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Abstract

Background Multiple studies have shown the efficacy of Systemic Psychotherapy (ST) approaches as a promising
path to address various mental health disorders and alleviate psychological distress. One promising path that requires
further investigation is online self-help interventions and paraprofessional training. Our study aims to evaluate the
implementation of delivering ST-informed online self-help interventions (OSI) and paraprofessional training in a
naturalistic setting via the 7 Cups platform.

Methods Our exploratory, randomised, controlled, pre-post-follow-up study is recruiting two samples of participants:
(i) for the ST-informed online self-help/growth path intervention amongst members on the 7 Cups platform, (ii) for the
ST-informed online paraprofessional/listener training intervention amongst members who have registered as listener’
status. The sample size target is N=200 participants, randomly assigning and comparing 50 OSI member participants
to 50 waitlist member participants and 50 paraprofessional/listener training listeners to 50 waitlist listener participants.
Our sample size justification, based on previous feasibility studies and guidelines, suggests that a sample size of 50
per group, accounting for a 25% attrition rate, is sufficient to assess feasibility in online family, e-health, and mental
health trials, while maintaining narrow margins of error for confidence intervals and primary outcome parameters. The
primary outcome is non-specific psychological distress (Kessler Psychological Distress Scale; K6); secondary outcomes
include perceived stress, anxiety and depressive symptoms, and momentary mood. To estimate intervention effects,
we intend to conduct generalised linear mixed models of primary, and secondary parameters, adjusted for potential
covariates (e.g.,, gender, age categories, socioeconomic status) as fixed effects.

Discussion Despite the great need for mental health interventions, there is limited research available showing the
efficacy of digitally delivered ST-informed interventions. This exploratory, randomized, controlled trial will yield robust
insights into the feasibility, challenges, and user experience of novel, digital interventions on a widely accessible
online platform (7 Cups).
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Psychosocial distress

Text box 1. Contributions to the literature

« This study protocol addresses a gap in the public health literature by
evaluating a digital, systemic therapy-based self-help and paraprofes-
sional program.

- It explores how training non-professionals alongside guided self-help
can expand and strengthen mental health support globally, reaching
people who lack access to traditional services.

- The findings may help guide future research and practice on integrat-
ing systemic therapy principles into digital mental health strategies to
reduce psychological distress on a large scale.

Background

The efficacy of family and parenting interventions is
well-established for treating various mental health dis-
orders [1-3]. Multiple studies have shown the efficacy
of these interventions delivered digitally [4, 5]. However,
definitions of family and parenting therapies can often be
broad and defined more by the setting than the content of
the intervention. Systemic Psychotherapy (ST) contains
multiple elements of family and parenting interventions
and provides a more unified definition, characterised by
the content of the intervention rather than the setting.
In recent years, ST has received an increasing amount of
attention and acknowledgement, such as the 2017 report
by the Institut fiir Qualitdit und Wirtschaftlichkeit im
Gesundheitswesen (IQWiG), a comprehensive system-
atic review outlining the efficacy and effectiveness of ST
in treating the most common mental health disorders
[6], the official declaration and integration of ST into the
German public healthcare system in 2018 by the Gemein-
same Bundesausschuss (G-BA), as well as various other
comprehensive systematic reviews and meta-analyse [7,
8]. While individual definitions of ST differ, there are cer-
tain characteristic core elements and principles that allow
for a largely agreed-upon and usable definition based on
the following principles and techniques: an emphasis on
relational and social systems, neutrality or multipartiality,
focusing on individuals’ and systems’ resources, recogniz-
ing interpersonal patterns that contribute to psychologi-
cal distress, and techniques such as joining, contracting,
linework, witnessing and sculpture work [9-12]. Various
systematic reviews (e.g. Carr [2], IQWiG, [6]; Riedinger
et al., [7] highlight these components as characteristic of
ST and fundamental in distinguishing it from individu-
ally oriented treatments. In this study, we integrate these
principles and techniques in both the self-help and para-
professional training programs, thus referring to them as
ST-informed [6, 12]. For research and practice, ST can

be characterised as “intervention into complex human
systems (both, psychological and interpersonal) with the
aim of reducing or eliminating suffering” [13] (translated
by MB). ST can further be defined as a conceptual frame-
work for mental health interventions that incorporate
interpersonal relations, social interactions, perspectives,
constructions of situations and problems, and appreciat-
ing and utilising attempted solutions as an integral part
of the intervention [7, 9, 14]. Although systemic therapy
is often delivered to couples, families, or other relational
systems, it is also the case that individual-focused ST
adaptations can be used to leverage systemic principles
in an individual context (e.g., encouraging an individual
to explore relational patterns and multi-perspective
taking) [2, 6, 15]. Our digital modules similarly focus
on these relational perspectives and interactions, even
though each participant completes the program individu-
ally. Although research has supported the efficacy of ST
interventions, further research is required. It is of cru-
cial importance to critically evaluate ST interventions to
avoid potential culs-de-sac, as well as to identify the most
promising paths for efficacious interventions and “condi-
tions under which systemic therapy works best” [7], (p.
881).

Similar to digitally delivered interventions of family
therapy interventions [16, 17], digitally delivered ST in
the form of online self-help interventions (OSIs) may be
one such promising path. This approach is particularly
promising as digital delivery continues to advance and
may help to overcome some of the common impedi-
ments to the worldwide delivery of psychotherapy such
as limited access [18, 19], cost, and stigma [20]. While ST
has been validated primarily in clinical populations, data
suggest its approach may also benefit non-clinical users
who experience stress or mild psychological distress [2,
5, 21-23]. Because 7 Cups members and listeners do not
necessarily have formal diagnoses, this study seeks to
determine if an ST-informed approach can be feasibly
applied and beneficial to a broader population, including
subclinical or undiagnosed distress. OSIs can be broadly
divided into guided and unguided modes of self-help,
with the former showing better efficacy than the latter
[24]. This distinction notwithstanding, unguided OSIs
are effective in the treatment of anxiety [25], depression
[26], the prevention of suicides [27], and numerous other
mental health disorders and conditions [28]. From a pub-
lic health perspective, OSIs are particularly interesting as
they promise to address several obstacles to conventional
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mental health care provision and harness patients’ capac-
ities for self-help [29]. Additionally, their scalability might
facilitate the provision of services to target groups that
could otherwise not be reached [30]. While there still
appears to be some level of discrepancy in terms of per-
ceived acceptability in patients and practitioners (the lat-
ter rating acceptability lower than the former) [28], OSIs
are particularly effective within so-called “blended care”
approaches, integrating OSIs with face-to-face treat-
ment [31]. Another way in which OSIs might prove a
useful addition to existing modes of treatment is within
a so-called “stepped care” approach where OSIs func-
tion as a first “step up” following prevention and diag-
nostics and preceding other forms of treatment such as
face-to-face psychotherapy [32]. Platforms like “7 Cups”
(https://www.7cups.com) offer self-help, text-based para-
professional support, and signposting to professional
services, which aligns with some recommendations and
prior research in digital mental health research on the 7
Cups platform [1]. Further, systematic reviews indicate
that platforms combining self-guided digital content
with human support can be especially promising (see
Sin et al. [33] for a general review of digital interven-
tions). Although systemic therapy is commonly delivered
to couples, families, or other relational systems, it is also
the case that individual-focused ST adaptations can be
used to leverage systemic principles in an individual con-
text (e.g., encouraging an individual to explore relational
patterns and multi-perspective taking). Our digital mod-
ules similarly focus on these relational perspectives and
interactions, even though each participant completes the
program individually. Our study focuses on the feasibility
and exploratory efficacy of such an approach, rather than
making conclusive claims about its effectiveness.

There is, to our knowledge, only one published study on
an OSI explicitly incorporating methods and techniques
associated with ST [1]. There is thus a substantial gap in
the current literature. In addition, platforms such as 7
Cups, whose peer support programme has received some
attention, warrant further scrutiny. For example, attrition
related to the OSIs offered by platforms such as 7 Cups
(https://www.7Cups.com) is a newly emerging field of
research [34] to which our study could make a timely and
meaningful contribution. The integration of paraprofes-
sionals (called listeners on the 7 Cups platform), as ser-
vice providers promises to provide a potential solution to
the aforementioned issue of attrition and lack of engage-
ment while retaining the scalability of OSIs. Torous and
colleagues [35] identified the addition of human support
and human feedback as two potential key factors reduc-
ing dropout and increasing engagement, which however
warrants further study. Additionally, a recent meta-anal-
ysis indicated that paraprofessional guidance for OSIs
improved effectiveness outcomes compared to unguided
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OSIs and was not significantly different from professional
guidance [36]. While the integration of human support
and human feedback might negatively impact the scal-
ability of OSIs [35, 37], this impact might be less sub-
stantial for paraprofessional service providers such as
listeners on 7 Cups, as opposed to trained mental health
professionals [36]. Training paraprofessional service pro-
viders is studied in a variety of contexts and settings such
as universities [37], underserved populations [38], or low-
and middle-income countries [39]. While it is acknowl-
edged as an important part of improving access to mental
health care globally [40], there are to our knowledge no
studies examining training paraprofessionals in ST tech-
niques on a widely accessible online platform such as 7
Cups. We refer to “paraprofessionals” (or “listeners”) as
volunteer lay people who have completed a basic train-
ing in active listening offered by 7 Cups. Although they
do not function under ongoing, real-time supervision by
licensed mental health professionals, 7 Cups maintains
internal oversight, guidelines and training, channels to
escalate services offered from lay people to professionals,
and escalation procedures for safeguarding, ensuring that
critical situations are referred to appropriate services.
Listeners and professionals can be accessed through the
same platform and can be considered to work alongside
each other.

Objectives

The main goal of this project is to address several gaps
in the current literature in an exploratory way. This proj-
ect seeks to have a meaningful impact on three fields of
research:

1. The digital implementation of principles and
approaches of ST into unguided self-help growth
paths.

2. The training of paraprofessional mental health
service providers with listener training.

3. The utilisation of paraprofessional mental health
service providers in the delivery of online guided
self-help interventions.

Research questions
This study aims to address the following research
questions:

1. Are OSIs based on ST approaches and principles
feasible?

2. Are OSIs based on ST approaches and principles
efficacious (as compared to a waitlist), indicated by
mental-health-related outcomes of participants?

3. Is training of paraprofessionals in guiding the use
of ST approaches feasible, and does such training
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improve their own mental health-related outcomes
(as compared to a waitlist)?

Additionally, we seek to generate exploratory data on the
following question using qualitative exploration:

+ How does the guidance by paraprofessionals trained
in ST-informed approaches and principles affect the
experience and outcomes of participants doing the
ST-informed OSI?

Methods and design
Overview of research project and study design
The main components of our study are:

i) An exploratory, randomised, controlled trial
following the definition of the National Institute
for Health Research UK (NIHR UK) in a natural
setting, pre-post-follow-up design with two parallel
comparisons:

a) the 2 arm ST-informed OSI (growth path)
intervention compared with a waitlist comparator
condition among 7 Cups members, and,

b) the 2-arm ST-informed paraprofessional provider/
listener training compared with a waitlist
comparator condition among 7 Cups listeners.

Each comparison uses a 1:1 allocation ratio. Figure 1
displays participant flow in each sub-study, including

General 7Cups platform
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Provide 7Cups
general
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weeks) or inactive | €——
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active use (sign-in 2 1 per last 2 weeks) Psychotherapy-
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randomization to intervention vs. waitlist and subse-
quent follow-up assessments. Although this is not a fully
powered randomized controlled trial (RCT), random-
ization will be used to test the procedure and to gather
exploratory efficacy data.

The design shall facilitate the examination of the
exploratory primary and secondary research questions
and was deemed practical for the naturalistic setting.

Participants, interventions, and outcomes

Study setting

The study is conducted on the 7 Cups platform, an online
community connecting people with emotional support
features via a website (www.7Cups.com) and application.
This platform is accessible to individuals worldwide, and
data are collected from multiple countries eligible to use
the 7 Cups platform.

Participant selection

Our study participants involve users on 7 Cups, with two
types of users: members and listeners. These individuals
may or may not have a diagnosed mental disorder, but
they are not currently experiencing a crisis. Users seeking
support, also called members, often face emotional and
psychosocial distress. It’s important to note that 7 Cups
is not intended to be used by anyone currently experi-
encing crises. Upon signup, users confirm they are not
in crisis and agree not to use the platform for such situa-
tions. For crises, 7 Cups provides resources and alterna-
tive channels for help. Support on 7 Cups comes from

Study specific growth path/listener training on 7Cups platform

—> t, post- assessment™ l
—————————————— t, follow-up- t, follow-up-
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weeks after tl)
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trained paraprofessionals known as listeners. Parapro-
fessionals, referred to as listeners, provide support to the
members or users of 7 Cups and are expected to be on
the lower threshold of psychological distress compared to
members.

Inclusion criteria

To be eligible for participation in our study requires
being signed up on the 7 Cups platform as either a mem-
ber or a listener. Members are defined as individuals
seeking support and looking to discuss their concerns.
Listeners are paraprofessionals trained on the platform
in active listening techniques to provide emotional sup-
port to members. For both members and listeners, the
following eligibility criteria apply: (1) they have used the
7 Cups platform by logging in at least once in the last 2
weeks, (2) they are aged 18 years or above, (3) they agree
to participate in our study and provide consent to data
usage, and (4) they have sufficient English language pro-
ficiency to interact on the 7 Cups platform, participate in
the intervention, and complete the assessments.

Exclusion criteria
Exclusion results from the refusal to consent to data use.

Interventions

Structure of the ST-informed self-help (growth path)
intervention

The growth path intervention is designed as a four-
week, module-based program delivered on the 7 Cups
platform. Participants can complete it at their own pace
within approximately 4 weeks. The program comprises
five modules with each taking approximately one week
to complete except for the first module which is a brief
onboarding module. Each week participants are intro-
duced to ST principles and techniques [10, 11], namely
joining, contracting, linework, witnessing, and sculpture
work. Each module includes psychoeducational text,
reflection prompts, and self-directed exercises. Joining
focuses on the start of the process with particular empha-
sis on selecting and writing down a personal situation,
with guidance on goal setting, non-judgmental attitudes,
and motivation to participate. Contracting provides an
informal contracting process that aims to foster commit-
ment to complete the program within the 4-week time-
line. Linework encourages the exploration of personal
relationships through drawing exercises that encourage
perspective taking in the context of a relevant salient
situation and relationship, and as illustrated with lines
and figures. Witnessing guides participants in imagining
trusted relationships to observe their situation, interac-
tions, and emotional responses from multiple perspec-
tives. Sculpture work prompts participants to visualize
and enact their situation with the use of physical objects,
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to explore relationship structures, and dynamics through
guided acting exercises. The techniques are repeated
with increasingly elaborate instructions. For example,
with “linework’, start by drawing a circle that represents
yourself, then draw a circle that represents your situation,
then draw a line to represent the connection between the
two circles. The intervention is standardised and moni-
tored via proxy of the pre and post assessment comple-
tion dates, with reminders sent to participants that have
not reached the end of the program as indicated by com-
pleting (or declining) the assessment.

Structure of the ST-Informed paraprofessional (Listener)
training

The paraprofessional training intervention is closely
aligned with the OSI content. It also consists of five
modules and is designed as a four-week program. Each
module introduces the same ST-informed principles and
techniques, followed by additional guidance for para-
professionals. These listeners are prompted to complete
the reflective exercises themselves and then to consider
how they might support members encountering simi-
lar activities. For example, in the “witnessing” module,
listeners practice perspective-taking in their own rela-
tionships and situations, reflect on what the experience
would be like and where they can support a member,
and subsequently learn to encourage members to reflect
on different perspectives of a shared situation using the
witnessing exercise. The intervention is standardised and
monitored via proxy of the pre and post assessment com-
pletion dates, with reminders sent to participants that
have not reached the end of the program as indicated by
completing (or declining) the assessment.

Waitlist condition

Participants in the waitlist condition do not receive
access to the ST-informed modules. They continue to
use the general features of the 7 Cups platform (e.g.,
chat rooms, peer-support, standard listener responses,
and forums) without receiving the specific ST-informed
self-help or training material. To reduce contamination,
active-condition participants are instructed not to share
the material in any of the public or group spaces. These
spaces are monitored and in any cases that links, exer-
cises, or content is shared, the 7 Cups head of research
(HOR) and their team removes them. Waitlist partici-
pants are granted full access to the ST-informed modules
only after completion of the final (t2) assessment or upon
withdrawal from the study (if they wish to access it after
withdrawal).

Participants are sent reminders to encourage them to
continue and complete the intervention and assessments
every two weeks and the post assessment after 4 weeks.
Adherence rates are measured and shall be included in
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Table 1 Measures and timepoints
Measure Time point References

Pre Post Follow-Up (Post + 2 weeks)
K6 X X X Cornelius et al,, 2013
pPSS-4 X X X Warttig et al,, 2013
PHQ-4 X X X Kroenke et al., 2003
UMUX-LITE x* Finstrad, 2010
MDMQ (4-item) X X X Steyer et al, 1997
Qualitative questions X
Sociodemo- X

graphic and other general information

Abbreviations: K6, Kessler Psychological Distress Scale 6; PSS-4, Perceived Stress Scale-4; PHQ, Patient Health Questionnaire; UMUX-LITE, Usability Metric for User

Experience; MDMQ, Multidimensional Mood State Questionnaire

*is not completed by subjects in waitlist condition

the analysis as an indicator of the feasibility of the inter-
vention. Participants in our study are free to use any
concomitant support or interventions on the 7 Cups plat-
form or elsewhere. Waitlist participants continue their
usual use of 7 Cups, without any access to ST-informed
intervention content during the waitlist phase. Waitlist
participants are requested to report the use of any other
growth paths on 7 Cups in the post assessment. Both
conditions use 7 Cups as normal, but the active condi-
tions have access to the ST-informed learning content
that is not available elsewhere on the 7 Cups website.

Ancillary and post-trial support

We do not provide systematic ancillary and post-trial
support, yet in case of such need, patients can direct
themselves to multiple resources made available on the 7
Cups platform.

Outcomes

Our outcomes are divided into primary and secondary
outcomes. We provide a full list of assessment instru-
ments in Table 1 which also includes the list of primary
and secondary endpoints. The primary outcome of our
study is the Kessler Psychological Distress Scale 6 (K6),
which is a standardised self-reported outcome assess-
ment tool used to measure global non-specific psycho-
logical distress with questions relating to depressive and
anxiety symptoms. We selected the K6 for its brevity and
validation in community-based samples ranging from
subclinical to clinical distress [41, 42]. Although floor
effects are a possibility in individuals without any sig-
nificant distress, our preliminary assessments and data
from 7 Cups suggest that a noteworthy proportion of
participants have mild to moderate distress, making the
K6 a pragmatic primary outcome measure. The primary
endpoint of the study is the scores of the K6 assessment
instrument, which consists of 6 items asking participants
to rate their emotional states on a 5-point Likert scale
ranging from ‘All the time’ to ‘None of the time. The K6
is a widely used and accepted assessment instrument for

measuring mental health-related intervention outcomes
with confirmed reliability and validity. The K6 has good
psychometric properties in the general population and
is considered reliable with excellent internal consistency
reliability of 0.89 [41, 42].

The secondary outcomes of the study are the Perceived
Stress Scale 4 (PSS-4) [43], the 4-item Patient Health
Questionnaire (PHQ-4) [44], the 2-item Generalised
Anxiety Disorder Questionnaire (GAD-2) [44], and the
Multidimensional Mood State Questionnaire (MDMQ,
good-bad subscale) (English-language version of MDBF)
[45]. Outcome data are collected through self-reported
questionnaires and will be analysed to assess the effec-
tiveness and feasibility of the intervention. In addition,
a qualitative questionnaire is used to gather further
information, feedback, and details about the experience
and perceived quality of the intervention [46-48] (see
Appendix A for a full list of qualitative and sociodemo-
graphic questions). Sociodemographic data are gathered
during the baseline assessment for all participants and
include age, gender, country of living, and level of edu-
cation. Participants also complete questions to provide
further details of any other interventions used during the
intervention.

Sample size

According to Bilingham et al., (2013) [49] sample size jus-
tification is very important, but power calculations may
not be appropriate for feasibility studies. Following the
recommendations of Gallinat et al., (2018) [50] and Leon,
Davis and Kraemer (2011) [51], a sample size of 50 per
group, considering potential attrition of 25%, is sufficient
for feasibility studies. This sample size allows us to assess
feasibility in online family, e-health, and mental health
trials for recruitment capabilities, data collection and
randomization procedures, participant flow, adherence,
and acceptability [49-53] and is still sufficiently large to
estimate rough variance for continuous outcomes and
trends in expected direction and implementation of out-
come measures [49]. We acknowledge that an exploratory
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study with a small sample size will need to be interpreted
cautiously [51]. We thus aim to recruit N=200 partici-
pants: 100 members (50 in the ST-informed online self-
help condition and 50 in the waitlist) and 100 listeners (50
in the ST-informed paraprofessional training condition
and 50 in the waitlist). Therefore, our targeted sample
size of 200 participants should be viewed as supporting
an exploratory aim. Future trials with a larger sample size
will allow a more precise estimation of effect sizes.

Recruitment

Recruitment for this study spans from 30-08-2023 to
31-03-2024 on the 7 Cups platform (extended from
the original end date of 14-02-2024 due to lower-than-
anticipated enrolment). During the recruitment period,
a systematic process is adopted to enrol patients into
the study. The complete informed consent is provided
electronically before the beginning of the growth path,
listener training or waitlist conditions without any decep-
tion. We recruit participants for the OSI/growth path
intervention among those members who have signed
up for the platform but are not registered or trained for
‘listener’ status. Participants for the paraprofessional/
listener training intervention are recruited among those
users who have registered as and trained for ‘listener’
status (i.e., volunteering as paraprofessionals on the plat-
form to engage in synchronous text messaging with users
seeking emotional support). We use advertisements to
attract eligible users and listeners to participate in the
study. All members and listeners are screened by the 7
Cups HOR according to the inclusion criteria described
above. All members and listeners who are considered eli-
gible are invited to participate in the study by the 7 Cups
HOR through an announcement (Appendix B) with a
full description of the study. Members and listeners need
to provide informed consent to participate in the study
(Appendix C) and complete a unique identifying code
(UIC), which is a self-generated code that a participant
generates by using the first two letters of their mother’s
name, the day on which they were born, and the first two
letters of the town/city in which they lived at the time of
UIC generation (e.g., Mary, 02, Berlin; UIC=ma02be).
Participants can withdraw from participation or request
that their data be deleted by contacting the 7 Cups HOR.

Methods, assignment of interventions

Allocation

The gold standard of double blinding is not applicable
here due to the nature of the intervention, as participants
inherently know which condition they are assigned to.
Regarding the study team, there are two parts: one within
7 Cups (HOR) and one outside. The HOR team has access
to participants, can allocate them, and send messages
and links based on their assigned condition. The 7 Cups
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HOR compiles a list of all members and another list of all
listeners who respond to the invitation, provide consent,
and complete the UIC. These lists are securely stored on
the 7 Cups server and only accessible to the 7 Cups HOR.
The 7 Cups HOR provides these two lists of UICs, one for
members and one for listeners, to the external team. The
external team generates a randomization sequence using
unique participant codes and passes this list to the HOR
team. Thus, the external team has no immediate knowl-
edge of allocation, and although the HOR team needs
to know for procedural aspects, they are blinded to the
randomization process. We utilise a random sequence
generator to assign member and listener participants
to the growth path or waitlist condition and the listener
training or waitlist, respectively. The allocation sequence
is generated using a computer-based tool provided by
Sealed Envelope Ltd. This tool, titled “Create a blocked
randomisation list,” was accessed online on August 29,
2023. The sequence was created with a seed of 21 for the
list of members and seed of 23 for the list of listeners, and
block sizes were set at 50, 100, 150, and 200, resulting in
a total list size of 200 for members and 200 for listeners.
This method reduces sequence predictability for the 7
Cups HOR who has direct contact with participants. The
lists of assigned UICs are sent to the 7 Cups HOR, who
messages participants links to either the growth path or
waitlist assessments, and listener participants to either
the listener training or waitlist assessments, as appro-
priate. Participants in the member and listener waitlist
conditions do not receive any intervention until the wait-
list assessments are completed. Upon completion of the
assessments, waitlist participants are sent the links to the
growth path or listener training for the waitlist members
and listeners, respectively. A subsample of participant
pairs is selected with each pair consisting of 1 listener and
1 member. The listeners have completed the ST-informed
listener training and support their assigned member who
is working through the OSI using the chat/messaging sys-
tem on 7 Cups. For data analysis, the statistician is out-
side 7 Cups and unaware of allocation issues. The dataset
includes allocation information for analysis, but the final
data analysis will be performed on a coded dataset once
data collection is complete. Regarding assessor bias,
our assessments are conducted fully digitally and online
without direct human involvement, eliminating the risk
of assessor bias. For qualitative analysis, there may be a
risk of bias if raters know about allocation. Therefore, we
will have independent raters who are unaware of partici-
pants’ allocation. This approach is adopted to ensure the
integrity and transparency of the study while acknowl-
edging the limitations posed by the online setting.
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Data collection, management and analysis

The study employs a pre-post-follow-up design for the
assessments. These assessments are facilitated through
LimeSurvey, a General Data Protection Regulations
(GDPR) compliant tool. The links for the tO pre-assess-
ment are sent to participants after being assigned to their
respective conditions by the 7 Cups HOR. Our research
team and the 7 Cups HOR monitor the progress of the
participants and send them a link to complete the t1
post-assessment survey upon completion of the growth
path, listener training, or 4 weeks into the waitlist con-
dition. Participants who stop progressing on the growth
path, listener training, or assessments for more than a
week are sent reminders by the 7 Cups HOR. A link for
the t2 follow-up assessment is sent two weeks after the
completion of the t1 assessment. After completing the t2
assessment, the member and listener waitlist participants
are sent the link to the growth path or listener training,
respectively. If participants want to opt out of the study
or request their assessment data to be deleted, they are
instructed to contact the 7 Cups HOR or the Data Pro-
tection Officer at the IPU. After data cleaning, all partici-
pant UICs will be deleted, resulting in a fully anonymized
dataset for further analysis.

Data management

The study is conducted through the online platform 7
Cups, which has all the necessary infrastructure to pro-
vide the growth path, listener training, and participant
communication. After questionnaire and assessment data
are collected via LimeSurvey, it is transferred to a secure
database on the IPU servers, accessible only to authorised
personnel. Routine backups are conducted to ensure data
safety and confidentiality. Data handling by 7 Cups, IPU,
and LimeSurvey complies with the GDPR and is super-
vised by the 7 Cups HOR and the data protection officer
of IPU. Throughout the study, general data management,
including exclusions, recruitment, dropout, communica-
tion, and participant rate is meticulously recorded. Data
collection commenced on 30-08-2023 and last patient/
last visit is projected to conclude on 31-03-2024. Double
data entry will not be conducted as all data for this study
is collected digitally and digital data entries are restricted
to valid entries only.

Statistical methods

For statistical analyses and handling of missing data,
descriptive statistics and estimation of intervention
effects are planned following recognised guidelines.
Appropriate regression methods shall be used, depend-
ing on the outcome parameters’ distributional charac-
teristics. To estimate intervention effects, we intend to
conduct generalised linear mixed models of primary, and
secondary parameters, adjusted for potential covariates
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(e.g., gender, age categories, socioeconomic status) as
fixed effects. The exact choice of regression method shall
consider the distributional characteristics of the outcome
parameters of interest. Concerning the management of
missing data, we aim to minimise bias through thorough
planning and active data review. A differentiation shall be
made between missing data due to partial participation
and loss to follow-up, and appropriate statistical methods
shall be considered to address missingness.

Monitoring
The Principal Investigator (PI) assumes responsibility
for several key aspects of the study. The PI is in charge
of any interim analyses and stopping guidelines, main-
taining exclusive access to these interim results and mak-
ing the final decision to terminate the trial. The PI also
establishes plans for collecting, assessing, reporting, and
managing solicited and spontaneously reported adverse
events and other unintended effects of the intervention
or participation. This approach upholds the integrity
and transparency of the study while acknowledging the
responsibilities of the PL

This study does not include a formal, dedicated mea-
sure of adverse events. However, in line with 7 Cups
safety protocols, any participant presenting signs of self-
harm risk or crisis is escalated to crisis resources and
local emergency services if needed. The PI monitors all
communications from the 7 Cups Head of Research
(HOR) related to adverse events. If serious adverse events
occur, they are documented and reviewed as part of the
ethical oversight.

Ethics
In terms of ethics and dissemination, the study is
designed with a strong emphasis on ethical consider-
ations and transparency. Although no formal Data Moni-
toring Committee was established due to the low-risk
nature of the intervention, provisions are in place for the
premature termination of the study under specific cir-
cumstances, such as insufficient participant recruitment,
significant changes in 7 Cups practices, or early evidence
of harm or benefit from the growth path or listener train-
ing. Training was completed by all authorised personnel
who are involved in the study to ensure responsibilities,
and protocols are clear and understood. Despite the
minimal anticipated risk, the study thoroughly assesses
any potential harm. Serious Adverse Events (SAEs) that
occur during the study, including those related to sui-
cide attempts or completed suicide, are continuously
monitored and responded to by 7 Cups. Internal audits
are carried out to verify all procedures, including recruit-
ment, consent, enrolment, and data collection.

Data confidentiality and secure coding are priori-
tised. Participants’ data are only accessible to authorised
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personnel and securely stored. The complete dataset,
once finalised, will be transferred to the principal investi-
gator, with limited access granted to other IPU members
for analysis.

Dissemination plans

We intend to publish the key results of the study followed
by publications focusing on selected aspects of the study
in international peer-reviewed journals. Furthermore, we
intend to communicate key results to the public via the
7 Cups platform following data analyses. Public access
to the full protocol is provided by this manuscript. Pub-
lic access to participant-level datasets is not intended.
Access to statistical codes is intended to be provided on
request. This protocol was written following the SPIRIT
protocol guidance.

Discussion

Despite the great need for mental health interventions,
there is limited research available showing the efficacy of
digitally delivered ST-informed interventions [54]. This
study represents an exploratory RCT that primarily aims
to assess feasibility and gather preliminary efficacy data
regarding digitally delivered ST-informed interventions.
This study additionally aims to explore the challenges,
and user experience of novel, digital interventions on a
widely accessible platform (7 Cups). By investigating a
digital self-help and paraprofessional program informed
by systemic therapy principles, this study aims to take a
step towards enhancing global mental health support.
Our aim in investigating paraprofessionals’ outcomes is
to assess whether learning ST-informed techniques may
benefit listeners’ mental health. A broader question—
whether this guidance also improves member outcomes
beyond unguided OSI—would require a separate design.
Future research with larger samples is encouraged to
address how paraprofessional guidance modifies member
outcomes relative to purely self-guided interventions. We
hypothesize that intervention group members will show
greater reductions in mental health distress compared to
control groups. The strengths of this research include its
theory-based intervention and consideration of multiple
covariates. A potential limitation is that participants with
very low baseline distress may not demonstrate measur-
able change on the K6 or other symptom-based mea-
sures. Future research might include dedicated measures
of positive wellbeing or functioning to better capture
change in subclinical populations. The findings may con-
tribute to discussions on digital mental health strategies
to alleviate psychological distress on a large scale that
overcomes common barriers to mental health interven-
tions such as cost. This project is an exploratory approach
to evaluate feasibility and preliminary efficacy. Claims
about long-term effectiveness are beyond its scope, and
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larger-scale trials would be necessary to confirm or refute
efficacy on a broader scale. While this study is explor-
atory and not fully powered, it may serve as a starting
point to shape larger, more definitive evaluations. It could
also contribute to the ongoing dialogue about how digital
mental health interventions are designed and scaled. In
future work, employing a formal implementation science
framework would further clarify how ST-informed digital
interventions can be effectively deployed at scale.
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