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ABSTRACT

Introduction Fear of cancer recurrence (FCR) is
commonly reported by patients diagnosed with early-stage
(0-Il) melanoma and can have a significant impact on
daily functioning. This study will pilot the implementation
of the Melanoma Care Program, an evidence-based,
psychological intervention to reduce FCR, into routine
practice, using a stepped-care model.

Methods and analysis Intervention effectiveness and
level of implementation will be investigated using a hybrid
type | design. Between 4 weeks before and 1 week after
their next dermatological appointment, patients with
melanoma will be invited to complete the Fear of Cancer
Recurrence Inventory Short-Form, measuring self-reported
FCR severity. Using a stepped-care model, clinical cut-off
points will guide the level of support offered to patients.
This includes: (1) usual care, (2) Melanoma: Questions and
Answers psychoeducational booklet, and (3) three or five
psychotherapeutic telehealth sessions. This longitudinal,
mixed-methods pilot implementation study aims to
recruit 108 patients previously diagnosed with stage 0l
melanoma. The primary effectiveness outcome is change
in FCR severity over time. Secondary effectiveness
outcomes include change in anxiety, depression, stress,
health-related quality of life and melanoma-related
knowledge over time. All outcomes are measured at
baseline, within 1 week of the final telehealth session,
and 6 and 12 months post-intervention. Implementation
stakeholders at each study site and interested patients
will provide feedback on intervention acceptability and
appropriateness. Implementation stakeholders will also
provide feedback on intervention cost, feasibility, fidelity
and sustainability. These outcomes will be measured
throughout implementation, using questionnaires and
semistructured interviews/expert group discussions.
Descriptive statistics, linear mixed-effects regression and
thematic analysis will be used to analyse study data.
Ethics and dissemination Ethics approval was granted
by the Sydney Local Health District—Royal Prince Alfred
Zone (2020/ETH02518), protocol number: X20-0495.
Results will be disseminated through peer-reviewed

Strengths and limitations of this study

» This study aims to evaluate the pilot implementation
of the evidence-based Melanoma Care Program into
the routine clinical care of patients previously diag-
nosed with early-stage (0—l) melanoma.

» It is the first study to implement a stepped-care
model to routinely screen for fear of cancer recur-
rence (FCR) in patients previously diagnosed with
early-stage melanoma and tailor the intensity of
intervention to reported FCR severity.

» Consumer representatives, practice managers, di-
rectors and clinicians have been involved throughout
the study design process.

» The hybrid type | design allows for the simultaneous
evaluation of clinical and implementation outcomes.

» The primary limitation of this pilot implementation
study is the absence of a recruited control group;
however, control group data from the Melanoma
Care Program randomised controlled trial will be
used as an ad hoc comparison group.

journals, conference presentations, social media and result
summaries distributed to interested participants.
Trial registration details (ACTRN12621000145808).

INTRODUCTION

Background and rationale

The global incidence of melanoma is
increasing,1 with an estimated 324635 indi-
viduals receiving a diagnosis of melanoma
in 2020.* Australia and New Zealand have
the highest melanoma incidence rate in
the world.” In 2016, the Australian age-
standardised incidence and mortality rates of
melanoma were 53.5 cases per 100000 and
4.5 deaths per 100 000, respectively." The
average b-year survival rates of patients with
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stage I and II melanoma are 99.2% and 73.6%, respec-
tively,* increasing the importance of their psychosocial
adjustment and quality of life. Fear of cancer recurrence
(FCR), defined as the fear, worry or concern that cancer
may return or progress,” is the most frequently reported
challenge of this population.® FCR is associated with:
lower emotional, physical, role and social functioning,
and health-related quality of life (HRQOL); poorer
healthcare satisfaction; and increased reassurance-
seeking behaviour, fatigue, pain, distress, anxiety and
depressive symptoms.

A meta-analysis of 23 psychological interventions
targeting FCR found them to be effective; however, only
one intervention, the Melanoma Care Program (MCP),
focused on Australian patients with melanoma.® The
MCP is a brief, evidence-based psychological interven-
tion developed to address FCR in patients with a previous
diagnosis of early-stage melanoma at risk of developing
new primary disease.” ' The intervention consists of
two components: (1) a Melanoma: Questions and Answers
(MQA) psychoeducational booklet,’” "' and (2) three
psychotherapeutic telehealth sessions scheduled around
patients’ dermatological visits.'” This is the first interven-
tion specifically developed for patients with a previous
diagnosis of early-stage melanoma. When investigated in
a randomised controlled trial, intervention participants
reported significantly lower FCR severity compared with
a control group immediately postintervention and at
6-month follow-up,” with effects sustained at 12-month
follow-up.'” The intervention was also well accepted by
patients” and cost-effective.”” While the efficacy of this
intervention was established, the randomised controlled
trial did not assess patients’ FCR severity prior to trial
enrolment to tailor intervention intensity to patient
need. The present protocol outlines a pilot implemen-
tation study to translate this evidence-based intervention
into real-world clinical settings, using a stepped-care
approach. Patients with a previous diagnosis of early-stage
melanoma attending routine dermatological appoint-
ments will be screened for FCR, allowing the intensity of
support to match the severity of the patients’ FCR.

Study aims and hypotheses

The primary aim of this study is to examine the effec-

tiveness of a stepped-care model offering the MCP

(henceforth referred to as the ‘Melanoma Care Program—

stepped-care intervention’ or MCP-SCI) in reducing FCR

severity in patients with a previous diagnosis of early-stage
melanoma who are identified as having elevated FCR in
routine clinical practice.

Secondary aims include:

» Evaluation of the effects of the MCP-SCI on patient-
reported depression, anxiety, stress, melanoma-
related knowledge, HRQOL and further aspects of
FCR: triggers, psychological distress, coping strate-
gies, functional impairments, insight and reassurance.

» Evaluation of the sustainability of routine implemen-
tation of the MCP-SCI in real-world clinical settings by

documenting barriers (eg, low screening uptake, time
and cost of screening) and facilitators (eg, participant
engagement and screening adherence) and assessing
the usefulness of strategies to address barriers.

It is hypothesised that:

1. Patients who report elevated FCR and receive the
MCP-SCI will report immediately, and at 6-month and
12-month follow-up:

- Assignificant reduction in FCR severity.

- A decrease in FCR-related triggers, psychologi-
cal distress, functional impairments, reassurance-
seeking behaviour and patientreported levels of
depression, anxiety and stress.

- An increase in FCR-related coping strategies and
insight, melanoma-related knowledge and HRQOL
compared with baseline scores.

2. The implementation of the MCP-SCI will be consid-
ered:

- Acceptable and appropriate by patients who receive
the intervention.

- Acceptable, appropriate, feasible and sustainable by
implementation stakeholders.

3. The MCP-SCI will be delivered with high fidelity and
adherence to the therapist manual.

METHODS

Study design

Translational research investigates the degree to which
an evidence-based practice retains its effectiveness when
implemented into ‘real-world’ settings.'* The hybrid
effectiveness—implementation design, which focuses on
assessing both the effectiveness and implementation of
an evidence-based practice, is commonly used in trans-
lational research.'” Three variations of this design exist,
based on the relative focus that is placed a priori on effec-
tiveness and implementation outcomes. Type I designs
primarily evaluate the health and well-being impact of an
evidence-based practice in real-world settings, while also
gathering contextual information on the implementation
process to guide future implementation efforts.'”” Thus,
a type I design was selected for this study to investigate
the effects of the MCP-SCI in routine practice, while
evidence concerning its long-term sustainability is gath-
ered to guide more extensive implementation efforts in
the future.

Setting

Implementation will take place at two of the three derma-
tology clinics specialising in the diagnosis and treatment
of melanoma that participated in the MCP randomised
controlled trial.” '’ The first study site, Melanoma Derma-
tology, is located within the Poche Centre at Melanoma
Institute Australia (MIA), the world’s largest melanoma
research and treatment facility. The second study site,
Sydney Melanoma Diagnostic Centre, is also associated
with MIA and is located at Royal Prince Alfred Hospital.
Both study sites are located in metropolitan Sydney,
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Table 1 Participant inclusion and exclusion criteria

Inclusion criteria

Exclusion criteria

Patients with melanoma

one of the study sites.

» Sufficient English language skills and cognitive

» Current or previous diagnosis of stage 0, | or Il » Current or previous diagnosis of stage Ill or IV
melanoma and currently completing follow-up at

melanoma, irrespective of current disease status.
» At high risk of, but no previous diagnosis of
melanoma.

ability to understand study materials and provide » Significant cognitive impairment that would

informed consent.

» Sufficient hearing to participate in telehealth

consultations.
» Aged 18 years or older.

prevent understanding of the study materials and
ability to provide informed consent.

» Significant hearing impairment preventing
participation in telehealth consultations.

» Current diagnosis of severe depression,
psychotic illness or other serious psychiatric
condition.

» Below 18 years of age.

Implementation » Member of the MCP randomised controlled trial  » Significant cognitive impairment that would

stakeholders investigative team,

OR

Current employee of Melanoma Institute
Australia or Sydney Melanoma Diagnostic
Centre and directly involved in the
implementation of the intervention.

» Sufficient English language skills and cognitive

prevent understanding of the study materials and
ability to provide informed consent.

» Employed by Melanoma Institute Australia
or Sydney Melanoma Diagnostic Centre but
not directly involved in implementation of the
stepped-care intervention.

» Below 18 years of age.

ability to understand study materials and provide

informed consent.
» Aged 18 years or older.

MCP, Melanoma Care Program.

Australia; are mixed public and private practices that
have extensive experience in conducting melanoma-
related research and implementation studies; have strong
organisational emphasis on multidisciplinary collabora-
tion, research and clinician training; consist of roughly
a dozen clinicians and administration staff; and primarily
see patients with melanoma at high risk of recurrence.

Participant selection

Two groups of participants will be included: (1) patients
with a current or previous diagnosis of early-stage mela-
noma who have an upcoming follow-up appointment at
either of the study sites, and (2) implementation stake-
holders, including investigators of the MCP randomised
controlled trial, and individuals who are involved in the
implementation of the MCP-SCI at one of the study sites
(ie, dermatologists, nurses, practice managers, admin-
istration staff). Table 1 outlines the study inclusion and
exclusion criteria.

Participant recruitment

Patients

Four weeks prior to their routine scheduled appointment,
patients will be invited to participate via an automated
text message. This time frame allows for individuals with
high FCR to be identified and offered the intervention
prior to the week of their appointment, when anxiety
is likely to be greatest.'® The text message invitation
contains a brief introduction to the study and a link to
MIA’s Research Electronic Data Capture webpage, which
includes a landing page describing the study, participant

information statement, consent form, Fear of Cancer
Recurrence Inventory Short Form (FCRI—SF)17 and rele-
vant questionnaires. During an eligible patient’s appoint-
ment, their clinician will check that the text message was
received and answer any questions about the study. If the
patient did not receive the text message, the clinician can
discuss the study with the patient and collect their contact
details if interested. A research assistant will then call the
patient within 48 hours of the appointment to discuss the
study.

Implementation stakeholders
The chief investigator at each study site will approach
potential implementation stakeholders via email or in
person. Additionally, members of the investigative team
of the MCP randomised controlled trial will be invited
to participate as implementation stakeholders, as these
individuals have first-hand experience with the interven-
tion and may foresee possible implementation issues. A
reminder invitation will be sent 2weeks following initial
contact if no response is received.

The recruitment of implementation stakeholders began
in June 2021. Patient recruitment began in January 2022.
Study completion is expected by October 2023.

Intervention description

MQA booklet and psychotherapeutic telehealth sessions

The MCP intervention consists of the MQA booklet
and psychotherapeutic telehealth sessions. These two
components have not been substantially altered for this
pilot implementation study. Table 2 provides a brief
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Table 2 Description of the MCP intervention

MCP randomised controlled trial'®

Pilot implementation study

Study sites

Screening

Melanoma: Questions and
Answers (MQA) booklet

Psychotherapeutic
telehealth sessions

Timing of telehealth
sessions

Primary study outcome

Primary outcome collection
timeline

1. Sydney Melanoma Diagnostic Centre
2. Poche Centre, MIA
3. Newcastle Skin Check Clinic

N/A

A purpose-designed, psychoeducational booklet
developed by a multidisciplinary team and
published in March 2014 featuring comprehensive
information on a range of topics identified

as important to patients with melanoma'":
melanoma diagnosis, treatment, recurrence rates,
prevention and strategies to address and cope
with FCR. Patients have found this booklet both
satisfactory and beneficial, with responses being
overwhelmingly positive.'! %

Three telephone-based sessions with a trained
psychologist based on the principles of brief,
psychodynamically oriented psychotherapy,

aiming to provide patients with melanoma effective
emotional and behavioural coping strategies. These
sessions were guided by a psychologist manual,
outlining the different features and discussion
topics of the first, middle and final sessions.

The first session was held 1 week before the
upcoming dermatology appointment of the patient
with melanoma. All subsequent sessions were held
on a fortnightly basis.

Change in FCR severity over time measured using
the FCRI-SF.

» Baseline: 4-6 weeks before upcoming
dermatology appointment

» Follow-up 1: 1week after final telehealth session

» Follow-up 2: 6months after final telehealth
session

» Follow-up 3: 12 months after final telehealth
session

1. Sydney Melanoma Diagnostic Centre
2. Poche Centre, MIA

Conducted using the FCRI-SF.

The MQA booklet’s design and information was updated and
made complimentary to MIA’'s Your Guide to Early Melanoma
(3rd Edition) booklet,* which is offered to patients with
early-stage melanoma as a part of standard care at MIA.

As both booklets contain similar information on melanoma
diagnosis and treatments, information in the MQA booklet
on these topics was summarised to reduce patient burden.
This review was completed by a consumer representative,
melanoma clinicians and researchers to ensure it contains
up-to-date information as of publishing in December 2021.
All patients who participate in this study will be offered a
copy of MIA’'s booklet as a part of their standard care, with
patients who receive the intervention also offered a copy of
the MQA booklet.

Based on the results of the MCP randomised controlled
trial and discussion with its lead investigators, patients with
significantly elevated FCR at baseline would have likely
benefited from more than three telehealth sessions.'® Thus,
this study will offer these patients a total of five sessions
rather than three. It is important to note that although a
patient will be offered a number of telehealth sessions,

the number of sessions received will be dependent on the
clinical opinion of the psychologist(s) and patient need. The
psychologist manual has not been altered for this study
(patients offered five sessions will receive one ‘first’, three
‘middle’ and one ‘final’ session) and these sessions will take
place via telephone or video-conferencing software.

The first session will be held as soon as possible after FCR

screening, which can take place between 4 weeks before to
1 week after the upcoming dermatology appointment of the
patient with melanoma. All subsequent sessions will be held
on a fortnightly basis.

Change in FCR severity over time measured using the FCRI-
SF.

» Baseline: ranging from 4 weeks before to 1 week after
upcoming dermatology appointment

» Follow-up 1: 1 week after final telehealth session

» Follow-up 2: 6 months after final telehealth session

» Follow-up 3: 12 months after final telehealth session

FCR, fear of cancer recurrence; FCRI-SF, Fear of Cancer Recurrence Inventory 9-item Short Form; MCP, Melanoma Care Program; MIA, Melanoma
Institute Australia; N/A, Not applicable.

description of the MCP intervention provided to patients
in the randomised controlled trial and outlines the justifi-
cation for any modifications made for the present imple-
mentation study.

The content of the psychotherapeutic telehealth
sessions is provided in table 3.

Stepped-care model of intervention delivery

The addition of a stepped-care model of care will allow
the intervention to be tailored to each patient’s severity
of FCR, potentially maximising overall benefit and service

.. . . . 18
provision efficiency while conserving resources.

Patients will be invited to complete FCR screening using
the FCRI-SF. The FCRI-SF is measured using a nine-item,
5-point Likert scale with scores ranging from 0 to 36, with
higher scores indicating greater FCR severity.'” Multiple
cut-off scores have been suggested in the literature. For
the purpose of this pilot implementation study, a cut-off
score of >13' will be used to identify patients with clini-
cally indicative levels of FCR to receive the MCP-SCI, with
a second cut-off core of >22* used to identify patients
with more severe levels of FCR at baseline (table 4). These
cut-off scores were chosen as a preference was placed on
sensitivity over specificity to ensure patients experiencing

4
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Table 3 Outline of psychotherapeutic telehealth sessions
t10

Session Conten

Introduction The psychologist introduces themselves to
the patient, checks all materials have been
received, reconfirms consent and schedules

the first session.

The psychologist assesses patient needs,
referring to the MQA booklet where
appropriate when discussing any concerns
or unmet needs the patient has.

Session 1

Sessions 2-4 The psychologist reviews previous session(s)
with the patient and discusses any difficulties
that have arisen since. The psychologist

will continue to address the unmet needs

of patients using the MQA booklet where

possible.

The psychologist reviews all previous
sessions and addresses any new difficulties.
The psychologist discusses the degree

to which patient unmet needs have been
addressed, new strategies to address
possible future concerns and referral for
further support if required.

Final session

MQA, Melanoma: Questions and Answers.

FCR are captured, and the MCP randomised controlled
trial subgroup analysis finding participants scoring >13 at
baseline experienced asignificant decrease in FCR severity
at 6-month follow-up,’ whereas participants scoring >22
at baseline experienced no significant decrease,'” which
investigators attributed to potential dose-response effect.
Hence, it was decided to offer two additional sessions to
those who score 222 at baseline to investigate its effects.
Patients triaged to step 1 (no/low FCR) will receive
usual care, consisting of clinical follow-up and MIA’s Your
Guide to Early Melanoma (Third Edition) booklet. Patients
triaged to step 2 (moderate FCR) and step 3 (severe FCR)

will continue to receive usual care as well as being offered
the MCP intervention, with the difference between these
steps being the number of telehealth sessions offered to
the patient (table 3). The psychologist(s) will contact
patients to schedule their first session, ideally conducting
the first session before the patients’ upcoming appoint-
ment. Subsequent telehealth sessions will be conducted
on a flexible 2-week basis.

Data collection

Patients

In addition to completing the FCRI-SF, patients triaged
to step 1 (no/low FCR) will complete a demographic
questionnaire. Patients triaged to step 2 (moderate FCR)
and step 3 (severe FCR) will complete the demographic
questionnaire plus a baseline questionnaire collecting
data relating to outcome measures of interest. Patients
triaged to step 2 or 3 will also complete questionnaires
within 1 week of completing their final telehealth session
and at 6-month and 12-month follow-up. All patients who
receive the intervention will be invited to participate in
a semistructured interview during their first follow-up
questionnaire to explore their experiences of the MCP-
SCI. Recruitment will continue until thematic saturation
is reached, and purposeful sampling used to ensure a
range of experiences are captured. The Theoretical
Framework of Acceptability®! will be used to guide these
semistructured interviews. This framework consists of
seven constructs relevant to intervention acceptability:
affective attitude, burden, perceived effectiveness, ethi-
cality, intervention coherence, opportunity costs and
self-efficacy.

Patients will choose whether to complete question-
naires electronically or in paper format. A reminder
email/letter will be sent to patients who do not provide
a response after 2weeks, with a telephone reminder after
4weeks.

Table 4 Stepped-care model

Number of offered

FCRI-SF clinical cut- MQA psychotherapeutic
Steps of intervention off score Usual care* booklet telehealth sessions
Step 1
No/low FCR <13 v - 0
Step 2
Moderate FCR 13-21 v v/ 3
Step 3
Severe FCR 222 v v 5
Step 4
Significant comorbid mental N/AT v/ V4 Referralt

health condition

*Patient education and support as per usual clinical practice, including the provision of MIA’s Your Guide to Early Melanoma (Third Edition) booklet.
Tldentified through baseline questionnaire and clinical judgement during telehealth sessions.

FReferred to community mental health specialist or general practitioner.

FCR, fear of cancer recurrence; FCRI-SF, Fear of Cancer Recurrence Inventory 9-item Short Form; MIA, Melanoma Institute Australia; MQA,

Melanoma: Questions and Answers; N/A, Not applicable.
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Implementation stakeholders

Three expert groups will be formed to explore the
perceptions of implementation stakeholders to gather
information about barriers and facilitators to imple-
mentation. The first group, consisting of investigators
of the MCP randomised controlled trial, will meet pre-
implementation to discuss barriers and facilitators experi-
enced during the trial and any foreseeable barriers during
implementation in routine clinical practice. The second
and third groups, consisting of implementation stake-
holders at the two study sites, will meet 3 months prior to,
and quarterly throughout implementation, to discuss key
barriers and strategies to address them, meeting a final
time 3months post-implementation to discuss long-term
sustainability of the intervention. These expert group
discussions will be guided by the Consolidated Framework
for Implementation Research and will be audio-recorded
and transcribed for thematic analysis.22

Formative evaluation will be used to assess the effective-
ness of any strategies put in place to address barriers that
are identified during the implementation process,'* with
information collected shared with investigators and stake-
holders allowing the implementation process to adapt to
any barriers. Summaries of each expert group and agreed
upon modifications will be provided to the study sites
within a week of each expert group discussion, allowing
implementation stakeholders to enact any changes. This
will allow investigators to evaluate the effects of strategies
used to address barriers to implementation.

At the conclusion of each expert group, implementa-
tion stakeholders will be offered questionnaires to quan-
titatively explore the acceptability, appropriateness and
feasibility of the intervention.

Outcomes

Consistent with the hybrid type I design, the primary
outcome is the effectiveness of the MCP-SCI in reducing
patient FCR severity. A summary of the outcome assess-
ment methods is presented in table 5.

Primary outcome

The primary outcome of this study is change in patient
self-reported levels of FCR severity over time, measured
using the FCRI-SF, the severity subscale of the Fear of
Cancer Recurrence Inventory 42-item Form (FCRI) 7

Secondary effectiveness outcomes
Changes over time in all other subscales of the FCRI (trig-
gers, psychological distress, coping strategies, functional
impairments, insight and reassurance) will be measured
and reported as secondary outcomes. The FCRI consists of
42 items that patients answer using a 5-point Likert scale.
Higher scores indicate higher levels of FCR. The FCRI
has demonstrated psychometric properties (table 5) and
has been validated in Australians with a history of early-
stage melanoma.”

Change over time in melanoma-related knowledge will
be measured using a purpose-designed questionnaire,

adapted from the MCP randomised controlled trial. This
questionnaire was updated in tandem with the MQA
booklet, to ensure the questions and answers continue
to reflect the information provided in the booklet.
Higher scores on this scale correspond to higher levels of
melanoma-related knowledge, which is measured using
multiple choice, true/false and yes/no style questions.

Changes over time in depression, anxiely and stress will
be measured using the Depression, Anxiety and Stress
Scales 21-item Short Form (DASS-21).** The DASS-21 is
measured using a 4-point Likert scale, with higher scores
indicating more severe symptoms of depression, anxiety
or stress. The DASS-21 has demonstrated psychometric
properties (see table 5) and has clinical cut-off** and clin-
ically meaningful® scores defined.

Change over time in HRQOL will be measured using
the Assessment of Quality of Life-8 Dimensions (AQOL-
8D).” The AQOL-8D contains 35 questions to which
patients respond using Likert scales ranging from 4 to 6
points. The AQOL-8D has demonstrated psychometric
properties (see table 5). The AQOL-8D scores comprise
two super dimensions (physical and psychosocial)
consisting of eight smaller dimensions (independent
living, pain, senses, mental health, happiness, coping,
relationships and self-worth). Higher scores indicate
worse quality of life.

Secondary implementation outcomes
The acceptability and appropriateness of the MCP-SCI from a
patient’s perspective will be quantitatively measured using
the Acceptability of Intervention Measure and Interven-
tion Appropriateness Measure, respectively.27 Each of
these measures consists of four positively worded items,
measured on a 5-point Likert scale. As no cut-off scores
exist, scores of 4/5 (agree) and 5/5 (strongly agree)
will be used to indicate that the MCP-SCI is considered
acceptable and appropriate by patients. Furthermore,
semistructured interviews with patients will be used to
further explore the perceptions of patients. Acceptability
will also be measured using intervention adherence rates.
Implementation stakeholders will provide further feed-
back regarding the acceptability and appropriateness of the
MCP-SCI. This will be quantitatively measured using the
Acceptability of Intervention and Intervention Appropri-
ateness Measures. Furthermore, implementation stake-
holders will also provide feedback regarding the feasibility
or the MCP-SCI, quantitatively measured using the Feasi-
bility of Intervention Measure.”” Lastly, expert group
discussions with implementation stakeholders will be
used to further explore their perceptions of the MCP-SCI.
The cost of implementation will be reported using
process data, which will include costs associated with
the MQA booklet (ie, time to update, graphic design
and printing), training, salary of a psychologist, text
messaging, online screening and survey development,
stationery, transcribing interviews and any other inci-
dental expenses. These expenditures will be categorised

6
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into costs associated with research, initiating implementa-
tion and ongoing implementation.

Fidelity of the telehealth sessions to the psychologist
manual will be assessed using a purpose-designed fidelity
checklist adapted from the MCP.? This checklist includes
items specifically designed to review the content of
each session, including the items from the Comparative
Psychotherapy Process Scale,” Revised Cognitive Therapy
Scale,” and Interpretive and Supportive Technique
Scale.” To ensure the psychologist manual is adequately
followed, 10% of conducted telehealth sessions will be
randomly reviewed and assessed.

Finally, sustainability will be assessed through the degree
to which the intervention has been incorporated into
routine clinical care at the study sites. The sustainability
of the MCP-SCI will be discussed with implementation
stakeholders through expert group discussions.

Sample size

At 12 months post-intervention, the MCP randomised
controlled trial demonstrated a reduction in FCR severity
of ~1.41." Based on this value, a sample size of 86 will
provide 90% power to detect an overall before/after
difference of —1.41 in FCR severity between baseline and
12 months post-intervention. This sample size calculation
is based on a paired mean difference design with an SD of
4.0 and type 1 (alpha) error rate set to 0.05.”' Assuming a
conservative lost-to-follow-up rate of 20%, a final sample
of 108 patients across both study sites will be recruited
and offered the MCP-SCI. As it is anticipated that approx-
imately 63% of patients who complete screening will be
offered the intervention,” an estimated 172 patients will
complete screening, with recruitment continuing until
the required sample of 108 patients is achieved.

Data analysis plan

All patients who receive the intervention will be anal-
ysed as one group with the number of psychotherapeutic
telehealth sessions received and baseline FCR scores
treated as covariates. Linear mixed-effects regression
will be used to analyse the effect of the intervention on
patient psychosocial outcomes, as it can robustly deal with
missing data and perform hypothesis testing on longitu-
dinal data.” Furthermore, the FCR trajectory of both the
intervention group and the control group recruited in
the MCP randomised controlled trial'* will be graphically
displayed in the same figure using mean scores at base-
line, 1-week, 6-month and 12-month follow-up with 95%
ClIs for ad hoc comparison. No formal statistical inference
will be performed to compare the two groups. Modera-
tion analysis will also be used to examine the effects of
covariates on the relationship between all outcomes
and independent variables through linear regression.™
Thematic analysis will be used to analyse the semistruc-
tured interviews and expert group discussions conducted
throughout the study for common themes regarding
facilitators and barriers.”” Quantitative analysis will be
completed in IBM SPSS Statistics V.26 (IBM Corp) and

RStudio (RStudio Team 2019, V.1.2.5033); qualitative
analysis will be conducted using NVivo V.12 Plus (QSR
International).

Ethics

Ethical approval was received from the Sydney Local
Health District-Royal Prince Alfred Zone (2020/
ETHO02518). Any future amendments to the protocol
will be approved by the Steering Committee, Human
Research Ethics Council, site approval boards and the
corresponding clinical trial registry updated. Participants
enrolled in the study will be informed by JRT. Based on
the MCP randomised controlled trial, it is unlikely that
patient participants will experience adverse effects from
the stepped-care intervention, as only three participants
(4%) found discussing their melanoma experiences
with a psychologist confronting.”® Any discomfort will be
addressed during the telehealth sessions. Furthermore,
any participants identified to have a significant comorbid
mental health condition will be referred for community
mental health support to better address their needs.

Dissemination plans

Results will be shared with academics, researchers, clini-
cians, interested patients and other key stakeholders.
Results will be disseminated to peer-reviewed jour-
nals, scientific meetings and conferences and reported
according to the Standards for Reporting Implementa-
tion Studies statement.”” The associated checklist®™ will
be used to ensure all relevant aspects of the intervention
study are included in analysis and reporting. Authorship
will be determined by the criteria outlined in the Interna-
tional Committee for Medical Journal Editors.™

Data availability

To facilitate research transparency, reproducibility and
accuracy, de-identified data will be available for sharing.
Interested researchers can contact the corresponding
investigator following the publication of the 12-month
follow-up data. Data access will be granted to the proj-
ects that are considered by the investigative team to be
methodologically sound and Human Research Ethics
Committee approved. The investigative team will create
a project-specific workspace within MIA’s secure server,
which will house the de-identified data and technical
appendices.

Patient and public involvement

The design of this study, its aim and outcome measures
are a result of the positive outcomes and satisfaction
reported by the participants of the MCP randomised
controlled trial,’® as well as the clinical experiences of
the investigative team regarding patients experiencing
anxiety and FCR. The investigative team also includes
a consumer representative who has provided guidance
on the design of the study and its materials, approved of
the intervention’s possible burden on patients and will
continue to provide guidance throughout implementa-
tion as barriers are identified. No consumers are directly
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involved in the recruitment process. A lay summary of
results will be provided to any interested patients and
posted on the MIA website.

DISCUSSION

Strengths

This pilot implementation study represents the next
logical step in the translation of an evidence-based psycho-
therapeutic intervention to reduce FCR in patients with a
previous diagnosis of early-stage melanoma into routine
clinical practice. The study design will allow for concur-
rent assessment of effectiveness and implementation
variables using a mixed-methods design which includes
quantitative data obtained through use of validated and
accepted outcome measures, with contextual information
obtained from interviews and expert groups. Screening
will be used to identify patients experiencing elevated
FCR and ensure patients are offered the appropriate
level of support to address their needs. This screening
will take place between 4weeks before and 1week after
a scheduled appointment in an attempt to capture the
background levels of FCR experienced by the patient, as
fear often increases in the week before an appointment.'
Consumer representatives, practice managers, directors
and clinicians were included in the study design process,
ensuring the intervention has the utmost relevance to
patient needs and will suit the organisational structure of
the study sites.

Limitations

Similar to the MCP, the study design precludes determi-
nation of the relative contribution of the MQA booklet
and psychotherapeutic telehealth sessions in achieving
outcomes. Further studies may be designed to systemat-
ically investigate this. Furthermore, a control group will
not be recruited, as withholding evidence-based inter-
vention from patients who may screen high on FCR in
the control group was not considered ethical. Available
control group data from the MCP randomised controlled
trial will act as a comparison group to estimate 12-month
FCR trajectories without an intervention. Furthermore,
there is a risk of recruitment bias as patients with severe
FCR may avoid participating in this study. The extent
of this recruitment bias will be estimated by comparing
recruitment rates with other interventional studies in the
melanoma literature.

Significance

Information on the implementation of evidence-based
psychosocial interventions into routine melanoma prac-
tice is sparse. Only one study was identified that evaluated
the implementation of an FCR intervention into routine
practice. The Fear-Less*” Study evaluated a stepped-care
model on patients with metastatic (stage IV) melanoma,
using the ConquerFear41 intervention, which, in a clinical
trial, was found to be effective in reducing FCR in patients
with breast and colorectal cancer and melanoma.*

Fear-Less was found to be both acceptable and feasible.
The small sample size precluded determination whether
the observed reduction in FCR was statistically signifi-
cant or clinically meaningful. This study will be the first
to provide a stepped-care intervention for patients with
a previous diagnosis of earlystage melanoma reporting
elevated FCR in routine clinical practice, using an inter-
vention that has been specifically created for patients
with melanoma; addresses both the international® and
Australian®! research agenda for FCR, specifically as it
uses a stepped-care model, facilitates routine implemen-
tation of an evidence-based intervention, and provides
access to telehealth interventions to patients outside of
clinical trials; is sufficiently powered to assess the impact
of the intervention on FCR severity; and will be the first to
investigate the acceptability, appropriateness, feasibility,
fidelity and sustainability of a psychosocial intervention
implemented into routine practice to address FCR in
patients previously diagnosed with early-stage melanoma,
from both the consumer and service-provider perspec-
tive. The implementation information obtained may be
used in future implementation efforts as research moves
from the strict confines of clinical trials into real-world
settings.
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