,
which may ultimately lead to evidence-based guidelines on how to manage FCR. Presently, it
appears that oncology-related specialists refer only 21% of patients with high FCR for
psychosocial services (Thewes et al., 2014), despite the high prevalence of FCR-related
suffering. This finding clearly illustrates how these psychological services can be helpful to a
wider population. Furthermore, a standard method for screening patients with FCR would be a
helpful addition to current assessments within oncological-medical settings. Cost-efficacy studies
should be conducted in the near future, as there is increasing evidence that these FCR
interventions are effective and well received by patients, with potential benefit to the healthcare

system as well as patients and loved ones.
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Table 1

Participant Characteristics, N=24

Variable M SD
Age (years) 55.0 10.76
Time since diagnosis (years) 1.54 1.53
n %
Primary ethnic background
Caucasian 23 95.8
Asian 1 4.2
Civil status
Married/Cohabiting 19 79.2
Divorced/separated 2 8.3
Widowed 3 12.5
Education
High school or less 3 125
College or more 21 87.5
Occupation
Employed full-time 10 41.7
Employed part-time 2 8.4
Unemployed 1 4.2
Unemployed due to illness 5 20.8
Retired 6 25.0
Income
0-20,000 3 12.5
21 —40,000 2 8.3
41 - 60,000 1 4.2
61 — 80,000 4 16.7
81 -100,000 5 20.8
Over 100,000 9 37.5
Cancer stage
Stage | 9 37.5
Stage Il 2 8.3
Stage 111 10 41.7
Not aware/missing 3 125
Primary cancer site
Breast 18 75.0
Gynecological 5 20.8
Other (Ocular Melanoma) 1 4.2
Treatment regimen
Surgery 4 16.7
Chemotherapy 1 4.2
Radiation therapy 1 4.2
Chemotherapy & Radiation 1 4.2
Chemotherapy & Surgery 2 8.3
Radiation & Surgery 4 16.7
Chemotherapy, Radiation & 11 45.8

Surgery
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Table 2

Mixed between-within ANOVA analyses comparing the experimental group’s T1 (pre-intervention) and T2 (post-intervention) with the wait-list control groups TO (baseline
period) and T1 (pre-intervention

Outcome Variable

Main Effect for Group

F values, p values, and

r2 values

Main Effect for Time

F values, p values, and
r? values

Interaction Effect (RCT Simple Main
group x Time) Effects

F values, p values, and

values
r? values P

Estimated Marginal Means

Time

FCRI
(Range: 0-168)

IES
(Range: 0-75)

SF-8: Physical Health
(Range: 9-69)

SF-8: Mental Health
(Range: 5-72)

MUIS
(Range: 1-165)

IUS
(Range: 1-135)

WW-H
(Range: 1-65)

CAQ
(Range: 1-125)

RQ
(Range: 1-40)

BRIEF COPE: Positive
Reinterpretation
(Range: 1-8)

BRIEF COPE: Use of
Emotional Support
(Range: 1-8)

BRIEF COPE: Acceptance

(Range: 1-8)

F (1, 21.50) =.027,
p=.871,12=092

F (L, 20.96) =20.96
p=.332,r2=0.03

F (1, 22.47) =3.30,
p =.082

F (1, 21.16) = .139,
p =713

F (1, 22.50) =1.50,
p=.234, r2=0.03

F (1, 20.82) =.030,
p =.864

F (1, 20.76) =.494,
p =.490

F (1, 18.70) =.000,
p =.997

F (1, 18.87) =.029,
p =.867

F (1,22.08) =2.12,
p=.159

F (1, 20.82) =.001,
p=.981

F (1, 19.89) =12.08
p=.002% r2=0.29

NB: * = Indicates significant differences at p<0.05.
NB: r? values were calculated for variables that yielded significant findings.

F (1, 15.18) = 8.04,
p =.012*, r?=0.12

F (1, 14.63) = 3.33,
p=.089, r°=0.01

F (1, 14.61) =380,
p =547

F(1,17.02) =131,
p =268

F(1,13.71) = 6.38,
p =.025*, r*=0.04

F (1, 11.49) =.910,
p =.360

F(1,16.81) =1.21,
p =288

F(1,12.24) =.1.92,
p=.191

F (1, 13.74) =.108,
p =747

F (1, 19.09) =.016,
p =.899

F (1, 20.69) =.298,
p=.591

F (1, 17.62) =.206,
p =.655

F (1, 15.18) = 4.57,

- *
p=.049% r?=0.12 p=.003%.

F (1, 14.63) = 6.05,

- *
b= .027% °=0.03 p=.016™.

F (1, 14.61) =2.13,
p =.166

F(1,17.02) = 2.63,
p =123

F(1,13.71) = 1491, B
D= .002* 1= 0.08 p=.001%.
F (1, 11.49) =.736,

p =.409

F (1, 16.81) =.159,
p =.695

F (1, 12.24 =.401,
p =538

F (1, 13.74) =.103,
p =753

F (1, 19.09) =2.65,
p =120

F (1, 20.69)= 1.74,
p =.201

F (1, 17.62) =.458,
p =.507

Experimental group: T1 (116), T2 (91)
Wait-list control group: TO (104), T1 (100)

Experimental group: T1 (41), T2 (30)
Wait-list control group: TO (40), T1 (42)

Experimental group: T1 (42), T2 (40)
Wait-list control group: TO: (46), T1 (50)

Experimental group: T1 (34), T2 (41)
Wait-list control group: TO: (37), T1 (36)

Experimental group: T1 (93), T2 (80)
Wait-list control group: T0: (91), T1 (94)

Experimental group: T1 (86), T2 (79)
Wait-list control group: TO: (84), T1 (84)

Experimental group: T1 (27), T2 (26)
Wait-list control group: T0:(26), T1 (24)

Experimental group: T1 (72), T2 (63)
Wait-list control group: TO: (69), T1 (66)

Experimental group: T1 (26), T2 (26)
Wait-list control group: TO: (25), T1 (26)

Experimental group: T1 (5), T2 (6)
Wait-list control group: TO: (5), T1 (4)

Experimental group: T1 (5), T2 (6)
Wait-list control group: TO: (6), T1 (5)

Experimental group: T1 (7), T2 (6)
Wait-list control group: TO: (5), T1 (5)
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Table 3

Repeated Measures ANOVA analyses examining psychological outcomes at baseline (T1), post-intervention (T2), and 3-month follow-up (T3): means, standard deviations, and effect size

120
Outcome Variable Mean (SD) F and p values r? values
T T2 e N Time
FCRI _ .
(Range 0-168) 108.68 (4.94)a 90.37 (5.24)b 82.03 (5.35)b 19 F(2, 27.87)=15.82, p<0.001 0.28
IES _
(Ranges 0-75) 41.36 (3.09)a 28.91 (331)b 26.98 (3.31)b 20 F(2, 28.68)=10.58, p<0.001* 0.21
SF-8: Physical Health
(Range: 9-69) 47.45 (2.29)a 46.77 (2.61)a 46.80 (2.56)a 20 F(2,27.93)=.052, p=.950 NA
SF-8: Mental Health _ «
(Rane. 5.7 35.63 (1.95)a 43.94 (2.32)b 43.78 (2.26)b 20 F(2, 28.72)=8.24, p<0.001 0.18
MUIS _ .
(Range: 1.165) 93.048 (2.29)a 84.31 (2.58)b 76.65 (2.58)c 21 F(2, 30.24)=21.46, p<0.001 0.34
IUS e 43 e o1
(Range: 1-135) 83.93 (5.88)a 79.38 (6.05)ab 71.84 (5.99)b 20 F(2,24.71)=5.43, p=.011 0.04
WW-H 102 p=
(Range: 1.65) 25.45 (1.55)a 24.24 (1.67)a 23.30 (1.67)a 20 F(2,31.34)=1.02, p=.371 NA
CAQ 699 e 00R%
(Ranger 1.125) 67.86 (4.22)a 59.30 (4.54)ab 53.63 (4.54)b 20 F(2, 29.01)=6.22, p=.006 0.10
RQ 00 e 031%
(Rango-1-40) 26.49 (1.04)a 26.48 (1.12)a 2357 (1.12)a 20 F(2, 29.63)=3.92, p=.031 0.10
BRIEF COPE: Positive Reinterpretation 4.71(:342)a 6.28 (:376)b 5.79 (:369)b 21 F(2,32.71)=9.93, p<0.001* 0.17
(Range: 1-8)
BRIEF COPE: Use of Emotional Support 5.29 (.354)a 6.13 (:398)a 5.60 (:388)a 21 F(2,32.92)=1.82, p=178 NA
(Range: 1-8)
BRIEF COPE: Acceptance 5.86 (.304)a 6.47 (.338)ab 6.90 (.330)b 21 F(2,33.66)=4.75, p=.015* 0.09

(Range: 1-8)

NB: * = Indicates significant differences at p<0.05.

NB: Within a row, values with different lowercase letters indicate significant differences at p<0.05.
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Figure 3. Between-within ANOVA findings for fear of cancer recurrence (FCRI) scores across
therapy groups over time (Experimental group Time 1: Pre-intervention and Time 2: Post-
intervention. Wait-list control group Time 1: Baseline 2-6 week waiting period and Time 2: pre-
intervention).
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Figure 4. Between-within ANOVA findings for cancer-specific distress (IES) scores across
therapy groups over time (Experimental group Time 1: Pre-intervention and Time 2: Post-
intervention. Wait-list control group Time 1: Baseline 2-6 week waiting period and Time 2: pre-
intervention).
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Figure 5. Between-within ANOVA findings for uncertainty in illness (MUIS) scores across
therapy groups over time (Experimental group Time 1: Pre-intervention and Time 2: Post-
intervention. Wait-list control group Time 1: Baseline 2-6 week waiting period and Time 2: pre-

intervention).
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Figure 6. Repeated Measures ANOVA findings for fear of cancer recurrence (FCRI) scores
across study participants over time (pre-intervention, post-intervention, and 3-month follow-up).
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Figure 7. Repeated Measures ANOVA findings for cancer-specific distress (IES) scores across
study participants over time (pre-intervention, post-intervention, and 3-month follow-up).
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Figure 8. Repeated Measures ANOVA findings for uncertainty in illness (MUIS) scores across
study participants over time (pre-intervention, post-intervention, and 3-month follow-up).
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Figure 9. Repeated Measures ANOVA findings for positive reinterpretation and growth (BRIEF

COPE subscale) scores across study participants over time (pre-intervention, post-intervention,
and 3-month follow-up).
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Figure 10. Repeated Measures ANOVA findings for acceptance (BRIEF COPE subscale) scores
across study participants over time (pre-intervention, post-intervention, and 3-month follow-up).



129

80.00

70.00

60.00

50.00

CAQ Scores
N
o
o
o

— Combined Sample

30.00
20.00
10.00

0.00
1 2 3

Time

Figure 11. Repeated Measures ANOVA findings for cognitive avoidance (CAQ) scores across
study participants over time (pre-intervention, post-intervention, and 3-month follow-up).
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Figure 12. Repeated Measures ANOVA findings for reassurance seeking (RQ) scores across
study participants over time (pre-intervention, post-intervention, and 3-month follow-up).
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Figure 13. Repeated Measures ANOVA findings for intolerance of uncertainty (1US) scores
across study participants over time (pre-intervention, post-intervention, and 3-month follow-up).
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Figure 14. Repeated Measures ANOVA findings for quality of life: mental health (SF-8: MCS)

scores across study participants over time (pre-intervention, post-intervention, and 3-month
follow-up).
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Figure 15. Between-Within ANOVA findings for acceptance (BRIEF COPE subscale) scores
across therapists over time (T1: pre-intervention, T2: post-intervention, and T3: 3-month follow-

up).
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General Discussion
Thesis Rationale

These manuscripts report on the findings of two pilot studies examining an individualized
therapeutic intervention for the treatment of fear of cancer recurrence (FCR). As previously
mentioned, the first study was a pilot study with n=3 cases, where the authors adapted the
original FCR group intervention to an individual version, with the goal of examining the
feasibility, acceptability, and overall satisfaction of this individual intervention. The second
study was a pilot randomized controlled trial (RCT) with n=25 female cancer survivors, with the
goal of testing the efficacy of the same individual FCR intervention as compared to a wait-list
control group. These research studies were conducted in collaboration with a team of researchers
and clinicians at the Psychosocial Oncology Program (PSOP) and the Psychology Department at
The Ottawa Hospital (TOH) in Ottawa, Ontario, Canada.

A review of the literature on psychosocial interventions for cancer patients revealed that
cognitive-behavioural therapy (CBT) interventions can be greatly beneficial, with studies
demonstrating reductions in depression and anxiety (Edelman, Bell, & Kidman, 1999; Greer et
al., 1992; Herschbach et al., 2010;), and increases in quality of life and coping (Breitbart et al.,
2012; Kissane et al., 2003; Lee, Lim, Yoo, & Kim, 2011; Penedo et al., 2006; Simpson, Carlson,
& Trew, 2001). However, this review of the literature revealed that there is a paucity of
published interventions for the psychological treatment of FCR, which is the highest reported
concern among cancer survivors (Simard & Savard, 2009; Simard et al., 2013; Thewes et al.,
2014). Fortunately, intervention research in the area of FCR is emerging, with a number of
ongoing RCTs that are aimed at targeting this important psychological construct (Butow et al.,

2013; Lewis et al., 2013; van de Wal et al., 2015).
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The adaptation, standardization, and subsequent pilot testing of this individual FCR
intervention served to address a number of concerns. Primarily, it appears that limited published
psychotherapeutic interventions exist for the treatment of FCR. Furthermore, it appears that very
few individual therapeutic interventions exist that specifically address FCR. Moreover, there are
limited FCR interventions that exist for both men and women living with this concern.
Therefore, the present studies aimed to address the gaps in the literature by adapting the
aforementioned FCR group intervention to an individual format, and to offer this individual
intervention to both men and women. This general discussion will report on the findings of these
two studies, integrate these findings in accordance to relevant theoretical models, and detail the
studies’ limitations, strengths, clinical implications, and future research directions.

Study 1: Review of Objectives and Hypotheses

To review, the objectives of the first study were to: 1) Adapt and standardize Lebel and
Maheu’s (2009) cognitive-existential (CE) FCR group intervention to an individual format; and
2) Pilot-test the feasibility, acceptability, and satisfaction with the individual FCR intervention.
The authors hypothesized the following: 1) Participants would find the intervention feasible,
acceptable, and satisfactory; 2) Participants would show a reduction in their FCR and cancer-
specific distress immediately after completing the intervention.

Study 1: Main Pilot Findings

Consistent with the proposed hypotheses, results from this study revealed that all
hypotheses were supported.

It was feasible to recruit male and female patients of mixed cancer sites within the
respective study timeline, and was feasible for participants to complete their questionnaire

packages once a week for 10 weeks. While the study’s acceptability was challenged due to
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attrition in the earlier stages of the intervention, participants who completed the therapy indicated
that they found the intervention to be helpful, fair, and reasonable. Furthermore, the session
attendance rate was 100% across all 3 participants, suggesting further acceptability of the
intervention. While participants showed downward trends in FCR and cancer-specific distress, as
indicated in our hypothesis, participants remained in the recommended clinical range for FCR at
discharge, and one participant remained in the recommended clinical range for cancer-specific
distress at discharge. One potential reason for this finding is that a validated clinical cut-off score
for FCR has yet to be firmly established. While certain FCR inventories may suggest cut-off
scores to identify high levels of FCR, to date, there is an absence of an agreed-upon definition of
clinical FCR, of a validated clinical interview, and an accompanying validated cut-off score for
FCR in the literature. For example, the recommended clinical cut-off score of >13 on the Fear of
Cancer Recurrence Inventory-Short Form (FCRI-SF; Simard & Savard, 2009), which
corresponds to the severity subscale of the FCRI, is currently being debated (Costa, Smith, &
Fardell, 2016). This clinical cut-off was established using the purpose-designed face-to-face
Structured Interview for Fear of Cancer Recurrence (SIFCR) as a gold-standard measure (Simard
& Savard, 2009; Simard & Savard, 2015), although data supporting this recommended cut-off
score are preliminary. For example, the authors of the FCRI-SF initially proposed a cut-off score
of >13 for maximizing sensitivity, and a cut-off score of >16 for maximizing specificity (Simard
& Savard, 2015). Furthermore, a study conducted by Fardell et al. (2016) found that a cut-off
score of >22 provided optimal specificity and sensitivity for identifying cancer survivors with
clinically significant levels of FCR. These findings illustrate the challenge of reliably identifying

survivors experiencing clinical FCR (Fardell et al., 2016). Future studies should strive to develop
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a gold-standard clinical interview with a validated clinical cut-off score, in order to accurately
determine what constitutes as high FCR.

The post-session feedback questionnaires and exit interviews revealed that participants
found the intervention to be helpful, and were grateful and appreciative for the overall
experience. Participants reported that the aspects of the intervention they appreciated most were
cognitive restructuring techniques, relaxation exercises, calming self-talk, and planning for the
future. Participants also reported that the least appreciated aspects of the intervention were fairly
minimal, including pacing of exercises on the relaxation CD. Participants identified specific
mechanisms of change from the intervention, such as addressing their worst-case scenario and
fostering a safe therapeutic relationship. Lastly, all participants reported experiencing
improvements in their FCR upon completion of the intervention. Overall findings from this pilot
study tentatively suggest that this individual intervention was helpful in decreasing participants’
FCR and cancer-specific distress.

Study 2: Review of Objectives and Hypotheses

The objective of the second study was to examine the efficacy of the individual FCR
intervention via a small-scale randomized controlled clinical trial. The authors hypothesized the
following: 1) Participants in the experimental group would have lower scores on the primary
outcome measure of FCR after treatment than would participants in the wait-list control group;
2a) Participants in the experimental group would have lower scores on secondary outcome
measures of cancer-specific distress, intolerance of uncertainty, uncertainty in illness, cognitive
avoidance, reassurance-seeking and faulty beliefs about worrying than would participants in the
wait-list control group; 2b) Participants in the experimental group would demonstrate enhanced

coping skills in positive reinterpretation and growth, acceptance, and use of emotional support,
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and report better mental and physical quality of life after treatment, than would participants in
the wait-list control group; 3) When grouped together, all participants (both experimental group
and wait-list control group) would have lower scores on the primary outcome measure of FCR
after treatment, and these effects would be maintained at 3-month follow-up; 4a) When grouped
together, all participants (both experimental group and wait-list control group) would have lower
scores on the secondary outcome measures of cancer-specific distress, intolerance of uncertainty,
uncertainty in illness, cognitive avoidance, reassurance-seeking and faulty beliefs about
worrying, and these effects would be maintained at 3-month follow-up; 4b) When grouped
together, all participants (both experimental group and wait-list control group) would
demonstrate enhanced coping skills in positive reinterpretation and growth, acceptance, and use
of emotional support, and report better quality of life after treatment, and these effects would be
maintained at 3-month follow-up.
Study 2: Main Pilot Findings

Consistent with the first study hypothesis, participants in the experimental group had
lower scores on the primary outcome measure of FCR after treatment, as compared to the wait-
list control group. In regards to hypothesis 2a, participants in the experimental group also had
lower scores on cancer-specific distress and uncertainty in illness as compared to the wait-list
control group, but did not show improvements on the remaining secondary outcome variables
(i.e., cognitive avoidance, reassurance-seeking, worry, and intolerance of uncertainty).
Hypothesis 2b was not supported, as participants in the experimental group did not show
improvements on coping skills in positive reinterpretation and growth, acceptance, and use of
emotional support, or quality of life (physical health and mental health), as compared to

participants in the wait-list control group. Consistent with hypothesis 3, when all participants



139

were grouped together, they had lower scores on the primary outcome measure of FCR after
treatment, which was maintained at 3-month follow-up. In regards to hypothesis 4a, when all
participants were grouped together, they had lower scores on cancer-specific distress, uncertainty
in illness, cognitive avoidance, intolerance of uncertainty and reassurance-seeking, but not for
worry. In regards to hypothesis 4b, when all participants were grouped together, participants
showed improvements on mental health quality of life, and coping subscales of positive
reinterpretation and growth and acceptance, but not for quality of life (physical health) or use of
emotional support. Of these changes in secondary outcomes, all were either maintained or
improved at 3-month follow-up. The remaining secondary outcome variables (i.e., worry,
physical health quality of life, and use of emotional support) did not improve over time.

Analyses were also conducted to identify any individual therapist differences across
outcome measures over time. With the exception of the acceptance coping subscale on the
BRIEF COPE (Carver, 1997), no significant individual therapist effects emerged on any of the
outcome measures. These findings suggest that the therapists were applying the same treatment
protocol across participants (i.e., regardless of the therapist, the treatment was effective, and the
treatment effects were maintained). Overall, results from this pilot RCT revealed the preliminary
efficacy of this individualized intervention for the treatment of FCR.
Integration of Findings within Theoretical Models

As previously mentioned, the FCR intervention is theoretically guided by the Common
Sense Model (CSM; Lee-Jones, Humphris, Dixon & Hatcher, 1997; Leventhal, Diefenbach &
Leventhal, 1992); Mishel’s (1988) Uncertainty in IlIness theory, and cognitive models of worry
(Dugas, Gagnon, Ladouceur & Freeston, 1998; Ladouceur et al., 2000; Langlois, Ladouceur,

Patrick, & Freeston, 2004). The overarching theme that emerged across both studies is that FCR
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is a multifaceted, complex experience that does not fit perfectly within one specific theoretical
model. The findings from these studies showed support for all three of the aforementioned
models.

The Common Sense Model. To review, the CSM (Leventhal et al., 1992) posits that
FCR is a multidimensional construct. As previously noted, the CSM was initially proposed to
explain adherence to medical regimens, and was further expanded by Lee-Jones et al. (1997) in
the most exhaustive and comprehensive theoretical formulation of FCR to date (Fardell et al.,
2016). The model maintains that internal and external triggers increase one’s belief that they are
at risk of recurrence, which in turn heightens FCR. Once the perception of being at risk for
recurrence is activated, survivors are primed to focus on their physical sensations (e.g.,
previously benign symptoms), interpreting these sensations as further evidence of a recurrence.
In cases of clinically high FCR, this can result in anxious preoccupation, personal checking
behaviours, and reassurance-seeking (Lee-Jones et al., 1997). These suboptimal coping strategies
only offer temporary relief from FCR by providing immediate feedback. However, this relief is
often short-lived, and ultimately increases FCR in the long-term (Lee-Jones et al., 1997).

In line with the CSM, one of the goals of the intervention was to teach participants to
think about their triggers differently, and less catastrophically. In session 1, participants were
asked to identify their triggers, and identify which maladaptive coping behaviours they engaged
in most. By teaching participants to recognize their triggers, and helping them realize that benign
symptoms are not necessarily indicative of cancer, they learned to perceive their triggers and
their risk of recurrence differently. Through the use of cognitive restructuring techniques and the
provision of information in the intervention, therapists were able to help participants break the

cycle between triggers and perceived risk of recurrence, and ultimately help reduce their FCR, as
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evidenced by clinically significant reductions on the FCRI (Simard & Savard, 2009) over time in
study 2. Increasing participants’ awareness of their triggers and daily living with FCR also
served to promote the inclusion of more adaptive coping strategies, such as cognitive reframing
and relaxation exercises. Thus, while participants still encountered triggers as they normally
would, they were able to reframe their perspectives by virtue of the strategies they learned (e.g.,
“I am sad to hear my neighbour has cancer, but this news does not mean that I will have a cancer
recurrence”).

The CSM (Lee-Jones et al., 1997; Leventhal et al., 1992) also discusses maladaptive
coping behaviours. Survivors living with high FCR have been shown to manage their FCR by
extensively using problematic or suppressive coping strategies, such as reassurance-seeking and
body checking (Lebel & Maheu, 2009; Simard & Savard, 2009; Simard, Savard & Ivers, 2010).
In study 2, coping was measured via 3 of the 14 BRIEF COPE subscales (i.e., positive
reinterpretation and growth, acceptance, and use of emotional support; Carver, 1997), as
improvements were found on these three subscales in Lebel et al.’s (2014) study. Significant
results were found for positive reinterpretation and growth and acceptance, but use of emotional
support was non-significant. It is possible that another outcome measure may have better
captured the concept of emotional support, as the measure used in study 2 was a subscale (as
opposed to an entire measure assessing emotional coping). Future research could examine if
other validated psychological instruments are more appropriate in assessing emotional coping.
Another possibility for the non-significant findings in use of emotional support could be a
function of the FCR group vs. individual intervention modality. In Lebel et al.’s (2014) study,
women of the same cancer type received the FCR intervention via group therapy. It is possible

that these women in the group setting may have experienced an increase in emotional support as
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a function of the validation received from other group members, who could often relate to the
same FCR-related experiences. In the individual intervention, participants occasionally lamented
that family, friends, physicians, and/or therapists could not truly understand their cancer
experience unless they had been diagnosed themselves. This may lend further credence as to why
the emotional support subscale was non-significant in study 2.

There appears to be a common theme in emotional coping across FCR-related studies.
For example, in Lebel et al.’s (2014) study, use of emotional support decreased at 3-month
follow-up, and was no longer significantly different from pre-intervention levels. These results
may suggest that while participants felt emotionally supported by group members throughout the
intervention, these effects were not maintained upon completion of the intervention, when
participants no longer drew support from one another on a weekly basis. Furthermore, in
Mutsaers et al.’s (2016) study, qualitative analyses revealed that patients with clinical levels of
FCR reported feeling alone, despite being supported by loved ones and their healthcare team.
Participants also reported how others found it difficult to truly understand their FCR, which
further exacerbated their loneliness (Mutsaers et al., 2016). These findings highlight the observed
difficulties in emotional coping across patients living with FCR. Future interventions could
address how patients can obtain further emotional support, and focus on incorporating additional
emotional coping strategies. Having access to supplemental emotional coping tools may help
patients feel considerably less alone in their cancer journey.

Overall, the findings from these studies are congruent with the CSM. From a clinical
perspective, it appears that the sequence of proposed events outlined in the CSM occurred
throughout the therapy sessions. Specifically, participants learned to view their triggers

differently, which led to a reduction in perceived risk of recurrence, and ultimately reduced their
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overall FCR. Furthermore, participants replaced existing maladaptive coping strategies with
adaptive coping strategies, such as cognitive reframing tools and behavioural techniques. Lastly,
the significant findings on the positive reinterpretation and growth and acceptance subscales on
the BRIEF COPE in study 2 are further evidence of participants’ increased coping skills, and
demonstrate further support for this theoretical model.

Uncertainty in lliness Theory. To review, according to Mishel’s (1988) Uncertainty in
Iliness theory, uncertainty occurs when illness-related components are inconsistent,
unpredictable, random, and complex. This model maintains that providing patients with accurate
information about symptoms of a cancer recurrence should decrease uncertainty, and thus,
decrease FCR. Illness uncertainty is also compounded by the possibility that the cancer could
recur at any time, and that triggers or reminders of the cancer experience are often unpredictable.
Furthermore, the model outlines that while uncertainty can never be completed eliminated from
patients’ lives, patients can learn adaptive cognitive and behavioural coping strategies to target
and manage their uncertainty (Mishel, 1988).

Uncertainty was addressed with participants in sessions 2 and 3 of the FCR intervention.
Participants were taught that while uncertainty could not be completely eradicated, they could
learn to tolerate uncertainty, and subsequently increase their sense of mastery. In-session
exercises included identifying triggers, completing thought records, cognitive reframing
exercises, practicing relaxation techniques, and preparing questions for oncologists at upcoming
medical visits. Preparing questions served to elicit patient-provider communication, to provide
information about signs and symptoms of a recurrence, and to further help manage uncertainty

about a possible recurrence. In study 2, results indicated that there were significant reductions in



144

illness uncertainty, as measured by Mishel’s (1988) Uncertainty in IlIness scale. These findings
lend support to Mishel’s (1988) Uncertainty in Illness theory.

While the findings from study 2 demonstrated clinically significant reductions in both
FCR and illness uncertainty, the relationship between change in FCR and illness uncertainty has
not been explicitly tested. Therefore, it is unclear whether the reduction in illness uncertainty
contributed to the reported reduction in FCR (Fardell et al., 2016). Moreover, it is unclear how
illness uncertainty necessarily leads to fears about a recurrence, or whether FCR precedes illness
uncertainty, as researchers have previously suggested (Mast, 1998). One possible explanation
may be varying degrees of intolerance of uncertainty across individuals (Eisenberg et al., 2015) —
those who are more tolerant of the uncertainty associated with a recurrence are less likely to
develop FCR, whereas individuals who are intolerant of uncertainty are more likely to develop
FCR (Fardell et al., 2016).

While the data from this thesis suggest that participants’ illness uncertainty was
successfully targeted over time, and thus provides support for the Uncertainty in Iliness theory
(Mishel, 1988), what remains unknown is how patients specifically cope with uncertainty in
iliness. Therefore, further testing of the relationship between illness uncertainty and FCR is
necessary, and future research should explore the specific mechanisms of the FCR intervention
that target illness uncertainty (e.g., the provision of information, learning about signs and
symptoms of a recurrence, reductions in checking behaviours, etc.).

Cognitive models of worry. As previously mentioned, cognitive models of worry
(Dugas, et al., 1998; Ladouceur et al., 2000; Langlois et al., 2004) suggest that one of the
functions of worry is to avoid feared outcomes through emotional interference. Similarly to

Mishel’s (1988) Uncertainty in Illness theory, uncertainty can cause great discomfort, and
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subsequently result in higher levels of worry. In many cases, worry actually increases uncertainty
and raises anxiety levels. Cognitive models of worry suggest that worriers tend to hold faulty
beliefs about the benefit of worry (e.g., “If I don’t worry about my health, then I am likely to
miss an early sign of recurrence and therefore likely to get a more aggressive cancer”; Lebel &
Maheu, 2009). Cognitive models of worry also maintain that worriers have lower tolerance of
uncertainty than non-worriers (Ladouceur et al., 2000).

Dugas et al.’s (1998) conceptual model of Generalized Anxiety Disorder (GAD)
maintains that intolerance of uncertainty, faulty beliefs about the benefit of worry, poor problem
orientation, and cognitive avoidance are key components in the maintenance of GAD. Many of
the characteristics of GAD are similar to those of FCR (e.qg., intrusive thoughts, persistent worry
about health, and faulty beliefs about the benefit of worry; Simard et al., 2010). While FCR has
been found to be different than GAD, there are shared underlying mechanisms between these
constructs (Simard et al. 2015). Relative to erroneous beliefs about the benefit of worry,
individuals living with FCR may feel that worry promotes a sense of preparedness, and that
worry may potentially minimize the negative impact of a possible cancer recurrence. Previous
studies have found that high subjective risk of recurrence is associated with higher FCR, and
general worry about cancer (Llewellyn et al., 2008; Simard et al., 2013).

Much like the core features of Dugas et al.’s (1998) model, the FCR intervention includes
specific targeted exercises to address these components, such as challenging faulty beliefs about
the benefit of worry, increasing tolerance for uncertainty by discussing acceptable levels of
worry, and challenging tendencies to avoid or suppress negative thoughts or images. Worry-
based strategies include listing advantages and disadvantages to worry, and discussing

counterproductive levels of worry (e.g., illustrating to participants how they often overestimate
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the benefits of worrying and underestimate its costs). Strategies to increase participants’
tolerance for uncertainty included the provision of information and calming self-talk. Similarly,
the provision of information on symptoms of recurrence appears to be a common exercise across
other FCR interventions (Butow et al., 2013; Smith et al., 2015). Further strategies to target
intolerance of uncertainty included reminding participants of their previous coping strategies
(i.e., how they successfully coped in the past with unexpected or uncertain events), and
examining areas in participants’ lives within their responsibility and control. Strategies aimed at
reducing cognitive avoidance included exposure to participants’ worst-case scenario, and
exploration of their thoughts and feelings surrounding this scenario.

In study 2, outcomes of worry, intolerance of uncertainty, and cognitive avoidance were
measured. Our results indicated that there were significant reductions in intolerance of
uncertainty, as measured by the Intolerance of Uncertainty scale (IUS; Buhr & Dugas, 2002),
which lends support to the aforementioned model proposed by Dugas et al. (1998). Also
consistent with Dugas et al.’s (1998) model, results from study 2 demonstrated significant
reductions in cognitive avoidance, as measured by the Cognitive Avoidance Questionnaire
(CAQ; Sexton & Dugas, 2008). These findings suggest that the intolerance of uncertainty and
cognitive avoidance strategies incorporated in the intervention were helpful to participants over
time.

Contrary to our hypothesis in study 2a, worry did not significantly decrease over time, as
evidenced by results on the Why do people Worry about Health? questionnaire (WW-H;
Pelletier, Gosselin, Langlois & Ladouceur, 2002). While worry is an important construct to
target, it has not been examined at length in FCR-related intervention studies. This was the first

time that worry was measured upon pilot-testing this FCR intervention, and there are a number
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of reasons that may explain the non-significant worry findings. Primarily, it is possible that
another outcome measure may have captured the core features of worry better than our selected
measure. Another consideration is the possibility of one’s predisposition to worry and anxiety.
Given that all of the participants initially scored in the clinically high range for FCR (i.e., a form
of anxiety), it is possible that these individuals may have a more anxious predisposition as
compared to individuals who have low levels of FCR. Research has shown that GAD was
significantly associated with FCR (Roth et al., 2006), and Lipkus, Klein, Skinner and Rimer
(2005) found that pre-existing levels of worry exacerbated pessimistic judgments or biases, and
led to increased perceived risk of developing cancer. Thus, it is possible that participants’
tendency to worry may have been pre-existing, and thus, fairly elevated prior to the onset of the
intervention.

While two sessions of the FCR intervention were devoted to psychoeducation, in-session
exercises, and coping strategies for managing worry, this amount may have not been adequate
for a clinically significant reduction. Future intervention studies could focus on incorporating
additional worry-based strategies, such as operationalizing the concept of worry to patients (i.e.,
further elucidating the differences between adaptive versus maladaptive worry), explaining the
applicability of worry-based strategies to all life domains, and increasing worry-targeted
techniques (e.g., scheduling “worry time” while applying CBT principles, such as cognitive
restructuring). However, it should be noted that if FCR is conceptualized in terms of worry,
clinically significant reductions were found.

One nascent consideration is the impact of Meta-cognitive Therapy (MCT) on FCR and
worry. MCT is well suited for cancer survivors, as it teaches patients more effective ways to

respond to the presence of fears associated with a recurrence at a meta-cognitive level. This
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includes meta-awareness of cognitions and learning to be an objective observer of the content of
one’s thoughts, without the need for reaction or evaluation of these thoughts (Butow et al.,
2013). Fardell et al. (2016) recently proposed a theoretical framework of FCR that includes
elements of MCT. The model incorporates the importance of metacognitions - that certain beliefs
about the nature and importance of worry can underlie a particular style of coping with worry
that is problematic (e.g., “If I worry about cancer coming back, I will be prepared for it”),
including rumination, attending to threat-related information, attempts to control, and avoidance
or suppression of thoughts about recurrence (Fardell et al., 2016). Given that metacognitions and
beliefs about cancer vulnerability are associated with FCR (Lee-Jones et al., 1997; Llewellyn et
al., 2008), this may suggest the importance of incorporating MCT techniques for anxious cancer
survivors. Indeed, MCT is also one of the guiding frameworks for Butow et al.’s (2013) Conquer
Fear Intervention, although these mechanisms have yet to be tested.

The findings that emerged across study 1 and study 2 show support for the CSM (Lee-
Jones et al., 1997; Leventhal et al. 1992), Mishel’s (1988) Uncertainty in Illness Theory, and
cognitive models of worry (Dugas et al., 1998; Ladouceur et al., 2000; Langlois et al., 2004). As
evidenced by improvements in adaptive coping strategies, reductions in maladaptive cognitive
and behavioural strategies, reductions in intolerance of uncertainty, and ultimately, reductions in
FCR, findings from these studies support aspects of the CSM. When the model was presented to
participants in session, they would often verbalize the relevance of this theoretical framework
within their own personal lives (e.g., identifying specific internal and external triggers,
maintaining beliefs in the benefit of worry, and identifying personal maladaptive coping
strategies). Findings also support the Uncertainty in Iliness Theory (Mishel, 1988), as indicated

by the significant findings in illness uncertainty over time. Strategies included in the intervention
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to target uncertainty, such as the provision of accurate information and the utilization of adaptive
coping strategies, are consistent within Mishel’s (1988) model. Additionally, findings from these
studies support aspects of the aforementioned cognitive models of worry. Consistent with the
theoretical underpinnings of Dugas et al.’s (1998) model, reductions in intolerance of uncertainty
and cognitive avoidance were found over time. However, despite efforts to reduce worry
throughout the intervention, belief structures about the benefit of worry were maintained across
participants. As indicated above, future research endeavours could focus on incorporating meta-
cognitive strategies in the FCR intervention, in order to address the construct of worry more
effectively.

Overall, results from these studies suggest that FCR is a multifaceted experience that
does not fit perfectly within one specific theoretical model. A research priority would be to
identify the common elements of FCR models and begin empirically validating their proposed
relationship with FCR (Lebel et al., 2016). The novel findings presented in this thesis certainly
demonstrate the efficacy of an individualized FCR intervention that is grounded within three
relevant theoretical frameworks. However, these results also speak to the necessity for an
integrated, comprehensive model of FCR that pulls from these respective findings. From a
clinical perspective, it may not be feasible for clinicians to seamlessly utilize all aspects of three
theoretical models when treating patients. Therefore, the development of an integrated model of
FCR would allow clinicians to consolidate information and incorporate pertinent aspects of FCR
for the treatment of their patients. Future research could strive to develop an integrated model as
such, and efforts should be made to determine what components of the proposed model are most
helpful, or have the greatest influence, on changes in FCR. Once this integrated model is

developed, further research should strive to test the validity of the proposed framework.
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Thesis Limitations

It is important to note some limitations of the aforementioned studies. Both study 1 and 2
had relatively small sample sizes (n=3 and n=25, respectively), which limits the generalizability
of the findings. Furthermore, a convenience sampling method was used, which again may limit
whether the findings are applicable to a broader population. Therefore, results from both studies
should be interpreted with caution.

For study 1, the preliminary findings of downward trends may in part be explained by the
selection of participants with clinically high levels of FCR and cancer-specific distress.
Likewise, for study 2, the efficacy of this intervention may be partially explained by participants
living with high levels of FCR and cancer-specific distress. Additionally, the results from these
studies are only representative of the participants under investigation, and may not represent the
opinions of future participants who partake in this intervention.

As previously noted, for study 1, recruitment of colorectal cancer patients was
challenging. Despite exhaustive efforts to recruit this patient population, the study was
subsequently opened to patients of all cancer sites, in order to adhere to established study
timelines. While it was not possible to recruit the specific cancer population as originally
intended, successful efforts were made to recruit and retain one male and two females in our
sample. For study 2, the original study timeline was significantly reduced due to unanticipated
job restructuring at TOH. As a result of this change, the original 6-week waitlist for the control
group was reduced to a 2-6 week waitlist, therefore compromising the initial study design. While
this unanticipated change affected certain aspects of this study, efforts were made to ensure that
participants assigned to the control group waited as long as possible before receiving the

intervention. Of the participants assigned to the control group, n=5 waited 6 weeks, n=2 waited 5
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weeks, n=1 waited 4 weeks, and n=2 waited 2 weeks. Thus, half of the control group participants
were assigned to the originally intended 6-week waitlist.

Additionally, while we initially intended to recruit n=10 males for study 2, it was not
feasible to do so. This may be because more females were referred to the study compared to
males, or more females expressed interest in participation as a whole. In total, only three males
were referred to both studies. One male participated in study 1, another male participated in
study 1 but subsequently dropped out, and another male expressed interest in study 2, but did not
meet eligibility criteria. As a result, this intervention was only tested on two male participants in
study 1, limiting the applicability of the findings.

The current media and its portrayal of men’s health may partially explain the absence of
male survivors in our studies. Previous research demonstrated that Canadian newspaper outlets
portrayed stereotypical ideologies of dominant masculine health behaviours and reactions to
prostate cancer (e.g., a stoic attitude towards personal health, competition, and emphasis on
courageousness, etc.; Halpin, Phillips & Oliffe, 2008). Interestingly, any discussion on the
negative effects of treatment was conspicuously absent (Halpin et al., 2008). The results from
this study reinforce the implicit beliefs about hegemonic masculinity and stereotypical
behaviours for coping with cancer. If these beliefs are perpetuated across Canadian media
outlets, it may lead male cancer survivors to avoid, or even refuse, psychological services. Given
that print media are an important health resource for cancer patients (Carlsson, 2000), perhaps
these studies need to be advertised differently for men. It is possible that the cancer promotional
advertisements used in these studies (e.g., study posters and flyers) were more appealing to
women than men. Future research could examine alternative promotional materials that may

draw the attention of male cancer survivors.
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Despite our best efforts to encourage questionnaire completion amongst our participants
in study 2 (via phone calls and email reminders), our response rate was not ideal. It is possible
that participants found the 20-page questionnaire package to be somewhat cumbersome to
complete, and were reluctant to complete the same packages over three or four time points.
Therefore, since some participants did not complete their follow-up questionnaires, the results
may not be entirely representative of all individuals who participated in this study. However, in
an attempt to maximize as many usable data points as possible, the recommended statistical
practice of Linear Mixed Models (LMM) was used. Lastly, in study 2, a small sample of
therapists (n=3) delivered the intervention to participants, which limits the ability to truly detect
therapist effects. In order to obtain more conclusive data, future studies should include a larger
number of therapists, who can then deliver the intervention across a larger sample of participants.
Thesis Strengths

This individual FCR intervention poses an original contribution to research. The findings
in both study 1 and study 2 bring awareness to this previously understudied topic of FCR, and
illustrate how pervasive this concern is for cancer survivors. Given the absence of published
psychological interventions in the literature that strive to target FCR, this individual intervention
not only addresses the gaps in the literature, but also provides a service for survivors who are
consumed with fear. Overall findings from these studies suggest that this brief intervention may
be successful in reducing FCR among men and women with cancer. In study 2, improvements in
FCR were also maintained at the 3-month follow-up. Results as such are very promising, given
that when left untreated, FCR usually does not decrease over time (Koch, Jansen, Brenner &

Arndt, 2012; Simard et al., 2013).
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A noteworthy strength of this intervention is that it is grounded in theory, and highlights
specific, concretized tools and strategies for the management of FCR. This manualized,
standardized treatment may serve as a helpful asset for clinicians working with highly anxious
cancer survivors. Another strength of the intervention is that the tools and strategies have wide
applicability across cancer types and other illnesses, as these techniques are rooted in cognitive-
behavioural and existential frameworks.

Clinical Implications

This is one of the first individual psychotherapy interventions to directly address FCR.
Results from these studies illustrate the importance of offering one-on-one intervention services
for patients, especially since individuals who receive their preferred treatment modality report
better therapeutic outcomes by the end of treatment (Carlson et al., 2014). As previously noted,
the individual intervention also provides therapeutic services for patients who are less
comfortable in group therapy settings, provides opportunities for psychological services when
comprising a group may not be feasible, and allows for greater flexibility in scheduling.

This individual intervention responds to a growing clinical need for cancer survivors to
have access to psychological services that can help improve their quality of life and mental
health. Currently, there is limited evidence suggesting that medical management is addressing
FCR for cancer survivors. It is apparent that targeted FCR-related psychotherapy interventions
are effective, but screening tools and techniques need to be further validated, and then
incorporated, into oncological-medical practice. It is hoped that health care providers will have
access to guidelines for developing screening strategies that identify patients with FCR. There is
also a great necessity to increase psychotherapy referrals for patients living with FCR, given the

aforementioned difficulties associated with this concern. One possibility would be to offer
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psychotherapy services for patients at the onset of diagnosis. Having access to psychological
services at the forefront can allow patients to address their emotions and concerns surrounding
their diagnosis, and may help reduce the likelihood of developing clinically high FCR.
Furthermore, it is imperative that FCR services are more readily available to a wider population,
in order to reach patients from different settings who may be affected by these worries. Indeed,
providing access to care across metropolitan and rural areas will serve to enhance functioning
across a multitude of survivors.
Future Directions

As noted earlier, this is the first FCR-related intervention to be validated in more than one
therapeutic modality. As both group and individual modalities appear to be effective (Lebel et
al., 2014; Tomei, Lebel Maheu & Mutsaers, 2016), this should encourage research offering both
types of FCR-related interventions. Future research should also continue investigating the
therapeutic ingredients that are most effective for the psychological treatment of FCR. An
exploratory study by Moran, Tomei, Lefebvre, Harris, Maheu and Lebel (2016) began
identifying the mechanisms of therapeutic change in the FCR intervention by examining the
worst-case scenario exercise. Results from this study suggested that participants who had more
exposure to their worst-case scenario (via higher homework adherence scores) also had lower
levels of FCR post-intervention. These findings are consistent with the aforementioned results in
study 1, where one of the largest mechanisms of change for participants was through exposure to
their worst-case scenario. These interrelated findings suggest that the worst-case scenario may be
an essential therapeutic ingredient in the treatment of FCR, and also further confirms the benefit

of exposure-based treatments for related forms of anxiety.
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Treatment flexibility in the FCR intervention may be another possible research
endeavour. Given the unpredictable course of events from date of diagnosis until the end of
cancer treatment, flexible therapeutic options should be available for patients. For example, for
patients who are dealing with the ramifications of cancer treatments (e.g., fatigue, neuropathy,
pain, nausea, etc.), offering telephone sessions or home visits may be a viable alternative.
Furthermore, it may be useful to offer booster sessions post-intervention, to assess patient
functioning and reinforce therapeutic gains. Future research efforts may also consider
lengthening the FCR intervention (e.g., 8-12 sessions). As evidenced by participants in study 1
remaining in the clinical range for FCR, it is possible that additional sessions addressing FCR
over several weeks may provide more help to participants, and continue to decrease their fears
and cancer-specific distress. Supplementary sessions could be devoted to further processing of
the worst-case scenario, or increasing worry-related strategies and exercises. Future research
directions could also include testing the intervention on cancer survivors living with low FCR.
While results from these studies show the efficacy of the intervention for patients living with
high FCR, efforts should be made to assess the impact of the intervention as compared to
patients with low FCR.

In the interest of increasing social support for survivors, this intervention could be
broadened to include caregivers, spouses and children, given that the effects of cancer often
extend beyond the diagnosed individual (E. Romano, personal communication). The inclusion of
topics such as addressing the tyranny of positive thinking, prevention of caregiver burnout,
accessing emotional needs, and the importance of resilience and self-care strategies may be
helpful for loved ones affected by cancer. Additionally, the intervention could be modified to

include a component on re-building social skills, given the time-consuming and deleterious
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effects of cancer on the individual. Strategies such as psychoeducation on the benefits of social
support, role-playing scenarios, and modelling effective communication could be added to the
intervention, to help survivors improve their relationships and enhance their support network.

Larger-scale RCTs are required to further establish the efficacy of this FCR intervention.
Replicating these research studies in areas other than a large metropolitan region, such as
smaller, rural areas, would not only provide essential access to supportive care, but also increase
the generalizability of the findings. Furthermore, it is imperative that this intervention be tested
on wider populations, such as patients of mixed cancer sites, to further assess the intervention’s
applicability. For example, future research could test the intervention on male cancer survivors,
to assess for any gender differences or similarities. Furthermore, it would be prudent for future
research endeavours to include a broader range of ages (e.g., relatively younger and older age
ranges), and a broader range of ethnicities, for purposes of inclusivity and also generalizability to
the population at large.

Another future research direction would be to broaden this intervention to other chronic
illnesses, such as Multiple Sclerosis, diabetes, Parkinson’s disease, and/or cardiac illnesses. A
valuable research endeavour would be to adapt and offer this intervention to patients with
chronic illnesses, as there is often an underlying fear experienced by patients that manifests
across these illnesses (e.g., fear of disease progression, fear of hypoglycaemia, fear of falling,
and fear of cardiac-related stimuli and sensations). Given that the FCR intervention is grounded
in evidence-based cognitive-behavioural frameworks, research efforts could further test the
intervention across different populations. Another imperative research direction would be to
broaden this intervention to caregivers of cancer patients. Given patients’ needs for emotional

coping and support, efforts could be made to tailor the intervention to caregivers. In addition to
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the existing core strategies, the intervention could be adapted to include aspects for caregivers,
such as fostering effective communication skills, addressing the tyranny of positive thinking,
accessing emotional needs, and encouraging self-care strategies. Therefore, both patients and
caregivers afflicted by cancer could utilize therapeutic services for FCR.

Overall, the results from these studies demonstrate that this FCR intervention can be
helpful for cancer survivors living with moderate to high FCR. It is hoped that future
intervention efforts will build on these results and continue to enhance patients’ mental health,

and ultimately improve and restore their quality of life.
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Telephone Script to Call Interested Participants

Date: Research Assistant: Participant ID:

Hello, my name is Christina Tomei. | am a Ph.D. student in Clinical Psychology at the
University of Ottawa. Thank you for your interest in the fear of cancer recurrence study.

This study is part of my doctoral dissertation research. I will be looking to see if a new form of
therapy for fear of cancer recurrence works. There will be therapy sessions for 1-1.5 hours a
week, over the course of 6 weeks. We will meet once a week for the therapy sessions at The
Ottawa Hospital Cancer Centre, Psychosocial Oncology Program. You will receive a copy of the
intervention manual and learn a variety of coping exercises to help manage your fear of cancer
recurrence, along with completing some in-between session exercises. All the sessions are
videotaped to allow for quality checks. If you choose to participate, you will be asked to
complete a series of online questionnaires before and after the therapy, to help us see if the
therapy worked. You will receive reminder emails throughout to complete the questionnaires.
We will protect your confidentiality: your name will not be associated with any of the
questionnaires. If you are interested in participating in the study, we would start by assessing
your eligibility to participate. In order to do this, I will ask you some questions over the phone.
Should you meet eligibility criteria, we would then set up a meeting to get to know each other

and go over some finer details about the therapy.

“Do you have any questions?”
If no, continue with the next question.

If yes, answer the questions to the best of your knowledge.

“Are you interested in participating in this study?”
If no: “Thank you for your time. For statistical purposes, may I ask you for your age,

cancer diagnosis, and the reason for non-participation?”

If participant says ‘no’, please add:. “Once again, thank you for your interest in this

study. Have nice day.”
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If patient says ‘yes’, please complete the following:

If yes: “Thank you for your interest! I will ask you some questions to see if you are eligible to
participate in the study. This should take about 10 minutes of your time.”

**|f participant answers No to questions 1 a, d, e, or g, he/she is not eligible for the study.

**|f participant indicates having a stage IV cancer (question 1b) or is enrolled in psychotherapy

for cancer issues (question 1h), he/she is not eligible for the study.
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If the participant is not eligible:

“Thank you for answering my questions. Unfortunately, you are not eligible to take part in the
study. Would you like us to discuss other psychological resources that may be appropriate for

you?”

If participant is eligible so far, administer the following two measures:
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“Most people who have been diagnosed with cancer are worried, to varying degrees, that

there might be a recurrence of the cancer. By recurrence, we mean the possibility that the

cancer could return or progress in the same place or in another part of the body. This

questionnaire aims to better understand the experience of worries about cancer recurrence. |

am going to read you several statements. | need you to let me know to what degree it
applied to you DURING THE PAST MONTH.

1. How long have you been thinking about the possibility of cancer recurrence?

0

I don’t think about it

1
A few weeks

2
A few months

3
A few years

4
Several years

2. How much time per _day do you spend thinking about the possibility of cancer

recurrence?
0 1 2 3 4
I don’t think aboutit | A few seconds A few minutes A few hours Several hours

3. How often do you think about the possibility of cancer recurrence?

0 1 2 3 4
Never A few times a A few times a A fewtimesa | Several timesa
month week day day
0 1 2 3 4
Not at all A little Somewhat A lot A great deal

4. In your opinion, what is your risk of having a cancer recurrence? 01234
5. 1 am afraid of a cancer recurrence 01234
6. I am worried or anxious about the possibility of cancer recurrence 012314
7. 1 believe that | am cured and the cancer will not come back 012314
8. I believe it is normal to be worried or anxious about the possibility of cancer | 0 1 2 3 4
recurrence
9. When I think about the possibility of a recurrence, other unpleasant 012314
thoughts or images come to mind (death, suffering, consequences for my
family)
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TOTAL:

ELIGIBLE (13 OR MORE)
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“I’m going to read you a list of comments made by people about their cancer experience. Please
tell me how frequently each item was true for you DURING THE PAST 7 DAYS. You can say
not at all, rarely, sometimes, often. Again you can write these words down if you thing it will
help with your answer.”

Ng\tl Iat Rarely [Sometimes| Often

I thought about my cancer experience when |

1. 0 1 3 5
didn’t mean to.
| avoided letting myself get upset when |

2. thought about my cancer experience or | was 0 1 3 5
reminded of it.

3 I tried to remove my cancer experience from my 0 1 3 5
memory.
I had trouble falling asleep or staying asleep

4. because of pictures or thoughts about my cancer 0 1 3 5
experience that came into my mind.

5 I had waves of strong feelings about my cancer 0 1 3 5

" experience.

6. | had dreams about my cancer experience. 0 1 3 5

7 I stay_ed away from reminders of my cancer 0 1 3 5
experience.
| felt as if my cancer experience had not

8. 0 1 3 5
happened or was not real.

9. I tried not to talk about my cancer experience. 0 1 3 5

10. Pictures at_)out my cancer experience popped 0 1 3 5
into my mind.

11 Other_thlngs kept making me think of my cancer 0 1 3 5
experience.
I was aware that I still had a lot of feelings

12. about my cancer experience, but I didn’t deal 0 1 3 5
with them.

13. | tried not to think about my cancer experience. 0 1 3 5

14, Any remmde_r brought back feeling about my 0 1 3 5
cancer experience.

15, My feelings about my cancer experience were 0 1 3 5
kind of numb.

TOTAL: ELIGIBLE (24 OR MORE):
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If the participant is not eligible:
“Thank you for answering my questions. Unfortunately, you are not eligible to take part in the
study. Would you like us to discuss other psychological resources that may be appropriate for

you?”

If the participant is eligible:
“Thank you for answering my questions. You are eligible to participate in the study! The next
step is for you and I to set up a meeting. During this meeting, we will complete some additional
measures, determine if this therapy is a good fit for your needs, and sign the consent forms. We

will meet at The Ottawa Hospital’s Psychosocial Oncology Program.

“What are your availabilities for the meeting?”

Date :

Time :

“Thank you very much for your time. I look forward to meeting with you.”
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Appendix B

Consent Form, Study 1
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PARTICIPANT INFORMED CONSENT FORM

Title of Study: Adapting a Cognitive-Existential Group Intervention for Fear of Cancer
Recurrence to an Individual Therapy

Local Site Principal Investigator (P1): Dr. Cheryl Harris, Ph.D., C.Psych

Sponsor: None

Participation in this study is voluntary. Please read this Participant Informed Consent Form
carefully before you decide if you would like to participate. Ask the study team as many
questions as you like.

Why am | being given this form?

You are being asked to participate in this research study because we would like to examine how
to help cancer patients address questions and concerns they may have with living with a past
cancer diagnosis, such as fear of cancer recurrence. We will look at the usefulness of using an
individual psychotherapy intervention as a way to approach understanding and dealing with
issues that one may have following a cancer diagnosis. The goal is to see if whether the
individual therapy is a good way to address issues and questions that relate to living with a
cancer diagnosis.

Why is this study being done?

The purpose of this pilot study is to develop and test a new form of psychotherapy to decrease
fear of cancer recurrence for women and men with cancer and its treatment, and thereby enhance
psychological functioning throughout survivorship. We estimate that 4 participants will be
enrolled in the study.

How is the study designed?

In order to test this new form of psychotherapy, we will be using questionnaires and interviews.
Upon determining if you are eligible for participation in this study, you will be assigned a
participant number and asked to complete a series of online questionnaires before, during, and
after the intervention. You will be asked to wait a period of 4 weeks prior to beginning the
therapy. After each therapy session, you will be asked to complete the online questionnaire
package. You will also be asked to complete an exit interview upon completion of the
intervention. Once all participants have completed psychotherapy, we will put together the
results of the questionnaires and interviews to see if this therapy appears to work Christina
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Tomei, a Ph.D. student in Clinical Psychology at the University of Ottawa and one of the study
co-investigators, will conduct the therapy sessions. This study is in partial fulfillment of
Christina Tomei’s doctoral thesis requirements.

What is expected of me?

You will receive a weekly form of psychotherapy of 60 minutes for 6 weeks at the Ottawa
Hospital Cancer Centre - Psychosocial Oncology Program (PSOP). All of the treatment you will
receive is part of the study. You will also receive instructions on how to practice relaxation
techniques, and you will be asked to practice these techniques at home. Prior to the therapy, you
will meet with a member of the research team at PSOP to determine eligibility and to prepare
you for the therapy.

You will be asked to complete 10 online questionnaire packages. You will be asked to complete
these online questionnaires during the four-week wait period, and after each therapy session, for
a total of 10 times. You will be assigned a participant number and given a link to access the
online questionnaires. The questionnaires are to assess your fear of cancer recurrence and the
psychological impact of cancer, and the package includes a demographic information form.
During the intervention phase, each questionnaire package will also include a post-session
feedback questionnaire, which will ask about your opinion of each therapy session. The
questionnaires will take approximately 20 minutes to complete. You may skip any questions that
make you uncomfortable or that you do not wish to answer.

You will meet with Christina Tomei once a week for 6 weeks to receive the individual therapy.
Prior to beginning the therapy, confidentiality will be explained to you. You will be provided
with a manual with coping strategies and techniques to guide you through the intervention. All
therapy sessions will be video recorded using the video camera at the PSOP. The videos are
immediately stored in secured files on the hospital hard drive. The video recordings will not be
associated with any identifying information. Only members of the research team will have access
to the videos.

You will be asked to participate in 1 exit interview, at the end of the therapy intervention. The
exit interview is conducted to discuss your opinions on the intervention, and to determine your
level of satisfaction. The exit interview will be approximately 30 minutes long. You may skip
any questions that make you uncomfortable or that you do not wish to answer. The exit interview
will be audio recorded and conducted by a member of the research team who will be blind to
your experience with the intervention. The audio recordings will not be associated with any
identifying information. Only members of the research team will have access to the audio
recordings. As this is a research study, video and audio recording is a necessary component for
participation in the intervention. The recordings are necessary for both research and clinical
supervision purposes. Therefore, you will not be able to participate in the study should you
choose to opt out of the recordings.
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How long will | be involved in the study?

The entire study will last approximately 4 months. Your participation in the study will last
approximately 10 weeks. Over this time, you will be required to visit the Psychosocial Oncology
Program at the Ottawa Hospital Cancer Centre for 7 visits.

What are the potential risks | may experience?

You will be asked to reflect about your personal experiences with cancer and issues revolving
around fear of cancer recurrence. There is very little risk associated with this study. Some
patients find they get emotional when talking about their cancer experience. If you experience
any discomfort that we feel requires one on one psychological support, we can suggest a
reference to the PSOP at the Ottawa Hospital Cancer Centre. This option is available to you at
any time.

Questionnaires and Interviews:

You might find the questionnaires and interviews to be lengthy. You might not like all of the
questions that you are asked. You do not have to answer any questions that make you
uncomfortable.

Can | expect to benefit from participating in this research study?

You may not receive any direct benefit from your participation in this study. Your participation
may allow the researchers to understand what therapeutic techniques are helpful for survivors
living with fear of cancer recurrence. This may benefit future patients and may contribute to the
development of effective interventions for women and men who have been treated for cancer at
the hospital.

Do | have to participate? What alternatives do | have? If | agree now, can | change my
mind and withdraw later?

Your participation in this study is voluntary. The alternative to this study is not to participate.

You may decide not to be in this study, or to be in the study now, and then change your mind
later without affecting your medical care or other services to which you are entitled or are
presently receiving at this institution.

If you withdraw your consent, the study team will no longer collect your identifying information
for research purposes. All questionnaires are anonymous and assigned by participant number, so
there is no link between the participant and their questionnaire.

Will | be paid for my participation or will there be any additional costs to me?

You will be reimbursed the cost of public transportation or parking fees (with proof of receipt)
for each visit that you make for the study. This will include one pre-therapy meeting as well as
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the 6 therapy sessions, for a total of 7 visits.

How is my personal information being protected?

e All information collected during your participation in this study will be identified with a
unique study number, and will not contain information that identifies you, such as your
name, address, etc.

e The link between your unique study number and your name and contact information will
be stored securely and separate from your study records, and will not leave this site.

e Any documents or samples leaving The Ottawa Hospital will contain only your unique
study number. This includes publications or presentations resulting from this study.

e Information that identifies you will be released only if it is required by law.

e For audit purposes only, your original study records may be reviewed under the
supervision of Dr. Cheryl Harris’ staff by representatives from:

o The Ottawa Health Science Network Research Ethics Board (OHSN-REB),
o The Ottawa Hospital
o The University of Ottawa School of Psychology

e Research records will be kept for 10 years, after this time they will be destroyed.

Will | be informed about any new information that might affect my decision to continue
participating?

You will be told in a timely fashion of any new findings during the study that could affect your
willingness to continue in the study. You may be asked to sign a new consent form.

Who do | contact if | have any further questions?

If you have any questions about this study, please contact the primary investigator, Dr. Cheryl
Harris, or the co-investigators, Christina Tomei, and Dr. Sophie Lebel.

The Ottawa Health Science Network Research Ethics Board (OHSN-REB) has reviewed the
plans for this research study. The Board considers the ethical aspects of all research studies
involving human participants at the Ottawa Hospital. If you have any questions about your rights
as a study participant, you may contact the Chairperson.
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Adapting a Cognitive-Existential Group Intervention for Fear of Cancer Recurrence to an
Individual Therapy

Consent to Participate in Research

e | understand that | am being asked to participate in a research study that will provide therapy
to address fear of cancer recurrence.

e This study was explained to me by
¢ | have read, or have had it read to me, each page of this Participant Informed Consent Form.
e All of my questions have been answered to my satisfaction.

e |f I decide later that | would like to withdraw my participation and/or consent from the study,
I can do so at any time.

e | voluntarily agree to participate in this study.
e | will be given a copy of this signed Participant Informed Consent Form.

Participant’s Printed Name Participant’s Signature Date

Investigator or Delegate Statement

I have carefully explained the study to the study participant. To the best of my knowledge, the
participant understands the nature, demands, risks and benefits involved in taking part in this
study.

Investigator/Delegate’s Printed Name Investigator/Delegate’s Signature  Date
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Appendix C
Fidelity Checklist, Study 1 & 2



Fidelity Checklist CE Individual Intervention
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Date: Therapist: Rater:
SESSION 1
Skill/activity Frequency or | Rating Comments
done 0,12
yes(1)/no(0)

SPECIFIC CONTENT AND TASKS

1. | Therapist asked to obtain level of FCR on a post-it (enter
data)

2. | Therapist reviewed CBT Triangle/ABC Model

3. | Therapist reviewed FCR model

4. | Session 1: Exercise 1: Therapist defined triggers and
asked patient to identify some of their triggers.

5. | Therapist explained the emotional process when
experiencing a trigger

6. | Therapist explained the physical process when
experiencing a trigger

7. | Therapist reviewed how patient feels when experiencing a
trigger

8. | Therapist introduces and explains cognitive restructuring
to patient

9. | Session 1: Exercise 2 completed (thought record)

10.| Session 1: Exercise 3— Patient identified a more realistic
response

11.| Session 1: Exercise 3 - Therapist read the progressive
muscular relaxation text

12.| Therapist reviewed how the patient felt during the PMR

13.| Therapist concluded on session objective to understand
effect of FCR on patient

14.| Therapist reviewed homework for next session

15.| Session ended with grounding exercise

INTERVENTION-SPECIFIC SKILLS

Therapist refers back to theoretical framework (i.e.
inappropriate use of avoidance, worry, extensive info
seeking)

Therapist refers back to specific tools and skills taught in
the intervention

NON-SPECIFIC SKILLS

Therapist initiated problem solving skills (i.e. what would
you do if you were facing a similar problem)

Therapist used here and now technique (i.e. what is it like
to say that out loud?)

Therapist demonstrated empathy towards patient
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Therapist processed difficult emotions in depth

Therapist had adequate time management (i.e. spent
enough time on each exercise and finished on time)

Final adherence rating for session 1: specific content and tasks ( /15) + intervention-specific
skills ( /4) + non-specific skills ( /10) = /29 = /100
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SESSION 2
Skill/activity Frequency | Rating Comments
or done 0,12
yes(1)/no(0)

SPECIFIC CONTENT AND TASKS

1. | Therapist describes aim of session 2 to reduce
uncertainty

2. | Therapist checks in with patient for any
questions/concerns

3. | Therapist asked to obtain level of FCR on a post-it
(enter data)

4. | Therapist reviewed last session homework

5. | Therapist explained that increase in information
decreases uncertainty

6. | Session 2: Exercise 1: Therapist explained notion of
unpredictable aspects of life, but that we can control our
reactions and have managed to cope to date

7. | Session 2: Exercise 1: Therapist went through the
patient responses to the questions posted in patient
manual

8. | Session 2: Exercise 3: Regaining control. Therapist
provided time to do and review the pie exercise from
the Patient manual

9. | Therapist processes items 3 and 4 with patient from the
pie exercise

10.| Session 2: Exercise 4: Calming self-talk exercise was
done

11.| Therapist helps patient formulate at least one calming-
self talk

12.| Therapist concluded on session objective to deal with
uncertain future, how to prioritize what is within our
control and use of calming self-talk

13.| Therapist reviewed homework for next session

14.| Session ended with grounding exercise

INTERVENTION-SPECIFIC SKILLS

15.| Therapist refers back to theoretical framework (i.e.
inappropriate use of avoidance, worry, extensive info
seeking)

16.| Therapist refers back to specific tools and skills taught
in the intervention

NON-SPECIFIC SKILLS

17.| Therapist initiated problem solving skills (i.e. what
would you do if you were facing a similar problem)

18.| Therapist used here and now technique (i.e. what is it
like to say that out loud?)

19.| Therapist demonstrated empathy towards patient
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20.

Therapist processed difficult emotions in depth

21.

Therapist had adequate time management (i.e. spent
enough time on each exercise and finished on time)

Final adherence rating for session 2: specific content and tasks ( /14) + intervention-specific
skills ( /4) + non-specific skills ( /10) = /28 =/100
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SESSION 3
Skill/activity Frequency | Rating Comments
or done 0,12
yes(1)/no(0)

SPECIFIC CONTENT AND TASKS

1. | Therapist describes aim of session 3 to demystify faulty
belief of worry

2. | Therapist checks in with patient for any
questions/concerns

3. | Therapist asked to obtain level of FCR on a post-it
(enter data)

4. | Therapist reviewed last session homework

5. | Therapist explained notion of faulty beliefs of worry

6. | Session 3: Exercise 1: Therapist asked patient to
identify two advantages and disadvantages of worry

7. | Therapist processed the worry questionnaire

8. | Therapist explained Figure 1 Avoidance

9. | Therapist explained Figure 2 Exposition

10.| Session 3: Exercise 3: Therapist asks patient to list
triggers

11.| Session 3: Exercise 3 part 2: Therapist processed
consequence of maladaptive coping strategies using the
table/model

12.| Session 3: Exercise 3 part 2: Therapist asked patient to
list and share considered adaptive coping behaviors to
anxiety situation

13.| Session 3: Exercise 4: Guided imagery (explain
exercise)

14.| Therapist dimmed light

15.| Therapist read the guided imagery script

16.| Therapist processed the experience of guided imagery

17.| Therapist concluded on aim of session

18.| Therapist reviewed homework for next session

19.| Session ended with a grounding exercise

INTERVENTION-SPECIFIC SKILLS

20.| Therapist refers back to theoretical framework (i.e.
inappropriate use of avoidance, worry, extensive info
seeking)

21.| Therapist refers back to specific tools and skills taught
in the intervention

NON-SPECIFIC SKILLS

22.| Therapist initiated problem solving skills (i.e. what
would you do if you were facing a similar problem)

23.| Therapist used here and now technique (i.e. what is it

like to say that out loud?)
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24.| Therapist demonstrated empathy towards patient

25.| Therapist processed difficult emotions in depth

26.| Therapist had adequate time management (i.e. spent
enough time on each exercise and finished on time)

Final adherence rating for session 3: specific content and tasks ( /19) + intervention-specific skills
(/4) + non-specific skills ( /10) = /33= /100




186

SESSION 4

Skill/Activity

Frequency or
done
yes(1)/no(0)

Rating
0,12

Comments

SPECIFIC CONTENT AND TASKS

1. | Therapist describes aim of session 4 to face their
worst fear

2. | Therapist checks in with patient for any
questions/concerns

3. | Therapist asked to obtain level of FCR on a post-it
(enter data)

4. | Therapist reviewed last session homework

5. | Session 4: Exercise 1: Therapist asked to view pink
elephant picture

6. | Therapist explained rationale of exposure and
consequences of using avoidance

7. | Therapist explained the procedural outcome when we
avoid fears

8. | Session 4: Exercise 2: Therapist asked patient to list
fears associated with return of cancer

9. | Therapist read script example of what may happens
when you explore your fears

10.| Therapist processes at least one specific fear listed
from patient from exercise 2.

11.| Session 4: Exercise 3: Most challenging feared
scenario. Therapist asked patient to complete
Exercise 3

12.| Therapist reviewed patient’s most challenging
scenario

13.| Therapist processes patient’s most challenging
scenario into a more realistic outcome scenario

14.| Therapist helps patient build a more realistic
outcome scenario

15.| Session 4: Exercise 4: Therapist read and did body
scan exercise

16.| Therapist processed the experience of body scan by
checking in on patient’s emotional state

17.| GL concluded on aim of session

18.| GL reviewed homework for next session

19.| Session ended with grounding exercise
INTERVENTION-SPECIFIC SKILLS

20.| Therapist refers back to theoretical framework (i.e.
inappropriate use of avoidance, worry, extensive info
seeking)

21.| Therapist refers back to specific tools and skills

taught in the intervention

NON-SPECIFIC SKILLS
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22,

Therapist initiated problem solving skills (i.e. what
would you do if you were facing a similar problem)

23.

Therapist used here and now technique (i.e. what is it
like to say that out loud?)

24,

Therapist demonstrated empathy towards patient

25.

Therapist processed difficult emotions in depth

26.

Therapist had adequate time management (i.e. spent
enough time on each exercise and finished on time)

Final adherence rating for session 4: specific content and tasks ( /19) + intervention-specific skills ( /4)
+ non-specific skills ( /10)= /33 = /100
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SESSION 5
Skill/Activity Frequency Rating | Comments
or done 0,12
yes(1)/no(0)

SPECIFIC CONTENT AND TASKS

1. | Therapist describes aim of session 5 to move beyond
specific fears and building more realistic outcome

2. | Therapist checks in with patient for any
questions/concerns

3. | Therapist asked to obtain level of FCR on a post-it
(enter data)

4. | Therapist reviewed last session homework

5. | Session 5: Exercise 1: Completed exercise on coping
strategies listed in Patient workbook

6. | Therapist teaches how to problem solve by looking at
situation in alternate ways

7. | Session 5: Exercise 2: moving beyond fears. Therapist
invites patient to reflect on the 2 questions (and
challenges catastrophic thinking with prompts, if
necessary)

8. | Session 5: Exercise 3: Therapist did the mindfulness
exercise

9. | Therapist process the experience of mindfulness
exercise and checks in on patient’s emotional state

10.| Therapist concluded on aim of session

11.| Therapist reviewed homework for next session

12.| Session ended with grounding exercise
INTERVENTION-SPECIFIC SKILLS

13.| Therapist refers back to theoretical framework (i.e.
inappropriate use of avoidance, worry, extensive info
seeking)

14.| Therapist refers back to specific tools and skills taught
in the intervention
NON-SPECIFIC SKILLS

15.| Therapist initiated problem solving skills (i.e. what
would you do if you were facing a similar problem)

16.| Therapist used here and now technique (i.e. what is it
like to say that out loud?)

17.| Therapist demonstrated empathy towards patient

18.| Therapist processed difficult emotions in depth

19.| Therapist had adequate time management (i.e. spent

enough time on each exercise and finished on time)
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Final adherence rating for session 5: specific content and tasks ( /12) + intervention-specific
skills ( /4) + non-specific skills ( /10)= /26= /100



190

SESSION 6
Skill/Activity Frequency Rating | Comments
or done 0,12
yes(1)/no(0)

SPECIFIC CONTENT AND TASKS

1. | Therapist describes aim of session 6 to review content
covered and to provide closure to the therapy
intervention

2. | Therapist checks in with patient for any
questions/concerns

3. | Therapist asked to obtain level of FCR on a post-it
(enter data)

4. | Therapist reviewed last session homework

5. | Therapist helped patient bring closure by reflecting on
the end of the intervention and their feelings towards it

6. | Therapist concluded on aim of session

7. | Session ended with grounding exercise
INTERVENTION-SPECIFIC SKILLS

8. | Therapist refers back to theoretical framework (i.e.
inappropriate use of avoidance, worry, extensive info
seeking)

9. | Therapist refers back to specific tools and skills taught
in the intervention
NON-SPECIFIC SKILLS

10.| Therapist initiated problem solving skills (i.e. what
would you do if you were facing a similar problem)

11.| Therapist used here and now technique (i.e. what is it
like to say that out loud?)

12.| Therapist demonstrated empathy towards patient

13.| Therapist processed difficult emotions in depth

14.| Therapist had adequate time management (i.e. spent

enough time on each exercise and finished on time)

Final adherence rating for session 6: specific content and tasks ( /7) + intervention-specific

skills ( /4) + non-specific skills ( /10) = /21 = /100
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Appendix D
Questionnaire Package, Study 1
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Today’s Date: Study ID#:

Demographic Information

Please check the statement that best reflects your circumstances by placing an “X” on the
line beside your chosen statement. Also, please provide your specific answer to question 6.

1. Current Marital Status:
__ (1) single, never married __ (3) separated, divorced

__(2) married/common-law _ (4) widowed

2. Highest Education Level Achieved:

__ (1) elementary school __(4) part of university/college
__ (2) part of high school __(5) university/college
__(3) high school __(6) graduate school

3. Current Occupational Status: (select the best response)

__ (1) employed full-time __ (5) unemployed
_ (2) employed part time by choice __(6) retired
_ (3) employed part-time due to illness _ (7) homemaker
_ (4) unemployed due to illness _ (8) student

4. Please describe your ethnic background:
(1) Caucasian _ (3) Asian
__ (2) African-Canadian __ (4) Hispanic
__(5) Other
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5. Annual Income Level: (household)

__ (1) $00,000 — $20,000 __(4)$61,000 - $80,000
_ (2) $21,000 - $40,000 __ (5) $81,000 - $ 100,000
_ (3)%41,000 - $60,000 ___(6) greater than $100,000

6. Age:

Medical History

Please check the answer that best reflects your circumstances by placing an “X” on the box
beside your chosen response. Also, please provide your specific answers to the additional
questions if checking yes.
1. Have you ever been diagnosed with cancer?

"1 Yes Please indicate when:

[J No

2. If you are aware, please indicate the stage of your cancer at diagnosis:
a. Stage:

3. Please list your current medications and dosages:

4. Please circle the treatments you have received:
Surgery

Chemotherapy

Radiation

Other
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Please indicate your end of treatment date:

Use of additional support services:

3. Are you currently receiving the services of a mental health professional for your feelings
towards cancer?
"1 Yes Please indicate:
[J No
4. Are you currently attending a support group to help you deal with your feelings towards

cancer?

[l Yes Please indicate:

[] No



Fear of Cancer Recurrence Inventory

Most people who have been diagnosed with cancer are worried, to varying degrees, that
there might be a recurrence of the cancer. By recurrence, we mean the possibility that the
cancer could return or progress in the same place or in another part of the body. This
questionnaire aims to better understand the experience of worries about cancer recurrence.
Please read each statement and indicate to what degree it applied to you DURING THE
PAST MONTH by circling the appropriate number.
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0 1 2 3 4

Never Rarely Sometimes Most of the time All the time

The following situations make me think about the possibility of cancer recurrence:

1. Television shows or newspaper articles about cancer or illness 0 1 2
2 An appomtmenthth .r;1'3'/.c.i'o“c.tor or other health professional 0 1 2
3 Medlcal examlnatlons (eg ‘z;\;l‘r.l‘ual check-up, blood tests, X-rays) 0 1 2
4 Gonversations about cance o liness in general 0 12
5. Seeing or hearing about someone who il 0 12
6. Going to  funeralor reading the obituary section of th paper 0 1 2
7. When 1 feelunwiell physically or when | am ick 0 1 2
8. GenerallyIav0|d3|tuat|ons orthlngs thatmake me think about the possibility of cancer 0 1 2
recurrence
0 1 2 3 4
Not at all A little Somewhat A lot A great deal
9. lam worried or anxious about the possibility of cancer recurrence 0 1 2
10. 1 am afaid ofcancer recurrence 0 12
11 1 believe it s normal to be worred or anious about the possibiity ofcancer recurence 0 1 2
12. When I think about the possibility of cancer recurrence, this triggers other unpleasant
thoughts or images (such as death, suffering, the consequences for my family) 0o 1 2
13. Ibellevethatl am cured and that the cancer will not come back 0 1 2
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14. In your opinion, are you at risk of having a cancer recurrence?
0 1 2 3 4
Not at all at risk A little at risk Somewhat at risk A lot at risk A great deal at
risk
15. How often do you think about the possibility of cancer recurrence?
0 1 2 3 4
Never A few times a month A few times a week A few times a day Several times a
day
16. How much time per day do you spend thinking about the possibility of cancer recurrence?
0 1 2 3 4
I don’t think about it A few seconds A few minutes A few hours Several hours
17. How long have you been thinking about the possibility of cancer recurrence?
0 1 2 3 4
I don’t think about it A few weeks A few months A few years Several years
0 1 2 3 4
Not at all A little Somewhat A lot A great deal

When | think about the possibility of cancer recurrence, | feel:

18.

19.

20.

21.

Worry, fear or anxiety 0 1 2 3
Samness, dicowgementor ispointrent 0 12 3
ustaton angeroroutrage 0 12 3
HelplessnessorreSIgnatlon ........................................... .

My thoughts or fears about the possibility of cancer recurrence disrupt:

22.

23.

24.

25.

26.

27.

My social or leisure activities (e.g. outings, sports, travel) 0 1 2 3
My work r everyday ativies 0 12 3
My rlationships with my partrer,my ity r those lose o e 0 12 3
Myablllty to makefuture plans or set life goals 0 1 2 3
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0 1 2 3 4
Not at all A little Somewhat A lot A great deal
28. | feel that I worry excessively about the possibility of cancer recurrence 0 1 2 3

30. 1think that I worry more about the possibility of cancer recurrence than other people

who have been diagnosed with cancer 0 1 2 3
0 1 2 3 4
Never Rarely Sometimes Most of the time All the time

When | think about the possibility of cancer recurrence, | use the following strategies to
reassure myself:

31. | call my doctor or other health professional 0 1 2 3
32. 1 go'to the hospitl or clinic for an examintion 0 12 3
35. 1 examine myseftosee if | have any physical signs of cancer 0 12 3
34. Itrytodlstractmyself(eg do various activities, watch television, read, work) 0O 1 2 3
35. i"c.r.)'/.r;o.t“t.c;.t'r;inkabout it, to get the idea out of my mind 0O 1 2 3
36. 1 pray, meditate ordo relaxation 0 12 3
37. 11ry to convince myself tha everything il be fine o | think posiively 0 12 3
36. 1tk to someone about 0 12 3
3. Iy to undesand what s happeringand eal vt 0 12 3
© liytofindasoion 0 12 3
1. Ty to replace this thoughtwith a more pleasantcne. 0 12 3
" Itell myselfstoplt ..................... o

Do you feel reassured when you use these strategies? 0 1 2 3




IMPACT OF EVENT SCALE

EVENT: CANCER EXPERIENCE

Directions: Below is a list of comments made by people about stressful life events and the
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context surrounding them. Please read each item and decide how frequently each item was true
for you DURING THE PAST 7 DAYS. Please place an “X” on the box below the frequency
you want to indicate for each statement.

Ng\tl Iat Rarely | Sometimes| Often

1 I thought about my cancer experience when I didn’t 0 0 . 0
mean to.
| avoided letting myself get upset when | thought

2. . . . W O [ [
about my cancer experience or | was reminded of it.

3 | tried to remove my cancer experience from my 0 0 0 0
memory.
| had trouble falling asleep or staying asleep because

4.  of pictures or thoughts about my cancer experience O O 0 O
that came into my mind.

5 | had waves of strong feelings about my cancer 0 0 0 0
experience.

6. | had dreams about my cancer experience. 0 0 0 O

7 I stay(_ad away from reminders of my cancer 0 0 0 0
experience.

8. | felt as if my cancer experience had not happened or 0 0 0 0
was not real.

9. Itried not to talk about my cancer experience. 0 0 0 0

10. Pictures about my cancer experience popped into my 0 0 0 0
mind.

11 Other_thlngs kept making me think of my cancer 0 - . -
experience.

12 | was aware that | still had a lot of feelings about my 0 0 0 -

" cancer experience, but I didn’t deal with them.

13. 1tried not to think about my cancer experience. O O 0 O

14. Any r_emmder brought back feeling about my cancer M M 0 0
experience.

15, My feelings about my cancer experience were kind 0 0 - 0

of numb.
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Appendix E
Post-Session Feedback Questionnaires, Study 1
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Questionnaire — Session 1

For the following questions, please answer honestly. There are no right or wrong answers.
Please rate each of the following statements on a scale from 1 to 5:

1 = Strongly Disagree

2 = Disagree
3 = Neutral
4 = Agree

5 = Strongly Agree

| found the exercise of writing down my triggers in session helpful
12345

| found the exercise of completing a thought record in session helpful
12345

| enjoyed completing the thought record

12345

| found writing down my fears was helpful

12345

| found the progressive muscular relaxation exercise useful
12345

| found writing down my questions about recurrence to be helpful
12345

My mind wandered during the Relaxation CD at home

12345

| had difficulty concentrating and staying focused during the Relaxation CD at home

12345
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| enjoyed listening to the Relaxation CD at home

12345

For the following questions, please answer either “Yes” or “No”, and select the appropriate
number that corresponds with your experience.

Have you filled out the thought record over the course of the week? Yes No

How many DAY'S during the past week have you filled out the thought record?

01234567

How many TIMES during the past week have you filled out the thought record?
01234567

Have you used the Relaxation CD during the past week? Yes No

How many DAYS during the past week did you use the Relaxation CD?
01234567
How many TIMES during the past week did you use the Relaxation CD?

01234567

Please provide feedback for the following questions:

What was most helpful for you this session?

What was most helpful of the homework exercises?
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What did you take from this session?
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Questionnaire — Session 2

For the following questions, please answer honestly. There are no right or wrong answers.
Please rate each of the following statements on a scale from 1 to 5:

1 = Strongly Disagree

2 = Disagree
3 = Neutral
4 = Agree

5 = Strongly Agree
| found the exercise of discussing my questions about a cancer recurrence in session to be helpful
12345
It is likely that I will ask my oncologist the questions | prepared
12345
| found it helpful to talk about my uncertainty about my future this session
12345
| was able to identify areas of my life where | am in control
12345
| enjoyed completing the pie chart exercise in session
12345
Selecting calming self-talk phrases was a useful exercise for me
12345
| found it helpful to identify specific triggers and apply relevant calming self-talk phrases
12345
| had difficulty concentrating and staying focused during the Relaxation CD at home

12345
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| enjoyed listening to the Relaxation CD at home

12345

For the following questions, please answer either “Yes” or “No”, and select the appropriate
number that corresponds with your experience.

Were you able to listen to your relaxation CD and incorporate two of your favourite calming
self-talk phrases this week? Yes No

How many DAYS during the past week did you listen to your relaxation CD?
01234567

How many TIMES during the past week did you listen to your relaxation CD?
01234567

Were you able to fill out the thought record this week? Yes No

How many DAY'S during the past week have you filled out the thought record?

01234567

How many TIMES during the past week have you filled out the thought record?
01234567

Were you able to engage in progressive muscle relaxation (PMR) this week? Yes No

How many DAY'S during the past week did you engage in PMR?

01234567

How many TIMES during the past week did you engage in PMR?

01234567
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Please provide feedback for the following questions:

What was most helpful for you this session?

What was most helpful of the homework exercises?

What did you take from this session?
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Questionnaire — Session 3

For the following questions, please answer honestly. There are no right or wrong answers.
Please rate each of the following statements on a scale from 1 to 5:

1 = Strongly Disagree

2 = Disagree
3 = Neutral
4 = Agree

5 = Strongly Agree

| found this session helpful in increasing my tolerance for uncertainty

12345

It was useful to identify the advantages and disadvantages of worrying about FCR
12345

| found the explanation of avoidance and anxiety level to be helpful

12345

It was useful to identify triggers that could lead me to use maladaptive coping strategies
12345

| enjoyed the guided imagery exercise in session

12345

For the following questions, please answer either “Yes” or “No”, and select the appropriate
number that corresponds with your experience.

Was it useful to challenge your need to worry, and identify alternative ways of thinking (e.g.,
identifying a more realistic/helpful point of view) ? Yes No

Were you able to identify your automatic thoughts and write down the facts/evidence that

supports these thoughts? Yes No
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How many DAY'S during the past week did you listen to your relaxation CD?
01234567
How many TIMES during the past week did you listen to your relaxation CD?

01234567

Were you able to engage in the guided imagery exercise this week? Yes No

How many DAYS during the past week did you engage in the guided imagery exercise?

01234567

How many TIMES during the past week did you engage in the guided imagery exercise?

01234567

Please provide feedback for the following questions:

What was most helpful for you this session?

What was most helpful of the homework exercises?

What did you take from this session?
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Questionnaire — Session 4

For the following questions, please answer honestly. There are no right or wrong answers.
Please rate each of the following statements on a scale from 1 to 5:

1 = Strongly Disagree

2 = Disagree
3 = Neutral
4 = Agree

5 = Strongly Agree

Listing my specific fears about my cancer returning was a useful exercise

12345

Writing down my worst case scenario was a helpful exercise
12345

This is the first time | have written down my worst case scenario
12345

| found the body scan exercise helpful in session

12345

For the following questions, please answer either “Yes” or “No”, and select the appropriate

number that corresponds with your experience.

Were you able to complete the homework exercise of writing down your worst-case scenario,
and reading it once a day? Yes No
Were you able to write down your feelings before and after you read your worst-case scenario?

Yes No
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How many DAY'S during the past week did you listen to your relaxation CD?
01234567
How many TIMES during the past week did you listen to your relaxation CD?

01234567

Were you able to engage in the body scan exercise this week? Yes No

How many DAYS during the past week did you engage in the body scan exercise?

01234567

How many TIMES during the past week did you engage in the body scan exercise?

01234567

Please provide feedback for the following questions:

What was most helpful for you this session?

What was most helpful of the homework exercises?

What did you take from this session?
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Questionnaire — Session 5

For the following questions, please answer honestly. There are no right or wrong answers.
Please rate each of the following statements on a scale from 1 to 5:

1 = Strongly Disagree

2 = Disagree
3 = Neutral
4 = Agree

5 = Strongly Agree

Writing down coping strategies to manage my worst fears was a useful exercise

12345

Identifying what my future means to me was helpful

12345

| am learning to identify alternative/helpful ways of thinking about my worst fear
12345

| found the mindfulness exercise (eating meditation) helpful in this session

12345

For the following questions, please answer either “Yes” or “No”, and select the appropriate

number that corresponds with your experience.

Were you able to write down some goals and priorities for the future? Yes No

If yes, did you find writing down goals/priorities to be helpful? Yes No



If yes, were you able to write down a tentative plan to achieve those goals and priorities?

Yes No

How many DAYS during the past week did you listen to your relaxation CD?
01234567
How many TIMES during the past week did you listen to your relaxation CD?

01234567

Were you able to engage in the mindfulness exercise this week? Yes No

How many DAYS during the past week did you engage in the mindfulness exercise?

01234567

How many TIMES during the past week did you engage in the mindfulness exercise?
01234567
Please provide feedback for the following questions:

What was most helpful for you this session?

What was most helpful of the homework exercises?

211
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What did you take from this session?
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Questionnaire — Session 6

For the following questions, please answer honestly. There are no right or wrong answers.
Please rate each of the following statements on a scale from 1 to 5:

1 = Strongly Disagree

2 = Disagree
3 = Neutral
4 = Agree

5 = Strongly Agree

| found it helpful to debrief in the final session about my experience in the FCR intervention

12345

This intervention has helped me think about my cancer in a different way
12345
By practicing the mindfulness exercises, | notice that I am more relaxed

12345

For the following questions, please answer either “Yes” or “No”, and select the appropriate

number that corresponds with your experience:

How many DAYS during the past week did you listen to your relaxation CD?
01234567
How many TIMES during the past week did you listen to your relaxation CD?

01234567



Please provide feedback for the following questions:

Which session was most helpful for you? Please identify which session and explain why.

Which session was least helpful for you? Please identify which session and explain why.

Of all the homework exercises, which was most useful? Please explain.

Which session did you take the most from? Please identify which session and explain why.

214
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Appendix F
Qualitative Exit Interview Guide, Study 1
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Quialitative Exit Interview Guide

Hello, my name is . To begin, 1 would like to request your permission to tape
our telephone conversation for quality monitoring only. So you know, any identifiers such as
your name will be removed from both the tape and typed versions of the interviews. We will also
keep all tapes in a password-protected file on a desktop computer situated in locked area at The
Ottawa Hospital until data analysis is complete, when we will destroy the tapes. Only the main
investigators will have access to this information. Do you agree to have this interview audiotape?

Yes No

Also, we encourage you to be honest when answering. There are no right or wrong answers.

1. What was your experience like in participating in this study?

2. What is your experience with FCR like, now that you have completed the sessions?

If change for the better:

-How is your FCR better?
-Why is your FCR better?
-What do you attribute being better to?

If unchanged:
-What is that like for you that it’s unchanged?
-What are your feelings about this?
-What do you attribute being unchanged to?
If change for worse:
-How is your FCR worse?
-Why is your FCR worse?
-What do you attribute it being worse to?
3. What were the most important moments for you throughout the therapy?
-What was your experience of that moment?

-How did it impact you then?
-How does it impact you today?
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4. What was most helpful with dealing with your fear of cancer recurrence in this study?
5. What was least helpful with your fear of cancer recurrence in this study?
6. A lot of material was covered in session and also outside/in between sessions.
-What did you think of this combination of in session and between session material
referencing?
-How helpful was the in-session material?

-How helpful was the in-between session material?
-Which exercise (either in or out of session) did you find most helpful?

7. What exercises did you like best?

8. What exercises you did not like?

9. How did you feel about the homework assignments?

10. If you could do this therapy again, what would you change?

11. If you could do this therapy again, what would you keep the same?

12. What do you think about the format of the intervention, such as the number of sessions
and the length of each session?
-Would you change something about the number/length of sessions?
-How did you find the pace of the sessions?

13. Would you recommend this intervention for patients in similar circumstances?

14. This wraps up the questions | wanted to ask. Do you have any additional comments or
questions?

Thank you very much for your time. If you have any further questions or comments, you can
contact Dr. Sophie Lebel.
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Appendix G
Telephone Screening and Eligibility Script, Study 2
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TELEPHONE SCRIPT

Date: Research assistant: Participant ID #:
GOALS OF THE STUDY:
Hello, my name is and | am involved in the study on fear of cancer recurrence

here at The Ottawa Hospital Cancer Centre.

First, I would like to thank you for your interest in this study. This study is about helping men
and women deal with fear of cancer recurrence. Specifically, our intent is to help individuals
manage their fear of cancer recurrence. If you decide that you want to participate, you will be
randomly assigned by chance to receive either the individual psychotherapy intervention, or you
will be placed on 6-week wait list to receive the intervention. The decision will be made by
chance. If you choose to participate, you will have to complete a series of questionnaires before
and after the therapy to help us see if it worked for the participants. Please note that all
intervention sessions will be video-recorded and reviewed by members of the research team to
make sure the therapy is given to you as intended. We will protect your confidentiality: your
name will not be associated with any of the questionnaires or the videos. If you choose not to
participate but still feel you need some help, that is OK and we will try to guide you towards an

appropriate resource for you.

“Are you interested to hear more about the study?”
If no, continue with the next question.
If yes, Ask if they have questions and try to answer the questions to the best of your

knowledge.

If no: “Thank you for your time. May I ask you for your age, cancer diagnosis, and the

reason for non-participation for statistical purposes?”

If participant says ‘no’ please add: “Once again, thank you for your interest in this study.

Have a nice day. Good bye.”



If patient says ‘ves’, please complete the following:

If patient says ‘yes’, please complete the following:

If yes: “Thank you for your interest! I will ask you some questions to see if you are eligible

to participate in the study. This should take about 5-10 minutes of your time.”
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1.i) Are you a current or previous patient of TOH? Yes No

**|f participant answers No to questions 1 a, d, e, g or i, he/she is not eligible for the
study.
**|f participant indicates having a stage IV cancer (question 1b) or is enrolled in

psychotherapy for cancer issues (question 1h), he/she is not eligible for the study.

If the participant is not eligible:
“Thank you for answering my questions. Unfortunately, you are not eligible to take part in the
study. Would you like us to discuss other psychological resources that may be appropriate for

you?”

If participant is eligible so far, administer the following two measures:
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Fear of Cancer Recurrence Inventory (FCRI): Severity Subscale

Most people who have been diagnosed with cancer are worried, to varying degrees, that
there might be a recurrence of the cancer. By recurrence, we mean the possibility that the
cancer could return or progress in the same place or in another part of the body. This
questionnaire aims to better understand the experience of worries about cancer recurrence. |
am going to read you several statements. | need you to let me know how to what
degree it applied to you DURING THE PAST MONTH.

1. How long have you been thinking about the possibility of cancer recurrence?

0 1 2 3 4
I don’t think about A few weeks A few months A few years Several years
it

2. How much time per day do you spend thinking about the possibility of cancer
recurrence?

0 1 2 3 4
I don’t think about | A few seconds A few minutes A few hours Several hours
it

3. How often do you think about the possibility of cancer recurrence?

0 1 2 3 4
Never A few times a A few times a A few times a Several times a
month week day day

0 1 2 3 4
Not at all A little Somewhat A lot A great deal
4. In your opinion, what is your risk of having a cancer recurrence? 01234
5. 1 am afraid of a cancer recurrence 012314
6. I am worried or anxious about the possibility of cancer recurrence 01234
7. 1 believe that | am cured and the cancer will not come back 012314
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8. I believe it is normal to be worried or anxious about the possibility of 01234
cancer recurrence
9. When | think about the possibility of a recurrence, other unpleasant 01234

thoughts or images come to mind (death, suffering, consequences for my
family)

TOTAL:

ELIGIBLE (13 OR MORE)




IMPACT OF EVENT SCALE
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I’'m going to read you a list of comments made by people about their cancer experience. Please
tell me how frequently each item was true for you DURING THE PAST 7 DAYS. You can say
not at all, rarely, sometimes, often. Again you can write these words down if you thing it will
help with your answer.

Not at

All Rarely | Sometimes| Often

I thought about my cancer experience when I didn’t

1. 0 1 3 5
mean to.
| avoided letting myself get upset when | thought

2. : : . 0 1 3 5
about my cancer experience or | was reminded of it.

3 | tried to remove my cancer experience from my 0 1 3 5
memory.
| had trouble falling asleep or staying asleep because

4.  of pictures or thoughts about my cancer experience 0 1 3 5
that came into my mind.

5 | had waves of strong feelings about my cancer 0 1 3 5

" experience.

6. | had dreams about my cancer experience. 0 1 3 5

7 I stay(_ad away from reminders of my cancer 0 1 3 5
experience.
| felt as if my cancer experience had not happened or

8. 0 1 3 5
was not real.

9. Itried not to talk about my cancer experience. 0 1 3 5

10. rPnlicr'sgres about my cancer experience popped into my 0 1 3 5

11 Other_thlngs kept making me think of my cancer 0 1 3 5
experience.

12 | was aware that | still had a lot of feelings about my 0 1 3 5

" cancer experience, but I didn’t deal with them.

13. | tried not to think about my cancer experience. 0 1 3 5

14. Any r_emmder brought back feeling about my cancer 0 1 3 5
experience.

15, My feelings about my cancer experience were kind 0 1 3 5

of numb.
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Score: X5 =
X3=
x1l=
x0=
Total Eligible (24 or more)

If the participant is not eligible:
“Thank you for answering my questions. Unfortunately, you are not eligible to take part in the
study. Would you like us to discuss other psychological resources that may be appropriate for

you?”

If the participant is eligible:
“Thank you for answering my questions. You are eligible to participate in the study! The next
step is to set up a meeting. During this meeting, you and your therapist will complete some
additional measures, determine if this therapy is a good fit for your needs, and sign the consent

forms. You will meet at the Ottawa Hospital’s Psychosocial Oncology Program.

“What are your availabilities for the meeting?”

Date :

Time :

“Thank you very much for your time. A member of the research team will be in touch with you

shortly.”
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Appendix H
MINI Screener, Study 2



ASAIS ID: LAST NAME: FIRST NAME:

MINI SCREEN 6.0.0

If YES, go to the corresponding M.I.N.I. module
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MI:

Have you been depressed or down, most of the day, nearly every day, for the past
two weeks?

In the past two weeks, have you been much less interested in most things or
much less able to enjoy the things you used to enjoy most of the time?

In the past month did you think that you would be better off dead or wish you
were dead?

In the past month have you thought about killing yourself?

Have you ever had a period of time when you were feeling ‘up’ or ‘high’ or ‘hyper’ or
so full of energy or full of yourself that you got into trouble, or that other people
thought you were not your usual self? (Do not consider times when you were
intoxicated on drugs or alcohol.)

Have you ever been persistently irritable, for several days, so that you had
arguments or verbal or physical fights, or shouted at people outside your family?
Have you or others noticed that you have been more irritable or over reacted,
compared to other people, even in situations that you felt were justified?

Have you, on more than one occasion, had spells or attacks when you suddenly felt
anxious, frightened, uncomfortable or uneasy, even in situations where most people
would not feel that way? Did the spells surge to a peak, within 10 minutes of starting?
CODE YES ONLY IF THE SPELLS PEAK WITHIN 10 MINUTES.

Did any of those spells or attacks come on unexpectedly or occur in an unpredictable
or unprovoked manner?

Do you feel anxious or uneasy in places or situations where help might not be
available or escape might be difficult: like being in a crowd, standing in a line
(queue), when you are away from home or alone at home, or when crossing a
bridge, traveling in a bus, train or car?

In the past month did you have persistent fear and significant anxiety at being
watched, being the focus of attention, or of being humiliated or embarrassed? This
includes things like speaking in public, eating in public or with others, writing while
someone watches, or being in social situations.

In the past month have you been bothered by recurrent thoughts, impulses, or
images that were unwanted, distasteful, inappropriate, intrusive, or distressing?

(e.g., the idea that you were dirty, contaminated or had germs, or fear of
contaminating others, or fear of harming someone even though you didn’t want to, or
fearing you would act on some impulse, or fear or superstitions that you would be
responsible for things going wrong, or obsessions with sexual thoughts, images or
impulses, or hoarding, collecting, or religious obsessions.)

In the past month, did you do something repeatedly without being able to resist
doing it, like washing or cleaning excessively, counting or checking things over and
over, or repeating, collecting, or arranging things, or other superstitious rituals?

[ONO

ONO

ONO
[ONO

ONO

ONO

[ONO

[ONO

[ONO

[ONO

ONO

ONO

[ONO

[JYES

O YES

O YES
OYES

O YES

JYES

JYES

[JYES

JYES

JYES

O YES

O YES

[JYES

(INSERM-PARIS, FRANCE). T. Proeschel.
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M.L.N.I. SCREEN 6.0.0 / English version / DSM-IV October 2009 © 2001-2009 Sheehan DV & Lecrubier Y. All rights reserved.
D. Sheehan, J. Janavs, (University of South Florida-TAMPA, USA) ; Y. Lecrubier, T. Hergueta, E. Weiller,



ASAIS ID: LAST NAME: FIRST NAME: ML:
IF YES, GO TO THE CORRESPONDING M.I.N.l. MODULE l

» Have you ever experienced or witnessed or had to deal with an extremely traumatic
event that included actual or threatened death or serious injury to you or someone
else? EXAMPLES OF TRAUMATIC EVENTS INCLUDE SERIOUS ACCIDENTS, SEXUAL OR
PHYSICAL ASSAULT, A TERRORIST ATTACK, BEING HELD HOSTAGE, KIDNAPPING, FIRE, NO YES
DISCOVERING A BODY, SUDDEN DEATH OF SOMEONE CLOSE TO YOU, WAR, OR O O
NATURAL DISASTER.

» Did you respond to the trauma with intense fear, helplessness, or horror? —> H

» During the past month, have you re-experienced the event in a distressing way (such —> H
as, dreams, intense recollections, flashbacks or physical reactions)?

. N i . ONO OYES | > 1

» In the past 12 months, have you had 3 or more alcoholic drinks within a 3 hour period
on 3 or more occasions?

» Now | am going to show you a list (OR READ THE LIST BELOW) of street drugs or J
medicines.* In the past 12 months, did you take any of these drugs more than once, to LNO [OYES | =
get high, to feel elated, to get a buzz, or to change your mood?
amphetamines speed, crystal meth Dexedrine®, diet pills, rush  THC, marijuana, cannabis, hashish

Ritalin®
Cocaine, crack  steroids, GHB Valium®, Xanax®  Ativan barbiturates
heroin morphine, methadone opium, Demerol®  codeine Percodan®, OxyContin®, Vicodin®
LSD, mescaline PCP, angel dust, ecstacy MDA, MDMA ketamine inhalants glue, ether

> Ha\{e you ever be]ieved that people were spying on you or that someone was plotting CONO [JYES
against you or trying to hurt you?

» Have you ever heard things other people couldn’t hear such as voices? LINO [IVES

» Have you ever had visions when you were awake or have you ever seen things other ONO [OYES
people couldn’t see?

» How tall are you?
|__|__|__]inches

» What was your lowest weight in the past 3 months?
|_I_Il__Ilbs

IS PATIENT’S WEIGHT LOWER THAN THE THRESHOLD CORRESPONDING TO HIS/

HER HEIGHT? ONO [YES| > M

Height (ft in) 49 410 411 50 51 52 53 54 55 56 57
Weight (Ibs) 81 84 87 89 92 96 99 102 105 108 112
Height (ft in) 58 59 510 511 60 61 62 63
Weight (Ibs) 115 118 122 125 129 132 136 140

» In the past three months, did you have eating binges or times when you ate a very LINO LIYES | > N
large amount of food within a 2-hour period?

» In the last 3 months, did you have eating binges as often as twice a week? LNO DIYES | > N

» Were you excessively anxious or worried about several routine things over the past LNO DIYES [ > O
6 months?

*  ALL BRANDS LISTED ARE TRADEMARKS OF THEIR RESPECTIVE OWNERS

M.I.N.I. SCREEN 6.0.0 / English version / DSM-IV October 2009 © 2001-2009 Sheehan DV & Lecrubier Y. All rights reserved.

D. Sheehan, J. Janavs, (University of South Florida-TAMPA, USA) ; Y. Lecrubier, T. Hergueta, E. Weiller,

(INSERM-PARIS, FRANCE). T. Proeschel.
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Appendix |
Consent Form, Study 2
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Ottawa Hospital - @

Research Institute m UNIVERSITY OF OTTAWA

HEART INSTITUTE
Institut de recherche INSTITUT DE CARDIOLOGIE
de I'H6pital d'Ottawa uOttawa DE L'UNIVERSITE D'OTTAWA

PARTICIPANT INFORMED CONSENT FORM

Title of Study: A Therapy Intervention to Address Fear of Recurrence in Men and Women with
Cancer

Local Site Principal Investigator (P1): Dr. Monique Lefebvre, Ph.D., C.Psych

Sponsor: None

Participation in this study is voluntary. Please read this Participant Informed Consent Form
carefully before you decide if you would like to participate. Ask the study team as many
questions as you like.

Why am | being given this form?

You are being asked to participate in this research study because we would like to examine how
to help cancer patients address questions and concerns they may have with living with a past
cancer diagnosis, such as fear of cancer recurrence. You are being asked to participate in this
study because you have indicated that fear of cancer recurrence was distressing to you. We will
look at the usefulness of using an individual psychotherapy intervention as a way to approach
understanding and dealing with issues that one may have following a cancer diagnosis. The goal
is to see if whether the individual therapy is a good way to address issues and questions that
relate to living with a cancer diagnosis.

Why is this study being done?

The purpose of this study is to test a new form of psychotherapy to decrease fear of cancer
recurrence for women and men with cancer, and thereby enhance psychological functioning
throughout survivorship. This study is in partial fulfillment of Christina Tomei’s doctoral thesis
requirements.

We estimate that 20 participants will be enrolled in the study.

How is the study designed?

The proposed study is a randomized controlled trial, designed to examine a psychotherapy
intervention in men and women with cancer who have completed treatment. Upon determining
that you are eligible to participate, you will be randomly assigned by chance to receive either the
individual psychotherapy intervention, or you will be placed on 6-week wait list, after which you
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will the option to receive the intervention. Each participant will have an equal chance of being
selected for the intervention (50:50).

What is expected of me?

Upon determining if you are eligible for participation in this study, you will meet with a member
of the research team to prepare you for the therapy.

If you are randomized to the psychotherapy group, you will participate in a six-week, 1-hour
therapy session where you will receive instructions and strategies to help change how you cope
and your outlook on the future. The treatment will take place at the Ottawa Hospital Cancer
Centre Psychosocial Oncology Program (PSOP). You will be asked to complete questionnaires
during your pre-therapy meeting, one week after the end of the six week intervention, and three
months following completion of the intervention

If you are randomized to the control group, you will be asked to wait 6 weeks prior to receiving
the intervention. As part of your participation in this study, you will be asked to complete a
series of questionnaires. You will be asked to complete questionnaires during your pre-therapy
meeting, before the start of the intervention, one week after the end of the six week intervention,
and three months following completion of the intervention.

Regardless of which group you are in, you will be assigned a participant number and given a link
to access the online questionnaires. The questionnaires assess your fear of cancer recurrence, the
psychological impact of cancer, uncertainty, coping, and quality of life. The questionnaire
package will take you approximately 20-30 minutes to complete. You may skip any questions
that make you uncomfortable or that you do not wish to answer. You may have a copy of the
study results upon your request.

Prior to beginning the therapy, confidentiality will be explained to you. You will be provided
with a manual with coping strategies and techniques to guide you through the intervention. All
therapy sessions will be video recorded using the video camera at the PSOP. The videos are
immediately stored in secured files on the hospital hard drive. The video recordings will not be
associated with any identifying information. Only members of the research team will have access
to the videos. As this is a research study, video recording is a necessary component for
participation in the intervention. The recordings are necessary for both research and clinical
supervision purposes. Therefore, you will not be able to participate in the study should you
choose to opt out of the recordings.

How long will | be involved in the study?

The entire study will last approximately 5 months. Your participation in the study will last
approximately 20-26 weeks (this includes the 3-month follow-up). Over this time, you will be
required to visit the Psychosocial Oncology Program at the Ottawa Hospital Cancer Centre for 7
visits, regardless of which group you are randomized to.

Your participation in the study may be stopped for any of the following reasons:
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» The study team feels it is in your best interest.
* You have been unable to follow the study team’s instructions.

What are the potential risks | may experience?

You will be asked to reflect about your personal experiences with cancer and issues revolving
around fear of cancer recurrence. There is very little risk associated with this study. Some people
find they might get emotional when talking about their cancer experience. If you experience any
discomfort that we feel requires one on one psychological support, we can suggest a reference to
the Ottawa Hospital Cancer Centre. This option is available to you at any time.

Questionnaires

You might find the questionnaires to be lengthy. You might not like all of the questions that you
are asked. You do not have to answer any questions that make you uncomfortable.

Can | expect to benefit from participating in this research study?

You may not receive any direct benefit from your participation in this study. Your participation
may allow the researchers to understand what therapeutic techniques are helpful for survivors
living with fear of cancer recurrence. This may benefit future patients and may contribute to the
development of effective interventions for women and men who have been treated for cancer at
the hospital.

Do | have to participate? What alternatives do | have? If | agree now, can | change my
mind and withdraw later?

Your participation in this study is voluntary. The alternative to this study is not to

participate. You may decide not to be in this study, or to be in the study now, and then change
your mind later without affecting your medical care or other services to which you are entitled or
are presently receiving at this institution.

If you withdraw your consent, the information collected to date will be used in the study.

Will | be paid for my participation or will there be any additional costs to me?

You will be reimbursed the cost of public transportation or parking fees (with proof of receipt)
for each visit that you make for the study. This will include one pre-therapy meeting as well as
the 6 therapy sessions, for a total of 7 visits.

How is my personal information being protected?

e All information collected during your participation in this study will be identified with a
unique study number, and will not contain information that identifies you, such as your
name, address, etc.
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e The link between your unique study number and your name and contact information will
be stored securely and separate from your study records, and will not leave this site.
e Any documents or samples leaving The Ottawa Hospital will contain only your unique
study number. This includes publications or presentations resulting from this study.
e Information that identifies you will be released only if it is required by law.
e For audit purposes only, your original study records may be reviewed under the
supervision of Dr. Monique Lefebvre’s staff by representatives from:
o The Ottawa Health Science Network Research Ethics Board (OHSN-REB),
o The Ottawa Hospital Research Institute
o The University of Ottawa School of Psychology Research Ethics Board
e Research records will be kept for 10 years, after this time they will be destroyed.

Will | be informed about any new information that might affect my decision to continue
participating?

You will be told in a timely fashion of any new findings during the study that could affect your
willingness to continue in the study. You may be asked to sign a new consent form.

Who do | contact if | have any further guestions?

If you have any questions about this study, please contact the primary investigator, Dr. Monique
Lefebvre, or the co-investigators, Christina Tomei, and Dr. Sophie Lebel.

The Ottawa Health Science Network Research Ethics Board (OHSN-REB) has reviewed the
plans for this research study. The Board considers the ethical aspects of all research studies
involving human participants at the Ottawa Hospital. If you have any questions about your rights
as a study participant, you may contact the Chairperson.
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Ottawa Hospita H]]],
= Research Institute au UNIVERSITY OF OTTAWA
= [E

HEART INSTITUTE
£ Institut de recherche INSTITUT DE CARDIOLOGIE
Y4 de I'Hopital d'Ottawa uOttawa DE L'UNIVERSITE D'OTTAWA

A Therapy Intervention to Address Fear of Recurrence in Men and Women with Cancer

Consent to Participate in Research

e | understand that | am being asked to participate in a research study that will provide therapy
to address fear of cancer recurrence.

e This study was explained to me by
e | have read, or have had it read to me, each page of this Participant Informed Consent Form,
¢ All of my questions have been answered to my satisfaction.

e [f I decide later that | would like to withdraw my participation and/or consent from the study,
I can do so at any time.

e | voluntarily agree to participate in this study.
o | will be given a copy of this signed Participant Informed Consent Form.

Participant’s Printed Name Participant’s Signature Date

Investigator or Delegate Statement

| have carefully explained the study to the study participant. To the best of my knowledge, the
participant understands the nature, demands, risks and benefits involved in taking part in this
study.

Investigator/Delegate’s Printed Name Investigator/Delegate’s Signature ~ Date
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Appendix J
Questionnaire Package, Study 2
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Measurement Time point: Participant ID #:

Today’s Date:

Demographic Information

Please check the statement that best reflects your circumstances by placing an “X” on the
line beside your chosen statement. Also, please provide your specific answer to question 6.

1. Current Marital Status:
__ (1) single, never married __ (3) separated, divorced

__(2) married/common-law _ (4) widowed

2. Highest Education Level Achieved:

__ (1) elementary school __(4) part of university/college
__ (2) part of high school __(5) university/college
__(3) high school __(6) graduate school

3. Current Occupational Status: (select the best response)

__ (1) employed full-time __ (5) unemployed
_ (2) employed part time by choice __(6) retired
__ (3) employed part-time due to illness _ (7) homemaker
_ (4) unemployed due to illness __ (8) student

4. Please describe your ethnic background:
(1) Caucasian _ (3) Asian
__ (2) African-Canadian __ (4) Hispanic
__(5) Other
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5. Annual Income Level: (household)

__ (1) $00,000 — $20,000 __(4)$61,000 - $80,000
_ (2) $21,000 - $40,000 __ (5) $81,000 - $ 100,000
_ (3)%41,000 - $60,000 ___(6) greater than $100,000

7. Age:

Medical History

Please check the answer that best reflects your circumstances by placing an “X” on the box
beside your chosen response. Also, please provide your specific answers to the additional
questions if checking yes.

5. Have you ever been diagnosed with cancer?

71 Yes Please indicate what type of cancer:

Please indicate when you were diagnosed:

[] No

6. If you are aware, please indicate the stage of your cancer at diagnosis:
b. Stage:

3. Please list your current medications and dosages:

4. Please circle the treatments you have received:
Surgery

Chemotherapy

Radiation

Other




238

Please indicate your end of treatment date:

Use of additional support services:

7. Are you currently receiving the services of a mental health professional for your feelings

towards cancer?

[0 Yes Please indicate:

[J No
8. Are you currently attending a support group to help you deal with your feelings towards

cancer?

[l Yes Please indicate:

[] No
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Fear of Cancer Recurrence Inventory (FCRI)

Most people who have been diagnosed with cancer are worried, to varying degrees, that
there might be a recurrence of the cancer. By recurrence, we mean the possibility that the
cancer could return or progress in the same place or in another part of the body. This
questionnaire aims to better understand the experience of worries about cancer recurrence.
Please read each statement and indicate to what degree it applied to you DURING THE
PAST MONTH by circling the appropriate number.

0 1 2 3 4
Never Rarely Sometimes Most of the time All the time

The following situations make me think about the possibility of cancer recurrence:

1. Television shows or newspaper articles about cancer or illness 0 1 2
2. Anappomtmenththmydoctor or other health professional 0 1 2
3. Medlcalexamlnatlons(egannual check-up, blood tests, X-rays) 0 1 2
4 Gonversations about cance o liness in general 0 12
5. Seeing or hearing about someone who i ll 0 12
6. Going toa funeral or reaing the obituary sction of the paper 0 1 2
7. When | feel unwel physically o when | am sick 0 1 2
8. GenerallyIav0|dS|tuat|onsorth|ngsthatmake me think about the possibility of cancer 0 1 2

recurrence

0 1 2 3 4

Not at all A little Somewhat A lot A great deal
9. lamworried or anxious about the possibility of cancer recurrence 0 1 2
10. 1 am afrad of cancer recurence 0 1 2
11. Ibelleve|t|snormaltobeworrledoranX|ousaboutthep053|b|I|ty of cancerrecurrence 0 1 2
12. When I think about the possibility of cancer recurrence, this triggers other unpleasant

13.

thoughts or images (such as death, suffering, the consequences for my family) 0o 1 2

I believe that | am cured and that the cancer will not come back 0 1 2
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14. In your opinion, are you at risk of having a cancer recurrence?
0 1 2 3 4
Not at all at risk A little at risk Somewhat at risk A lot at risk A great deal at risk
15. How often do you think about the possibility of cancer recurrence?
0 1 2 3 4
Never A few times a month A few times a week A few times a day Several times a day
16. How much time per day do you spend thinking about the possibility of cancer recurrence?
0 1 2 3 4
I don’t think about it A few seconds A few minutes A few hours Several hours
17. How long have you been thinking about the possibility of cancer recurrence?
0 1 2 3 4
I don’t think about it A few weeks A few months A few years Several years
0 1 2 3 4
Not at all A little Somewhat A lot A great deal

When | think about the possibility of cancer recurrence, | feel:

18.

Worry, fear or anxiety 0 1 2 3
Saness dicouragerment o cisoppoiniment. 0 12 3
Fusvation,angerorourage 0 12 3
HelplessnessorreSIgnatlon ........................................... .

My thoughts or fears about the possibility of cancer recurrence disrupt:

22.

23.

24,

25.

26.

27.

My social or leisure activities (e.g. outings, sports, travel) 0 1 2 3
My work or everyday activities 0 1 2 3
My relationships with my partner, my family, or those close to me 0 1 2 3

My quality of life in general 0o 1 2 3
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0 1 2 3 4
Not at all A little Somewhat A lot A great deal
28. | feel that I worry excessively about the possibility of cancer recurrence 0 1 2 3

30. 1think that I worry more about the possibility of cancer recurrence than other people

who have been diagnosed with cancer 0o 1 2 3
0 1 2 3 4
Never Rarely Sometimes Most of the time All the time

When | think about the possibility of cancer recurrence, | use the following strategies to
reassure myself:

31. | call my doctor or other health professional 0 1 2 3
32. 1goto the hospital or clinic for an xamintion 0 12 3
35. 1 examine myselftosee if | have any physical sgns of cancer 0 12 3
34. Itrytodlstractmyself(egdo various activities, watch television, read, work) 0 1 2 3
35. ;"t'r.)‘/.r.w‘o't”t'o”t‘r;inkabout it, to get the idea out of my mind 0o 1 2 3
36. 1 pray, mediat ordo relasation 0 12 3
37. 11ryto convince myself tha everything il be fine o  hink positively 0 12 3
36. 1tk to someone about 0 12 3
59, 111y o understand it s happening and eal with it 0 12 3
o Itrytofmdaso'u“on .................... o
41, Ty to replace this thoughtwitha more pleasantcne. 0 12 3
" Itell myselfstoplt ..................... o

43. Do you feel reassured when you use these strategies? 0o 1 2 3




Directions: Below is a list of comments made by people about stressful life events and the

EVENT: CANCER EXPERIENCE (IES)
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context surrounding them. Please read each item and decide how frequently each item was true
for you DURING THE PAST 7 DAYS. Please place an “X” on the box below the frequency
you want to indicate for each statement.

Not at

All Rarely | Sometimes| Often

1 I thought about my cancer experience when I didn’t 0 0 . 0
mean to.
| avoided letting myself get upset when | thought

2. . . . H l 0 N
about my cancer experience or was reminded of it.

3 | tried to remove my cancer experience from my 0 0 0 0
memory.
| had trouble falling asleep or staying asleep because

4.  of pictures or thoughts about my cancer experience 0 0 0 O
that came into my mind.

5 | had waves of strong feelings about my cancer 0 0 - 0
experience.

6. | had dreams about my cancer experience. O O 0 O

. I stay(_ad away from reminders of my cancer 0 0 0 0
experience.

8. | felt as if my cancer experience had not happened or 0 0 0 0
was not real.

9. Itried not to talk about my cancer experience. O O 0 O

10. Pictures about my cancer experience popped into my 0 0 0 0
mind.

11 Other_thlngs kept making me think of my cancer 0 0 0 0
experience.

12 | was aware that | still had a lot of feelings about my 0 0 0 0

" cancer experience, but I didn’t deal with them.

13. I tried not to think about my cancer experience. 0 0 0 0

14. Any r_emmder brought back feeling about my cancer B B . E
experience.

15, My feelings about my cancer experience were kind B B - 0

of numb.
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Quiality of Life
SF-8™ Health Survey Scoring Demonstration

This survey asks for your views about your health. This information will help you keep
track of how you feel and how well you are able to do your usual activities. Thank you for
completing this survey!

Answer every question by selecting the answer as indicated. If you are unsure about how to
answer a question, please give the best answer you can.

For each of the following questions, please mark an [x] in the one box that best describes
your answer.

1. Overall, how would you rate your health during the past 4 weeks?

Excellent Very good Good Fair Poor Very poor
o o o o o o

2. During the past 4 weeks, how much did physical health problems limit your usual
physical activities (such as walking or climbing stairs)?

Not at all Very little Somewhat Quite a lot Could not do physical
activities
o o o o o

3. During the past 4 weeks, how much difficulty did you have doing your daily work, both
at home and away from home, because of your physical health?

None at all A little bit Some Quite a lot Could not do daily work

o o (o] o o

4. How much bodily pain have you had during the past 4 weeks?
None Very mild Mild Moderate Severe Very severe

o o o o o (o]

5. During the past 4 weeks, how much energy did you have?
Very much Quite a lot Some A little None

o o (o] o o
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6. During the past 4 weeks, how much did your physical health or emotional problems limit
your usual social activities with family or friends?

Not at all Very little Somewhat Quite a lot Could not do social
activities
o o o o o

7. During the past 4 weeks, how much have you been bothered by emotional problems
(such as feeling anxious, depressed or irritable)?

Not at all Very little Somewhat Quite a lot Could not do social
activities
o o o o o

8. During the past 4 weeks, how much did personal or emotional problems keep you from
doing your usual work, school or other daily activities?

Not at all Very little Somewhat Quitealot  Could not do daily activities

(o] (o] (o] o (o]



THE 1US SCALE (Intolerance of Uncertainty)

Direction: Please indicate how you tolerate uncertainty.
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Questions: Not at all Rarely Sometimes Entirely
characteristic | characteristic | characteristic | characteristic
of me of me of me of me
1. U_ncertalnty stop_s me from 0 0 0 0
having a strong opinion.
2. Belng ur)certaln_means that a 0 0 0 0
person is disorganized.
3. Uncertainty makes life 0 0 0 0
intolerable.
4. 1t’s unfal_r he_wmg no 0 0 0 0
guarantees in life.
5. My mind can’t be relaxed if I
don’t know what will happen a d d d
tomorrow.
6. U_ncertalnty makes me uneasy, 0 0 0 0
anxious, or stressed.
7. Unforeseen events upset me 0 0 0 0
greatly.
8. It_ frustratgs me not having all 0 . . 0
the information | need.
9_. !Jncertalnt_y keeps me from 0 0 0 0
living a full life.
10. One should alv_vays quk 0 0 0 0
ahead so as to avoid surprises.
11. A small unforeseen event can
spoil everything, even with the a a a d
best planning.
12. Wh_en it’s time to act, 0 0 0 0
uncertainty paralyses me.
13. Beln_g uncertain means that | 0 0 0 0
am not first rate.
14. When I am uncertain, I can’t 0 0 0 0
go forward.
15. When | am uncertain, | can’t 0 0 0 0

function very well.




246

Questions:

Not at all
characteristic
of me

Rarely
characteristic
of me

Sometimes
characteristic
of me

Entirely
characteristic
of me

16. Unlike me, others seem to
know where they are going with
their lives.

a

Q

Q

U

17. Uncertainty makes me
vulnerable, unhappy, or sad.

18. I always want to know what
the future has in store for me.

19. I can’t stand being taken by
surprise.

20. The smallest doubt can stop
me from acting.

21. I should be able to organize
everything in advance.

22. Being uncertain means that |
lack confidence.

o000 00O

U0 0 0|00

U0 0 0|00

U0 0 0|00

23. I think it’s unfair that other
people seem to be sure about
their future.

(W

U

U

U

24. Uncertainty keeps me from
sleeping soundly.

25. | must get away from all
uncertain situations.

26. The ambiguities in life stress
me.

27. 1 can’t stand being undecided
about my future.

0| 0| 0|0

o0 0|0

o0 0|0

o0 0|0
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Mishel Uncertainty in Iliness Scale (Uncertainty)

INSTRUCTIONS:

Please read each statement. Take your time and think about what each statement says. Then
place an “X” under the column that most closely measures how you are feeling TODAY. If you
agree with a statement, then you would mark under either “Strongly Agree” or “Agree.” If you
disagree with a statement, then mark under either “Strongly Disagree” or “Disagree.” If you are
undecided about how you feel, then mark under “Undecided” for that statement. Please respond
to every statement.

1. Idon’t know what is wrong with me.

Strongly Disagree  Disagree Undecided Agree Strongly Agree
(1) ) (©) (4) (%)

2. | have a lot of questions without answers.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) ©) (4) ()

3. lam unsure if my illness is getting better or worse.

Strongly Disagree  Disagree ~ Undecided Agree  Strongly Agree
(1) ) (©) (4) ()

4. 1tisunclear how bad my pain will be.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) ©) (4) ()

5. The explanations they gave me about my condition seem hazy to me.

Strongly Disagree  Disagree Undecided Agree Strongly Agree
(1) ) ®3) (4) ()
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6. The purpose of each treatment is clear to me.

Strongly Disagree Disagree  Undecided Agree Strongly Agree
(1) () (©) (4) (%)

7. When I have pain, | know what this means about my condition.

Strongly Disagree Disagree  Undecided Agree Strongly Agree
1) ) 3) (4) (5)

8. 1do not know when to expect things will be done to me.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) (©) (4) (5)

9. My symptoms continue to change unpredictably.

Strongly Disagree Disagree  Undecided Agree Strongly Agree
1) ) ©) (4) ()

10. I understand everything explained to me.

Strongly Disagree Disagree  Undecided Agree Strongly Agree
(1) ) ©) (4) ()

11. The doctors say things to me that could have many meanings.

Strongly Disagree Disagree  Undecided Agree Strongly Agree
(1) () ©) (4) (%)
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12. I can predict how long my illness will last.

Strongly Disagree Disagree  Undecided Agree Strongly Agree
1) ) 3) (4) ()

13. My treatment is too complex to figure out.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) ©) (4) (5)

14. It is difficult to know if the treatments or medications | am getting are helping.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) (©) (4) ()

15. There are so many different types of staff, it’s unclear who is responsible for what.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) 3) (4) ()

16. Because of the unpredictability of my illness, | cannot plan for the future.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) ©) (4) (5)

17. The course of my illness keeps changing. | have good and bad days.

Strongly Disagree  Disagree  Undecided Agree Strongly Agree
(1) ) ©) (4) ()



18. It’s vague to me how | will manage my care now that | have completed my
treatments.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) () ©) (4) (5)

19. | have been given many different opinions about what is wrong with me.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) 3) (4) (5)

20. It is not clear what is going to happen to me.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) ©) (4) (%)

21. I usually know if I am going to have a good or bad day.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) ©) (4) (5)

22. The results of my tests are inconsistent.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) ©) (4) (5)

23. The effectiveness of the treatment is undetermined.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) () ©) (4) ()
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24. 1t is difficult to determine how long it will be before | can be my independent self
again.

Strongly Disagree  Disagree Undecided Agree Strongly Agree
(1) () (©) (4) ()

25. | can generally predict the course of my illness.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) 3) (4) (5)

26. Because of my treatment, what | can do and cannot do keeps changing.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) (©) (4) ()

27. I’'m certain they will not find anything else wrong with me.

Strongly Disagree  Disagree Undecided Agree Strongly Agree
1) ) ©) (4) (5)

28. The treatment | am receiving has a known probability of success.

Strongly Disagree  Disagree Undecided Agree Strongly Agree
(1) ) ©) (4) ()

29. They have not given me a specific diagnosis.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) () ©) (4) (%)



30. My physical distress is predictable; | know when it is going to get better or worse.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) ) ©) (4) (%)

31. I can depend on the nurses to be there when I need them.

Strongly Disagree Disagree Undecided Agree Strongly Agree
(1) () ©) (4) (5)

32. The seriousness of my illness has been determined.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) 3) (4) ()

33. The doctors and nurses use everyday language so | can understand what they are
saying.

Strongly Disagree Disagree Undecided Agree Strongly Agree
1) ) 3) (4) ()
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Why do People Worry About Health? Questionnaire

Everyone worries from time to time. You will find below a series of statements that can relate to
worrying. Please use the measuring scale below to express how each point reflects how you feel
(write the number that corresponds in front of each statements).

1 2 3 4 5
Not at all A little bit Somewhat Mostly Completely
true true true true true
1. By worrying, | can better prevent illness.
2. The fact that | worry motivates me to consult a doctor sooner.
3. | would be better prepared to accept the illness if it occurs because | have already

worried about it.

4. The act of worrying keeps away the illness and prevents it from occurring in my
surroundings.

5. If 1 worry about an illness, | have a better chance of finding the best treatment.
6. The act of worrying helps me to reduce the risk of becoming ill.
7. The fact that | worry motivates me to be more adherent to treatment.

8. The fact that | worry shows that | take responsibility for my health.
9. The fact that | worry now will assure that I will be less sad if | do become ill.
10.  The act of worrying prevents me from becomingiill. .

11.  The fact that | worry motivates me to consult my doctor and therefore have better
medical follow-up.

12.  The fact that I worry allows me to detect symptoms of illness more quickly and
therefore prevents illnesses.

13.  The fact that I worry about my health proves that | do everything | can to stay
healthy.



Cognitive Avoidance Questionnaire
People react differently to certain types of thoughts. Using the following scale, please indicate to
what extent each of the following statements is typical of the way that you respond to certain

thoughts. Please circle the appropriate number (1 to 5).
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Ng}lat A little Somewhat | Very | Completely
typical typical | typical | typical typical

There are things that | would

L rather not think about. 1 2 3 4 5
| avoid certain situations that lead

2. me to pay attention to things I 1 2 3 4 5
don’t want to think about.
| replace threatening mental

3. images with things | say to myself 1 2 3 4 5
in my mind.
| think about things that concern

4.  me as if they were occurring to 1 2 3 4 5
someone else.

5. I have thoughts that I try to avoid. 1 2 3 4 5
| try not to think about the most

6. u_psett_ing aspects of some 1 9 3 4 5
situations so as not to be too
afraid.

7 I §ometimes a}void objects that can 1 9 3 4 5
trigger upsetting thoughts.
| distract myself to avoid thinking

8. about certain disturbing subjects. 1 2 3 4 S
I would avoid people who make

9.  me think about things | do not 1 2 3 4 5
want to think about.

10. ]Icoften do things to distract myself 1 5 3 4 5
rom my thoughts.
| think about trivial details so as

11. not to think about important 1 2 3 4 5
subjects that worry me.
Sometimes | throw myself into an

12. activity so as not to think about 1 2 3 4 5
certain things
To avoid thinking about subjects

13. that upset me, | force myself to 1 2 3 4 5
think about something else.
There are things | try not to think

14. about. 1 2 3 4 5
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Not at
all
typical

A little
typical

Somewhat
typical

Very
typical

Completely
typical

15.

| keep saying things to myself in
my head to avoid visualizing
scenarios (a series of mental
images) that frighten me.

16.

Sometimes | avoid places that
make me think about things I
would prefer not to think about.

17.

| think about past events so as not
to think about future events that
make me feel insecure.

18.

| avoid actions that remind me of
things | do not want to think about.

19.

When I have mental images that
are upsetting, |1 say things to
myself in my head to replace the
images.

20.

| think about many little things so
as not to think about more
important matters.

21.

Sometimes | keep myself occupied
just to prevent thoughts from
popping up in my mind.

22.

| avoid situations that involve
people who make me think about
unpleasant things.

23.

Rather than having images of
upsetting events form in my mind,
| try to describe the events using
an internal monologue (things that
| say to myself in my head).

24.

| push away the mental images
related to a threatening situation by
trying to describe the situation
using an internal monologue.

25.

| think about things that are
worrying other people rather than
thinking about my own worries.




Reassurance Questionnaire (Coping 3)

256

Please check the answer that BEST reflects YOUR RESPONSE to each statement by
placing an “X”

in the box that best represents your chosen answer.

Not at All Rarely Sometimes Mosf[ of
the time

Does your physician take your

1. symptoms not seriously enough? 0 0 0 0
Do you feel reassured by a visit to

2. your physician if you are worrying 0 0 0 0
about your health?
If you initially feel reassured by a

3. visit to your physician, does your O O O 0
anxiety return later on?
Do you keep worrying as long as it

4. is not possible to rule out a serious 0 0 0 0
illness?
Do you keep worrying as long as

5. you do not know the origin of your O O 0 0
symptoms?
Do you think the diagnosis made by

6. your physician is incorrect? 0 0 0 0
Do you ask for a referral to a

7. consultant, even if your physician O O O 0
does not think this is necessary?
Do you think your physician is

8.  keeping something from you? O O O 0
Do you think that your physician

9. has not examined your properly? 0 0 0 0
Do you think that your symptoms

10. should be investigated more g B B .

extensively (laboratory tests, X-
rays, etc.)?
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Brief COPE (Coping 4)

We are interested in how people respond when they confront difficult or stressful events in their
lives. There are lots of ways to try to deal with stress. This questionnaire asks you to indicate
what you generally do and feel, when you experience stressful events. Obviously, different
events bring out somewhat different responses, but think about what you usually do when you
are under a lot of stress. Then respond to each of the following items by blackening one number
on your answer sheet for each, using the response choices listed just below. Please try to
respond to each item separately in your mind from each other item. Choose your answers
thoughtfully, and make your answers as true FOR YOU as you can. Please answer every
item. There are no "right" or "wrong" answers, so choose the most accurate answer for YOU--
not what you think "most people” would say or do. Indicate what YOU usually do when YOU
experience a stressful event.

Questions: I haven’tbeen | I’ve been I've been I’ve been
: , . . doing this a . .
doing thisat | doing thisa . doing this a

. : medium

all little bit lot
amount

I look for something good in
a a a a

what is happening.

I've been trying to see it in a
different light, to make it seem a a a a
more positive.

I've been getting emotional

support from others. U u Q Q
I've been getting comfort and

understanding from someone 9 Q Q =
I've been accepting the reality

of the fact that it has a a a Q
happened.

I've been learning to live with

it a a a a

THANK YOU FOR YOUR PARTICIPATION!
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Appendix K
Accepted Commentary Article, Study 1



259

Addressing fear of recurrence: improving
psychological care in cancer survivors

Christina Tomei, Sophie Lebel, Christine
Maheu & Brittany Mutsaers

Supportive Care in Cancer

ISSN 0941-4355
Volume 24
Number 7

AN NSRS £ 2

Supportive Care
in Cancer

Support Care Cancer (2016)
24:2815-2818
DOI 10.1007/500520-016-3103-8

@ Springer

@ Springer



260

Your article is protected by copyright and

all rights are held exclusively by Springer-
Verlag Berlin Heidelberg. This e-offprint is

for personal use only and shall not be self-
archived in electronic repositories. If you wish
to self-archive your article, please use the
accepted manuscript version for posting on
your own website. You may further deposit
the accepted manuscript version in any
repository, provided it is only made publlely
available 12 months after official publication
or later and provided acknowledgement ls
given to the original source of publication
and a link is inserted to the published article
on Springer's website. The link must be
accompanied by the following text: "The final
publication is available at link.springer.com”.

@ Springer



Author'spersonal copy

Support Care Cancer (2016) 24:2815-2818
DOl 10.1007/s00520-016-3103-8

COMMENTARY

Addressing fear of recurrence: improving psychological care

in cancer survivors

Christina Tomei *

&Sophie L ebel * &Christine Maheu? &Brittany Mutsaers*

Received: 22 December 2015/ Accepted: 24 January 2016 / Published online: 2 February 2016

# Springer-Verlag Berlin Heidelberg 2016

Abstract

Purpose Fear of cancer recurrence (FCR) is defined as Bhe
fear or worry that the cancer will return or progressin the same
area or another part of the body.* FCR is associated with
impaired functioning and lower quality of life in cancer pa
tients. A cognitive-existential (CE) manualized group inter-
vention for women with FCR showed a moderate effect size
in reducing FCR, cancer-specific distress, and maladaptive
coping. However, it appears that no individual intervention
for FCR exists for both men and women. Therefore, the group
intervention was adapted to an individua format.

Methods This study was conducted to determine the feasibil-
ity, acceptability, and satisfaction of the individual interven-
tion. The intervention was pilot-tested on n=3 cancer survi-
vors. The 6-week sessions included cognitive restructuring,
structured exercises, and relaxation techniques. Participants
completed questionnaire packages during a 4-week basdine
period and throughout the 6-week intervention. Participants
completed exit interviews following the intervention.

Results General trends in baseline and intervention stages
were compared. Based on the line graphs, the individual in-
tervention appears to help survivors lower their elevated FCR
and cancer-specific distress. Qualitative exit interviews con-
ducted with the study participants demonstrated that the inter-
vention was acceptable and satisfactory.

*  Christina Tome
ctome085@uottawa.ca

1 school of Psychology, University of Ottawa, 136 Jean-Jacques
Lussier Private, Room 4016, Ottawa, ON K1N 6N5, Canada

2 Ingram School of Nursing, McGill University, 3506 University
Street, Room 401-A, Wilson Hall, Montreal, QC H3A 2A7, Canada

Conclusions This clinical intervention allows researchers to
systematically focus on evidence-based treatments for manag-
ing FCR, and displays the availability of treatment optionsin
different therapeutic modalities. However, further research is
needed to identify the active therapeutic ingredients and
mechanisms of change in the intervention. Overal, interven-
tion studies suggest it is possible to help cancer survivors
manage their FCR.

Keywords Cancer - Fear of cancer recurrence - Psychosocia
interventions - Coping - Psychosocial oncology

This manuscript seeks to inform future research and practice
in the area of psychosocia oncology, namely, fear of cancer
recurrence.

Fear of cancer recurrence (FCR) is defined as Bthe fear or
worry that the cancer will return or progress in the same area
or another part of the body” [1]. FCR can result in psycholog-
ical distress, impaired functioning, and lower quality of life
[1-4]. A recent literature review estimated about 50 % of
cancer survivors experience moderate-to-high levels of FCR
[2], which is often characterized by frequent rumination, ex-
cessive monitoring for potential recurrences, and avoidance of
reminders (e.g., anniversary of diagnosis) [3, 5]. FCR can
have deleterious effects on patients mental health and overall
quality of life.

Despite agrowing interest in FCR, there are few published
psychological interventions that specifically address FCR
[4-8]. In order to address the mental health needs of individ-
uals living with FCR, Lebel et al. [5] developed and pilot-
tested a manualized, 6-week cognitive-existential (CE) group
intervention for women with breast or gynecologica cancers.
The intervention demonstrated significant improvement in
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FCR (effect size 0.73), immediately post-therapy and at a 3-
month follow-up [5].

With the success of the aforementioned pilot study, and
evidence suggesting that patients who receive the treatment
modeality of their choice report better therapeutic outcomes by
the end of treatment [9], an individual format of thisinterven-
tion was developed. A pilot study of this individua version
was conducted with n= 3 cancer survivors and addressed sev-
era gaps in the literature, including to provide FCR-specific
servicesfor male and femae survivors; to provide therapy for
individuas less comfortable in group therapy settings; to sup-
port survivors in underrepresented cancer populations (e.g.,
colorectal cancer); to improve coping and psychological

functioning; and to investigate mechanisms of change for re-
ducing FCR. The overdl goal of the study was to test the
feasibility, acceptability, and satisfaction with the individual
FCR intervention.

The first and second authors discussed the process for
adapting the group intervention therapist and patient manuals
(for more information on the intervention, please see [5]).
Participants were recruited from The Ottawa Hospital
Cancer Centre viastudy posters and referrals from health care
professionals. Participants attended six weekly therapy ses-
sions and completed weekly online questionnaires consisting
of two psychological measures, the Fear of Cancer Recurrence
Inventory (FCRI) [10] and the Impact of Events Scae (IES)

Table1 Detailed description of -
the individual cognitive- Session
existentid intervention (modified ~ #

Session description

from Lebel & Maheu,
unpublished manuscript) 1

- Introduction of participant with afocus on their experience with FCR
- Introduce FCR model

- ldentification of interna and external triggers
- Introduce notion of cognitive restructuring and triggers, handout of thinking errors
- Coping skills teaching: progressive muscular relaxation (PMR)
- Homework: thought record, PMR record, prepare list of questions for oncologist
2 - Discuss questions list about signs of recurrence and follow-up care to ask oncologist at next visit
- Discuss ways of regaining sense of control
- Coping skills teaching: caming sdlf-talk phrases and use of relaxation CD
- Homework: thought record, PMR record, self-talk log
3 - Explore reasonable levels of worry
- Complete BAVhy Worry™ questionnaire
- Challenge faulty beliefs about benefits of worry
- Review maladaptive coping strategies like reassurance-seeking and avoidance
- Coping skills teaching: guided imagery
- Homework: challenge worries, examine evidence, guided imagery log
4 - Provide psycho-education about worry and the need for exposure to underlying fears, write down

worst-case scenario

- Promote emotiona expression and confront specific fears that underlie participant's FCR
- Coping skill teaching: mindfulness exercise (body scan)
- Homework: review worst-case scenario daily, write down feelings before and after, body scan

daily

5 - Review exposure to worst-case scenario
- Discuss ways of coping with some of the feared outcomes
- Encourage expression of feelings of demoralization
- Encourage participants to become re-engaged with important life goals, people, or activities they

may have given up

- Discuss what the future and planning now means for each participant
- Coping skills teaching: mindfulness (eating meditation)
- Homework: write out plans for future, practice mindfulness

6 - Review dl content covered to date

- Discuss resource list
- Discuss future goals
- Set new priorities

- Promote the expression of saying goodbye and provide closure
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[11]. Table 1 provides a detailed description of the individual
FCR intervention.

Based on line graphs and qualitative interviews, it appears
that the individua intervention can help survivorsliving with
elevated FCR. Line graphs were created using weekly total
scores for the FCRI and the IES. Data points were visually
inspected to examine whether decreases in FCR and cancer-
specific distress occurred for each participant by the end of
treatment. While participants remained in the clinical range
for FCR at discharge, line graphs indicated downward trends
in the expected direction for both FCR and cancer-specific
distress, and this downward trend accelerated after session 4
(i.e.,, oncethe participants’ worst-case scenario had been proc-
essed). Furthermore, two of the three participants were no
longer in the clinical range for cancer-specific distress by the
end of the intervention.

Following completion of theintervention, the fourth author
conducted qualitative telephone exit interviews with the par-
ticipants. Content and thematic analysis of these interviews
revealed that all participants found the intervention useful
and reported that the sessions had favorable pacing and length.
Participants described the importance of developing atrusting
therapeutic relationship, developing new patterns of thinking,
facing their worst-case scenario, and planning for the future as
important mechanisms of change. An extensive description of
the study methods and resultsis available by request from the
first author.

This clinical intervention allows researchers to systemati-
cally focus on evidence-based treatments for managing FCR,
and displays the availability of treatment options that can be
offered in different therapeutic modalities. Qualitative exit in-
terviews conducted with participants demonstrated that the
intervention content, dosage, and timeframe was acceptable
and satisfactory. However, further research is needed to iden-
tify the active therapeutic ingredients and mechanisms of
change in the intervention. In order to assess the mechanisms
of change, an in-depth analysis of participants’ worst-case
scenario is presently underway. Additional qualitative analy-
ses should be conducted in order to further determine the
active therapeutic ingredients present in the intervention.

A recent study showed that despite the prevalence of FCR,
oncology specialists refer just over 20 % of patients with clin-
ical FCR for psychotherapy services[12]. This small percent-
age of referrals speaks to the growing need for accessto treat-
ment and services for patients living with FCR. Fortunately,
severd interventions targeting FCR are presently being tested
in randomized controlled trias [7, 8], which can lead to the
development of evidence-based guidelines on the manage-
ment of FCR.

Additional discussion between researchersand cliniciansis
necessary to establish a consensual definition and cut-off
score for clinical FCR (Lebel et a., submitted). While the
aforementioned definition of FCR is often cited, agreement

on the definition of FCR and its diagnostic characteristics is
lacking at the present time. Furthermore, while ascore of 13is
the recommended clinical cut-off scorefor FCR onthe FCRI's
severity subscale[13], this score has been questioned and may
not represent a true clinicaly significant decrease in FCR.
Indeed, study participants reported experiencing less distress
and were feeling better about their FCR upon completion of
the intervention, despite their scores remaining above 13 on
the severity subscale. Further research is required in order to
accurately capture the core features of this phenomenon.
Intervention studies suggest it is possible to help cancer
survivors deal with redlistic FCR [4, 5]. This feasibility study
isafirst effort in offering the FCR intervention to patientswith
mixed cancer diagnoses. The results of this study have direct
implications for clinical services for patients with cancer and
may decrease the use of health care services by anxious indi-
viduals seeking reassurance. Furthermore, results show the
potential to adapt asuccessful group therapy into anindividua
format, therefore promoting that this important therapeutic
work can be done in aone-on-one setting. Overall, psychoso-
cia interventions that target FCR can result in improved cop-
ing, enhanced psychologica functioning, and ultimately im-
prove and restore quality of life for cancer survivors.
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Abstract (249/250 words)
Purpose: Fear of cancer recurrence (FCR) is the most frequently reported unmet need identified
in cancer survivors. Despite this, there is limited research on psychosocial interventions that
target FCR. To address this gap in the literature, an individual cognitive-existential
psychotherapy intervention for FCR was pilot-tested via a small-scale randomized controlled
trial (RCT).
Methods: Twenty-five female cancer survivors were randomized to an experimental group or a
wait-list control group. Sessions included cognitive restructuring techniques, behavioural
experiments, confronting existential distress, and relaxation exercises. Nineteen women
completed the 6-week therapy intervention, and completed questionnaire packages at various
time points.
Results: Between-within ANOVAs revealed significant interactions in the primary outcome
measure of FCR, and secondary outcome measures of cancer-specific distress and uncertainty in
illness for participants in the experimental group. Repeated measures ANOVAS revealed
reductions in FCR, cancer-specific distress, uncertainty in illness, reassurance-seeking, cognitive
avoidance, and intolerance of uncertainty, and improvements in positive reinterpretation and
growth, emotional coping, quality of life (improved mental health) for participants in the
experimental group, as compared to the wait-list control group. Most changes were maintained at
follow-up.
Conclusions: Results from this study demonstrate promising results in addressing FCR in female
cancer survivors through a cognitive-existential intervention. Future research should continue
investigating the specific therapeutic ingredients that are most effective for the psychological
treatment of FCR.
Implications for Cancer Survivors: This intervention responds to a need for the development
of evidence-based clinical services to improve quality of life in cancer survivors. Additional

research is needed to further test this intervention on patients of mixed cancer sites.

Keywords: Psychosocial oncology; fear of cancer recurrence; psychosocial interventions; coping;

pilot study; randomized controlled clinical trial.



268

Background
Research in the realm of psychosocial oncology has consistently demonstrated that

cancer survivors have a variety of unmet needs, with fear of cancer recurrence (FCR) being the
most frequently reported unmet need [1, 2]. FCR is defined as “fear, worry or concern relating to
the possibility that cancer will come back or progress” [3]. Nearly 50% of cancer survivors
experience moderate-to-high FCR [4], and these individuals engage in maladaptive coping
behaviours, such as excessive bodily checking, reassurance-seeking, and avoidance of feared
outcomes [5, 6, 7, 8, 9]. Results from systematic reviews indicate that FCR tends to remain
stable over time, and that high FCR at baseline is a strong predictor of higher long-term FCR [4,
8]. FCR is also consistently associated with psychological distress, anxiety, depression, lower
quality of life, and stress-response symptoms [4, 10, 11]. Studies have shown that cancer patients
who endorse high levels of FCR are more likely to refuse transfer from a cancer centre to follow-
up by a primary care provider, and are more likely to seek readmission to a specialized cancer
centre [12].

Despite evidence that cancer patients with higher FCR have poorer psychological
adjustment and may utilize health care resources excessively [6], to date, there are a few
published psychosocial interventions that address FCR. Of the few FCR interventions that are
published, most are group therapies [5, 13, 14, 15, 16), are partially randomized [13], consist of
pilot studies without a control group [14, 17], occurred in a different care context (i.e., inpatient
services; [13]), or address FCR as a secondary outcome [15, 16, 18]. Thus, while intervention
research on FCR is emerging [9], it appears that very few individual therapeutic interventions
exist that specifically target FCR. This absence of one-on-one FCR interventions speaks to a
growing need for such therapeutic services. Thus, the current study aimed to address the gaps in

the literature by adapting an existing FCR group intervention to an individual therapy format.
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Similarly, further interventions for the treatment of FCR have recently been developed, and these
interventions are currently being tested in randomized controlled trials (RCTs; [19, 20]).

In an effort to address the needs of patients with moderate-to-high FCR, Lebel and
colleagues [14] designed a cognitive-existential group intervention for the treatment of FCR. The
intervention is theoretically guided by Leventhal’s Common Sense Model [7], Mishel’s
Uncertainty in Illness [21], and by cognitive models of worry [22, 23]. Lebel et al. [14] adapted
components of the cognitive-existential group intervention developed by Kissane and colleagues
[24], which was designed to address some of the existential issues related to living with cancer.
The intervention consists of six consecutive, 1.5-hour weekly group therapy sessions. Patients
completed a variety of in-session tasks, including cognitive restructuring exercises, behavioural
experiments, and relaxation techniques. Patients were also encouraged to access their emotions,
to tolerate their existential distress in the here-and now, and to confront specific fears regarding
their FCR. The authors piloted the group intervention with breast and ovarian cancer participants
(n=54), and results of the study demonstrated significant patient improvement, with a moderate
effect size in FCR (0.73), cancer-specific distress (0.38), quality of life (0.54), uncertainty (0.41),
and coping strategies (0.16-0.27; Lebel et al., [14]). Almost all changes were sustained at 3-
month follow-up. This intervention is currently being tested in a longitudinal, multi-site
randomized controlled trial (RCT), designed to compare the CE group intervention to a
structurally equivalent control group [25].

While the pilot findings from Lebel et al.’s [14] study illustrate the importance of
psychotherapy outcome research in the area of FCR, as previously mentioned, most interventions
for cancer patients are offered in a group therapy format. Relatedly, there is a need for targeted

one-on-one psychotherapy interventions for the treatment of FCR, as it appears that very few
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individual therapeutic interventions exist that specifically target this construct. Unfortunately,
clinicians are currently not equipped to help cancer survivors experiencing these fears, as these
concerns are not addressed in medical management [26]. To account for the paucity of one-on-
one interventions addressing FCR, authors C. Tomei and S. Lebel adapted Lebel et al.’s [14]
existing FCR group intervention to an individual format. Changes from the group format
included reducing the sessions from 120 to 60-90 minutes, and included extended discussion of
existential concerns and processing the participants’ worst-case scenarios. The individual FCR
intervention was initially tested on n=3 patients to assess feasibility, acceptability, and patient
satisfaction [27]. Quantitative results tentatively illustrated that the individual intervention was
helpful in decreasing cancer survivors’ FCR and cancer-specific distress, and qualitative findings
indicated that the study participants found the intervention to be acceptable and satisfactory. By
offering this individual FCR intervention, we served to meet the therapeutic needs and
preferences of cancer survivors, and to provide therapeutic services where group interventions
are not feasible. Notably, it is also preferable for cancer survivors to receive the treatment
modality of their choice, as research suggests that this results in better therapeutic outcomes by
the end of treatment [28, 29]. Indeed, a meta-analysis revealed that individually-based
interventions for cancer patients have been found to be more effective than group-based
interventions [30], further suggesting the importance of developing individualized intervention
protocols.

As a result of the promising findings from the initial pilot study, the authors conducted a
small-scale pilot RCT on n=25 female cancer survivors, to further investigate the efficacy of the

adapted individual intervention (based off of Lebel et al.’s [14] group intervention). To the
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knowledge of the authors, this is one of the first one-on-one interventions addressing FCR, tested
via a pilot RCT.
Method

Procedure

The pilot study consisted of a two-arm, small-scale RCT. Female patients of mixed
cancer sites (breast, gynecological and ocular melanoma) were recruited from the Psychosocial
Oncology Program and the Division of Gynecologic Oncology at The Ottawa Hospital (TOH) in
Ottawa, Ontario, Canada. Approval was obtained from the Institutional Research Ethics Boards
of all affiliated investigators. Furthermore, this RCT was registered on
http://www.clinicaltrials.gov (Identifier: NCT02382315). To ensure the quality of this RCT, the
authors utilized the CONSORT checklist and flow diagram, and ensured all elements of the
checklist were met. In order to partake in the study, all of the following inclusion criteria were
required for participation: a) women diagnosed with cancer (stages I-111), b) fluency in English,
c) 18 years of age or older, d) clinical level of FCR as indicated by a score of 13 or greater on the
severity subscale of the Fear of Cancer Recurrence Inventory (FCRI; [31]), e) clinical distress
level as indicated by a score of 24 or greater on the Impact of Events Scale (IES; [32] and )
completion of cancer treatment (e.g., chemotherapy, radiation, and/or surgery). Exclusion criteria
were as follows: a) refusal to provide informed consent; b) non-understanding of the English
language, c) Stage IV cancer (as these women are facing end of life issues, are often too sick to
complete treatment, and/or are dealing with active disease, as opposed to threat of recurrence), d)
previous cancer recurrence, €) current enrollment in group or individual psychotherapy for

cancer issues during the FCR treatment; and f) evidence of unmanaged mental health disorder
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that may interfere with the psychological treatment for FCR (as indicated by questions endorsed
by participants on the Mini International Neuropsychiatric Interview screener tool (MINI; [33]).

Sample size. G*Power 3.1.5 was used to calculate the necessary sample size for a
repeated measures analysis of variance (ANOVA), between-within factors, with two groups
(intervention group and wait-list control group), and three measurement time points (pre-, post-,
and 3-month follow-up), using the effect size that was found in Lebel et al.’s [14] pilot study of
0.73 (¢=.80, p <.05). To obtain this effect size, a sample of 14 participants was required. While
14 participants was the minimum number necessary to detect a difference between groups based
on these parameters, a total of 25 participants were recruited, to safely account for any potential
attrition.

Participants were recruited via study posters, referrals from TOH health care
professionals, and via TOH’s electronic patient database, using a tool that searches for patients
who have consented to be contacted for research purposes. The authors placed a request to TOH
health records, asking to compile a list of patients who had been diagnosed with breast or
gynecological cancer in the past 5 years, stages I-111, with no evidence of recurrence. Once the
list of patients was prepared and provided to the study team, patients were phoned for
recruitment purposes. Those individuals who were interested in participating, expressed concerns
with FCR, and met eligibility criteria were included in the study. Of potential participants
meeting inclusion criteria, individuals were contacted consecutively. Over a recruitment time
period of six months (January to July 2015), a total of n=29 individuals expressed interest in the
intervention and were assessed for eligibility to participate in the study. Of this total, n=4 did not
meet the aforementioned eligibility criteria, therefore, a total of n=25 individuals were enrolled

in the intervention. Of the 25 participants who were randomized, n=1 was unable to be contacted
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after multiple attempts, and n=2 were deemed to be unsuitable for participation in the
intervention prior to the onset of therapy (for reasons surrounding substance dependence and
interpersonal concerns), and were directed to other psychological services. During the course of
the intervention, n=1 dropped out during the intervention due to time restraints, and n=2
experienced cancer recurrences. This resulted in a final sample of n=19 eligible participants who
completed the intervention. In the interest of ethical practice, the FCR intervention was still
provided to the individuals who experienced cancer recurrences. All useable questionnaire data
was retained for statistical analyses. Please see CONSORT diagram for further detail in figure 1.

All enrolled participants were randomly assigned (50% likelihood) to one of two
conditions, regardless of the outcome for the previous participant. Participants were randomly
assigned to either the intervention arm (n=11), where they received the six-week FCR
intervention immediately, or the control arm (n=14), where they received standard medical care
at TOH and were waitlisted to receive the FCR intervention 6 weeks later. Due to study timeline
restrictions, wait-list times for participants in the control group varied between 2-6 weeks. While
the authors initially intended for all control group participants to wait a full 6 weeks before
receiving the intervention, the original wait-list timeline was reduced as a result of unanticipated
job restructuring. Thus, the timeline of the study was significantly reduced, resulting in shorter
wait-list times. Random assignment of participants to each group was implemented via an online
random number generator. An individual outside of the research team conducted the random
assignment using this computerized procedure, and randomization outcomes were placed in
individual sealed envelopes. During the pre-therapy meeting, the assigned therapist opened the
sealed envelope in front of the participant, and revealed the group to which they were

randomized.
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A pre-therapy meeting was conducted with each study participant to document consent,
explain expectations, assess for readiness to take part in FCR-related psychotherapy, and to
assess for any major Axis | psychiatric concerns using the MINI [33]. Participants were assigned
a unique study number for identification purposes. The therapists (n=3), including the first
author, were Clinical Psychology doctoral students. All therapists received training via a one-day
workshop. All therapy sessions were video-recorded, and S. Lebel reviewed random (pre-
selected) sessions in order to assess treatment integrity and fidelity. Specifically, more than 20%
of the videos were reviewed (2/6 sessions per therapist, per participant). A systematic fidelity
checklist was created to ensure adherence to treatment protocol. Out of the 48 sessions that were
viewed and rated, all sessions had an adherence rate above 80%, with the exception of 1 session.
In that latter case, additional supervision was provided to the therapist prior to the next scheduled
intervention session. The high adherence ratings suggest that the intervention was delivered
systematically to all participants. S. Lebel and M. Lefebvre provided weekly clinical supervision
for the therapy facilitators.

The FCR Intervention

C. Tomei and S. Lebel collaboratively discussed and adapted the intervention from the
original group therapy format to a one-on-one approach. Changes from the group format
included reducing the sessions from 120 to 60-90 minutes, to reflect the more typical hour-long
individual psychotherapy session duration, and extended opportunity for discussion of existential
concerns with processing of participants’ worst-case scenarios during sessions 4 and 5 [27]. The
intervention consisted of 6 weekly sessions, with in-session exercises and homework exercises
assigned each week. Goals of the intervention included learning to distinguish worrisome

symptoms from benign symptoms, utilizing new adaptive coping strategies (e.g., cognitive
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restructuring techniques and relaxation exercises), decreasing existing maladaptive strategies,
and increasing tolerance for uncertainty. For further details on the content of each therapy
session, please see [27].
Outcome Measures

Participants in the experimental group were asked to complete a series of self-
administered questionnaires before the onset of the intervention (T1), after completing the
intervention (T2), and at 3-month follow-up (T3). Participants in the control group completed the
same series of self-administered questionnaires, with the addition of one time point. These time-
points included a baseline period (T0), before the onset of the intervention (T1), after completing
the intervention (T2), and at 3-month follow-up (T3). Please see figure 2 for a visual
representation of the study time points. All participants were given a demographic information
form to complete at baseline (i.e., during the pre-therapy meeting). The demographic form
included information about participants’ current marital status, highest education level, current
occupational status, ethnic background, age, annual income level, and medical history. The
outcome measures below were selected based on the results from Lebel et al.’s [14] pilot study,
as the majority of these measures demonstrated improvements.

Primary outcome measure. The primary outcome was FCR, which was measured using
The Fear of Cancer Recurrence Inventory (FCRI; [31]). The FCRI is a 42-item instrument that
has been used to examine FCR in previous studies [34, 35]. Subscales on the FCRI include
Triggers, Severity, Psychological Distress, Coping Strategies, Functioning Impairment, Insight,
and Reassurance. The total FCR score has demonstrated excellent internal consistency (0=0.95;
[31]) and temporal stability (test-retest=0.89; [35]). Based on a study of mixed cancer patients

(n=60), a score of 13 or greater on the nine-item severity subscale (range 0-36) was found to
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reliably identify respondents who experience a clinical level of FCR [36]. In the current study,
Cronbach’s alpha for the FCRI at T1 was 0.95.

Secondary outcome measures. The Impact of Events Scale (IES; [32]) was used to
measure cancer-specific distress. The IES is a 15-item scale that measures the frequency of
intrusive and avoidant thoughts associated with stressful life events over the past 7 days.
Subscales on the IES include Intrusion and Avoidance. The total IES score was used in the
present study (i.e., sum of all items). In the current study, Cronbach’s alpha for the IES at T1 was
0.74. Quality of life was measured using the SF-8 [37]. The SF-8 is an 8-item health-related
quality of life measure that provides an assessment of general physical health (PCS) and mental
health (MCS) components within a 4-week recall period. Higher summary PCS and MCS scores
indicate better health. In the current study, Cronbach’s alpha for the PCS summary score at T1
was 0.74, and 0.86 for the MCS summary score. Uncertainty was measured using Mishel’s [21]
Uncertainty in Illness Scale (MUIS-C;), a 23-item scale that includes factors including
ambiguity and unpredictability. In the current study, Cronbach’s alpha for the MUIS-C at T1 was
0.76. Uncertainty was also measured using the Intolerance of Uncertainty Scale (1US; [38,
39], a 27-item self-report measure that assesses individuals’ beliefs about uncertainty (e.g.,
uncertainty being stressful and upsetting, uncertainty being unfair). In the current study,
Cronbach’s alpha for the 1US at T1 was 0.96. Perceived benefits of worrying was measured
using the Why do people Worry about Health (WW-H) questionnaire [40], a 13-item
questionnaire that assesses positive beliefs about worrying. In the current study, Cronbach’s
alpha for the WW-H at T1 was 0.81.

Coping was measured using the following three questionnaires: The Cognitive

Avoidance Questionnaire (CAQ; [41]), a 25-item self-report measure that assesses the tendency
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to employ cognitive avoidance strategies when encountering intrusive thoughts. Higher scores on
the CAQ indicate a greater tendency to cognitively avoid threatening events. In the current study,
Cronbach’s alpha for the CAQ at T1 was 0.93. The Reassurance Questionnaire (RQ; [42]) is a
10-item self-report questionnaire that assesses the extent to which individuals feel reassured by
their physician. In the current study, Cronbach’s alpha for the RQ at T1 was 0.76. Coping was
also measured using 3 subscales of the Brief COPE questionnaire [43]: (1) Positive
reinterpretation and growth, (2) Use of emotional support, and (3) Acceptance, consisting of a
total of 6 items. In the current study, Cronbach’s alpha for the positive reinterpretation and
growth subscale at T1 was 0.87. Cronbach’s alpha for the use of emotional support subscale at
T1 was 0.80. Lastly, Cronbach’s alpha for the acceptance subscale at T1 was 0.78.
Statistical Analyses

Statistical analyses were performed using SPSS version 23. Demographic characteristics
of the participants were generated (i.e., means, standard deviations) and are presented in Table 1.
A mixed between-within subjects ANOVA and repeated measures ANOVAs were carried out
within the linear mixed models (LMM) component of SPSS. The LMM approach was utilized to
account for an unequal number of evaluations at each timepoint, and thus, preserved more values
[44]. The between-within subjects ANOVA was conducted to compare the experimental group’s
T1 (pre-intervention) and T2 (post-intervention) with the wait-list control groups TO (baseline
period) and T1 (pre-intervention), and to assess for differences over time between both groups.
Following this, repeated measures ANOVAs were carried out to assess changes in the means
across all participants over time (T1 — pre-intervention; T2 — post-intervention; and T3 — 3 month
follow-up). Lastly, within LMM, a mixed between-within subjects ANOVA design was also

performed to identify any individual therapist differences across outcome measures over time.
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Within LMM, there are many ways to model covariance across time. Of the different
ways in which one could model covariance, Singer [45] suggested using simple covariance
structures, such as unstructured, autoregressive, and compound symmetry. To determine which
covariance structure best described this dataset; the authors employed the Akaike Information
Criterion (AIC) in SPSS. The AIC assessed which mathematical model was the best fit for these
analyses [45]. Following Singer’s [45] suggestion, the authors used the lowest reported AIC
value, as the lower the AIC value, the better that structure is in describing a particular dataset.
For the between-within analyses, the autoregressive covariance structure yielded the lowest AIC
values across the different DVs. For the repeated measures analyses and therapist differences
analyses, the compound symmetry covariance structure yielded the lowest AIC values across the
DVs. The statistical results below are based on the respective covariance structures mentioned
above.

Results
Participants

A total of 25 women were enrolled in the study, and of these, n=19 were breast cancer
survivors, n=5 were gynecological cancer survivors, and n=1 was an ocular melanoma cancer
survivor. Of the 25 women enrolled in the study, data were collected on n=24 participants, and
after accounting for attrition and ineligibility, n=19 women completed the intervention (13
breast, 5 gynecological, 1 ocular melanoma). The majority of participants were diagnosed with
stage Il breast cancer, and were diagnosed on average 1.5 years prior to participation. The
average age of participants was 55 years old (range 34-74 years). The average participant was

university educated, employed full-time, and married or cohabiting.
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Changes in Outcome Measures

Significance. Given the exploratory nature of this research, a Bonferroni correction to the
alpha level was not applied, in the interest of reducing the probability of Type Il errors occurring.

Effect size. Using a technique described by Peugh [46], to obtain the variance accounted
for in LMM, predicted values were calculated in SPSS, and those predicted values were
correlated for our models against the dependent variables. This resulted in a correlation that
when squared, provided the variance accounted for (r%). Specifically, r* was used as our measure
of effect size.

Mixed between-within subjects ANOVAs. Out of the 9 outcome measures in the
between-within analyses, 3 variables showed significant interactions: FCRI (fear of cancer
recurrence), IES (cancer-specific distress), and MUIS (uncertainty in illness). A LMM analysis
(comparable to a mixed between-within subjects ANOVA) was conducted to assess the impact
of RCT group (experimental group or wait-list control) on participants’ scores on the FCRI
across two time periods (experimental group: pre-intervention and post-intervention; wait-list
control: baseline period (+/- 6 weeks) and pre-intervention). There was a main effect for time, F
(1, 15.18) = 8.04, p = .012, r*= 0.12. There was no main effect for RCT group, F (1, 21.50)
=.027, p = .871, r’= 0.92. The mean difference across time for the control group was not
significant, p =. 638. There was a significant interaction effect between RCT group and time, F
(1, 15.18) = 4.57, p = .049, r* = 0.12. Tests of simple main effects revealed that the mean
difference across time for the experimental group was significant at p = .003.

Scores on the IES revealed that the main effect for time was not significant, F (1, 14.63)
=3.33, p =.089, r’= 0.01. There was no main effect for RCT group, F (1, 20.96) =20.96, p

=.332, r*= 0.03. The mean difference across time for the control group was not significant, p =.
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611. There was a significant interaction effect between RCT group and time, F (1, 14.63) = 6.05,
p =.027, r’= 0.03. Tests of simple main effects revealed that the mean difference across time for
the experimental group was significant at p = .016.

Scores on the MUIS revealed there was a main effect for time, F (1, 13.71) =6.38, p =
.025, r’= 0.04. There was no main effect for RCT group, F (1, 22.50) =1.50, p = .234, r>= 0.03.
The mean difference across time for the control group was not significant, p =.323. There was a
significant interaction effect between RCT group and time, F (1, 13.71) = 14.91, p = .002, r’=
0.08. Tests of simple main effects revealed that the mean difference across time for the
experimental group was significant at p = .001. The effect sizes of the observed changes on the
aforementioned outcome measures are considered to be small effects [47].

The aforementioned findings indicate that the experimental group reported a decrease on
these three outcomes, while the control group did not report such a change. The between-within
analyses results were not significant for the remaining outcome variables. Please see Table 2 for
the results for all 9 outcome measures.

Repeated measures ANOVAs. For all study participants, the means and standard
deviations of the primary and secondary outcome variables at baseline (T1), post-intervention
(T2) and 3-month follow-up (T3) are displayed in Table 3. A LMM analysis (comparable to a
repeated measures ANOVA) was conducted and revealed significant time effects for FCR,
cancer-specific distress, uncertainty in illness, cognitive avoidance, reassurance-seeking,
intolerance of uncertainty, quality of life (improved mental health), and the following coping
subscales: positive reinterpretation and growth and acceptance. The repeated measures ANOVA
results for all 9 outcome measures can be found in Table 3. The effect sizes of the observed

changes ranged from 0.04-0.34 (small to medium effects; [47]).
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Individual therapist differences. A LMM analysis (comparable to a mixed between-
within subjects ANOVA design) was performed to evaluate any individual therapist differences
across outcome measures over time (i.e., if there were any differences in outcome measures
achieved by different therapists). There were no therapist effects detected, however, there was
one interaction between therapist and time on the acceptance coping subscale of the BRIEF
COPE, F (4, 29.18) = 3.17, p = .028. This interaction effect suggests that the patterns across
therapists on the acceptance coping subscale changed as a function of time. Otherwise, no
significant interactions between therapist and time emerged on the remaining outcome measures.
These results suggest that as a whole, all three therapists were applying the same standard of
treatment, and seeing the same effect. Please note that the individual therapist difference data is
not shown, for purposes of brevity and space limitations.

Discussion

The goal of this study was to test the preliminary effects of this individualized,
manualized FCR intervention. This is one of the first pilot intervention trials aimed at the
treatment of FCR. Based on the results from this study, it appears that the intervention can be
helpful in decreasing FCR in female cancer survivors, and may also improve secondary
outcomes of cancer-specific distress, uncertainty in illness, cognitive avoidance, reassurance-
seeking, intolerance of uncertainty, quality of life (improved mental health), and positive
reinterpretation and growth and acceptance coping. Results indicate that improvements were
maintained at the 3-month follow-up. Overall, these findings provide evidence that the observed
changes are not just a result of the passage of time or other external events, but are indicative of

the effects of the intervention, which appear to last at least up to 3 months post-completion.
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Results from this study generally indicate consistency across the theoretical models that
guided this intervention. In line with Leventhal’s Common Sense Model [7], significant
reductions were found in FCR and coping subscales of positive reinterpretation and acceptance.
However, the emotional support coping subscale was found to be non-significant. This may be
due to participants feeling alone in their cancer journey, as feeling alone has been found to be a
potential clinical feature of FCR [48]. Future interventions could address these beliefs and help
patients increase their social supports. Consistent with the Uncertainty in llIness theory [21],
results indicated that there were significant reductions in illness uncertainty across participants
over time. However, as the relationship between change in FCR and illness uncertainty was not
formally measured, further testing of the relationship between these two constructs is necessary.
Consistent with cognitive models of worry [22, 23], results showed significant reductions in
intolerance of uncertainty and cognitive avoidance. Contrary to our expectations, worry did not
significantly decrease over time. One consideration is the possibility of one’s predisposition to
worry and anxiety. Given that all of the participants initially scored in the clinically high range
for FCR (i.e., a form of anxiety), it is possible that these individuals may have a more anxious
predisposition as compared to individuals who have low levels of FCR. Future intervention
studies could focus on incorporating additional worry-based strategies, such as operationalizing
the concept of worry to patients and increasing worry-targeted techniques.

It appears that this intervention is feasible. Over the course of 6 months, we were able to
successfully recruit our desired number of 25 study participants. As previously mentioned, of
these 25 participants, a total of 19 participants successfully completed the intervention. Four of
the 25 participants were deemed ineligible to continue participation (due to unsuitability or

cancer recurrences), one participant could not be reached after enrollment, and one participant
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dropped out very early in the intervention due to time restraints (after session 2), resulting in one
true dropout. Therefore, based on the number of individuals who completed the intervention, we
can infer that the intervention appealed to the majority of our participants.

Limitations

While this intervention poses a unique contribution to research, there are limitations to
this study. Primarily, this is a pilot RCT with a small sample size, which limits the
generalizability of the findings. More specifically, the results are only representative of the
participants in this study, and may not represent the opinions of future participants. Furthermore,
this intervention was only tested on female patients with specific cancers, further limiting the
applicability of the findings. Larger RCTs are necessary to continue establishing the efficacy of
this intervention, particularly using a broader oncology population that includes males, and
patients with different forms of cancer. If these further studies replicate our findings, it will
demonstrate broad intervention applicability.

As previously noted, the alpha level was not adjusted due to the exploratory nature of this
study, indicating that these results should be interpreted with caution. Nonetheless, these
interesting research findings may be suggestive of future investigation in larger studies.

The original study timeline was significantly reduced due to unanticipated job
restructuring. As a result of this change, the original 6-week waitlist for the control group was
reduced to a 2-6 week waitlist, therefore compromising the initial study design. While this
unanticipated change affected certain aspects of this study, efforts were made to ensure that
participants assigned to the control group waited as long as possible before receiving the
intervention. Of the participants assigned to the control group, n=5 waited 6 weeks, n=2 waited 5

weeks, n=1 waited 4 weeks, and n=2 waited 2 weeks. Thus, half of the control group participants
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were assigned to the originally intended 6-week waitlist.

Another limitation to the study is that some participants did not complete all timepoint
evaluations. However, we retained data on all of the participants for our analyses, including
participants who completed the intervention, who experienced recurrences, etc. Multiple efforts
were made to follow-up with participants to request completion of questionnaires. Thus, future
research must focus on an alternate strategy for successfully acquiring participant data.

Another noted limitation is the absence of a control group for the follow-up results at the
3-month time point. For ethical and practical reasons (i.e., retention of participations and
completing the study in a timely manner), we limited the between comparisons to T1 and T2
only, and did not include T3.

The efficacy of this intervention may be partially explained by participants having had
high levels of FCR and cancer-specific distress. At the present time, it is not known if the
intervention would be appropriate, or as effective, in reducing FCR if individuals have lower
levels of FCR and cancer-specific distress.

Future Directions

Results from this study suggest that it is possible to help individual cancer survivors
manage their FCR. The steady recruitment rate and low dropout rate may also suggest
participants’ interest and motivation to complete the intervention. Interestingly, the recruitment
and dropout rates for this study (the individual treatment modality) are different as compared to
those found in Lebel et al.’s [14] pilot study (the group treatment modality). In Lebel et al.’s [14]
study, recruitment of the 56 participants took 2 years (versus this study’s recruitment rate of 6
months), and there was a 21% drop out rate (versus this study’s dropout rate of 0.04%). This

poses the question of whether the individual version of the intervention is perceived differently,
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or, is perhaps considered to be more acceptable, or less threatening, by participants than the
group version. Certainly, clinical experience suggests that female patients often decline group
therapy for fear of being distressed by other patients’ experiences and psychological anguish.
Furthermore, one of the benefits of the individual therapy is the flexibility in scheduling sessions.
While the group therapy occurred at a specific day and time each week, participants in the
individual intervention were able to select their preferred time and day for each weekly session.
It is possible that the differences in recruitment rates and attrition rates across the group and
individual interventions may in part be due to scheduling factors, as half of the participants who
were considered dropouts in Lebel et al.’s [14] study cited scheduling conflicts (i.e., needing to
miss more than the one weekly session that the protocol allowed). A future study could compare
the feasibility, acceptability and efficacy of the group intervention versus the individual
intervention, to determine if the treatments are comparably effective, and for whom. Another
approach would be to conceptualize the study by treatment preferences — to identify patient
attributes that may influence engagement in treatment, adherence to treatment, and outcome
achievement [49].

This is the first FCR-related intervention to be validated in more than one therapeutic
modality. As both group and individual modalities appear to be effective, this should encourage
further research offering both group and individual interventions targeting this phenomenon.
Future research should also continue investigating the specific therapeutic ingredients that are
most effective for the psychological treatment of FCR. Future studies could also examine
whether cognitive techniques (e.g., targeting distorted thinking, cognitive restructuring),
existential techniques (e.g., focusing on meaning, loss and identity, promoting the experience of

emotional expression of specific fears, and processing one’s worst-case scenario), and/or
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relaxation techniques (e.g., progressive muscular relaxation, calming self-talk phrases) are most
helpful in decreasing FCR.
Clinical Implications

This individualized intervention has direct clinical implications for survivors living with
FCR. This intervention can help cancer survivors reduce FCR and psychological distress through
gentle confrontation of fear, loss and meaning, and through the use of adaptive coping strategies,
such as cognitive reframing and planning for the future. Furthermore, this intervention can help
participants replace existing maladaptive coping behaviours, such as avoidance and reassurance-
seeking, with authentic connection, as well as helpful and realistic tools moving forward,
therefore enhancing quality of life.

The results from this pilot RCT may continue to inform intervention efforts targeting
FCR. At the present time, several RCTs are underway to address FCR-related interventions,
which may ultimately lead to evidence-based guidelines on how to manage FCR. Presently, it
appears that oncology-related specialists refer only 21% of patients with high FCR for
psychosocial services [26], despite the high prevalence of FCR-related suffering. This clearly
illustrates how these psychological services can be helpful to a wider population. Furthermore, a
standard method for screening patients with FCR would be a helpful addition to current
assessments within onco-medical settings. Cost-efficacy studies should be conducted in the near
future, as there is increasing evidence that these FCR interventions are effective and well
received by patients. Lastly, these interventions have potential benefit to the healthcare system,

as well as patients and loved ones.
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Table 1

Participant Characteristics, N=24

Variable M SD
Age (years) 55.0 10.76
Time since diagnosis (years) 1.54 1.53
n %
Primary ethnic background
Caucasian 23 95.8
Asian 1 4.2
Civil status
Married/Cohabiting 19 79.2
Divorced/separated 2 8.3
Widowed 3 12.5
Education
High school or less 3 125
College or more 21 87.5
Occupation
Employed full-time 10 41.7
Employed part-time 2 8.4
Unemployed 1 4.2
Unemployed due to illness 5 20.8
Retired 6 25.0
Income
0-20,000 3 12.5
21 —40,000 2 8.3
41 - 60,000 1 4.2
61 — 80,000 4 16.7
81 -100,000 5 20.8
Over 100,000 9 37.5
Cancer stage
Stage | 9 37.5
Stage Il 2 8.3
Stage 111 10 41.7
Not aware/missing 3 125
Primary cancer site
Breast 18 75.0
Gynecological 5 20.8
Other (Ocular Melanoma) 1 4.2
Treatment regimen
Surgery 4 16.7
Chemotherapy 1 4.2
Radiation therapy 1 4.2
Chemotherapy & Radiation 1 4.2
Chemotherapy & Surgery 2 8.3
Radiation & Surgery 4 16.7
Chemotherapy, Radiation & 11 45.8

Surgery
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Table 2
Mixed between-within ANOVA analyses comparing the experimental group’s T1 (pre-intervention) and T2 (post-intervention) with the wait-list control groups TO (baseline
period) and T1 (pre-intervention

Interaction Effect (RCT Simple Main

Main Effect for Time group x Time) Effects

Outcome Variable Main Effect for Group Estimated Marginal Means

F values, p values, and F values, p values, and F values, p values, and .
> 2 p values Time
r2 values r° values r* values
FCRI F (1, 21.50) =.027, F (1, 15.18) = 8.04, F (1,15.18) = 457, _ 0o3* Experimental group: T1 (116), T2 (91)
(Range: 0-168) p=.871,r2=0.92 p =.012*, r*=0.12 p =.049% r*=0.12 p=. ' Wait-list control group: TO (104), T1 (100)
IES F (1, 20.96) =20.96 F (1, 14.63) = 3.33, F (1, 14.63) = 6.05, - 016* Experimental group: T1 (41), T2 (30)
(Range: 0-75) p=.332,r2=0.03 p =.089,r’=0.01 p =.027*,r*=0.03 p=. ' Wait-list control group: TO (40), T1 (42)
. . _ _ Experimental group: T1 (42), T2 (40)
SF-8: Physical Health F (1, 22.47) =3.30, _ F (1, 14.61) =2.13, N o Ry
(Range: 9-69) D =082 F(1, ;4;65137—.380, D =.166 Wait-list control group: TO: (46), T1 (50)
. _ _ Experimental group: T1 (34), T2 (41)
SF-8: Mental Health F (1, 21.16) = .139, _ F(1,17.02) = 2.63, N o i)
(Range: 5-72) p=.713 F(1, 1p?:0§)68— 1.31, p=123 Wait-list control group: T0: (37), T1 (36)
MUIS F (1, 22.50) =1.50, F (1, 13.71) = 6.38, F(1,13.71) = 14.91, p = .001*. Experimental group: T1 (93), T2 (80)

(Range: 1-165)

IUS
(Range: 1-135)

WW-H
(Range: 1-65)

CAQ
(Range: 1-125)

RQ
(Range: 1-40)

BRIEF COPE: Positive
Reinterpretation
(Range: 1-8)

BRIEF COPE: Use of
Emotional Support
(Range: 1-8)

BRIEF COPE: Acceptance
(Range: 1-8)

p=.234, 12=0.03

F (1, 20.82) =.030,
p =.864

F (1, 20.76) =.494,
p =.490

F (1, 18.70) =.000,
p =.997

F (1, 18.87) =.029,
p =.867

F (1,22.08) =2.12,
p =.159

F (1, 20.82) =.001,
p=.981

F (1,19.89) =12.08
p =.002*, 12 =0.29

NB: * = Indicates significant differences at p<0.05.
NB: r? values were calculated for variables that yielded significant findings.

p =.025*, r*=0.04

F (1, 11.49) =.910,
p =360

F(1,16.81) =1.21,
p =288

F(1,12.24)=.1.92,
p=.191

F (1, 13.74) =.108,
p =747

F (1, 19.09) =.016,
p=.899

F (1, 20.69) =.298,
p=.591

F (1, 17.62) =.206,
p=.655

p = .002*, 2= 0.08

F (1, 11.49) =.736,
p =.409

F (1, 16.81) =.159,
p =.695

F (1, 12.24 =.401,
p =.538

F (1, 13.74) =.103,
p =.753

F (1, 19.09) =2.65,
p =120

F (1, 20.69)= 1.74,
p =201

F (1, 17.62) =.458,
p =.507

Wait-list control group: T0: (91), T1 (94)

Experimental group: T1 (86), T2 (79)
Wait-list control group: TO: (84), T1 (84)

Experimental group: T1 (27), T2 (26)
Wait-list control group: T0:(26), T1 (24)

Experimental group: T1 (72), T2 (63)
Wait-list control group: T0: (69), T1 (66)

Experimental group: T1 (26), T2 (26)
Wait-list control group: T0: (25), T1 (26)

Experimental group: T1 (5), T2 (6)
Wait-list control group: TO: (5), T1 (4)

Experimental group: T1 (5), T2 (6)
Wait-list control group: TO: (6), T1 (5)

Experimental group: T1 (7), T2 (6)
Wait-list control group: TO: (5), T1 (5)
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Table 3

Repeated Measures ANOVA analyses examining psychological outcomes at baseline (T1), post-intervention (T2), and 3-month follow-up (T3): means, standard deviations, and effect size
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Outcome Variable Mean (SD) F and p values r? values
T1 T e N Time
FCRI _ .
(Range, 0-168) 108.68 (4.94)a 90.37 (5.24)b 82.03 (5.35)b 19 F(2, 27.87)=15.82, p<0.001 0.28
IES _
(Range. 0.75) 4136 (3.09)a 28.91 (3.31)b 26.98 (3.31)b 20 F(2, 28.68)=10.58, p<0.001* 0.21
SF-8: Physical Health
(Range: 9-69) 47.45 (2.29)a 46.77 2.61)a 46.89 (2.56)a 20 F(2,27.93)=.052, p=.950 NA
SF-8: Mental Health _ *
(Rance. 5:72) 35.63 (1.95)a 43.94 (2.32)b 4378 (2.26)b 20 F(2, 28.72)=8.24, p<0.001 0.18
MUIS _ .
(Range: 1.165) 93.048 (2.29)a 8431 (2.58)b 76.65 (2.58)c 21 F(2, 30.24)=21.46, p<0.001 0.34
IUS e n s o
(Range: 1-135) 83.93 (5.88)a 79.38 (6.05)ab 71.84 (5.99)b 20 F(2,24.71)=5.43, p=.011 0.04
WW-H -102 p=
(Range: 1.65) 25.45 (1.55)a 2424 (1.67)a 23.30 (1.67)a 20 F(2,31.34)=1.02, p=.371 NA
CAQ 699 0 00R%
(Ranger 1.125) 67.86 (4.22)a 59.30 (4.54)ab 53.63 (4.54)b 20 F(2, 29.01)=6.22, p=.006 0.10
RQ 00 0= 031%
(Range1-40) 26.49 (1.04)a 26.48 (1.12)a 2357 (1.12)a 20 F(2, 29.63)=3.92, p=.031 0.10
BRIEF COPE: Positive Reinterpretation 471 (342)a 6.28 (.376)b 5.79 (.369)b 21 F(2,32.71)=9.93, p<0.001* 0.17
(Range: 1-8)
BRIEF COPE: Use of Emotional Support 5.29 (:354)a 6.13 (:398)a 5.60 (:388)a 21 F(2,32.92)=1.82, p=.178 NA
(Range: 1-8)
BRIEF COPE: Acceptance 5.86 (.304)a 6.47 (.338)ab 6.90 (.330)b 21 F(2,33.66)=4.75, p=.015* 0.09

(Range: 1-8)

NB: * = Indicates significant differences at p<0.05.

NB: Within a row, values with different lowercase letters indicate significant differences at p<0.05.



