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Abstract

Background: Depression and anxiety are aleading cause of disability worldwide and often start during adolescence and young
adulthood. The majority of young peopleliveinlow- and middle-income countrieswhere thereisalack of mental health services.
The World Hedlth Organization (WHO) developed a guided, nonartificial intelligence chatbot intervention called Scalable
Technology for Adolescents and youth to Reduce Stress (STARS) to reduce symptoms of depression and anxiety among young
people affected by adversity.

Objective: The objective of this study was to evaluate the feasibility of the STARS intervention and study procedures among
young peoplein Jordan.

Methods: A 2-arm, single-blind, feasibility randomized controlled trial was conducted among 60 young people aged 18 years
to 21 years living in Jordan with self-reported elevated levels of psychological distress. Immediately after baseline, participants
were randomized 1:1 into the STARS intervention or enhanced care as usual (ECAU). STARS consisted of 10 lessonsin which
participants interacted with a chatbot and learned several cognitive behavioral therapy strategies, with optional guidance by a
trained e-helper through 5 weekly phone calls. ECAU consisted of a static web page providing basic psychoeducation. Online
guestionnaires were administered at baseline (week 0) and postassessment (week 8) to assess depression (Hopkins Symptom
Checklist-25 [HSCL-25]), anxiety (HSCL-25), functional impairment (WHO Disability Assessment Schedule[WHODAS] 2.0),
psychological well-being (WHO-Five Well-Being Index [WHO-5]), and agency (State Hope Scale). Process eval uation interviews
with stakeholders were conducted after the postassessment.

Results: Participants were recruited in December 2022 and January 2023. Of 700 screening website visits, 160 participants
wereeligible, and 60 participants (mean age 19.7, SD 1.16 years, 49/60, 82% female) continued to baseline and were randomized
into STARS (n=30) or ECAU (n=30). Of those who received STARS, 37% (11/30) completed at least 8 chatbot lessons, and 13%
(4/30) completed all 5 support calls. The research protocol functioned well in terms of balanced randomization, high retention at
postassessment (48/60, 80%), and good psychometric properties of the online questionnaires. Process eval uation interviews with
STARS participants, ECAU participants, e-hel pers, and the clinical supervisor indicated the acceptability of the study procedures
and the STARS and ECAU conditions and highlighted several aspects that could be improved, including the e-helper support
and features of the STARS chatbot.
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Conclusions: This study demonstrated the feasibility and acceptability of the STARS intervention and research procedures. A
fully powered, definitive randomized controlled trial will be conducted to evaluate the effectiveness of STARS.

Trial Registration:

(IMIR Ment Health 2025;12:e63515) doi: 10.2196/63515
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Introduction

Globally, 1 in 8 people live with amental disorder, and among
adolescents, the rateis 1 in 7 [1]. Anxiety and depression are
the most common mental disorders, affecting 5.5% and 3.5%,
respectively, of young people aged 15 yearsto 19 years globally
in 2021 [1]. The majority of young people live in low- and
middle-income countries (LMIC) where services, especially for
young people, are often scarce due to a lack of government
policy on mental health, funding, and trained mental health
professionals [2]. Additionaly, there is a paucity of research
on psychological interventionsfor young peoplein LMIC[3-5].

Digital mental health or e-menta health shows promise as a
strategy for reducing symptoms of common mental health
conditions. A recent meta-analysis showed that, among adults
and young people, mental health smartphone apps have small
but significant effects on reducing depression and anxiety, with
larger effect sizeswhen cognitive behavioral therapy strategies,
chatbot technology (ie, a computer simulating a human
conversation), or mood monitoring areincluded [6]. In addition,
digital interventionsfor young people (12-25 years) were found
to be mostly effective when guided (in which aclient isprovided
motivation and support by atherapist or researcher) [7]. Among
the advantages of digital interventions are reduced reliance on
human resources, greater access and availability, and the
potential to overcome concerns about stigmatization. Among
the challenges are poor engagement and adherence [8].

Research on chatbots that provide psychological interventions
has grown significantly. The majority of chatbots included in
a 2019 review investigated rule-based chatbots (ie, depending
on decision trees), whereas few investigated artificia
intelligence (Al)-based chatbots (ie, reliant on machine
learning). Although Al-based chatbots better mimic natural
conversations, can apply therapeutic techniques dynamically,
and learn over time, they are a new technology, and possible
risks and challenges with large language models are currently
unclear [9]. Rule-based chathots operate with predefined scripts
and pathways and are therefore predictable and allow for
standardization of interventions. The World Health Organization
(WHO) has developed, tested, and released low-intensity or
potentially scalable psychological interventions [10,11]. This
includes digital interventionsto reach alarger proportion of the
population, duein part to the majority of the global population
(66%) now having access to the internet [12]. Previous studies
have confirmed the effectiveness of aWHO digital intervention
that uses behavioral activation for adults, including Syrian
refugees, with depression [13,14]. Building on this promising
work, WHO devel oped adigital intervention specifically aimed
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at young people called Scalable Technology for Adolescents
and youth to Reduce Stress (STARS), which uses arule-based
chatbot interface to increase engagement and teach a range of
psychological techniques[15]. The intervention was devel oped
using a human-centered design approach in which 269 youth
and 86 community members from Pakistan, Jamaica, occupied
Palestinian territories, South Africa, and Nepal and 20 clinical
psychology experts were involved [15]. Because, at the time of
testing and development, Al-powered chatbotswere avery new
technology, a decision was made to use arule-based chatbot to
ensure a greater level of predictability and control.

The objective of this study was to evaluate the feasibility of the
STARS intervention and study procedures among young people
in Jordan. WHO had initialy planned to test STARS with
15-year-olds to 18-year-olds in schools in Jordan as there are
few evidence-based psychological interventions available for
thisagegroup, especialy in LMIC. However, COVID-19 meant
that accessing schools was not feasible. To test STARS with a
group as close to the intended original age range as possible,
while managing the pragmatic realities of recruitment of people
younger than 18 years, a decision was taken to test it instead
with youth aged 18 yearsto 21 years.

Methods

Design and Setting

A 2-arm, single-blind, feasibility randomized controlled trial
(RCT) including a process eval uation was conducted in Jordan,
with study implementation coordinated by the Institute of Family
Health (IFH). Jordan is a lower middle-income country [16]
with a population of 11.5 million people [17], of which there
are about 3 million Palestinians [18] and 1.3 million Syrians
[19]. Young peoplein Jordan, especially refugees, face barriers
to education [20], high unemployment rates [20,21], and
increasing poverty [22].

Ethical Consider ations

Thetrial was approved by the research committee of the School
of Nursing, University of Jordan (PF.22.9 on March 23, 2022)
and the Ethics Review Committee at WHO (ERC.0003729 on
July 1, 2022). The CONSORT (Consolidated Standards of
Reporting Trials) guideline for feasibility studies is available
in Multimedia Appendix 1 [23]. Digital informed consent was
obtained from all participants before screening on the screening
website. Participant data were collected online through the
Qualtrics data collection software and deidentified after data
collection was compl ete. Participants received a compensation
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of JD 3 (US $4.23) upon completion of the postassessment.
Only members of the research team had access to the data.

Procedures

We aimed to recruit 60 participants (30 in each condition; cf
[24]) through IFH peer educators (educators and volunteers at
IFH who provide health-related information to youth through
various activities), universities, and online advertisng on
Facebook and Instagram. Participantswereincluded if they met
the following criteria: (1) aged between 18 years and 21 years;
(2) lived in Jordan; (3) elevated levels of psychological distress,
as indicated by a score of 20 or higher on the Kesder
Psychological Distress Scale (K10) [25,26]; and (4) had access
to adevice for intervention delivery or were willing to use one
at a participating center. Participants who met all inclusion
criteria were asked to complete screening questions on the
imminent risk of suicide [27]. Those who answered “yes’ to
having taken actionsto end their life or who answered “yes’ or
“unsure” to having a plan to end their life in the next 2 weeks
were shown a message encouraging them to seek professional
care as soon as possible. The message provided referral options
to mental health servicesin Jordan, including the phone number
of the clinical supervisor at |FH. Participants at imminent risk
of suicide were excluded from the trial.

Participantswho screened positive were then contacted by phone
by the project manager for aresearch engagement call in which
participants were reminded of the study procedures and could
ask any further questions,; after the call, they received a
personalized baseline link. Upon completion of the baseline
link, participants were randomized by the Qualtrics
guestionnaire tool on a 1:1 ratio to either STARS or enhanced
care as usua (ECAU). The research manager then created
participants’ accounts for the STARS or ECAU website and
allocated STARS participants to an e-helper (a trained and
supervised nonspecialist offering additional support sessions
over thephone). Theintervention period lasted 8 weeksfollowed
by the postassessment.

Conditions

STARS I ntervention

The STARS intervention uses a cognitive behavioral therapy
framework to address symptoms of depression and anxiety in
young people. Thisapproach is consistent with WHO guidelines
of psychological treatments for young people [28]. STARS is
anon-Al decision treelogic-based conversational agent (chatbot)
delivered through a website. The intervention consists of 10
brief lessons, each taking approximately 20 minutesto complete.
The lessons are delivered in a conversational, text messaging
style by achatbot called “ Salam.” The name Salam was chosen
during preliminary adaptation work in Jordan as it is a
gender-neutral Arabic name and greeting that means peace.
During the chatbot lessons, participants are introduced to the
intervention (lesson 1) and learn several self-help strategies,
including psychoeducation (lesson 2), emotion regulation
(lessons 3 and 4), behaviora activation (lessons 5 and 6),
problem management (lesson 7), thought challenging (lessons
8 and 9), and relapse prevention (lesson 10). Participants are
encouraged to practice and apply the strategies in their daily
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lives. A “toolbox” provides support files, such as stress
management audios and short video clips, and information on
other sources of mental health and psychosocial support in
Jordan, including emergency help and contact details to local
service providers. Participants are encouraged to complete 2
chatbot lessons a week and to complete all 10 chatbot lessons
within the 8-week intervention period. Participants can continue
to access the chatbot and their account during the whole study
period (ie, also after their postassessment).

In addition to the chatbot, participants are offered 5 callslasting
approximately 15 minutes by an e-helper delivered over a
maximum period of 8 weeks. The aim of the callsisto support
participants and increase motivation and adherence to the
intervention. e-Helpers received 5 days of training and weekly
group supervision with a clinical psychologist. The project
coordinator attended 10% of callsto ratefidelity to the e-helper
manual using afidelity checklist.

Enhanced Care as Usual

This condition included psychoeducation about depression and
anxiety. Psychoeducation was delivered via a static website (not
a chatbot) that participants could access for the whole study
period after registering viaapersonal invitation link. The content
of the psychoeducation was very similar to the content of lesson
2 of the STARS chatbot and included psychoeducation about
emotions, apersonal story about afictional character who talks
about her emotions, and information about where to access
mental health support. It included a list of organizations
providing mental health and psychosocial support in Jordan.
Thislist wasaso included inthe “toolbox” section of the chatbot
for STARS intervention participants (see the STARS
Intervention section). Participants in the ECAU condition did
not receive additional e-helper support.

Feasibility M easures

The primary outcome of this study was the feasibility of the
STARS intervention and study among youth aged 18 years to
21 yearsin Jordan. Feasibility was assessed using thefollowing
criteria: (1) recruitment rate recorded as the number of eligible
participants who consented to participate in the study, (2)
dropout rates recorded as the number of randomized participants
who did not complete the intervention nor the postassessment,
(3) number of adverse events and serious adverse events, and
(4) evaluation of (secondary) outcome measures and estimation
of differences across the 2 groups. In addition, a qualitative
process eval uation was conducted to understand aspectsrelated
to implementing the STARS intervention and study.

Secondary Outcome M easures

Psychological distress was measured with the K10 [25,26]. It
includes 10 questions scored on ascale from 1 to 5 (sum score
range: 10-50), with higher scoresindicating higher psychological
distress. The measure has been validated among Palestinians
with good internal consistency [25]. Symptoms of anxiety and
depression in the last week were assessed with the 25-item
Hopkins Symptom Checklist (HSCL-25) [29]. Questions are
scored on a scale from 1 to 4, with higher scores indicating
greater distress. Thetotal scoresfor the subscalesarethe average
of the 10 anxiety symptoms and the average of the 15 depression
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symptoms. The instrument has been vaidated in
Arabic-speaking popul ations with good psychometric properties
[30,31]. Functional impairment was measured with the 12-item
version of the WHO Disability Assessment Schedule
(WHODAS 2.0) [32], which covers 6 domains of functioning
(ie, cognition, mobility, self-care, getting along, life activities,
and participation) over the past 30 days. Items are scored on a
scale from O to 4 (total sum score: 0-48), with a higher score
indicating greater functional impairment. The instrument has
been widely used and across various populations [33] and
performed well in terms of psychometric properties among
Syrian refugees [34]. The sociodemographic section of the
WHODAS 2.0 was adapted to collect data on age, gender,
nationality, living situation, education level, marital status, and
work status. Self-identified problems were assessed with the
Psychological Outcomes Profiles (PSY CHLOPS) instrument
[35]. Items are rated on a scale from O to 5 (total sum score

Table 1. Secondary outcome measures.

de Gradff et al

0-20) referring to the last week. The instrument was previously
used in Arabic-speaking populations [36]. Psychological
well-being was measured with the WHO-Five Well-Being Index
(WHO-5) [37], awidely used instrument in which 5 positively
framed statements about well-being in the past 2 weeks arerated
on a scale from 0 to 5, with higher scores indicating better
well-being. The Arabic trand ation has been validated in a Saudi
sample[38]. Agency was assessed through the agency subscale
of the State Hope Scale [39], which consists of 3 items of
perceived levels of goal-directed energy measured on a scale
from 1 to 8. Higher scores indicate higher levels of perceived

agency.
Additionally, satisfaction with the intervention was assessed
with the Client Satisfaction Questionnaire for internet-based

interventions (CSQ-1) [40] at the postassessment only. All
secondary outcome measures are presented in Table 1.

Domain I nstrument Timeframe Number of items Screening (TO) Baseline(T1) Intervention Postassessment
(T2)
Psychological distress k102 30 days 10 X _b — X
Depression symptoms HSCL-25¢ 7 days 15 — X — X
Depression symptoms PHQ—Zd 14 days 2 — — X —
Anxiety symptoms HSCL-25 7 days 10 — X —
Functional impairment  \yHopas€ 20 30 days 12 — X — X
Subjective well-being WHO-5 14 days 5 — X — X
Self-identified problems  pgycHLops? Currently 7(TD)or8(T2) — X — X
Agency sHs-AD Currently 3 — X — X
User satisfaction CSQ-Ii Currently 8 — — — X

3 10: Kessler Psychological Distress Scale.

BNot applicable.

CHSCL-25: Hopkins Symptom Checklist-25.

dPHQ-2: Patient Health Questionnaire.

SWHODAS: World Health Organization Disability Assessment Schedule.
fWHO-5: World Helth Organization-Five Well-being Index.

9PSY CHLOPS: Psychological Outcomes Profiles.

SHS-A: State Hope Scale agency subscale.

iCSQ-I : Client Satisfaction Questionnaire for internet-based interventions.

Quantitative and Qualitative Analyses

Descriptive statistics are presented using mean values, SDs,
frequencies (n), and percentages. Cronbach a was used to
evaluatetheinternal reliability of study instrumentsat baseline,
and correlation analysis was used to eval uate convergent validity
across instruments. Baseline differences were tested using
chi-square tests for frequencies and independent-samplet tests
for continuous variables.

Asthiswas afeasibility RCT aimed to evaluate the feasibility
of the STARS intervention, it was not powered to detect
significant differences. However, to evaluate the secondary
outcome measures and estimate differences acrossthe 2 groups,
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univariate completers analyses of covariance (ANCOVA) for
all outcome measures were performed, with their respective
baseline scores as covariates. Only participants who completed
the postassessment were included in the statistical analyses.
Prorated imputation was used for participants with maximally
20% missing values on the scale (ie, using the participant’s
mean score of the other items of the scale). Total scores were
considered missing for participants if more than 20% of items
were missing on the scale.

Subsequent to the trial, a qualitative process evaluation was
conducted with 5 key informant groups: (1) STARS compl eters,
(2) STARS noncompleters, (3) ECAU participants, (4) e-helpers,
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and (5) the clinical supervisor. The number of key informants
per group was predefined in the study protocol based on
comparable studies (eg, [41,42]) and feasibility given the low
number of participants and staff in this study. We followed the
following procedure to select key informants for an interview.
The local research coordinator first categorized participants as
being a STARS completer (ie, having completed at least 8
chatbot lessons), STARS noncompleter (ie, having completed
lessthan 8 chatbot |essons), or ECAU participant. Theresearch
coordinator then contacted participants from each group in order
of enrollment date and stopped inviting new participants when
a sufficient number of key informants per group was reached
(ie, 4 to 5 key informants per group). Given the small helper
team during the feasibility study, all helpers (n=2) and the only
clinical supervisor were invited to participate in the process
evaluation. Key informants all provided informed consent to

Table 2. Process evaluation interview topics.

de Gradff et al

participate in the process evaluation interview including being
audio recorded and did not receive (additional) compensation
for their participation. Thetopics covered in the semistructured
interviews are outlined in Table 2. Interviews were conducted
over the phone (STARS and ECAU participants) or face-to-face
(e-helpers and supervisor) and audio recorded for transcription.
Transcripts were transcribed verbatim to the language of the
interview and deidentified prior to analysis. Deidentified Arabic
transcripts were independently analyzed by 2 Arabic-speaking
researchers (RH and SF) using thematic analysis. Categorization
of responses was checked between the researchers. Key
informant groups were analyzed separately, and data were
compared to identify commonalities and differences in
responses. Results were discussed with a third researcher
(AMDG).

Key informant group

Interview topics

STARS? completers and noncompleters

ECAUP participants

e-Helpers

Clinical supervisor

Overall impressions of the STARS intervention and study
Reason for discontinuation (if applicable)

Views on the STARS intervention

Rapport with the e-helper

Research process

«  Overal impressions of the ECAU condition and study
« Viewsonthe ECAU condition
o  Research process

Overall impressions of the STARS intervention and study
Views on the STARS intervention

Rapport with participants

e-Helper support calls

Local management and supervision

«  Overal impressions of the STARS intervention and study
« Integrating the role of supervisor in the workload
«  Training, supervision, and retention of e-helpers

3STARS: Scalable Technology for Adolescents and youth to Reduce Stress.
PECAU: enhanced care as usual.

Results

Feasibility of STARS

Recruitment

Participants were recruited through IFH peer educators,
universities in Amman, and online advertising between
December 1, 2022, and January 26, 2023. Of 700 visits to the
screening website, 476 provided informed consent and
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completed the screening questionnaires. Of those, 160
participants were eligibleto participate and called by the project
manager for an “engagement call.” Of those, 54 did not respond
to the engagement call, 25 did not proceed to baseline, 12
indicated they did not want to participate, 5 did not provide
correct contact details, and 4 registered twice (see Figure 1).
The 60 participants who continued to baseline heard about the
study through afriend (n=28), social media(n=13), an |FH peer
educator (n=10), or from another source (n=9).
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Figure 1. CONSORT (Consolidated Standards of Reporting Trials) flow diagram. IC: informed consent; K10: Kessler Psychological Distress Scale;

STARS: Scalable Technology for Adolescents and youth to Reduce Stress.

Attendance e-helper calls:
* 4 completed all calls

700 visits to screening

97 contacted by project

website

- 23 did not consent
- 201 did not proceed to IC

476 provided IC ‘

- 7 notin Jordan
- 44 were 17 years or younger
| - 116 were 22 years or older
- 43 scored 19 or below on the K10
- 25 were at suicidal risk

- 1 - 81 discontinued screening
160 eligible L

- 54 did nat respond to engagement call
- 5 had wrong contact information
- 4 registered twice

manager

- 12 did not want to participate (no
baseline link shared)
- 25 did not complete baseline

60 completed baseline

l

<~ 60 randomized >

.

= 13 ran out of time (8 weeks passed
without completing all calls) ) Y

A J

= 13 discontinued:

= 7 stopped responding to e-helper

+ 2 indicated external events

= 2 indicated intervention did not meet
their expectations

= 1 expressed concern about
confidentiality Y

= 1 had disconnected phane

- 10 completed all 10 lessons

Group Allocation and Registration to the STARS Website

Upon completion of the baseline assessment, 60 participants
were randomized into STARS (n=30) or ECAU (n=30). The
project manager assigned participants to either a control
facilitator or e-helper who created a condition-specific account
for the participant. Of the 60 participantsinvited, 52 participants
registered at the STARS website, of which 26 were STARS
chatbot participants and 26 were ECAU participants.

https://mental .jmir.org/2025/1/63515
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30 allocated to STARS intervention
- 22 completed at least 1 lesson
- 11 completed at least 8 lessons

25 completed
postassessment

30 allocated to basic information
- 22 accessed the website

hJ

23 completed
postassessment

Participant Characteristics

The baseline sample of 60 participants consisted of 49 women
(82%) and 11 men (18%) between the ages of 18 years and 21
years (mean 19.7, SD 1.16 years, Table 3). Participants
identified as Jordanian (31/60, 52%), Syrian (27/60, 45%), or
other (2/60, 3%). The mgjority (53/60, 88%) were unmarried.
Most participants (40/60, 67%) reported a general secondary
education or a bachelor's degree as their highest level of
education started and indi cated that they were currently astudent
(28/60, 47%). There were no statistically significant differences
in baseline characteristics between the STARS and ECAU
conditions.
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Table 3. Baseline characteristics.
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Characteristics

Total sample (N=60)

STARS?intervention Control condition Comparison statistic P value

(n=30) (n=30) (f)
Gender (male), n (%) 11 (18) 5(17) 7(23) 011 (1)b .73
Age (years), mean (SD) 19.68 (1.16) 19.43 (1.10) 19.93 (1.27) 1.70 (58)° .94
Age (years), range 18-21 18-21 18-21 _d —
Nationality, n (%) 322 (2P .20
Jordanian 31(52) 17 (57) 14 (47)
Syrian 27 (45) 11 (37) 16 (53)
Other (Palestinian, Iragi) 2(3) 2(7) 0(0)
Highest education started, n (%) 6.94 (5)° 22
No education 2(3) 2(7) 0(0)
Basic education 9(15) 5(17) 4(13)
Technical/vocational secondary education 5 (8) 1(3 4(13)
Technical diploma 4(7) 3(10) 1(3)
General secondary education 15 (25) 5(17) 10 (33)
Bachelor’s degree 25 (42) 14 (47) 11 (37)
Marital status, n (%) 2.19 (3)° .52
Never married 53 (88) 27 (90) 26 (87)
Currently married 5(8) 2(7) 3(10)
Separated 1(2 0(0) 13
Divorced 1(2 1(3) 0(0)
Work status, n (%) 7.39 (6)° .28
Paid work 11 (18) 3(10) 8(27)
Nonpaid work 1(2 1(3) 0(0)
Self-employed 0(0) 0(0) 0(0)
Student 28 (47) 14 (47) 14 (47)
Keeping house 8(13) 5(17) 3(10)
Retired 0(0) 0(0) 0(0)
Unemployed (health reasons) 0(0) 0(0) 0(0)
Unemployed (other reasons) 7(12) 5(17) 2(7)
Other 3(5 2(7) 1(3)
Not allowed to work in Jordan 2(3) 0(0) 2(7)

8STARS: Scalable Technology for Adolescents and youth to Reduce Stress.

bChi -square test.
%t test.
INot applicable.

Adherenceto STARS and ECAU Conditions

In total, 26 STARS and 22 control participants accessed the  chathot lessons, and 10 participants (33%) completed all 10

content of their intervention following allocation. For the chatbot lessons, with an average of 4.47 lessons completed.
STARS intervention, this meant accessing at least the home  Table 4 shows the number of participants completing each

page, and for the control group, this meant accessing the |esson.

psychoeducation page. Within the 8-week intervention period,
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22 of the 30 STARS participants (73%) completed at least 1
chatbot lesson, 11 participants (37%) completed at least 8
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Table 4. Scalable Technology for Adolescents and youth to Reduce Stress (STARS) intervention attendance of chatbot lessons and e-hel per support

calls (n=30).

Lesson or call number

Participants who completed, n (%)

Duration of call (minutes), mean (SD)

L esson

1 22 (73) _a

2 17 (57) —

3 14 (47) —

4 14 (47) —

5 12 (40) —

6 12 (40) —

7 11(37) —

8 11(37) —

9 11(37) —

10 10 (33) —
e-Helper call

1 21 (70) 7.3(2.1)

2 13 (43) 8.3(2.6)

3 11(37) 7.5(1.9)

4 9(30) 8.4(3.2)

5 4(13) 7.3(3.0)
3Not applicable.

In terms of the e-helper support calls, 21 of the 30 participants
(70%) attended at least 1 support call, and 4 of the 30
participants (13%) attended al 5 support calls. The average
number of calls attended was 1.93, and the average call duration
was 7.8 (SD 2.4; range 4-14) minutes. Of the 26 participants
who did not attend all support calls, 13 participants ran out of
time (ie, 8 weeks had passed without completing al calls), and
13 participants did not continue attending the support calls. In
addition, 7 participants stopped responding to the e-helper (ie,
as per the standard operating procedure, the e-helper stopped
contacting the participant after 3 consecutive unsuccessful
attemptsto get intouch), 2 participantsindicated external events
hindered them from continuing the intervention (ie, passing of
family member, exams), 2 participants expressed the
intervention did not meet their expectations (eg, looking for a
job), 1 participant stopped after expressing concern about
confidentiality of the chatbot, and 1 participant’s phone was
disconnected. Table 4 presents the attendance at the STARS
chatbot lessons and e-helper support calls.

https://mental .jmir.org/2025/1/e63515

STARS Protocol Fidelity Assessment of e-Helper Phone
Calls

A total of 15 e-helper phone calls were attended and assessed
on fidelity (call 1: n=4; call 2: n=3; call 3: n=4; call 4: n=2; call
5: n=2). Fidelity assessments indicated that 98% of the call
content was carried out.

Serious Adverse Events
No adverse events nor serious adverse events were reported.

Retention at Postassessment

The postassessment, at 8 weeks after baseline, between January
26, 2023, and March 27, 2023, was completed by 48 (80%) of
the 60 participants, of which 25 (25/30, 83%) were STARS
intervention participants and 23 (23/30, 77%) were control
group participants. Reasonsfor dropout at postassessment were
not provided due to the online nature of the study.

Secondary Outcome M easures

All outcome measures had good internal consistency with a
Cronbach a >0.80 (see Table 5). Across assessments completed
by participants, 2.7% (180/6576) of the outcome questionnaire
items were missing.
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Table 5. Baseline comparison of scores on secondary outcome measures and internal consistency.

Domain Measure Possible Validated Total (N=60), gTARS® EcauP Comparison Cronbach
range cutoff mean (SD; (n=30), (n=30), a
range) mean (SD)  mean (SD)
Statistic P value
(df)
Suicidal thoughtspast ~ Singleitem Yesho _c¢ 10 (17)4 3(10)¢ 7 (234 192(1)° 29 —
month
Psychological distress K10f 10-50 o9 3277 (731,  3153(7.82, 34.00(6.66; _;32 (58)h A9 0.84
20-48) 20-48) 21-46)
Functional impairment  \wHoDAS 0-48 >17) 26.68 (8.66;  26.73 26.63 (7.34, _go7 (55)h .94 0.88
14-50) (10.11; 14-  14-43)
50)
Anxiety and depression  ygo) .05k 1-4 — 2.46 (0.69; 239(0.73; 254(065 _pgg (57)h 19 0.94
combined 1.04-3.70) 1.04-3.60) 1.20-3.70)
Anxiety HSCL-25sub- 14 >200' 2.38(0.70; 2.60(0.67;  2.46(0.68; —0.89(56)“ 37 0.88
scale 1.00-3.60) 1.27-3.93) 1.00-3.50)
Depression HSCL-25sub- 1-4 >2.10™ 252 (0.72; 245(0.76; 2.30(0.71, —0.83(57)h 41 0.91
scale 1.07-3.93) 1.07-3.67) 1.00-3.60)
Self-identified probl ems  psyCHLOPS" 0-20 — 13.66 (5.49; 0 1354 (4.96; 13.89 (6.14; 017 (51)h .86 0.90
20) 0-20) 0-20)
chhological well-bei ng WHO-5° 0-25 <50P 36.93 (22.29; 42.27 31.60 1.89 (58)h .06 0.87
0-100) (24.38; 4- (18.91; 0-84)
100)
Agency SHS agency 3-24 — 12.32(5.29;3- 12.73(5.29, 11.90(5.34, g1 (58)“ .54 0.87
23) 3-23) 3-21)

8STARS: Scalable Technology for Adolescents and youth to Reduce Stress.
PECAU: enhanced care as usual.

°Not applicable.

4 (%).

€Chi-square test.

fK10: Kessler Psychological Distress Scale.

9Cutoff for probable anxiety or affective disorder with a sensitivity of 0.66 and specificity of 0.92 [43].

Pt tet.

'WHODAS: World Health Organization Disability Assessment Schedule.
IIndicator of moderate impairment [34].

KHSCL-25: Hopkins Symptom Checklist-25.

lcutoff for probable anxiety disorder with a sensitivity of 0.84 and a specificity of 0.59 [31].
MCutoff for probable depressive disorder with a sensitivity of 0.82 and a specificity of 0.70 [31].

"PSY CHLOPS: Psychological Outcomes Profiles.
OWHO-5: World Health Organi zation-Five Well-Being Index.

PCutoff for depression with a sensitivity of 0.86 and a specificity of 0.81 [37].

9SHsS: State Hope Scale.

Table 6 presents the baseline mean values for the HSCL-25
(total score and anxiety and depression subscales), K10,
WHODAS 2.0, PSY CHLOPS, WHO-5, and State Hope Scale
agency subscale indicating no significant differences between
groups at baseline. The ANCOVA of postassessment scores on
the HSCL-25 controlling for baseline HSCL -25 scoresindicated
a nonsignificant effect of condition (STARS: mean 2.26, SD

https://mental .jmir.org/2025/1/e63515

RenderX

0.79; ECAU: mean 2.52, SD 0.51,; F; 43=0.42, P=.52, =0.01).
Univariate ANCOVAS aso indicated nonsignificant effects of
condition on all other outcomes (see Table 6). The mean score
on the CSQ-I to evaluate satisfaction with the intervention was
26.79 (SD 5.07; n=24). Figure 2 summarizes the responses to
each statement on the CSQ-I.
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Table 6. Univariate completer analysis of covariance (ANCOVA) results for each outcome measure.

Outcome Postassessment scores, mean (SD) ANCOVA
STARS? ECAUP F (df) Pvaue Effect size,

HSCL -25C total 2.26 (0.79) 252 (0.51) 0.42 (1,43) 52 0.01
HSCL-25 anxiety 2.21(0.78) 2.39 (0.61) 0.02 (1,42) .88 0.00
HSCL-25 depression 2.29 (0.84) 2.62 (0.52) 0.91 (1,43) 34 0.02
WHODASY 2.0 25.39 (8.67) 26.77 (6.82) 0.45 (1,42 .50 0.01
K108 28.20 (9.17) 30.00 (8.63) 0.02 (1,43) 90 0.00
PSY CHLOPS 10.96 (5.46) 13.30 (4.40) 3.21(1,41) .08 0.07
WHO-59 49.12 (23.99) 35.27 (20.27) 2.18 (1,44) 14 0.05
SHS" agency 14.58 (4.37) 13.86 (5.20) 0.01 (1,43) .90 0.00

8STARS: Scalable Technology for Adolescents and youth to Reduce Stress.
PECAU: enhanced care as usual.

CHSCL-25: Hopkins Symptom Checklist-25.

YWHODAS: World Hedlth Organization Disability Assessment Schedule.
K 10: Kessler Psychological Distress Scale.

fPSYCHLOPS: Psychological Outcomes Profiles.

9WHO-5: World Health Organi zation-Five Well-Being Index.

NSHS: State Hope Scale.

Figure 2. Results of the Client Satisfaction Questionnaire for internet-based interventions (CSQ-1; n=24).

Process Evaluation

Semistructured interviews were conducted between February
14, 2023, and March 19, 2023, with 4 STARS completers, 5
STARS noncompl eters, 4 ECAU participants, 2 e-helpers, and
1 clinical supervisor (n=16). Themesincluded perspectives on
the study procedures, STARS intervention, e-helper support,
technical aspects of the chatbot, and ECAU condition.

Study Procedures

Most participants found completing the questionnaires “ easy”
but lengthy and suggested clearer explanations of the
randomization process. Regarding the assessment of protocol
fidelity, 1 e-helper expressed discomfort with live ratings and
suggested the use of audio recordings of calls instead.

General Views of the STARS Intervention

Generaly, participants held positive viewsregarding the STARS
chatbot, found the lessons informative (eg, the skills learned),
enjoyed the human-like interaction, and appreciated the use of

https://mental .jmir.org/2025/1/e63515

informal Arabic to mimic text messaging among young people.
The supervisor was positive about the intervention overall
including its possible ability to tackle stigmayet was uncertain
about the minimal level of human contact. Additiona content
such as more chatbot lessons or longer character “stories’ was
desired by 4 STARS completers. All 4 STARS completers
reported using the therapeutic skills and stress management
audiosintheir daily life. STARS noncompleters acknowledged
the benefits of the skills, but they did not apply them routinely.
One e-hel per noticed the benefits of the skillsfor herself aswell.

Views on and Engagement With e-Helper Support

Views on the e-hel per support were mixed. Although e-helpers
were described as “friendly,” “good listeners” and showing
understanding, there were also suggestions for improvements,
such as using amore caring tone. One e-helper emphasized the
importance of building rapport and to encourage participants
to use the chatbot. There were also other opinions expressed
but no clear consensus. For example, e-helpers noted varying
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participant preferences for the level of contact; 1 STARS
completer suggested e-helpers should be available 24/7, while
1 participant dropped out because they thought their e-helper
might be able to read the chatbot conversations. e-Helpers felt
that young people were hesitant to share much over the phone,
and some participants preferred expressing themsel ves through
text messages. e-Helpers expressed a need for more training to
conduct the 15-minute support calls. All STARS completers
said the 15-minute call duration was suitable.

Engagement With the STARS Chatbot

Reasons for not completing the intervention included factors
such astechnical difficulties; concerns about the privacy of the
chatbot |essons; the intervention being too “simple” to address
problems; and external factors, such asfeeling too stressed and
having a health issue. Two participants suggested adding videos
about the skillsto enhance engagement, 3 participants suggested
follow-up calls after the study was over (eg, a check-in), and 1
suggested a “modular” instead of sequentia chatbot. Last, 1
e-helper suggested a call before participants start their chatbot
lessons so that the e-helper can explain more about the
intervention and support participants with registration.

Technical Aspectsof the STARS Chatbot

STARS participants mentioned that the intervention was
user-friendly (eg, conversational chatbot) but suggested several
improvements. More flexibility in responding to the chatbot
(eg, open response formats rather than predefined response
options) was preferred by 2 STARS dropouts, and 3 suggested
the use of notifications as reminders to complete the lessons.
One e-hel per and some participants noted the problems created
by using email to register, as some people will not be familiar
with it. Other technical limitationsincluded expiry of asign-up
link within 24 hours, the need to restart a chatbot lesson in case
of internet disconnection, and the presence of various bugs that
hindered progress.

Viewson the ECAU Website

All ECAU participants found the psychoeducation “ not boring”
but also too brief, athough 1 respondent considered the
succinctness of the information as something positive.

Discussion

Principal Findings

This study aimed to evaluate the feasibility of the STARS
intervention and study among young people in Jordan. Key
findings include that the trial procedures were adequate and
overal views of STARS were positive, with some suggested
improvements. As this was a feasibility study, the sample size
was not powered to find a significant effect. Nonetheless, we
did not find any differences between conditions over time that
were statistically significant.

This study showed that trial procedures were feasible in terms
of recruitment, dropout rates from theintervention, and retention
at postassessment. The target sample size of 60 participantswas
reached within 2 months, mostly through word-of-mouth, with
limited investment in social media advertisements, suggesting
the suitability of online recruitment for a fully powered RCT.

https://mental .jmir.org/2025/1/e63515
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In terms of the recruited population, the majority reported a
higher level of education and a Jordanian background. The
internal consistency of the online-administered measures was
good, and the item nonresponse was low [44], indicating that
the set of questionnaires sel ected was acceptable. Adherenceto
the STARS chatbot lessons was adequate, with 73% of
participants starting the intervention and 37% completing at
least 8 chatbot lessons. These findings are in line with
meta-analytic  evidence on  adherence rates in
smartphone-delivered interventionsfor mental health problems
[45] and comparable to what has been found for the
Step-by-Step intervention studies in Lebanon, where 19% [14]
and 32% [ 13] completed theintervention. Furthermore, retention
at postassessment was good (80%) compared with what is
commonly observed in smartphone-delivered interventions
[13,14,46]. During the trial, no serious adverse events were
reported.

Stakeholder views on the STARS intervention—identified
through qualitative interviews—were overall positive.
Participants generally liked the chatbot interface and found the
therapeutic skills useful. Several aspects hampered easy use of
the chatbot, including technical barriers such as bugs and
internet connection problemsthat prevented continuing lessons,
access barriers such as reliance on email for login; and
restrictions to the intervention’s flexibility such as content
spacing, predefined response options, and limited availability
of e-helpers. Improvements to the chatbot within the confines
of the system will be made prior to themain RCT. For example,
it is not feasible to use mainly open-text responses as it does
not use machine learning.

Adherenceto the e-hel per support callswasrelatively low, with
only 13% of participants attending al 5 e-helper support calls.
In addition, although the fidelity review of e-helper support
calls indicated that most aspects of the calls were carried out,
the calls were short in duration. The process evaluation
interviews also revealed that some participants felt e-helpers
could be more caring, and e-helpers expressed a need for more
guidance on how to carry out the calls more effectively. These
very important findings together point to a need for increased
support for e-helpers, for example, more detailed call scripts
that address common issues and additional training and
supervision. Thiswill be addressed for the main RCT.

Limitations of this study include the use of only an immediate
postassessment, whilethe primary end point of the fully powered
RCT will be a a 3-month follow-up. This study thus does not
provide an estimate of the retention rate at the 3-month
follow-up. Second, recruitment of participants was mainly done
through IFH peer educators and universities and limited posts
on social media, while for afully powered RCT, the focus will
likely be more on large social media advertisements. Finally,
this study did not include an active control group, which did
not alow delineation of the STARS content from nonspecific
effects of engaging with a digital intervention. STARS needs
to beinitialy evaluated to determineits efficacy, but subsequent
dismantling studies are needed to determine the active
components of the program by comparing STARS against more
active controls. Strengths include the use of both quantitative
and qualitative research methods allowing for identification of
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more subtle use and engagement factors with both the chatbot
and e-helper calls that would not have been possible with
guantitative data alone. This study aimed to test the feasibility
of STARS prior to afully powered definitive RCT to evaluate
the effectiveness of STARS. We expect the fully powered RCT
to provide an important contribution to the field in terms of the
effectiveness of deivering such digital mental health
interventionsin countries with limited mental health resources,

de Gradff et al

particularly as most mental health chatbots have been evaluated
in higher income country settings [47].

Conclusion

This feasibility RCT showed that the newly developed digital
STARS intervention is feasible for use by young people in
Jordan. The study revealed several aspects of the STARS
intervention that could be improved, especially aspects related

to ease of accessing the chatbot, flexibility in its use, and
e-helper support.
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