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Abstract

Background: Only 11%-40% of those with a mental disorder in Germany receive treatment. In many cases, face-to-face
psychotherapy isnot avail able because of limited resources, such as an insufficient number of therapistsin the area. New approaches
to improve the German health care system are needed to counter chronification. Web-based interventions have been shown to be
effective as stand-alone and add-on treatments to routine practice. Interventions designed for a wide range of mental disorders
such as transdiagnostic interventions are needed to make treatment for mental disorders more accessible and thus shorten waiting
times and mitigate the chronification of mental health problems. In general, interventions can be differentiated as having either
acapitalization (CAP) focus—thus drawing on already existing strengths—or acompensation (COM P) focus—trying to compensate
for deficits. Up to now, the effectiveness of transdiagnostic web-based interventions with either a CAP or a COMP focus has not
yet been evaluated.

Objective: Thisstudy isthefirst to examine the effectiveness of two transdiagnostic web-based interventions: (1) the activation
of resilience and drawing on existing strengths (CAP: Res-Up!) and (2) the improvement of emotion regulation (COMP:
REMOTION), compared with care as usual (CAU) in routine outpatient psychotherapy.

Methods: Adults with at least 1 mental health disorder will be recruited at 4 outpatient centers in Germany. Participants will
then be randomized equally into 1 of the 2 intervention groups Res-Up! (CAP) and REMOTION (COMP) or into the control
group (CAU). Assessments will be made at basdline (T0O), at 6 weeks after treatment start (T1), and at 12 weeks after treatment
start (T2). A primary outcome will be symptom severity (Brief Symptom Inventory-18). Secondary outcomes will focus on
emotion regulation and resilience.

Results: Participant recruitment and data collection started in April 2020 and were ongoing as of July 2022. We expect participants
to benefit more from the interventions than from the CAU control on the dimensions of symptom severity, resilience, and emotion
regulation. Furthermore, we expect to find possible differences between CAP and COMP. The results of the study are expected
in 2023.

Conclusions: This randomized controlled trial will compare CAU with the transdiagnostic web-based interventions Res-Up!
and REMOTION, and will thus inform future studies concerning the effectiveness of transdiagnostic web-based interventionsin
routine outpatient psychotherapy.

Trial Registration: Clinical Trials.gov NCT04352010; https://clinicaltrials.gov/ct2/show/NCT04352010

International Registered Report Identifier (IRRID): DERR1-10.2196/41413

(IMIR Res Protoc 2023;12:e41413) doi: 10.2196/41413
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Introduction

Overview

Approximately 1 in 6 people worldwide have met the criteria
for amental disorder inthelast 12 months (17.6%); 29.2% have
been identified as having experienced amental disorder at some
timeintheir life[1]. Mental health problemsand disorders have
a profound impact on individuals affected by symptoms and
society asawhole. Still, in Germany, only 11%-40% of patients
receive treatment [2], often due to the long waiting times for
psychotherapy (20.1 weeksin 2019) [3]. Therefore, the German
mental health care system needs innovative intervention
concepts, using approaches beyond standard face-to-face therapy
and serving awide range of mental disorders. Transdiagnostic
web-based interventions can provide such an approach [4-6].

Web-Based | nterventions

Recent global devel opments have fast-forwarded digitalization,
and thus the use of web-based tools to support mental health
care has rapidly increased al over the world. Research on
web-based interventions in psychotherapy supports the
effectiveness of different intervention programsfor avariety of
mental disorders[5,7,8]. With limited accessto psychotherapy,
web-based interventions are an economical, flexible, and
practical aternative or addition to conventional treatment [5].
Particularly when face-to-face psychotherapy is not available
because of limited resources (like insufficient availability of
therapists), web-based interventions can help to avoid long
waiting times for treatment and thus mitigate the chronification
of mental health problems[4].

Among web-based interventions, stand-alone web-based
programs can be differentiated from blended treatment
(BT)—the combination of face-to-face psychotherapy and a
web-based intervention [9]. Although BT can take on many
different forms [10], a differentiation can be made between
integrated blends (eg, conceptual coordination between
web-based i ntervention elements and face-to-face psychotherapy
sessions via a specified protocol) and add-on blends (eg, a
web-based intervention provided in paralel before or after
face-to-face psychotherapy without conceptual coordination or
integration between the two). BT, where a web-based
intervention was provided as an add-on to face-to-face
psychotherapy, has been shown to be more effective than
psychotherapy alone [11]. A transdiagnostic approach might
be particularly relevant for add-on conceptualizations as
coordination with a potential face-to-face therapy focusing on
a specific disorder islessrelevant.

Although even unguided web-based interventions (without any
contact between the patient and the provider of the intervention)
seem to be effective, therapist-supported web-based
interventions are most likely more effective than self-guided
treatments[5,12,13]. Although the exact mechanism behind the
benefit of guidance remains unclear, this may be due to higher
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adherence and lower dropout rates resulting from the positive
effect of the accompanying support on motivation and on
engagement with the intervention [5,11].

Capitalization or Compensation: Basic Orientations
in Psychotherapy

Overdl, a differentiation has been made in psychotherapy
research between capitalization (CAP)—oriented versus
compensation (COMP)—oriented interventions. CAPs aim to
draw on the person’s already existing strengths (in awide sense:
action repertoire, resilience strategies, and external and internal
resources), and COMPs identify dysfunctional maintenance
factors of psychopathology and teach (respectively train) the
person to use new strategies or build new behavior against
relative deficits [14-18]. In an early study, Wingate et al [18]
compared the outcomes of compensation versus capitalization
in the treatment of suicidality in young adults, finding results
favoring COMPs, whereas other studies find results favoring
CAPs [14,17]. According to the current sparse research, there
isno agreement on which of these 2 strategies should be pursued
in psychotherapy [14,17,19-22].

Certain interventions in psychotherapy are inherently more
focused on capitalization (eg, focusing on action repertoire,
resilience strategies, and external and internal resources) or on
compensation (eg, focusing on the building of new strategies
for deficit compensation). Although outcome differences
between CAPsand COMPsin face-to-face psychotherapy seem
to be small [14], there are no studies comparing the 2 approaches
for web-based therapy. Web-based therapy involves less
therapeutic guidance and thus relies more strongly on the
person’s self-management capacities. Thus, the possible effects
of therapists support in face-to-face therapy compensating
deficits in both CAP and COMP cease in aweb setting. Thus,
this randomized controlled trial explores, for the first time, the
effect of 2 transdiagnostic web-based interventions inherently
capitalization or compensation oriented: activation of resilience
(CAP) (respectively improvement of emotion regulation
[COMP]) compared with a care-as-usua (CAU) group.

As discussed above, capitalization and compensation can be
conceptualized as features of interventions. Another possible
conceptualization is via the interaction of intervention focus
with patient variables. If particularly patients with a high level
of adaptive emotion-regulation strategies profit from an
intervention focusing on theimprovement of emotion-regulation
strategies, this would point toward a capitalization change
process. If patients with a low level of adaptive
emotion-regulation strategies profit particularly from an
intervention focusing on theimprovement of emotion-regulation
strategies, this points to a compensation change process. Thus,
in this trial, differential effects of patients’ initial resilience
(respectively emotion-regul ation competencies) on the outcome
of aresilience and emotion-regulation intervention will also be
explored.
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Resilience

Resilience as psychological resistanceto adversity wasoriginally
conceptualized in the context of developmental psychology
[23,24]. Today, resilience and resources are often discussed in
the field of positive psychology [25], which focuses on factors
that make and keep people healthy rather than ill. Although
most research on resilience and resources has a compensation
focus, aiming to create new resources and building up new
strengths[26], the personal model of resilience (PMR) isaCAP
intervention that was developed by Padesky and Mooney [27]
from a cognitive perspective.

The PMR focuses on individuals' pre-existing resources and
resilient strategies to increase awareness and implementation
of these strengths. The basic assumptions of the PMR are as
follows: every person is resilient and has resilience strategies
that are already part of their action repertoire and have the
potential to also be used in challenging situations. The model
is based on evidence-based standards for cognitive behavioral
therapy [28].

The model was evaluated in a pilot study with students[29], a
randomized study with a waiting control group [30], and in a
web version with active pluswaiting control groups (web-based
intervention program vsface-to-face vs ABC [activating events,
belief systems, emational and behavioral consegquences] model
vs waiting control group) [31]. Medium effect sizes for the
face-to-face model and small effect sizes for the web version
were observed. Based on the feedback of participants, the web
version was redesigned and is being re-evaluated [32]. The
redesigned version of the program (Res-Up! : Resilience program
of the University of Witten/Herdecke) showed medium effect
sizes in preliminary results for resilience (d=0.51-0.55) and
emotional competence (d=0.51), greater effect sizes for
self-compassion (d=0.70), and small effect sizesfor self-esteem
(d=0.41) [32].

Emoation Regulation

Emotion regulation refers to the way individuals attempt to
influence emotions and includes the upregulation and
downregulation of positive and negative emotionsin accordance
with regulatory goals[33]. Emotion regulation and specifically
the fostering of flexible use of different emotion-regulation
strategies areimportant topicsin the treatment of mental health
disordersand more specifically in psychotherapy research. This
is made evident by the large number of publications that focus
on the topic of emotion regulation [34-37]. Interestingly,
emotion regul ation has been discussed as atransdiagnostic factor
related to psychopathology and the treatment of mental health
disorders [34,38-40]. More recently, several mental health
interventions that address or target emotion regulation have
been devel oped asweb- or mobile-based programs. For example,
Bohme and Berking [41] describethe application of an emotion
regulation app based on Affect Regulation Training.

By using the extended process model of emotion regulation as
a theoretical framework to structure an emotion-regulation
intervention [42], Bielinski et al [43] developed REMOTION.
The web-based program aims to reduce the symptom severity
of patientswith arange of different diagnoses whileimproving
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their emotion regulation [43]. REMOTION is currently being
examined as a blended intervention in an outpatient
psychotherapy setting in apilot randomized controlled trial [43].
It is also currently being examined as an add-on to acute
inpatient psychiatric carein another pilot randomized controlled
trial (Clinical Trials.gov NCT04990674). Resultsfor both trials
are expected in 2023.

Aims

Web-based interventions have been efficient and helpful in
considering different mental disorders and in self-selected
samples in many controlled studies [7]. Nevertheless, little is
known about the efficacy of web-based interventionsin routine

psychotherapeutic practice and their usefulness as an add-on to
conventional psychotherapy (BT).

The first goal of this study is to assess the effectiveness of 2
web-based interventions (Res-Up! and REMOTION) in an
outpatient psychotherapeutic routine setting in comparison with
CAU.

The second goal of this study is to explore, in a web-based
therapy context, theimplementation of interventions with either
a CAP or COMP focus by using 2 transdiagnostic web-based
intervention programs, centered either on activating resilience
(CAP;, “Res-Up!”) or on emotion regulation (COMP,
“REMOTION").

Further subanalyses considering differencesin patients’ benefits
depending on their diagnoses will be conducted. In addition,
the differential  effects of initiadl resilience and
emotion-regulation competencies on the effectiveness of
Res-Up! and REMOTION will be explored. To accomplish this,
the initial status of resilience and emotion-regulation
competencieswill be assessed and rel ated to intervention effects
in the intervention groups.

Methods

Study Design

The study isamulticenter 3-arm randomized controlled trial in
which a CAU approach will be compared with 2 different
web-based intervention programs (CAP: Res-Up! and COMP:
REMOTION), which will be administered as an add-on to CAU.

Participants in the intervention groups will be given access to
Res-Up! and REMOTION immediately, whereas participants
inthe CAU group will receive accessto one of theinterventions
after 12 weeks (participantsin the CAU group can choosewhich
intervention they want to access). Assessmentswill be made at
baseline, 6 weeks (post), and 12 weeks (follow-up) for all
participants. Assessments at 6 and 12 weeks will be made
irrespective of whether the participant is in face-to-face
treatment.

The multicenter trial will take place at the outpatient clinics of
the Training Center for Psychological Psychotherapy OWL
(Bielefeld, Germany), the Centersfor Psychotherapy Dortmund
and Muenster (all German Association of Behavioral
Therapy—Deutsche Gesellschaft  fur  Verhaltenstherapie
[DGVT]), and the Center for Mental Health and Psychotherapy
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(Department of Psychology and Psychotherapy, University
Witten/Herdecke).

Primary and secondary outcomes will be gathered via link to
web-based self-report questionnaires based on Qualtrics software
[44] at baseline and 6 and 12 weeks after baseline.

All participants will be required to give their informed consent
before enrollment in the study. The written consent will be

Figure 1. Flow of participants. CAU: care as usual.
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obtained by trained psychotherapists at the outpatient centers.
Furthermore, al participants are given the option to contact a
study member during the intervention (* guidance on demand”)
either via email (REMOTION) or chat (Res-Up!) but are not
actively contacted by theteam (except for remindersto complete
the interventions or questionnaires and a welcome message).
Figure 1 displays the flow of patients through the study.
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Sample Size Calculation

Sample size was calculated with the software G* Power [45].
We aim to detect small effect sizes of Cohen d=0.20 regarding
the TimexGroup interaction for the 2 active conditions at an
error level of .05. A power analysis revealed that asample size
of 80 participants in each of the active study armsis required
to detect a statistically significant difference with a power (1 —
B) of .80. The sample size was further estimated based on a
dropout rate of approximately 25%. We finally decided to
randomize 100 participants to each of the conditions (3 arms,
100 per arm; CAU, Res-Up!, and REMOTION). The second
goal of the study is exploratory, and thus no assumptions about
differential effects can be made.

Eligibility Criteria

Theinclusion criteriaare asfollows: (1) current diagnosis of a
mental disorder according to Diagnostic and Statistical Manual
of Mental Disorders, Fifth Edition or International

Classification of Diseases, 10th Revision; (2) recruitment at one
of the participating outpatient clinics listed above; (3) interest
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to receive psychotherapy at one of the centers but not currently
enrolled; (4) at least 18 years of age; and (5) reliable web access.
Theexclusion criteriaare asfollows: (1) current severe episode
of major depression, (2) current psychotic disorder, (3) acute
suicidal tendency, (4) other severe mental disorders (eg, bipolar
disorder), and (5) insufficient German language skills. These
diagnoseswere ruled out because of their severity, asthey impair
the ability to concentrate on web-based interventions and stay
committed for several weeks of programs and measurements.
Access to face-to-face psychotherapy after enroliment is not
restricted while participants are working with the web-based
programs in order to approximate naturalistic conditions.

Recruitment and Randomization

Recruiting training centers for psychological psychotherapists
in Germany are located in Bielefeld, Dortmund, Muenster
(training centers of DGV T) and in Witten, Germany (Center of
Mental Health and Psychotherapy, Witten/Herdecke University).
Trained psychotherapists at all centers will inform interested
individuals coming to the institution for a face-to-face
consultation session. As waiting lists for psychotherapy are
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quitelong in Germany, the consultation generally does not mark
the beginning of psychotherapy but is scheduled to evaluate
whether the person hasaclinically relevant psychiatric disorder
with astructured clinical interview. Interviewers gather written
consent to participate in the study, which is forwarded to the
study team members. After study eligibility is proven,
participants receive an email with a personalized code to the
baseline questionnaires. Once participants have filled out the
baseline questionnaires, they are randomized via Qualtrics
software [44].

Ethics Approval

The study will be conducted according to local regulations and
the Declaration of Helsinki. The study was approved by the
ethics committee of the University Witten/Herdecke (221/2019).
Written informed consent regarding the gathered data and
following analyses as well as scientific publications in an
anonymous form will be obtained from all patients by the
recruiting therapistsin outpatient centers. Thetrial isregistered
with ClinicalTrials.gov (NCT04352010). Data will only be
analyzed in an anonymous form and will be deidentified by a
specific member of the research team.

Interventions

Res-Up!

Res-Up! is a web-based intervention focusing on patients
strengths and positive experiences developed at the University
Witten/Herdecke. The intervention is based on the PMR [27],
which is a positive cognitive intervention that uses patients
strengths to overcome problems. The PMR activates resilient
emotions, thoughts, metaphors, images, and behaviorsin 4 steps
structured into 5 modules. A variety of psychotherapy elements
(cognitive behavioral therapy, emotion-focused therapy, positive
therapy, etc) are integrated in the program. Participants are
asked to work on 1 of 5 consecutive modules per week;
completing a module takes about 1-2 hours. Res-Up! is
conducted on the web platform Minddistrict [46], which has
been approved by the privacy policy office of Witten/Herdecke
University before the start of the study. The intervention can
be administered as a stand-alone or add-on treatment to
psychotherapy. The basic assumption of the PMR is that every
individual has a repertoire of resilience strategies that can be
used in everyday life or in situations of crisis. Res-Up! aimsto
identify these strategies and improve, support, and implement
them in problematic situations where they were not used before.
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In the first module, participants are educated on the concept of
resilience. In the second session, individual resilience areas of
the participant are elaborated. The goal of the third module is
to construct the individua’s current PMR. The PMR is further
developed in the fourth module in which resilient strategies
from the model are used and adapted for still problematic areas.
At the end of this module, a behavioral experiment is planned.
The experiment is evaluated in the last module. To further
increase participants motivation to use their model and
resilience strategies, theindividual’s experienceswith the PMR
are summarized.

Training and intervention elements are presented as
informational textsaswell asinteractive modules, individualized
guestions, videos, and audio files. Throughout the whole
intervention, participants can ask for guidance (viachat or email)
by a member of the study team who is trained in the program
and has at least a master’s degree in psychology. To increase
adherence, reminder messages to complete the modulesintime
are sent via chat. With continuous participation, participants
should complete the intervention within 6 weeks.

REMOTION

The web-based intervention REMOTION is aimed at reducing
symptom severity and improving emotion regulation of
individuals with different mental health disorders [43]. The
theoretical background and exact structure of REMOTION have
been described in detail elsewhere [43]. REMOTION includes
an introduction and 5 further modules, and individual s are asked
towork on 1 module per week, ideally for around 1-2 hours per
week. Intervention elements are presented in different formats
including video, text, and audio along with different types of
exercises throughout the program. The intervention is accessed
via a platform provided by the University of Berne, and the
access is password protected. Textbox 1 shows the content of
the intervention.

For this study described in this protocol, and to alow
comparability with the Res-Up! intervention, REMOTION is
administered as a stand-alone or an add-on treatment to
psychotherapy. If individuals do not work with the program for
an entire week, they are then reminded to work with the
program, but no other active guidance components (likeweekly
emails) are added. Individuals are, however, able to contact the
study team viaemail if they have any questions. Like Res-Up!,
completion of the REMOTION program should take around 6
weeks.
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Textbox 1. The content of REMOTION shown in detail.
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Introduction

. Information about the structure of the intervention and about the theoretical background, and a user guide are provided in this module

Psychoeducation

. Information is provided as to what emotions are, what their functions are, and what types of emotional experiences there are

«  Theconcept of emotion regulation isintroduced and the relationship between emotion regulation and mental illnessis explored

Identification

« Emotiona awareness, which is identified as key to the perception substep of the identification stage of emotion regulation [42], is explored in

this module

«  If and when to regulate emotions, aong with information on the value of emotion regulation, isintroduced in this module

Selection

«  This module shows patients what types of emotion-regulation strategies are available

« Thefocusis on the selection of an emotion-regulation strategy [42]

« The strategies situation selection or modification, attentional deployment, cognitive change, and response modulation are introduced in this

module [47]

«  Furthermore, strategies specific to over- and under-regulated states are also introduced [48-50]

Implementation

«  This module shows patients how the previously introduced strategies can be implemented, for example, translated to different tactics [42]

. Exercises are introduced for every emotion-regulation strategy, and advice is provided as to how these exercises can be implemented into daily

life

M odification and flexibility

«  Theimportance of the flexible use of strategies (being able to modify strategies and being able to apply them flexibly) [42,51] is discussed in

this module

« Patients are encouraged to flexibly use strategies, to apply them to different contexts, to practice, and to also attempt sequences or blends of

strategies that work for them asindividuals

Note: The textbox is adapted from Bielinski et a [43] which is published under Creative Commons Attribution 4.0 International License [52].

CAU Group

Participants in the CAU group will not get access to the
web-based interventions for 12 weeks after baseline. They will
answer the questionnaires before randomization as well as 6
(respectively 12) weeks later. They get accessto the web-based
interventions of their choice after completing the follow-up
assessment. During the waiting time, participants are allowed
to stay on the wait list or start psychotherapy as they would
usually.

Trial Organization

Participants are being recruited during their registration to
regular psychotherapy in the outpatient centers in Germany
mentioned above. Recruiting outpatient centers received
information about the study from a member of the study team
via a short instruction manual, an instruction video, and a
personal introduction for psychotherapistsin associated centers.
Information on the study and the interventions (Res-Up! and
REMOTION) is given to interested patients face to face with
additional written information by trained psychotherapists.
Written consent to participate is solicited by the respective
practitioner. Written consent and necessary information (name,
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birth date, diagnoses, date of recruitment, and email) is given
to a member of the study team. Participants then receive an
email from the study team with an individualized code to the
baseline measure via Qualtrics [44]. Answering individual
guestionnaires will take approximately 30 minutes at every
assessment point. After completing the baseline, participants
arerandomly assigned by arandomized computer generator (in
Quialtrics[44]) to 1 of the 3 treatment arms. Astheinterventions
are planned for 6 weeks, posttreatment measures are provided
6 weeks after baseline. Twelve weeks after baseline, participants
are invited to fill out the follow-up measures in order to reach
participants with minimal overlap with face-to-face

psychotherapy.

Participantsin the CAU group are informed that they will have
to complete the following two assessments and will get access
to the program of their choice after completing the follow-up.
In the experimental conditions, participants receive an email
with their web access to either (1) Res-Up! (focusing on
resilience) or (2) REMOTION (focusing on emotion regulation).
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M easures

Overview

Items recording demographic information of patients will be
presented at baseline and a reduced battery at 6 and 12 weeks.
Patient diagnostic status will be obtained during the initial
interview by conducting a Structured Clinical Interview |

Table 1. Assessmentslisted by time points.

Trimpop et a

(German version) for Diagnostic and Statistical Manual of
Mental Disorders (respectively a clinical assessment) by an
experienced psychotherapist [53,54]. A full description of all
outcomesin the study is provided in Table 1. All measureswill
be provided via a web platform. Data collection will be
supported by email reminders.

Variable and outcome Instrument Time point
Baseline 6 weeks 12 weeks
Demographics g g d
Structured clinical interview or clinical assessment O
Primary outcome
Symptom severity BSI-182 a 0 0
Secondary outcomes
Resilience WIRF cD-RISC-10¢ O O D
Emotion regulation SEK-27%: FrAGe® 0 0 0
Other outcomes
Depressive symptoms PHQ-9f O O O
Self-esteem RSESY o 0 0
Self-compassion scs-D" o 0 a
Working alliance WAI-I! 0 0

333]-18: Brief Symptom Inventory [55,56].

B\wIRF: Witten Resource Questionnaire [57].

®CD-RISC-10: Connor-Davidson Resilience Scale [58].
dSEK-27: Self-assessment of Emotion Regulation Skills [59].

®FrAGe: Questionnaire Assessing the Acceptance of Unpleasant and Pleasant Emotions [60].

fPHQ-9: Patient Health Questionnaire-9 [61].
9RSES: Rosenberg-Self-Esteem Scale [62].
hscsp: Self-Compassion Scale—German [63].

TWAI-I: Worki ng Alliance Inventory | (adapted for web-based interventions) [64].

Primary Outcome Measure

The primary outcome measurein this study isgeneral symptom
severity measured with the Brief Symptom Inventory—a short
foom (BSI-18; German version) [55] of the
Symptom-Checklist-90-Revised (SCL-90R) [65]. The BSI-18
has 18 items and is a frequently used questionnaire to measure
general symptom severity (Cronbach a=.85-.89) with good
psychometric properties [56], comparable to those of the
SCL-90R [65].

Secondary Outcome Measures

Resilience will be assessed by two instruments: (1) the Witten
Resource Questionnaire [57], a 37-item self-report of personal
and external resources with high reliability (Cronbach
0=.72-.85), and (2) the Connor-Davidson Resilience Scale-10
[58], an internationally used 10-item self-report of individual
resilience with high reliability (Cronbach a=.81-.90).

https://www.researchprotocols.org/2023/1/e41413

Emotion regulation will be assessed via the following two
instruments: (1) Self-assessment of Emotion Regulation
Skills-27 (Selbsteinschatzung emotionaler Kompetenzen) [59],
a27-item self-report measure of emotion-regulation skillswith
high reliability and validity (Cronbach a=.90), and (2) the
Questionnaire Assessing the Acceptance of Unpleasant and
Pleasant Emotions (Fragebogen zur Akzeptanz von Gefiihlen)
[60], a32-item self-report of the acceptance and suppression of
pleasant and unpleasant emotions with good reliability and
validity.

Other Outcome Measures

Severity of depression will be assessed with the German version
of the Patient Health Questionnaire-9 (PHQ-9) [61]. The PHQ-9
is an internationally used 9-item self-report for screening,
diagnosing, monitoring, and measuring the severity of
depression with a high retest reliability and validity (Cronbach
0>.86).
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Salf-esteem will be assessed with the Rosenberg-Self-Esteem
Scale[62], aninternationally used 10-item self-report of general
self-esteem with high reliability and validity (Cronbach
0=.72-.85).

Salf-compassion will be assessed with the Self-Compassion
Scale [63], an internationally used 26-item self-report of
self-compassion with high reliability and validity (Cronbach
0>.90).

In accordance with meta-analytic results [66], the therapeutic
alliance between participants and the web-based intervention
or study team will be measured with an adapted version of the
Working Alliance Inventory for guided Internet Interventions
(WAI-1) at the end of the intervention [64]. The WAI-I showed
good internal consistency at total and subscale level (Cronbach
o between .92 and .94). For the purpose of this study, the term
“psychologist” was substituted with the term “study team” in
the questionnaire.

Information about whether patients started psychotherapy while
working with the web-based interventions will be gathered at
6 weeksand 12 weeks. An overview of the assessments and the
measures is provided in Textbox 1. Participants receive up to
a maximum of 3 weekly reminders via email if they do not
answer the questionnairesin time.

Planned Analysis

Datawill be analyzed using an intention-to-treat (ITT) approach,
including all randomized patientsin the outcome analyses, and
handling missing data accordingly. Participants will be defined
as dropouts if no baseline measurement is given. The primary
outcome measure, general symptom severity, will initialy be
analyzed descriptively. The effects of the interventions on the
primary and secondary outcome measureswill be analyzed with
linear mixed-effect models (LMMs). LMMs are recommended
for ITT analyses with missing data because of the possibility
to accommaodate for missing data without having to exclude or
impute data and do not depend on limited assumptions about
the variance-covariance matrix. Sensitivity analysis will be
conducted to analyze the impact of dropouts, psychotherapy,
and medication on results. The effect sizes of all within groups
for pre- to follow-up changes will be computed as Cohen d. In
addition, clinical significance of changes will be analyzed
(reliable change index) [67].

For categorical data, amount, or percentage will be reported.
Significancetesting of dichotomous datawill be conducted with
chi-square tests. Results will be reported in accordance with
CONSORT (Consolidated Standards of Reporting Trials) [68]
and CONSORT-EHEALTH (Consolidated Standards of
Reporting Trials of Electronic and Mobile Health Applications
and Online Telehealth) checklists [69].

Results

Participant recruitment and data collection started in April 2020
and completed in July 2022. Results for the study are expected
in 2023. Regarding our research questions, we expect
participants of our study to benefit more from the interventions
than participants in the CAU control on the dimensions of

https://www.researchprotocols.org/2023/1/e41413
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resilience and emotion regulation, respectively. To accomplish
the initial status of resilience and emotion-regulation
competencies, they will be assessed and related to intervention
effects in the intervention groups. Furthermore, we expect to
find possible differences between CAP and COMP when the
intervention is delivered viaaweb platform.

Discussion

Principal Findings

This study aims to compare a CAU control with 2
transdiagnostic web-based intervention programs, focusing
either on resilience (as an example of capitalization strategies)
or on emotion regulation (as an example of compensation
strategies).

In accordance with previous research [ 11], we hypothesi ze that
both interventions will be more efficacious than no additional
treatment (CAU). According to Fuhr et al [12], web-based
interventions that focus on individua parts of
psychotherapy—preferably in a blended approach—might be
more effective than all elements of a disorder-specific therapy
when implemented in a routine setting. Because of the dearth
of studies comparing CAPversus COMPinterventionsdirectly,
no directed hypothesis can be formulated in this context. While
the primary outcome targets symptom severity, secondary
outcomes assessresilience and emotion regul ation asthe specific
target areas of the individual interventions.

The study will be conducted in Germany in 4 outpatient centers
in aclinica sample of approximately 300 participants, 100 in
each of the 3 study arms. Matching the transdiagnostic approach
of the interventions, participants in the sample will have a
variety of different mental disorders and varying symptom
severity.

Results from this study will be valuable for practitioners,
patients, and mental health services in al fields, due to the
transdiagnostic approach. Furthermore, it will contribute to the
knowledge and efficacy of evidence-based web-based
intervention programs and possibilities of implementation in
outpatient routine care. In particular, it will create new
knowledge for web-based interventions focusing on resilience
and emotion regulation and thus shine light on possible
differences of capitaization- and compensation-oriented
interventions in web settings.

Limitations

There could be several limitations that can be considered. First,
our results might not be generalizabl e to the general population
of outpatient psychotherapy patients because we will apply
exclusion and inclusion criteria and recruit a self-selected
sample. Clinical practitioners in outpatient clinics recruit
participants and inform in advance to ensure aclinical sample.
Second, dropout rates from web assessments due to
nonadherence to the interventions are a frequently known
problem of web-based interventions[11]. Third, there might be
an influence on the results due to Res-Up! and REMOTION
being distributed through 2 different platforms, asusability rates
might vary. Furthermore, participants have the possibility to
contact the study team via email or chat throughout the whole
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intervention, which should increase adherenceto theweb-based  Conclusions
programs and support motivation [13]. However, it must be
taken into consideration that participants were able to reach out

to the study team via 2 different methods (chat and email), which group with 2 transdiagnostic interventions: Res-Up! and

might influence adherence. Starting a psychotherapy during M ETION. To explore the comparison of the 2 transdiagnostic
participation will be controlled in the study and the analyses. |\, hased  intervention programs, it will assess the
Whether such a combination of web-based interventions and  oniagnostic  effectiveness of the above interventions,
psychotherapy not coordinated with the web-based interventions g ering different mental disorders. Furthermore, results will
is regarded as BT or not is a matter of debate in the field [9].  otend  existi ng knowledge about the possibilities of

This debate will be addressed in the study publications. implementing web-based interventionsin routine psychotherapy
settings.

Therapy Online Plus is a multicenter randomized controlled
trial, comparing for the first time in a clinical sample a CAU
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