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ABSTRACT

Background: The growing number of breast cancer survivors in the country has warranted health interventions
targeted to mitigate the bio-psychosocial impact associated with a cancer diagnosis and the toxicities of oncological
treatments. Life coaching is a widely adopted intervention strategy to promote an individual’s positive psychological
adaptation, self-management, and self-confidence. This present study will investigate whether a life coaching
intervention with group and individual coaching components can significantly improve quality of life (QoL) and post
traumatic growth among breast cancer survivors.

Methods: This study is a randomized controlled trial with three parallel study arms. A prospective sample size of 120
adult breast cancer survivors will be randomized into one of the three study groups either to receive: 1) group
coaching following by individual coaching sessions; 2) group coaching sessions only; or 3) routine care. The primary
outcome evaluates post traumatic growth and secondary outcomes assess QoL and fear of cancer recurrence (FCR).
Data collection will occur at baseline (TO) and at 3 weeks (T1), and at 18 weeks (T2). A follow-up assessment will
occur at 30 weeks (T3).

Conclusions: This is the first randomized control trial to address post traumatic growth among breast cancer
survivors using a life coaching intervention. If positive, the results of this study could inform intervention
development that benefits the health of cancer survivors.

Trial registration: This trial is ethically approved and registered with clinical trial registry (NCT05020561).

Keywords: Breast cancer survivors, Life coaching, Post traumatic growth, QoL, FCR, Randomized controlled trial

INTRODUCTION biopsychosocial impact associated with a cancer

Advances in cancer treatment and early detection efforts
have vyielded encouraging results in breast cancer
survivorship. The 5-year survival rate for breast cancer,
the most common cancer among women in Canada, has
improved markedly since the early 90s." The growing
number of breast cancer survivors in the country has
warranted health interventions targeted to mitigate the

diagnosis and the toxicities of anticancer treatments.?®
Further, cancer survivors often realize that a cancer
diagnosis can change them  physically and
psychologically, but the meaning and their perspective of
life could also be changed because of this life-threatening
episode. Transitioning into survivorship (i.e., the period
after cancer treatment), can bring new and unexpected
challenges such as FCR and decreased QoL.**
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Researchers have developed a myriad of behavioural
interventions that can benefit the health of cancer
survivors. Health behaviour change interventions remain
one of the options with the highest therapeutic value on
both psychological and physical health (e.g., improved
physical functioning and QoL, and mitigation of anxiety)
for this patient population.® A systematic review by Lee
et al found that meaning and meaning-making can also be
used as an outcome of and psychosocial adjustment to
cancer.” Life coaching is a coaching process based on
meaningful personal objectives as opposed to
professional objectives. Life coaching activities embed
patient-centred care, health literacy, self-management
support, and sustained behaviour change. The five key
areas of the life coaching practice include: (1) Assessing
the needs and resources of the patient, (2) Exchanging
information and providing education regarding any
number of client identified needs, (3) accelerating access
to services and resources, (4) Providing support with a
focus on patient empowerment, and (5) Building self-
advocacy competencies that aid in identifying system
barriers and solutions.®® It is a widely adopted
intervention strategy to promote positive psychological
adaptation, self-management, and self-confidence in
diverse settings, including education and healthcare.'%2

Few studies on breast cancer survivorship care plan have
been published on the effectiveness of a life coach, a
majority of the studies were descriptive rather than
experimental.® Two high quality experimental trials were
identified. Kvale and colleagues tested the efficacy of the
patient owned survivorship transition care for activated,
empowered  survivors  (post-care) intervention in
promoting survivor activation and self-management of
survivorship health issues as participants transition from
active treatment to follow-up care.’* The post-care
intervention is framed on the chronic care model of
Wagner and also incorporates elements of the care
transitions intervention (CTI) model of Coleman.***® The
Wagner model states that for participants to manage their
transition successfully, they must set goals and establish a
health plan. The CTI model tries to achieve this through
self-management and increased patient activation. CTI
uses a coaching model to teach transitional care to
participants and assist them with setting priorities and
goals.*” This randomized study had participants take part
in either the above post-care intervention or usual care.
The post-care intervention sessions used a coach to
explore the cancer experience, identify health goals,
promote self-management techniques and address
barriers to goal accomplishment. The study showed a
significant improvement in QoL and a significant
decrease in depression, in the participants in the post-care
intervention. Another approach to the post-treatment
phase of care is the Extended cancer education for longer-
term survivors (excels) trial. This randomized trial with
500 participants will compare: (1) Excels website, (2)
Excels-health coaching, (3) Excels website and health
coaching, and (4) a print booklet and measure patient
outcomes such as QoL and adherence to follow-up
regimens.*®

There is an increasing interest in investigating the
effectiveness of health or life coaching strategies to
facilitate the transition from active treatment to breast
cancer survivorship with improved self-efficacy and self-
management and PTG, which concerns reconstructing
one's life structure following traumatic events, including
health issues such as cancer diagnoses.>'*%?# These
studies recognize that successful survivorship care should
transcend beyond the simple transfer of knowledge of
survivorship care plans in order to produce a noticeable
improvement in 'participants’ transition from patient to
survivor and increase their sense of self-efficacy. In this
study, the life coach attempts to activate the survivors’
awareness and sense of agency to engage, readjust, and
manage their life in the post-treatment period.

Obijectives

This present study will study the effects of a life coach to
help patients with breast cancer transition from the active
to the post-treatment phase.??” The life coaching
intervention is designed to: a) ease the transition between
cancer treatment and active life, and b) Allow breast
cancer survivors to take control of their lives. The
primary objective of this study is to determine whether
individual life coaching can significantly improve PTG
and QoL, and decrease FCR among women who have
been recently treated with breast cancer.

METHODS
Trial design and setting

This single site study is a single blinded, randomized
control trial with three parallel arms. Arm 1 participants
will receive group coaching sessions followed by
individual coaching sessions; arm 2 participants will
receive only the group coaching sessions. Arm 3
participants will receive the routine care as provided at
the McGill university health centre (MUHC) breast
clinic. The routine care group (arm 3) will not be
prevented from accessing available psychological
resources available within or outside of MUHC, but this
information will be assessed, recorded and integrated into
the data analysis. Participants in arm 3 will be offered the
life coaching intervention at the end of the study upon
their wish. All life coaching sessions will be conducted
by professional coaches certified by the International
Coaching Federation (ICF). In order to implement the
physical distancing measures imposed by the COVID-19
pandemic, all intervention activities will be carried out
virtually via videoconferencing (e.g., Zoom).

Participant’s eligibility criteria

All participants will be recruited at the MUHC breast
clinic. Participants will be eligible to participate in this
study if they: 1) have been diagnosed with stage I, II, or
I11 breast cancer; 2) are female breast cancer patients over
the age of 18; 3) have completed anti-cancer treatment
via surgery and/or chemotherapy and/or radiation therapy
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at the MUHC; 4) are fluent in written and spoken English
or French; 5) are alert and oriented and capable of giving
informed consent, and 6) have an Internet connection at
home that supports participation in coaching sessions via
videoconferencing. Participants will be ineligible to
participate in this study if they: 1) have a recurrence of
breast cancer 2) are diagnosed with a second cancer; 3)
are diagnosed with stage IV breast cancer due to their
worse prognosis, and 4) have an active psychiatric
diagnosis that would render adherence to the study
problematic.

Intervention

In this study, the group life coaching sessions will be
focusing on providing material and tools that guide the
participants in transition from cancer treatment to
survivorship. In life coaching session one, participants
will be informed about the coaching process. The life
coach will help participants determine their personal
objectives and indicators of success that will be explored
in the subsequent sessions. The group life coaching
session two aims to assess the participants' challenges or
losses related to their cancer diagnosis. In group life
coaching session three, the life coach will assist the
participants to identify  their accomplishments,
challenges, needs and steps to move forward. Each group
session lasts 120 minutes with a maximum of four
participants in one cohort, and each group session will be

Excluded:
Patient is not
interested/ not
meeting inclusion
criteria

completed weekly (i.e., all group coaching sessions will
be completed within a three-week time frame).

In the individual life coaching sessions (i.e., life coaching
sessions four to eight), the life coach will provide
guidance that helps the participants to put self-
management tools into action. Participants will receive an
intervention manual that allows them to outline their
objectives and indicators of success. The life coach will
also assign activities, such as self-reflection, for the
participants to complete between each session. The
document used in all sessions to guide the activities is
named the “After cancer passport,” which can be
accessed in  supplementary material 1  (link:
https://osf.io/u6ztw/). All life coaching sessions will be
conducted by certified coaches, and will be delivered
virtually via videoconferencing.

Hypotheses

It is hypothesized that: 1) participants who receive both
the group coaching sessions and the individualized
coaching sessions will report greater PTG and QoL, and
less FCR when compared to the breast cancer survivors
who received only the group coaching sessions or routine
care; and 2) participants who receive only the group
coaching sessions will report greater PTG and QoL, and
lesser FCR when compared to the participants who
receive routine care.
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Individual coaching
sessions

Study Eligibility Screening +
Procedures

Informed Consent &
>

Recruitment ¥ obtained Allocation
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Timeline
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Figure 1: Study procedure flowchart.

Study procedures

The study procedure is displayed in Figure 1.
Recruitment posters will be posted in MUHC breast
clinic to recruit participants. Further, members of the

treating team at the MUHC breast clinic (i.e.,
administrative staff, oncology nurse,
surgical/medical/radiation  therapy oncologist)  will
identify and seek permission from the participant before
referring potentially eligible participants to the research
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assistant of this study. The research assistant will call
each potential participant to explain the study in detail
and obtain written informed consent from the participant
with an electronic signature on the informed consent
form. The participants will have access to a copy of the
consent form by email or mail. A statistician outside of
the research team member will be responsible for the
blind allocation of the group to which a participant will
belong, according to the randomization software. The
consenting participants will be randomized into one of
the three study arms on the basis of the computer-
generated sequence of random blocks of six with an
allocation ratio of 1:1:1. For every two blocks of
participants recruited, the 12 participants will be equally
randomized into the three study arms and the intervention
arms one and two will begin the life coaching group.
Baseline assessment (T0) will be collected from all study
participants. The group coaching sessions with four
participants in each group will then be complemented
within three weeks. For participants in the experimental
arm one, handover to individual coaching sessions will be
done within two weeks after the last group coaching
session is completed (T1). Participants in arm one will
receive four to five individual coaching sessions via
teleconferencing that last 60 minutes each. The fifth
individual session is optional and will be scheduled only
if new issues had emerged at the fourth session.
Participants in arm two will receive only the first three
life coaching sessions (i.e., the group sessions).
Participants in arm three will receive routine care by the
breast clinic team for the entire course of the study. All
study participants will be completing the study outcome
assessments at the same time points. All individual group
sessions will be expected to be completed within 15
weeks (or 18 weeks if the fifth session is required by
some participants) (T2), but will allow for flexibility in
session scheduling depending on the participant's
availability and adherence. A 30-week follow-up (T3)
assessment will be collected from all study participants.

Outcome measurements
Demographics

Demographic data will be collected from all participants
at the beginning of the study. Demographic questions
including age, gender, ethnicity, household income,
preferred language, occupation, educational levels, and
social support. One additional item will assess for
potential contamination (i.e., the receipt of active
intervention amongst participants in the control arm), or
potential co-intervention bias (i.e., additional treatments,
advice or other interventions that the participants in the
experimental group have received, which could affect the
outcome of interest).?** “Since you first received the
breast cancer diagnosis, have you sought any type of
supportive care services within or outside of MUHC
(e.g., consultation with a psychologist, complementary
therapist (yoga, meditation, art therapy), emotional
support groups, etc.)? If yes, please specify the type of

support.” This item will be assessed at all four study time
points (i.e.,, TO, T1, T2, T3).

Primary outcome: post traumatic growth (PTG)

The primary outcome will be assessed using the post
traumatic growth inventory (PTGI).?* The PTGI consists
of 21 items, the response scale is a six points Likert scale
asking respondents the degree to which changes occurred
in their lives as a result of the crisis, where O represented
"l did not experience this change" and 5 represented "I
experienced this change to a very great degree". The
PTGI is composed of five subscales, with five items
measuring the construct new possibilities, seven items
measuring the construct relating to others, four items
measuring the construct personal strength, three items
measuring the construct appreciation of life and two
items measuring the construct spiritual change. The
scores are summed to provide an overall measure of PTG
ranging from 0 to 105 where higher scores indicate more
reported growth.?>?® The internal consistency of the
inventory is a=0.90.

Secondary outcome: QoL

This secondary outcome will be assessed using the
patient reported outcomes measurement information
system (PROMIS) preference questionnaire (i.e., the
PROPr).?"?® The PROPr is a 31 items instrument
assessing eight domains (29 items) (i.e., anxiety,
depression, fatigue, pain interference, physical function,
sleep disturbance, ability to participate in social roles and
activities, and pain intensity), and cognitive function
abilities (two items). Raw scores generated for each
domain are transformed into T scores; higher PROMIS T
scores indicate greater endorsement of the construct
being assessed.”’

Secondary outcome: FCR

This secondary outcome will be assessed using the cancer
worry scale (CWS).? The CWS is a six items scale
designed to measure worry about the risk of developing
cancer and the impact of worry on daily functioning. The
six items are rated on a four-points Likert scale ranging
from one ("never") to four (“almost always"). Possible
scores range from 6 to 24 with higher scores indicating
more worry. This scale demonstrated good construct
validity, convergent and divergent validity, and high
internal consistency (0=0.90).%°

Data collection and management

The data collection schedule for the study outcome
measurements is shown in Table 1. At pre-intervention
bassline (TO0), the research assistant will be collecting the
informed consent forms, as well as the following
measures from each participant: baseline demographics,
first set of study outcome questionnaires (i.e., PTGI,
PROPr, and CWS). Following completion of the TO data
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collection, participants will be randomly allocated to one
of the three study arms. At T1 (i.e., 3 weeks post
baseline, group coaching sessions completed), all
participants will be completing the second set of study
outcome questionnaires. At T2 (18 weeks post-baseline,
individual coaching sessions completed), participants will
be completing the third set of study outcome
questionnaires. This will also be the first post-trial
follow-up for participants in arms two and three. All

participants will be completing the second post-trial
follow-up at T3 (30 weeks post-baseline and three
months after T2). The post-trial follow questionnaire is
identical to the study outcome questionnaires (i.e.,
consisting of the PTGI, PROPr, and CWS). Study
participants will be completing all questionnaires via
Qualtrics, a secure online data collection and
management platform registered with McGill university,
Ingram school of nursing.

Table 1: Outcome measurement schedule.

Method of
assessment

Baseline

Target data

3

assessment

30 weeks
assessment

18 weeks
assessment

WEENS

Sample Demographic X
demographic questionnaire

Pot.entlal for. One item X
co-intervention

PTG PTGI X

PROMIS®

Qol preference (PROPT) X
FCR CWS X

Quality management
Minimizing missing data, dropouts and attrition

The research assistant of the study will communicate
regularly with the study participants to ensure
questionnaires are completed and returned as efficiently
as possible. The survey will be in a secured link sent to
the participants by email, they will be asked to complete
the survey within a two-week timeframe. The survey is
identified using unique participants identifiers, this will
allow the research team to associate the participants with
the questionnaires. E-mail reminders will be sent to the
participants if the questionnaire was not completed and
submitted after 2-weeks (note: on the Qualtrics platform,
the authorized research team member will be able to see
if the questionnaires are completed and submitted). We
will make two contacts (i.e., sending the e-mail reminders
twice within 4 weeks, once every two weeks) before
considering the participant a lost to follow up. It is
possible that study participants who are randomized to
the control group may drop out of the study because they
prefer to receive the Experimental treatment of coaching
sessions. To minimize the potential of this happening,
participants will be offered the coaching sessions after
they complete the study (i.e., a wait-list control group).
The participants can withdraw their consent or stop
participating without giving any reasons and at any time.
If the dropped-out participant wishes to, he/she can give a
reason why they are dropping out, but they are not
obliged to give a reason. Whether a response is given will
have no impact on the quality of care and services they
are otherwise entitled to at the MUHC or on their
relationship with the researcher or clinical team.

X X X X

X X X X
X X X X

Intervention fidelity

A fidelity checklist will be developed to monitor the
extent to which our intervention is implemented and
received as intended (supplementary material 2, link:
https://osf.io/h5prz/). All life coaching sessions will be
recorded, and a research team member will rate the
activity adherence and skills performed by the life coach
in the recordings against the fidelity checklist. 25% from
the recordings will be randomly assessed to ensure
fidelity of the intervention.

Statistical analysis
Sample size calculation

Based on data in the literature on the PTGI assuming
a conservative mean difference of 10 between control and
experimental groups and also assuming a conservative
standard deviation of 14.86, 35 cases are required on each
arm considering 5% of tolerance and 80% of statistical
power.*® After allowing 10% of the loss to follow-up, a
total of 120 participants or 40 participants per group are
required to achieve our primary objective. Hence, 40
participants will be allocated to each of the three study
arms.

Data analysis

An intention to treat analysis will be carried out.
Exploratory analyses will assess the adequacy of
participant characteristics to validate the balancing of the
randomization process. The descriptive analysis will
employ comparing each intervention arm with the control
group independently, using Fisher's exact test for
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categorical and Wilcoxon rank tests for continuous
outcomes to assess the associations of outcomes.
Multivariate regression using logistic or multinomial
methods will be used to assess the primary and secondary
study outcomes. All analyses will be performed using
STATA version 13.

Ethical issues

A confidential security plan aiming to minimize potential
risks of confidentiality breach during the course of the
study during the COVID-19 pandemic will be followed.
All research staff (i.e., the research assistants and the
coaches) in charge of participant recruitment, data
collection, and intervention implementation will work
virtually from home and/or at the MUHC/McGill offices.
All intervention sessions will be implemented via
videoconferencing in a private location (i.e., research
'staffs' and ‘'participant's home), all non-authorized
personnel  will be restricted from overhearing
conversations (e.g., research 'staffs' spouses). Passwords
will be required for all online meetings in order to restrict
attendees to only the research staff and study participants.
To ensure a secure work environment during remote
study intervention implementation, no personally
identifiable information of participants will be visible in
the background or on desktop, no personal information
will be used in titles or descriptions of meetings (e.g.,
group  session  meetings will be titled as
"lifecoach_group_session_001_dd/mm/yy"). All data
collection procedures in this study will be carried out on
the Qualtrics platform, all members of the research team
will acquire adequate knowledge about the use of the
platform before the commencement of the study. Study
participants will receive a link to complete the study
survey on the Qualtrics platform during the four data
collection timepoints via their personal emails. Data
stored in Qualtrics will involve only the responses to the
survey questions and no personal identifications. Only
research staff will be authorized access to research data.

DISCUSSION

There is a need to adequately support early-stage breast
cancer patients who face specific and unique challenges
related to post-treatment reintegration with an uncertain
future in a meaningful way. Comparing to the services
provided by the traditional psychologist and psychiatric
professionals, whose aims usually involve resolving
traumatic events that happened in the past of a person’s
life, life coaching practice focuses on leading an
individual to move forward in life by adopting a variety
of resources, tools, and activities. Further, the services
provided by psychologists and psychiatrists might be
associated with stigma. Life coaching is a promising
complementary practice that might be incorporated in
routine cancer survivorship care as post-treatment
support.

CONCLUSION

This proposed study is novel and timely as healthcare
teams strive to improve the transition to survivorship.
This study explores the effectiveness of the life coaching
practice in assisting cancer patients to adapt to the new
normal post-treatment. The intervention provided in the
study will help breast cancer survivors to ground
themselves to their reality, and the phone coaching will
assist survivors to actualize their next steps. Further, the
life coach facilitates survivors' expression of their needs
and teaches the survivors to proactively engage with their
healthcare team. This study will be the first to address
PTG among breast cancer survivors using life coaching
interventions with the ultimate objective of improving the
QoL of breast cancer survivors.
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