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Abstract

Background: Following the end of a child's treatment for cancer, parents may report psychological distress. However, there
isalack of evidence-based interventionsthat are tailored to the population, and psychological support needs are commonly unmet.
An internet-administered low-intensity cognitive behavioral therapy (LICBT)-based intervention (EJDeR [internetbaserad
gélvhjalp for foraldrar till barn som avslutat en behandling mot cancer]) may provide a solution.

Objective: The first objective is to provide an overview of a multimethod approach that was used to inform the development
of the EJDeR intervention. The second objective is to provide a detailed description of the EJDeR intervention in accordance
with the Template for Intervention Description and Replication (TIDieR) checklist.

Methods: EJDeR was developed through a multimethod approach, which included the use of existing evidence, the
conceptualization of distress, participatory action research, a cross-sectiona survey, and professional and public involvement.
Depending on the main presenting difficulty identified during assessment, LICBT behavioral activation or worry management
treatment protocols are adopted for the treatment of depression or generalized anxiety disorder when experienced individually
or when comorbid. EJDeR isdelivered viathe Uppsala University Psychosocia Care Programme (U-CARE) portal, aweb-based
platform that is designed to deliver internet-administered LICBT interventions and includes secure videoconferencing. To guide
parentsin the use of EJDeR, weekly written messages viathe portal are provided by e-therapists comprising final year psychology
program students with training in cognitive behavioral therapy.

Results. An overview of the development process and a description of EJDeR, which was informed by the TIDieR checklist,
are presented. Adaptations that were made in response to public involvement are highlighted.

Conclusions: EJDeR represents a novel, guided, internet-administered LICBT intervention for supporting parents of children
treated for cancer. Adopting the TIDieR checklist offersthe potential to enhancefidelity to theintervention protocol and facilitate
later implementation. The intervention is currently being tested in afeasibility study (the ENGAGE study).
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Introduction

Background

Each year, approximately 300,000 children and young people
(aged 0-19 years) are diagnosed with cancer worldwide [1].
Despite significant treatment advances resulting in a 5-year
survival rate of 81.2% across Northern Europe [2], childhood
cancer remains aleading cause of death [3] and disease burden
[4] among children worldwide. As parents are the primary
source of support for children with cancer, they are faced with
significant negative psychological [5-10] and socioeconomic
[11-15] impacts, along with increased caregiving burden [16]
and poor health-related quality of life [17].

Compared with population controls, parents of children treated
for cancer report a higher prevalence of mental health
difficulties, including depression, anxiety, and posttraumatic
stress symptoms [6-10]. Despite the prevalence of mental health
difficulties, parents report a number of significant barriers to
accessing psychological treatment to meet their needs [18-20].
These barriers occur at theindividual level: lack of time, putting
the needs of their child first, and guilt [21,22]; provider level:
lack of knowledge of mental health difficulties and willingness
to diagnose and treat mental health problems; and systemic
level: limited availability of trained and qualified health care
providers [23-25].

Innovative strategies to address barriers and improve access to
evidence-based psychological interventions are being
implemented worldwide [26]. One such innovation is the
Improving Accessto Psychological Therapies (IAPT) program
in England [27,28], which isnow also being piloted in countries
including Australia[29] and Norway [30]. The IAPT program
was established in recognition that improving access to
evidence-based psychological therapiesrequired afundamental
transformation of mental health service delivery. This
transformation was achieved through the delivery of
psychological treatmentswithin astepped care service delivery
model [31]. One important feature of the stepped care model is
that the least restrictive evidence-based treatment available that
islikely toresultin asignificant health gainisprovided initialy
[32,33]. For example, lower demands placed on patientsin terms
of cost and persona inconvenience [32,33]. At step 2,
low-intensity cognitive behavioral therapy (LICBT) isprovided
by a psychologica practitioner workforce trained in
competencies to support patients to engage in LICBT
interventions[34]. At step 3, high-intensity cognitive behavioral
therapy (HICBT) isdelivered to patients, primarily face-to-face,
by traditional psychological therapists.

LICBT interventions are delivered through arange of cognitive
behavioral therapy (CBT) self-help interventions, including
print-based formats or e-mental health (eg, internet administered
and smartphone apps) formats[35]. Using LICBT interventions
to deliver specific CBT techniques enables treatment to be
provided with shorter session timeswhile ensuring that patients
receive a similar dose of therapy to that delivered by HICBT
therapists [34]. With HICBT, evidence-based treatment
protocols specify the delivery of several CBT techniques as part
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of a multistrand approach, such as cognitive therapy for
depression [36]. With LICBT, a single-strand approach is
adopted, in which aclinical decision is made to adopt asingle
evidence-based CBT technique for the treatment of a specific,
common mental health difficulty [34]. Given the evidence base
highlighting larger effect sizes associated with guided LICBT
versus those associated with self-administered LICBT [37,38],
interventions are supported by a psychological practitioner
workforce [34].

The evidence base for LICBT has been demonstrated in over
30 systematic reviews and 50 controlled trials [39]. Controlled
trials of guided internet-administered LICBT interventions
versus face-to-face psychologica therapies have been
demonstrated to produce equivalent overal effects [40], and
acceptability has been demonstrated in usual care settings [41].
In addition to placing fewer demands on parents of children
treated for cancer, guided internet-administered LICBT may
represent a solution to address individual-and provider-level
barriers to access [42-44]. An existing internet-administered
CBT intervention for parents of children treated for cancer has
been found to be acceptable and feasible [45]. However, this
wasan HICBT intervention, delivered in real time by aqualified
psychologist using a group treatment format. To the best of our
knowledge, there is no guided internet-administered LICBT
intervention for parents of children treated for cancer.

Objectives

The objectives are twofold. The first objective isto provide an
overview of the multimethod approach informing the
development of a guided internet-administered LICBT
intervention for parents of children treated for cancer (EJDeR
[internetbaserad gjalvhjalp for foraldrar till barn som avsutat
en behandling mot cancer]), following phase | (development)
of the Medica Research Council complex interventions
framework [46]. The second objective is to provide a detailed
description of the EJDeR intervention in accordance with the
Templatefor Intervention Description and Replication (TIDieR)
checklist [47] to overcome criticisms concerning poor and
incomplete reporting of complex nonpharmacological
interventions [48].

Methods

Overview

Mixed methods, including a systematic review [6], interview
studies [5,49], a single-arm trial [50], participatory action
research [51], and a cross-sectional web-based survey [52]
informed the initial development of EJDeR (Figure 1).
Subsequently, public [53] and professional involvement was
adopted to improve the quality, relevance, and acceptability of
the intervention. The parent research partner (PRP) group
consisted of 2 mothersand 2 fathers of achild treated for cancer
who were aged between 45 and 54 years and recruited viaword
of mouth. Professional involvement included collaboration with
a multidisciplinary team of licensed clinical psychologists,
e-therapists, pediatric oncologists, and web devel opers (Figure
2). We included 10 publications [54-63] in Figure 2.
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Figure 1. Previous research informing the development of EJDeR. CBT: cognitive behavioral therapy; EJDeR: internetbaserad sélvhjalp for foraldrar
till barn som avslutat en behandling mot cancer; ICBT: internet-administered cognitive behavioral therapy; PTSS: posttraumatic stress symptoms.

Stage 1:
Identifying the
evidence base

Systematic review (N=15 studies) of positive and negative psychological consequences of

parenting a child treated for cancer [6].

= 21-44% of parents reported PTSS, with symptoms associated with maladaptive coping
during the early disease phase.

= Megative conseguences including excessive worry about the child (eq, late effects, schoal
performance, future employment. and infertility). guilt, anger, and self-blame were identified.

!

Stage 2:
Identifying
needs

Semistructured telephone interviews examining positive and negative conseguences of
parenting a child treated for cancer (N=168) 5 years after end of treatment or child's death
[49].

* Three categories of negative experiences: impaired relationships; late effects; negative
psychological consequences (eg, persistent worry about the child, fear of relapse. and
depression) — were identified.

Open-ended face-to-face interviews exploring psychological distress experienced by parents

who express a need for psychotherapy after curative treatment for their child’s cancer (N=15)

(median 2 years since end of treatment) [5].

= Anxiety and anger associated with cancer reoccurrence or themselves/other family members
becoming ill; irritability and lethargy, loneliness, and relationship difficulties were reported.

!

Stage 3:
Conceptualizing
distress

Open single-arm trial of face-to-face high-intensity CBT for parents (N=15) of children treated

for cancer [50].

* Medium to large effect sizes for PTSS (d=0.92); depression (d=0.85); and anxiety (d=0.65) at
posttreatment and 3 month follow-up.

= Two core distress pathways identified through case formulations: (1) traumatic stress (eg,

memories from the child's illness, future onentated worries, fear of cancer reoccurrence).

Parents engaged in health-related control behaviors and avoidance of painful thoughts and

emotions maintaining fear and anxiety; (2) depression (eg, poor motivation, energy, and

anhedonia). Parents disengaged from activities during treatment (eg, reducing working hours

and social and leisure activities) which persisted after treatment, resulting in continued lack

of engagement with positive reinforcers and maintenance of depression.

Symptoms consistent with generalized anxiety disorder (eg, persistent future orientated

worry and anxiety, fear, and health-related control behaviors) were identified.

:

Stage 4:
Developing the
intervention

Participatory Action Research with parent (N=6) and expert research partners (N=2) [51]. Eight

workshops and 5 web-based exercises to inform:

* Intervention content: Preferences found for: (1) mixture of text, audio, and video matenals;
(2) case vignettes; (3) short web-based exercises; (4) web-based library with all exercises;
(5) review of treatment goals; (6) reduction of content; and (7) need for professionally
designed material.

= Mode of support: Preferences found for (1) an initial video/telephone session; (2) a booster
video/telephone session half-way through the intervention; (3) written feedback on exercises;
and (4) a single-item mood Likert scale to communicate changes in mood with the e-

therapist.

Stage 5:
Identifying
attitudes and
preferences

https://formative.jmir.org/2021/7/e22709
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Cross-sectional web-based survey with parents of children treated for cancer (N=112) with a

primary objective to examine (1) attitudes and preferences towards study design, and (2)

willingness to participate in a hypothetical trial of ICBT [52]:

= 37% (41/112) of parents reported current and 71% (80/112) past distress.

= 54% (22/41) of those parents reporting current distress reported interest in receiving ICBT
with online (27%, 11/41) or face-to-face (27%, 11/41) support from a psychologist.

= 74% (83/112) of all parents reported they would accept, or maybe accept ICBT.

= Preferences for postal study invitation letters (77%, 86/112), sent by a researcher (75%,
84/112) with additional study information provided on the web wvia text (72%, 81/112) and
video (59%, 66/112) were reported.

= Parents would accept, or maybe accept, a future study with a waiting list (83%, 94/112) or
active treatment (81%, 91/112) comparator or a patient-preference design (83%, 94/112).
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Figure2. Public and professional involvement. CBT: cognitive behavioral therapy; EJDeR: internetbaserad salvhjalp for fordldrar till barn som avslutat
en behandling mot cancer; GAD: generalized anxiety disorder; IAPT: Improving Access to Psychological Therapies, LICBT: low-intensity cognitive
behavioral therapy; PRP: parent research partner.

Stage 1:
Professional
involvement

Findings from previous research [5.6,49-52] informed a draft written version of EJDeR.

= Draft reviewed by an expert in LICBT. Advice was provided to (1) minimize the number of CBT
techniques to reduce complexity and make consistent with single-strand techniques; and (2)
remove third-wave CBT techniques (eg, mindfulness and compassion focused therapy).

= A second written draft was written by 2 licensed psychologists external to the research team.

.

Stage 2:
Public
involvement

Parent Research Partner (PRP) Group provided written feedback via e-mail on the revised draft

of EJDeR. PRPs were asked to focus on relevancy, ease of understanding, content, language,

and structure:

= Technigues used could be helpful for parents who had experienced a similar situation.

» Intervention too long and detailed.

= Homework exercises too extensive with lack of continuity, for example, new exercises
presented too quickly, instead of being revisited and repeated.

» Concerns with parents completing each CBT technigue, for example, exposure and problem
solving may not be necessary for all, and parents should be able to opt-out of using techniques.

= Presenting the conceptualization developed in Stage 1 [50] considered too complicated by

parents.
'

Stage 3:
Professional
involvement

On the basis of PRP feedback. 2 experts in LICBT were invited to develop a third written draft.

Therapeutic content was based on LICBT, adopting a single-strand approach [34]. informed by

evidence-based techniques used in IAPT [54,55]. The new version was written in English and

subsequently translated to Swedish and later back translated.

= Two main problem areas of high prevalence in the target population were targeted: depression
and generalized anxiety disorder (GAD).

= Two LICBT technigues were included: behavioral activation (depression) and worry
management (GAD).

» Focus placed on developing non complex material with simple language [56,57].

= Emphasis placed on providing the rationale for each technique, procedures, and exercises [58].

» Commaon factors [59] (eg, warmth, empathy, and to generate a belief in recovery and
usefulness of EJDeR) were integrated throughout in written form [60.61].

= Case vignettes (parent stories) developed to illustrate techniques and support parents to
identify with the material [62].

» Homework exercises designed to be revisited and repeated.

= Adopting a single-strand approach meant parents did not work with all technigues.

|

Stage 4:
Public
involvement

The third written draft of EJDeR was sent to PRP Group to provide written feedback via e-mail:

» The new intervention was short, concise, with relevant techniques and exercises

= The reduction of technigues to focus on two main problem areas (depression and GAD) was a
positive change.

» The intervention had a supportive, inviting, positive, warm, and normalizing tone. However, at
times it included too many emphatic and normalizing statements leaving an anxious tone.

= The text was perceived as providing excessive reassurance (eg, statements telling parents
they were “doing a good job").

= Case vignettes were useful and on the whole relevant to the parent population. However some

ex were not culturally relevant.

* Some language read like a direct translation from English to Swedish, refinements needed
regarding word choice and sentence structure.

= Some concerns with the number of steps and exercises required in each technique, especially
problem solving included in worry management. It was suggested a summary of the steps for
each technigue was provided.

= Owerall, all but one of the PRPs commented that this version was an improvement.

I

Stage 5:
Professional
involvement

Based on PRP feedback a final written version of EJDeR was developed:

= Attention placed on language and adaptation of examples to better fit the Swedish context.

= Some emphatic and normalizing statements were removed, whilst retaining a supportive,
positive, and warm tane.

= A summary of steps in each technique was added to the introduction for each technigue.

= Whilst ensuring fidelity to the problem solving steps included in worry management [54] the
number of exercises was reduced.

= The intervention was uploaded onto the portal alongside professionally designed illustrations.

'

Stage 6:
Professional
involvement

Ethics

Ethical approval for studiesinforming the EJDeR intervention

Two workshops (3 hours each) were held with e-therapists to review EJDeR on smartphone
devices to gain feedback on the appearance and usability on the Portal. Each workshop was
attended by an e-therapist, web developer, and research assistant. Using a think-aloud approach
[63], e-therapists were encouraged to work through EJDeR and verbalize thoughts concemning
visual appearance; and exercise instructions. Feedback was collated and given time and
resource limitations focus was placed on formatting and improving exercise instructions.

Results

Overview of the EJDeR Intervention

development processwas granted by the regional ethical review
board in Uppsala (DNR: 2012/440; DNR: 2015/426; DNR: EJDeR is a guided internet-administered LICBT intervention
2017/527) and the Swedish Ethical Review Authority (DNR: ~ for parents 3 months to 5 years following their child ending

2019-03083).
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treatment for cancer. For parents, the end of treatment isaperiod
of psychological vulnerability [6], and a subgroup reports
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long-term psychological distress after the end of treatment [10].
EJDeR is delivered on the Uppsala University Psychosocial
Care Programme (U-CARE) porta (hereafter referred to asthe
portal), an in-house platform designed to deliver CBT
interventions and support data collection [64,65]. EJDeR is
intended to be delivered over 12 weeks and consists of 4
modules: (1) introduction and psychoeducation, (2) behavioral
activation (BA), (3) worry management, and (4) relapse
prevention. First, parents attend an initial assessment via
videoconferencing or telephone interviews with an e-therapist.
Consistent with an LICBT single-strand approach, a decision
is made during the initial assessment to adopt BA to target
depression or worry management for generalized anxiety
disorder (GAD). Thereafter, e-therapists provide weekly written
messages via the portal to guide parents to use the relevant
module. Parents al so receive a midintervention booster session
with their e-therapist via videoconferencing or telephone. On
occasions where difficulties remain after completion of BA or
worry management, a collaborative decision may be reached to
progress to the other LICBT technique. A detailed description
of EJDeR is provided below in accordance with the items
included in the TIDieR checklist [47].

TIDieR Checklist Item 1: Brief Name of the
Intervention

The intervention was named EJDeR, which is a Swedish
acronym for internetbaserat sélvhjalpsprogram for foréldrar
till barn som avslutat en behandling mot cancer.

TIDieR Checklist Item 2: Rationale, Theory, or Goal
of the Intervention

Overview

Theory related to the CBT model informing the devel opment
and maintenance of psychological distress was applied to
understand the etiology and maintenance of distressin parents
of children treated for cancer [50]. On the basis of the resulting
conceptualization of distressin the population [50], depression
and traumatic stress were proposed as the main psychological
difficultieslikely to arisein the population. Symptoms consistent
with GAD (eg, persistent future-orientated worry and anxiety,
fear, and health-related control behaviors) were also identified
[50]. Given that depression and GAD are recommended for
treatment with LICBT, EJDeR was developed to target
depression and GAD, rather than posttraumatic stress disorder
(PTSD) given the lack of evidence base for LICBT for PTSD
[66]. Consistent with LICBT, EJDeR comprises two separate
single-strand LICBT techniques: BA [67-69] and worry
management [54,70,71] to target depression and GAD,
respectively. EJDeR is not designed to support parents with a
diagnosis of severe or enduring mental health difficulties or
parentswho are suicidal or have ahistory of persistent self-harm.

BA for Depression

To prioritize their child’s cancer treatment, parents of children
receiving cancer treatment commonly disengage from activities
that make up a normal life routine, such as decreased
engagement in work, social activities, and everyday household
tasks [5,49,50]. At the time of the child’s illness, prioritizing
their child's cancer treatment can be helpful for parentsin the
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short term to manage the difficult situation of being a parent to
a child with cancer. However, even after treatment has ended,
some parents continue to disengage from these activities. This
can arise as a consequence of negative reinforcement, whereby
continuing to focuson their child’s needs at the expense of their
own and not re-engaging with previously undertaken activities
can providerelief. However, failing to re-engage with previous
activities, in particular those found pleasant, reduces
opportunities for positive reinforcement, whereas engagement
in unnecessary activities associated with their child’s treatment
is maintained through negative reinforcement [67,69,72,73].
To break this maintenance cycle, EJDeR adoptsan LICBT BA
technique [69] theoretically informed by Hopko et a [74] to
overcome sources of negative reinforcement and increase
engagement with pleasurable activities in a structured and
graded way [67-69].

Worry Management for GAD

Worry in parents of children treated for cancer is commonly
related to the child's disease. To help avoid potential problems
during cancer treatment, or to avoid thinking about the outcome
of future threats, parents may engage in worry behavior in an
attempt to problem solve current difficulties and avoid future
threats [75,76]. When worry is related to a practical problem
and results in successful problem solving, it can be highly
productive; for example, ensuring the child avoids situations
that increase the risk of exposure to infectious diseases [50].
However, worry can be unhel pful when hypothetical; therefore,
solutions cannot be generated. For example, concerns related
to future cancer reoccurrence in their child or sickness in
themselves or family memberswithout any reason [5]. On such
occasions, worry may be used asaform of cognitive avoidance
to reduce distress and discomfort associated with uncertainty
[77,78]. When successful in reducing distress and discomfort,
the use of worry behaviors becomes negatively reinforced,
hel ping to manage an intolerance of uncertainty inthelong term
[77,78]. Thisintolerance of uncertainty isacorefeature of GAD
and is common among parents of children treated for cancer
[79].

Behavior Change Models

To influence the degree to which patients are able to engage
with the EJDeR intervention, behavior change theory [80] is
integrated to supplement specific factors associated with
single-strand LICBT  techniques. For example,
Self-Determination Theory [81] has been adopted to enhance
autonomy, competence, and relatedness. A sense of autonomy
is enhanced by providing a clear rationale for each LICBT
technique. Clear instructions and guidance on how to complete
exercisesand guidance and feedback provided by an e-therapist
foster competence. A sense of relatedness is established by
directing significant attention to the language adopted
throughout the intervention, such as the provision of empathy,
normalization of common difficulties, and encouraging active
engagement.

To complement Self-Determination Theory, the selection,
optimization, and compensation (SOC) model [82-84] is
embedded to support parentsin re-engaging with activities that
were given up while supporting their child through cancer
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treatment or address worry by problem solving practical
difficulties faced during treatment. The SOC model has been
demonstrated to be a successful strategy for managing the
multiple goal s associated with different life domains (eg, work,
family, and leisure) in middle adulthood [85,86] that may be
experienced by parents of children treated for cancer. Within
BA, the SOC model is used to support parents in replacing
activitiesthat were necessary to stop by selecting other activities
that are more achievable and remain of importance and value.
The SOC model can help support problem solving by adapting
activities in the event of experiencing changes in resources
(optimization; eg, lack of time and finance) and identifying
ways of achieving the activity in light of changes (compensation;
eg, finding time and asking for support). Applying the SOC
model enables parents to maximize desirable gains, goals, and

Woodford et al

outcomes while minimizing undesirable losses, goals, and
outcomes [82-84].

TIDieR Checklist Item 3: Physical or Informational
Materials Used in the Intervention Delivery or
Training

I ntervention Delivery

EJDeR isdelivered onthe portal and includestext, illustrations,
film, audio files, and a frequently asked questions section. The
About Us section presents photos and a brief biography of the
EJDeR authors to verify author credibility, previously shown
to beimportant when providing remote treatment [87]. Technical
help texts are available throughout EJDeR to support parents
to use all functions. To visually present how EJDeR appears to
parents, sample screenshots from the intervention can be seen
in Figure 3.

Figure 3. Sample screenshots of EJDeR. EJDeR: internetbaserad sjalvhjélp for foréldrar till barn som avslutat en behandling mot cancer.

A= = ® = O
Start Video Meddelande Biblctek Fler alemat Logga ut

U

ENGAGE

Traffa Andreas och Kristina

Under din tid med EJDeR kommer du fa veta hur tva foraldrar, Andreas och Kristina, har
arbetat med teknikema i EJDeR. | filmerna nedan beréttar Andreas och Kristina om hur
deras liv paverkades av deras bams cancersjukdom. Du kan titta pa bada fimerna, eller
bara en. Kanske kénner du igen dig mer i en av beréttelserna

Andreas berattelse

Andreas beréittelse

> 0:00/4:01

“Det var nastan som att jag alitid var pa en mérk plats och ingenting verkade kunna
hjdlpa mig att ma battre. Jag kampade verkligen med nedstamdhet och depression
efter att min dotter Idas cancerbehandling avslutades. Nér Ida behandlades fokuserade
jag pa alla vardagssysslor och 16rsokte vara stark for min son Isaks och min fru Ellens
skull. Innan behandlingen startade var jag en véldigt social och aktiv person. Men efter
det att Idas behandling avslutades kunde jag inte Aterga till det jag brukat gora och det
fick mig att ma annu samre. Jag kdnde mig mer och mer trott, och hade varken ork
eller lust att gora saker jag hade tyckt om att géra.”

Parentsinitially complete theintroduction and psychoeducation
module, and after the initial assessment session, e-therapists
provide access to the module containing the LICBT technique
best suited to their main presenting difficulty (BA or worry
management). After completion of BA or worry management,
acollaborative decision between the e-therapist and parent may

https:/formative.jmir.org/2021/7/e22709
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Tillbaka

Utgangspunkt
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Hitta en balans
For att hjalpa dig att borja gora saker igen kan det vara anvandbart att tanka pd tre fyper av sktiviteter.

Rutinaktiviteter Nojesaktiviteter Nédviindiga aktiviteter

En blandning av olika aktiviteter ar valgorande

For att md bra behov 3 ra ak A mar bra av i stunden
maste goras
©ss golt

men soi

Foraidrar har beslaivit all deras liv framst handlal om alt ta hand om sin familj, arbeta och skota hemmel. Ofta har
néjesaitiviteter forsummats

En balans mellan de tre typerna av
aktiviteter kan géra stor skillnad for

be reached to progressto the other LICBT technique; however,
parents only work with asingle LICBT technique at atime. A
detailed description of the module content is found in TIDieR
item 4, and an overview of the structure of EJDeR is shown in
Figure 4.
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Figure4. Anoverview of the structure of EJDeR. EJDeR: internetbaserad sjalvhjalp for foraldrar till barn som avslutat en behandling mot cancer.
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Consistent with the LICBT approach, participant engagement
with the techniques is facilitated through in-module exercises
and weekly homework exercises completed on the portal and
submitted to the e-therapist (see Figure 5 for an example). To
provide choice, homework exercises can aso be printed and
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completed offline, and parents subsequently compl ete aweekly
homework review on exercise on the portal. Parents can access
copies of al weekly homework exercises and audio filesin a
web-based library in the portal.
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Figure5. Sample exercise worksheet from EJDeR. EJDeR: internetbaserad sjalvhjalp for foraldrar till barn som avslutat en behandling mot cancer.

Var ar jag nu?

Mandag Tisdag Onsdag

I ntervention Training

e-Therapists are provided with a porta handbook, with
instructions on how to use EJDeR and training videos on the
delivery of the BA and worry management techniques.
e-Therapists review parent progress through the modules and
any completed in-module exercises and homework exercises
on the portal.

TIDieR Checklist 1tem 4: Procedures, Activities, and
Processes Used in the I ntervention

Module: Introduction and Psychoeducation

Parents are provided with a brief introduction of how to use
EJDeR. Psychoeducation about psychological distress in the
context of being a parent of a child treated for cancer is aso
provided. Parents are introduced to two case vignettes that are
used throughout EJDeR based on the Five Areas CBT model
[88,89] to facilitate an understanding of the CBT rationale. To
enhance engagement, case vignettes were informed by our
previous research [5,51]. Parents (1) complete their own Five
Areas CBT model; (2) identify areas of importance and value
in their life; and (3) set three goals that are specific, positive,
and realistically achievable. Parents are presented with the two
case vignettes briefly outlining the techniques parentswill work
with during EJDeR.

Alongside completion of this module, parents take part in an
initial assessment session with an e-therapist (see TIDieR
checklist Item 6) to determine the parent’s main presenting
difficulty. The e-therapist provides access to the BA module
for parents experiencing depression and the worry management
module for parents experiencing GAD.

https://formative.jmir.org/2021/7/e22709
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Module: BA

The full clinical protocol for BA has been described elsewhere
[67-69]. Activities that make up a normal life routine are
categorized into threetypes: (1) routine (providing life structure
and typically repeated during the week, such as housework and
cooking); (2) pleasurable activities that provide a sense of
pleasure or enjoyment that are determined by the parent; and
(3) necessary activities that are recognized as having the
potential for serious negative conseguences if not done (eg,
attending hospital appointments, taking medication, or paying
a hill). Parents are gradually supported to re-engage with
activities they have stopped, aiming to re-establish a balance
of routine and pleasurable activities, and whererequired, include
necessary activities. The clinical protocol includes four main
steps (identifying current activities, identifying stopped
activities, organizing activities, and planning activities). Asan
adaptation, an additional step entitled Prioritizing Activities
was added, recognizing that parents commonly experience
difficulties trying to balance their home, work, and family life
after cancer treatment has ended [5]. Parents may need to
reprioritize routine activities to gain opportunities to re-engage
with neglected pleasurable activities. A casevignetteisused to
guide parents through BA, including examples of completed
exercises and occasions where sethacks are experienced, and
to provide guidance and feedback on the use of BA [60,61].
Parents are encouraged to work with BA, with the exact number
of weeks required decided collaboratively between the parent
and e-therapist.

Module: Worry Management

Theclinical protocol for worry management has been described
elsewhere [54,70,71]. Parents capture worries over aweek in a
worry diary and categorize worriesinto two types: (1) practical
(eg, important and can be solved) and (2) hypothetical (eg,
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important but have no way of being solved, such as worries
relating to past events, things that might happen in the future,
or things that cannot be controlled). Parents review the types
of worriesthey have captured and determine whether aparticular
type (eg, practical or hypothetical) has a greater impact and is
more distressing. Parents are encouraged to use problem solving
for practical worries and worry time for hypothetical worries.
A case vignette is also used to guide parents through worry
management. Parents continue to work with worry management,
with the number of weeks decided collaboratively between the
parent and the e-therapist. Parents may work with both worry
time and problem solving.

Module: Relapse Prevention

This module is based on a relapse prevention protocol for
LICBT [54,68] and is completed at the end of the 12-week
intervention period or beforeif acollaborative decision is made
between the parent and the e-therapist. Parentsidentify warning
signsthat may indicate relapse using the Five Areas CBT model
[88,89] completed in the introduction and psychoeducation
module. Next, parents identify what activities, skills, and
techniques they have learned and found helpful during EJDeR
toinform astaying-well toolkit. Parents are encouraged to make
awritten commitment to check-in with themselves, initially on
a weekly basis, to consider what warning signs they may be
experiencing. If parents find themselves experiencing warning
signs, they should use their staying-well toolkit to identify how
to address these.

TIDieR Checklist Item 5: Expertise, Background, and
Specific Training Given to Intervention Providers

EJDeR is designed to be guided by e-therapists trained in the
competenciesrequired to support LICBT [90]. Withinthe |APT
program [27], guidance is provided by a psychological
well-being practitioner workforce, where practitioners receive
9 months of graduate or postgraduate level training and are not
required to have a core health or mental health professional
qualification [34]. In Sweden, there is no psychological
well-being practitioner workforce. Therefore, e-therapists are
intended to be psychology program students, in at least their
fourth year of study, including a term of advanced studies in
CBT and those who have not yet gained an accredited mental
health professional qualification.

A 2-day training program for EJDeR was provided to
e-therapists by intervention authors PF (IAPT program LICBT
national expert advisor and clinical lead, accredited cognitive
behavioral psychotherapist and chartered psychol ogist) and IW
(research psychologist, expert in LICBT, and teacher on
educational programsto train mental health professionalsusing
LICBT), a Swedish licensed psychologist, and 2 research
assistants (MSc level). Training focuses on developing an
understanding of (1) LICBT, (2) BA, (3) worry management,
(4) difficulties commonly experienced by parents of children
treated for cancer, (5) the structure of EJDeR, (6) support
protocols, and (7) using the portal.

e-Therapists receive weekly group clinical supervision via
videoconferencing or face-to-face with alicensed psychol ogist
with expertisein the population and internet-administered CBT.

https://formative.jmir.org/2021/7/e22709
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On-demand individual supervisionwith alicensed psychologist
isprovided, if required.

TIDieR Checklist Item 6: Modes of Delivery

The Portal

The portal [64,65] incorporates security and safety features to
ensure sensitive information management, including (1) user
log-in via bank ID (a citizen authentication system used in
Sweden); (2) access through an encrypted connection using an
HTTPS protocoal; (3) protection of the webserver via Uppsala
University’s secure firewall, allowing only http secure traffic;
and (4) storage of study data on a separate database to personal
data (eg, the parent’s identity and contact details) with both
databases encrypted using 256-hit transparent data encryption.
User action logging is enabled via action metadata management
to allow user behavior analysis, including (1) log-ins; (2)
log-outs; (3) opened modules; (4) section views (eg, thelibrary);
(5) opening PDFs; (6) homework entries, (7) multimedia (eg,
audio and video) file consumption (including play, pause, and
stop); and (8) time-stamp data. Message logging is also enabled,
for exampl e, the number of automated reminders sent viaSMS
text messaging or email, and the number of written messages
sent between the e-therapist and the parent within the portal. A
number of persuasive system design elements [91,92] are
integrated to improveintervention adherence: (1) tunneling (eg,
intervention content delivered in a predefined step-wise order
to guide users through the intervention); (2) tailoring (eg,
intervention content is personalized to user needs, ie, their main
presenting mental health difficulty); (3) personalization (eg,
reminder messages include the parent's first name); (4)
self-monitoring (eg, mood monitoring viaavisua analog scale);
(5) rehearsal (eg, exercises are repeated); (6) reminders (eg,
automated messages to remind parents to perform specific
actions); (7) similarity (eg, use of case vignettes); and (8) liking
(eg, use of professional illustrations).

e-Therapist Guidance

Guidance is provided to parents by a secure inbuilt
videoconferencing system, written messagesviathe portal, and
over the telephone. e-Therapists hold an initial assessment
session with the parent informed by existing protocols [68] via
videoconferencing or telephone. At the end of the assessment,
adecision is made concerning which LICBT technique is best
suited to the parent depending on their main difficulty (eg,
depression or GAD). Thereafter, e-therapists provide weekly
guidance via written messages within the portal, informed by
evidence suggesting frequent support is associated with
adherence [93]. Weekly written messages are informed by an
existing brief check-in support protocol [68] and include (1)
reviewing and providing feedback on weekly homework
exercises; (2) reinforcement of progress made; (3) normalization
of any difficulties encountered; (4) assistance with problem
solving difficulties and directing the parent to advice in the
EJDeR intervention; (5) setting a plan for the use of EJDeR
over the coming week; and (6) encouragement to support
continued motivation and engagement. The brief check-in
support protocol [68] isinformed by the | CBT Therapist Rating
Scale [94] and designed to minimize the use of undesirable
e-therapist behaviors [95]. e-Therapists may provide at-need

JMIR Form Res 2021 | vol. 5 | iss. 7 | €22709 | p. 9
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH

written support via the portal if requested and are required to
respond to parents within 1 working day. Parents receive a
booster session via videoconferencing or telephone halfway
through EJDeR to review and assess progress, identify and
provide assistance for problem solving any difficulties
experienced, and provide continued encouragement and
motivation.

TIDieR Checklist Item 7: Location

e-Therapists were located at Uppsala University, Sweden.
EJDeR can be assessed on PCs, smartphones, and tablets.

TIDieR Checklist Item 8: Timing, Duration, and
Intensity

EJDeR is designed to be delivered over 12 weeks. The initial
assessment session lasts approximately 45 minutes and the
booster session lasts for 30 minutes. e-Therapists are expected
to spend 20-30 minutes per parent each week, providing weekly
written messages viathe portal . Parents are expected to compl ete
the introduction and psychoeducation module and one LICBT
intervention module (eg, BA or worry management).

TIDieR Checklist Item 9: Tailoring the I ntervention

Content has been closely developed alongside PRPs and has
been informed by research identifying the experiences, distress,
needs, and preferences for support of parents of children treated
for cancer [5,6,49-52]. Exampl es of tailoring for the popul ation
include (1) the use of case vignettes of parents using the
intervention, which were informed by our previous research to
enhance realism and relevancy [5,51]; (2) professional
illustrations depicting parents throughout the intervention; (3)
the inclusion of psychoeducation in the context of the situation
of being aparent of achild treated for cancer (eg, fear of cancer
reoccurrence); (4) the choice between attending the initial
assessment session viatelephone or videoconference [51]; and
(5) theinclusion of a midintervention booster session [51].

TIDieR Checklist Item 10: M odifications of the
Intervention

EJDeRiscurrently being tested in asingle-arm feasibility study,
ENGAGE [96,97] (ISRCTN 57233429), with a baseline,
posttreatment (12 weeks), and 6-month follow-up, with an
embedded qualitative and quantitative process evaluation to
inform afuture phase 111 definitive randomized controlled trial.
Findingsfrom the embedded qualitative process eval uation will
inform future potential modifications to the intervention. Any
intervention modifications during the course of the study will
be reported in the ENGAGE study results.

TIDieR Checklist Item 11: Assessing I ntervention
Adherence (Planned)

Videoconference and telephone guidance sessions are
audio-recorded with informed consent. Overall, 15% of written
communication and 15% of video or telephone communication
between parents and e-therapists are reviewed by a member of
the research team to assess e-therapist fidelity to the clinical
protocol. Parent activity on the portal is logged to examine
parent adherence, including the number of log-ins, opened
modul es, completed in-module and homework exercisesviathe
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portal, and the number of written messages via the portal sent
to e-therapists.

TIDieR Checklist Item 12: Assessing | ntervention
Adherence (Actual)

Actual adherence to EJDeR will be reported in the results of
the ongoing single-arm feasibility study ENGAGE [96].

Discussion

Principal Findings

The detailed description of EJDeR, in line with the TIDieR
checklist, can help facilitate e-therapist fidelity to the EJDeR
protocol during the ENGAGE study [98]. Furthermore, if EJDeR
isimplemented later, clinical delivery will be replicable.

Limitationsand Strengths

Although publicinvolvement was embedded within intervention
development and resulted in valuable feedback and intervention
changes, involvement was at aconsultation level, with feedback
provided on materials already devel oped by the research team.
Involvement may have been enhanced by the greater
engagement of PRPsearlier in the process. For example, holding
in-depth discussion groups, involvement in writing the
intervention, and development of case vignettes to add extra
authenticity. PRPs only provided feedback on awritten version
of EJDeR and not when EJDeR was uploaded onto the portal,
and was, therefore, reviewed outside of its intended context.
However, an important objective of the ongoing study ENGAGE
isto examine the acceptability and feasibility of EJDeR in more
depth.

EJDeR does not include the collection of routineweekly clinical
outcome measurements for clinical purposes, for example, to
help inform treatment decisions. Instead, weekly clinica
outcome measurements (depression, Patient Headlth
Questionnaire-9; GAD, GAD-7; posttraumatic stress symptoms,
PTSD Checklist for DSM-5, and PTSD Checklist-Civilian
Version) were collected via the portal to inform a process
evaluation for research purposes only [96]. Collection of clinical
outcome measurements on a session-by-session basisis acore
feature of the stepped care model to inform the treatment
planning [27] and a core feature of the successful
implementation of internet-administered CBT in routine health
care[99].

Consistent with the single-strand LICBT interventions devel oped
in England as part of the IAPT program, EJDeR was adapted
to enhance the acceptability for the Swedish population.
Adopting a more structured framework to inform the cultural
adaptation of evidence-based psychological interventions may
improve acceptability and relevance [100]. Finaly, to ensure
consistency withthe LICBT approach, EJDeR targetsdepression
and GAD. Therefore, EJDeR does not target al mental health
difficultiescommonly experienced by parents of children treated
for cancer, such as PTSD [50]. Future psychological
interventions devel oped for parents of children treated for cancer
may target other difficulties.

Notwithstanding these limitations, the development of EJDeR
wasinformed by aseries of iterative research studies, including
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evidence synthesis, conceptualization of distress, participatory
action research, and a cross-sectional web-based survey, and
therefore, it is strongly grounded in research on the population.
Public involvement was embedded within the intervention
development process, resulting in invaluable feedback and
intervention changes. Development included translation by
native Swedish speakers and subsequent back-trandation by a
professional translation company.

Comparison With Prior Work

To the best of our knowledge, this is the first LICBT
intervention to be described in detail and in accordance with
the TIDieR checklist [47]. Although LICBT clinical protocols
have been published [68], the TIDieR checklist represents a
systematic and structured approach to facilitating detailed
intervention descriptions. The provision of a systematic and
structured clinical protocol may be of particular importance,
given that therapeutic drift [101] in supporting LICBT is
commonly reported [102]. In addition, the content of LICBT

Woodford et al

described [104]. Furthermore, the use of the TIDieR checklist,
alongside the application of further intervention fidelity
measures, will facilitate determining the extent to which EJDeR
is delivered as planned in the ENGAGE study, thereby
increasing confidence in the results of any subsegquent
effectivenesstrial [98].

Conclusions

Informed by phase | (development) of the Medical Research
Council guidance for the development and evaluation of
complex interventions [46], an overview of the development
process is provided, along with a detailed description of the
EJDeR intervention informed by the TIDieR checklist. The
provision of a detailed and structured intervention protocol is
of particular importance for the implementation of
evidence-based treatments and reduction of research waste [48],
providing procedures to maximize fidelity to protocols [98].
Reducing therapist drift is a core feature associated with the
successful implementation of internet-administered LICBT [99].

interventions differs significantly [34,103] and is poorly
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