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Abstract

Background: Young adults from racial and ethnic minority (REM) groups are at greater risk of disengaging from vital mental
health services than their majority group peers. Emerging research suggests developmentally tailored interventions that enable
personalized exploration of cultural and structural contexts; encourage trust in rel ationships with service providers, enhance hope
for recovery; and increase self-efficacy to adhere to trestment can improve engagement among underserved REM young adults
with mental health disorders.

Objective: Just Do You is abrief young adult treatment engagement intervention. Although Just Do You showed evidence of
efficacy with medium effect sizesin aprevious clinical trial, not al participants benefited, and some of the proposed mediators
were not changed. Grounded in the multiphase optimization strategy (MOST), we propose to improve the provision and effects
of Just Do You by testing a set of new candidate intervention components that complement the original Just Do You program.
This can potentially enhance its effects on engagement and mental health service use for REM young adults.

Methods: A total of 3 new candidate behavioral intervention components and their putative mediators were designed in
collaboration with REM young adults and other key informants. The new candidate components and their mechanisms of action
are (1) cultural identity (perceived cultural competency), (2) future self (hope), and (3) understanding environments (sel f-efficacy).
A pilot optimization randomized controlled trial will be conducted in an outpatient mental health setting with REM participants

aged 18-34 years (N=80). The candidate componentswill be tested in a 2°-factorial design where all participants will receive Just
Do You and be randomly assigned to one of 8 experimental conditions, each composed of a unique combination of candidate
components. We will assess the new components’ acceptability and feasibility, and explore preliminary evidence of their effects
on the primary outcome (engagement in mental health care) and mediators at a 3-month follow-up assessment.

Results: The study began recruitment in December 2024 and is planned to continue through December 2026. Final study
completion isplanned for March 2027. Theresultswill be disseminated via professional and scientific publications, presentations,
and social media, as well as to members of the participant community.

Conclusions: Findingsfrom thisstudy will supply critical deployment-focused evidenceto inform afuture randomized controlled
trial as the next step in this program of research. We ultimately aim to create an effective, efficient, and scalable intervention to
improve engagement and mental health outcomes among REM young adults.

Trial Registration: ClinicaTrials.gov NCT06508450; https:.//clinicaltrial s.gov/study/NCT06508450

International Registered Report Identifier (IRRID): DERR1-10.2196/68885

(JMIR Res Protoc 2025;14:e68885) doi: 10.2196/68885
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Introduction

Background

In the United States, young adults (aged 18-34 years) with
mental health disorderswho are from racial and ethnic minority
(REM) groups are at high risk for withdrawing from mental
health treatment prematurely [1], particularly those with lower
socioeconomic statuses [2]. Younger adults in general have
lower rates of treatment for their mental health concerns than
any other age group [3]. Among young adults with serious
mental illness (SMI; eg, schizophrenia-spectrum and mood
disorders), poor adherence to mental health care is associated
with significant health and social disadvantages (eg, poverty,
incarceration, and early mortality) [4,5]. On the whole, staying
engaged in mental health treatment leads to improvements in
health outcomes and mental health recovery [6]. However, there
is very little evidence-based interventions designed for
increasing the participation of young adults with mental health
disorders in treatment [7], and studies show disparities in
outcomes for REM groups [8,9].

Engagement I nterventions Tailored for the Transition
to Adulthood

Adult mental health services are not generally equipped to
address the developmental complexities of young adulthood,
and typically lack servicesand interventions adapted specifically
for young adults [10,11]. Young adulthood is an exploratory
period marked by transitions and instability in various areas of
life (eg, residential status, work, school, and social relationships)
[12]. Treatment adherence can be a challenge under these
circumstances, especially considering that young adults gain
greater responsibility and autonomy over their mental health
care during this developmental period [13,14]. Stopping and
starting treatment is common. Because symptom onset often
occurs around this age [15], deciding to drop out of treatment
is risky for young adults with SMI. Without treatment, SMI
symptoms can place significant constraints on devel opmentally
appropriate exploration [16] and successful life transitions
[4,17]. Recent approaches to maintai ning engagement in mental
health care during the transition to adulthood target individuals
ranging from 15to 35 yearsold [18], and have primarily focused
on expanding adolescent and family service models [19-21].
However, research suggests that young people with mental
disorders become less engaged with treatment once they enter
adult systems of care[4,22], and that marginalized young adults
may not have access to family members who can provide
support [16,23].

Developmentally tailored approaches that focus on improving
mental health care literacy and self-efficacy have the potential
to improve engagement in treatment among REM young adults
with mental health disorders [21]. Studies show REM young
adults report apprehension and uncertainty about the nature of
treatment and the processes for accessing it [24,25]. Research
on mental health help-seeking among young adults indicates
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that negative perceptions about treatment play asignificant role
in their reluctance to initiate care [14,26]. Young adults with
mental health conditions report that treatment services can seem
irrelevant and unhelpful [27], and they experience stigma[28,29]
and hopel essness about the future [30] that can present barriers
to engagement in services [31].

Per son-Centered, Culturally Responsivel nterventions

Interventionsthat target cultural and intersectional factorsalong
with devel opmental stage are essential for engaging REM young
adultsliving with mental health disorders[20,21,32]. The most
intensive exploration of racial, ethnic, and other key social
identities often happens during young adulthood [33], and
informs an individual’s sense of self and direction in life [34].
REM young adults have expressed hesitancy about mental health
treatment due to historical and current racism in health care
[35], differencesin perceived need for mental health care[36],
and cultural beliefs and preferences around how to address
mental health problems [37]. Studies show that REM young
adults experience structural vulnerabilities (eg, living in high
poverty areas, more coercive rather than voluntary treatments)
[38], report low cultural competency among mental health care
providers [39], along with high levels of mistrust of providers
[24], which serve as key barriers to participating in treatment.
Research on REM young adultsin mental health care indicates
that they desire greater knowledge and understanding of their
identities and social positions by mental health professionals
[25].

Culturaly responsive interventions can improve treatment
engagement by facilitating communication about the cultural
and structural context from the young adult’s perspective [40].
This alows treatment providers to be responsive to young
adults’ experiences and identify barriers that can arise and
strengths that can be drawn upon in treatment [41-43]. Mental
health interventions adapted for REM youth have incorporated
culturally relevant elements (eg, language, metaphors, values,
and traditions) for specific racial-ethnic groups [44]. But,
adapting intervention protocols for each cultural group is not
feasible for public and community mental health services that
will likely provide care for youth from a wide range of
backgrounds[42,45]. Also, interventions adapted for a specific
racial-ethnic group may not be able to address an individual
young person’'s intersectional social positions (eg, gender,
sexuality, wealth, immigration, and multiracial-ethnic statuses)
that influence their mental health and experiences of mental
health care [42]. Recent research on cultural adaptation favors
person-centered approaches that invite discussion of cultural
and structura factors, and alow individuals to articulate what
matters most about their identities, without the need to adapt
intervention protocols for prespecified aspects of cultural
identity [46,47].

Just Do You I ntervention
This study tests 3 new candidate behavioral intervention
components focused on cultural and structural content that can
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potentially be added to the Just Do You intervention in order
toimproveits effectsfor REM young adults with SM1. Just Do
You [48] is an evidence-informed treatment engagement
intervention that uses narrative health communication, role
models, and expressive arts in a brief curriculum aimed at
orienting young adults to treatment in adult mental health care
settings. As young people become familiar with the staff at a
clinic and the servicesthat are available, they form impressions
about treatment that allow them to make informed decisions
about whether to continue. The overall goal of Just Do You is
to provide an orientation to mental health treatment that will
support both initial and ongoing service engagement [49]. Just
Do You isdelivered by aclinician and a professional peer who
is further along in their mental heath recovery and life
experiences (a Recovery Role Model) who facilitates
conversations and expressive activities based on the orientation
content. This cofacilitator approach models for young adults
how to collaborate with professionals in their treatment. The
developmentally tailored curriculum conveysinformation about
mental health treatment and clinic services to young adults
through credible sources (eg, peer and celebrity testimonials)
and multisensory activities (eg, art therapy directives) designed
to hold their attention and positively shape their perceptions
about treatment, stigma, and service providers [49]. In arecent
randomized controlled trial (RCT) conducted at 4 sites
associated with 2 large urban mental health organizationsinthe
eastern United States (Clinical Trials.gov, NCT03423212), Just
Do You demonstrated feasibility, acceptability, and efficacy
for improving treatment engagement and personal mental health
recovery at 3 months after baseline, with a medium effect size,
among a sample of 121 young adults with SMI, 95% of whom
were from Black, Latinx, and multiracial minoritized groups
[50,51].

Just Do You is based on the young adult framework of mental
health service use [24]. The young adult framework was
developed through studying young adults with mental health
disorders and applying theories of behavior change [52,53] and
mental health service use [54] to describe the phenomenon of
disengagement from treatment during the transition to adulthood.
Just Do You was designed to target mechanisms of engagement

Figure 1. Conceptual model.
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in services identified by the young adult framework through
developmentally tailored behavior change techniques [55]. In
the most recent clinical trial described above, Just Do You
demonstrated statistically significant effects on four proximal
mediators from the young adult framework: (1) perceived
advantages of treatment, (2) trustworthiness and (3) credibility
of treatment providers, and (4) stigma surrounding service use.
The young adult framework was validated by trial results, but
Just Do You did not impact al targeted mediators[50], including
hope and self-efficacy, suggesting the need for further culturally
tailored adaptations to strengthen the intervention’s influence
on theoretical mechanisms of engagement and service use, as
well as mental health outcomes.

Conceptual Model

Resultsfrom the original Just Do You trial, along with findings
from previous research discussed above, suggest that adding
select behavioral intervention components may boost the effects
of Just Do You on key mediators for REM young adults.
Participant data in the original Just Do You trial across both
treatment and control conditions showed that REM young adults
had strong racial-ethnic identities (ie, sense of belonging and
connectedness to their racial-ethnic groups) [35,56], and that
strong racia-ethnic identity was associated with treatment
engagement through increased hope, self-€efficacy, and provider
credibility ratings[57]. Building upon the conceptual model for
the previous trial of Just Do You, we have designed 3 new
candidate behavioral intervention components to address
important mediatorsfor REM young adults (Figure 1). The new
candidate components expand upon these findings regarding
the importance of racial-ethnic identities and the salience of
structural barriers, and they add content to improve cultural and
structural competency practices in mental health [46,58]. The
new candidate behaviora intervention components seek to (1)
enhance perceived cultural competency of providers, (2)
improve hope (ie, self-belief and outcome expectancy that
recovery ispossible), and (3) improve self-efficacy for treatment
engagement (ie, decrease perceived difficulty or increase control
of engagement behaviors). Hope and self-efficacy were targeted
as mediators in the previous trial of Just Do You but did not
change [50].

| Intervention | | Mediators | |

Theoretical Pathway
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Candidate Behavioral Intervention Components

Overview

The new candidate components are designed to explicitly
address person-centered cultural and structural content while
targeting the proposed mediators of engagement specified in
the conceptual model. The candidate componentswere selected
by thefirst author in consultation with the research team, which
included acreative artstherapist and the creator of Just Do You.
All candidate components maintain the theoretical framework
and delivery approach of the origina intervention. The
components use narratives, role models, and creative arts to
preserve fidelity to the origina Just Do You curriculum’s
evidence-informed health communication strategies. Each
candidate component was sel ected to meet these criteria based
on preliminary research, and they were collaboratively designed
using the ADAPT-ITT (Assessment, Decision, Adaptation,
Production, Topical experts-integration, Training, and Testing)
model [59]. ADAPT-ITT is a well-established participatory
approach for modifying interventions to be effective with a
specific target population. Through this process, new
componentswere designed with REM young adults and mental
health professionals, including peer service providers, in
community-based adult psychiatric services. Our year-long
collaborative design project produced versions of the candidate
components that are more likely to be acceptable, feasible, and
effective in adult community mental health settings. The 3 new
candidate components, and their respective training and fidelity
protocols, were manualized and formatted to complement the
Just Do You core intervention as additional sessions.

Component A

Cultural identity is based on recent advances in cultural
identity-affirming psychosocial interventionsfor youth [60,61]
and the Cultura Formulation Interview (CFI) for DSM-5
(Diagnostic and Satistical Manual of Mental Disorders [Fifth
Edition]) [46]. Research suggests rapport-building strategies
that prompt positive cognitions about culture in REM young
adults can communicate, both implicitly and explicitly, that
their cultural identities are important and will be respected
within the therapeutic relationship [62]. The CFl guides mental
health service providers to initiate conversations about the
cultural context of individual patients at the start of treatment,
in order to better address barriers that can arise and identify
cultural strengths that can be drawn upon in clinical care. The
CFI has been shown to enhance initial health communication
and therapeutic rapport [63], and improve ongoing treatment
attendance among adults and youth from minoritized
racial-ethnic groups in outpatient mental health treatment
[42,43].

Component B

Future self draws upon concepts from solution-focused brief
therapy [64] and identity-based motivation in health [65] to help
young adults generate positive, culturally relevant imagery of
their future selves and connect those images to sustained
engagement in mental health services. Solution-focused brief
therapy techniques explicitly focus on generating hope and
receptivity to new thoughts and actions [66]. |dentity-based
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motivation techniques involve framing the actions needed to
attain a desired future as congruent with social identities that
aremost salient to ayoung person [67]. Component B al so uses
elements of Photovoice[68], in which young adultstake photos
or videos to express a narrative storyline about their future self
in recovery. Photovoice has been used as a mental health
recovery intervention for people living with SMI [69,70], and
previous studies highlight the utility of this approach and its
alignment with the narrative and creative arts strategies in Just
Do You [69,71].

Component C

Understanding environments draws from the structural
competency framework [ 72] to address social and environmental
factors that shape REM young adults' engagement in mental
health services (eg, unstable housing, poverty, community
violence, and community protective factors). Using elements
from neighborhood mapping [73,74], the professiona peer
facilitator (Recovery Role Mode!) initiates planning with young
adults to manage barriers and increase their self-efficacy to
sustain engagement. This approach makes use of the peer
support strategy aready employed in Just Do You, and previous
research indicates that working with peers who relate to their
social challenges is associated with greater outpatient
engagement [75] and reduced disparitiesin service use among
REM young adults with mental health disorders[76].

M ultiphase Optimization Strategy

This study will examine the new candidate intervention
components using the multi phase optimization strategy (MOST)
[77]. MOST isaprincipled method for identifying the optimal
combination of intervention components before testing an
intervention in a resource-intensive RCT [78]. The MOST
framework consists of 3 stages: preparation, optimization, and
evaluation of the intervention in a standard 2-arm RCT. This
pilot trial comprises the preparation stage of MOST, in which
wewill pilot the study protocolsto enroll and assess participants
and deliver the componentsin acommunity mental health setting
using a factorial design. The pilot optimization trial will
establish the feasibility and acceptability of the approach and
the candidate componentsin theintervention setting, and explore
preliminary evidence of components' effects on study outcomes
and mediating variables, in preparation for a future fully
powered optimization RCT.

Study Objectives

The overall goals of our pilot research are (1) evaluate the
acceptability and feasihility of the new candidate intervention
components, (2) explore preliminary indications of components
impact on engagement and service use (ie, active involvement
and attendance to treatment) and on hypothesized mediators at
3-month follow-up, and (3) refine aspects of the approach for
a future optimization RCT (eg, implementation, recruitment,
and assessment strategies). We will test the new candidate
componentswith REM young adult participantsin an outpatient
community mental health setting, using mixed methodsto collect
and integrate data from quantitative measures and qualitative
interviews.
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Methods

Pilot Trial Design

This study uses a balanced 2 factorial experiment. Each factor
will have 2 factor levels, included (yes) or excluded (no),
resulting in 8 experimental conditionsthat represent al possible
combinations of the new candidate components (see Table 1).
All participants will receive the Just Do You core component,
followed by the candidate components they were assigned to
receive, if any. Thus, participantswill be randomly assigned to
one of 8 experimental conditions and receive Just Do You and

Table 1. Experimental conditionsin the 23-factorial design.
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0-3 new components. We will explore preliminary evidence of
component effects on the primary outcomes by comparing the
mean outcomes across included conditions versus the mean
outcomes across excluded conditions. For example, Component
A conditions 5-8 will be compared to conditions 1-4. The
factorial design does not directly compare each condition or use
atraditional control group. Instead, each factor level serves as
its own control. Consistent with a convergent parallel mixed
methods design [79], semistructured qualitative interviewswill
be conducted postintervention with participants to provide
context and improve our interpretation of quantitative results.
A total of 80 participants will be enrolled.

Experimental condition Just Do You Component A Component B Component C Sample size, n
1 Yed No° No No 10
2 Yes No No Yes 10
3 Yes No Yes No 10
4 Yes No Yes Yes 10
5 Yes Yes No No 10
6 Yes Yes No Yes 10
7 Yes Yes Yes No 10
8 Yes Yes Yes Yes 10

@Yes: component isincluded.
bNo: component is excluded.

Study Setting

Young adult participants will be recruited from an outpatient
psychiatric rehabilitation program (the study site) inthe eastern
United Statesthat serves acommunity of primarily adult Black
and Hispanic or Latine individuals. Mental health services
offered by the study site include therapeutic and skills-based
group treatment, individual counseling, medication support,
and resource coordination for transportation, housing,
employment, and other recovery supports.

Eligibility Criteria

Young adult participantswill be eligibleif they are between the
ages of 18 and 34 years, identify as REM (ie, from racial and
ethnic groups other than non-Hispanic, White), and are enrolled
in mental health services at the study site. The eligible agerange
is consistent with definitions of young adulthood by the United
States Census Bureau [80] and the age range most commonly
targeted in early intervention servicesfor SMI [18]. Participants
will be excluded if they cannot comprehend and speak English
or if they cannot understand the consent process.

Recruitment

Participants will be recruited through flyers distributed by the
research team that briefly describe the study and how to contact
research staff for more information. Research staff will be
present at the study site on aweekly basisto provideinformation
in person. Interested participants who make contact with the
research staff will be offered a brief eligibility screening.

https://www.researchprotocol s.org/2025/1/e68885

Participants who are eligible will be asked to provide their
informed consent for enrollment.

Recruitment activities are planned to take place over 24 months.
Administrative staff at the study site reported that there are
about 30 young adults meeting eligibility criteria enrolled in
the clinic services at any given time, with about 4 new
enrollments per month. We estimate a 10% refusal rate based
on the low rates of refusal in the previous Just Do You tria,
which will alow us to recruit the sample over 24 months. To
enhance tracking and retention for follow-up assessments, we
will collect extensive contact information for all participants,
which includes contact information for up to 3 individual swho
will be able to locate them, and use reminder calls or texts for
assessment appointments.

Randomization

Upon enrollment in the study, participants will be assigned to
an experimental condition using a randomization plan
programmed into a database on the REDCap (Research
Electronic Data Capture) platform [81]. The program will assign
participants using block randomization to maximize balance
across conditions (ie, random assignment to 1 of 8 conditions
per block). Condition assignments will be unblinded.

I ntervention

Theintervention period for each participant will last from 1 to
5 weeks, depending on the experimental condition. The
conditions have a maximum of 5 sessions, delivered once per
week, and sessions last for up to 1.5 hours (refer to content in
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Table 2). Following abaseline assessment, the coreintervention
will bedelivered for all participants, and additional components
will be delivered subsequently in the following weeks. In
addition, participants are expected to attend all appointments
for mental health treatment at the study site. All intervention
components will be delivered by a mental health clinician and

Table 2. Content and duration of components.

Mooreet al

a professional peer specialist employed by the study site. The
principal investigator will provide initial and ongoing training
to the interventionists on the manualized intervention
components and reporting procedures for adverse events
throughout the study.

Component Number and duration of sessions  Topics and activities
Just Do You 1 Session o Guiding principles of recovery
60 minutes «  Recovery Role Model personal narrative
«  Videos of celebrity service users
«  Persona goasrelated to recovery
«  Characteristics of atrustworthy professional
« Introduction to clinic services
A: Cultural identity 1 Session «  Feeling seen and heard
60 minutes . Introduction to creative arts therapy techniques
o  Cultura identity art activity
« Recovery Role Model personal narrative
B: Future self 2 Sessions Session 1

60 & 30 minutes

1 Session
60 minutes

C: Understanding environments

Overcoming challenges and finding hope
Introduction to creative arts therapy techniques
Mental health resilience in music and videos
Strengths and inspiration of art activity
Recovery Role Model personal narrative
Introduce guidelines for photo activity

Session 2
«  Brief check-in after completing the photo activity

o  Overcoming barriersin the environment

« Introduction to creative arts therapy techniques

«  Map of your environment art activity

« Recovery Role Model introduces services/strategies for addressing
barriers to engagement

Assessment Procedures

Assessments of engagement will occur at baseline, posttest
(after intervention compl etion), and 3-month follow-up. At each
assessment, participants will report on involvement in their
treatment, and their perceptions of stigma, benefits, trust and
rapport with providers, hopefulness, and the difficulty associated
with treatment engagement. In-depth acceptability interviews
will be conducted at posttest with 40 participants purposively
sampled from each experimental condition. Acceptability
interviews will be focused on experiences with intervention
components, aspects of implementation, and any factors that
promoted or impeded intervention adherence. Each assessment
is expected to last for 1 hour.

Screening, consent, and assessment interviewswith participants
will be administered by the principa investigator or another
trained member of the research team and will take place in
person at the study site or viaencrypted videoconferencing. All
staff involved in data collection will be trained on the
assessments by the principal investigator, and all research staff
will complete training on informed consent, good clinical
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practices, and all safety and reporting protocols as certified by
New York University’sinstitutional review board (IRB).

Process Evaluation

To determine the extent to which the program is delivered as
intended, treatment fidelity will be monitored by research staff
who observe selected sessions and rate the content delivered
using checklists. Interventionists will use session checklists to
record the content delivered and attendance in each session, and
report on issues that arise regarding participants and study
activities. The principa investigator will hold weekly
supervisory meetings with interventionists to review the study
process, receive feedback, and see that concerns are addressed
in atimely manner.

Measures

Acceptability will be measured by a self-report questionnaire
based on the theoretical framework of acceptability [82]. The
scale has 9 items (eg, how much effort did it take you to
participate in the intervention sessions?), with total scores
ranging from 9 to 45, and higher scores indicating greater
acceptability. Can be found in Multimedia Appendix 1 for
interview guide. We will also record rates of intervention
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adherence as the number of assigned components completed
by participants. To assess feasibility, we will record rates of
recruitment, enrollment, retention, and assessment, and attempt
to learn reasons for any dropouts through follow-up contacts.
We will document interventionists' feedback throughout the
study to determine component challenges and facilitators, and
any key aspectsthey believe are of particular importanceto the
intervention. We will also regularly meet with administrative
staff from the study siteto assesstheir perceptions of the study’s
impact (challenges/benefits) on the clinic and document their
ideas for overcoming any challengesto implementation. These
meetings will clarify the elements involved in the feasible
implementation of the intervention and the overall study, such
asthe integration of the study into the clinic workflow.

Engagement in treatment will be measured using 8 items from
the Client Engagement in Child Protective Services Scale
involvement or buy-in subscale [83]. Responses are on a5-point
Likert scale. An example item is“l am not just going through
the motions. I'm really involved in working with providers”
Therangefor the scaleis 8 to 40, with higher scoresindicating
higher levels of engagement. This scale has demonstrated
acceptable reliability with the study target population (=.82)
[51,83]. Service usagewill be measured at a 3-month follow-up
by participant medical records. The total number of contacts
each participant makes with the treatment program, and the
datesfor all contacts, starting 1 month before baseline through
3-month follow-up, will be collected to assess changein service

Mooreet al

use over the study period. Demographic information will be
collected at baseline, and targeted mediators and mental health
symptoms will be collected by self-report measures at all
timepoints. Study measures have been extensively tested by the
research team [84] and previous studieswith REM populations,
young adults, and individuas living with SMI. All have been
found to have good psychometric properties. Can be found in
Multimedia Appendix 2: Baseline assessment measures for a
full list of the study measures collected during the baseline
assessment.

Study Timeline

The study will take place over 4-5 months for each participant,
and the total study duration is expected to last 2.5 years.
Consenting participants will be enrolled, randomized, and
administered a baseline assessment on the first day. They will
be scheduled to receive the Just Do You core component within
1 week of completing the baseline. They will receive each
subsequent component within 1 week of the previous component
based on their experimental condition (Figure 2). After
completing the intervention, participants will be administered
the posttest assessment, which includesthe study outcomesand
acceptability measures. Participants will be administered the
final assessment 3 months after the baseline, and the research
staff will receive areport from the study site documenting each
date a treatment service was received by the participant over
the study period.

Figure 2. Pilot optimization trial of an engagement intervention for racial and ethnic minority young adults.
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Post allocation
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Data M anagement

A secure REDCap database will be used to enter and manage
recruitment, consent, enrollment, and assessment data. Research
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datawill be assigned anidentification code and stored separately
from participant names and contact information. Only trained
members of the research team will have access to the data
throughout the study.
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Data Analysis

Acceptability will be based on an average rating above the
mid-point of the scale and overall positive thematic qualitiesin
the interview data. Feasibility estimates will be based on
recruitment rates and retention rates for assessments and
components, component adherence rates, and component fidelity
rates. Benchmark criteria for feasibility will be recruitment of
3 participants per month, completed assessment rates of 75%,
and components compl eted by 85% of participants. Quantitative
dataon feasibility will be summarized with descriptive statistics.
Confidenceintervalswill convey the direction, magnitude, and
precision of estimates. Infeasible study elements or elements
with low acceptability will be identified and then modified or
removed from the protocol before subsequent stages of
intervention testing.

For qualitative data, interviewswill betranscribed and analyzed
to describe and assess the acceptability of the intervention
components using procedures for thematic analysis [85] and
coding techniques from content analysis [86]. First, analysts
will code independently using a priori codes (eg, constructs
assessed in quantitative measures) and determine emergent
codes based on participants’ responses. Next, analystswill meet
regularly to reach consensus on coding and jointly construct
common, divergent, and subthemes. These processeswill assist
analysts to consider and manage how their own perspectives
influence or guide the analytic process. Then, verbatim text will
be ordered within thematic categories. Finally, dataon outcomes
that are assessed both qualitatively and quantitatively (eg,
acceptability, feasibility, and adherence) will be integrated for
side-by-side comparison using matricesand joint displays[87].
We will ensure methodological integrity by using audit trails
and transparently documenting al analytic procedures and
decisions [88]. Integrated results will be used to inform any
future modificationsto protocolsand proceduresfor later phases
of the intervention adaptation and eval uation process.

To assesstreatment engagement outcomes, exploratory analyses
will examinethe distributions of all variables, identify outliers,
and cal culate descriptive statistics for each assessment timepoint,
and with respect to the 3 components. We will use an
intent-to-treat approach for the anaysis. Factoriadl ANOVA
using effect coding will be used to estimate the main effects
and interactions between factors (ie, components) on the mean
change in number of contacts with treatment services and the
level of engagement at 3-month follow-up. Each intervention
component will be assigned a value of +1 or —1 depending on
whether it was included or excluded from the experimental
condition (ie, yes or no). In addition, we will explore evidence
of effects on mediators at posttest and 3-month outcomes.
Analyses will rely on an examination of the overall pattern of
changes (eg, strength and change in the intended direction)
instead of hypothesistesting. The samplesize of 80 issufficient
for the planned analyses and provides 79% power to detect main
effects, corresponding to a correlation of 0.6 and a medium
effect size (d=0.50), given a=.05.

Ethical Considerations

Thetrial protocol was approved by New York University’sIRB
Human Research Protection Program on December 4, 2024

https://www.researchprotocol s.org/2025/1/e68885
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(IRB-FY 2024-9043). Any future protocol amendmentswill be
reviewed by the IRB and reported on Clinical Trials.gov. Before
giving consent to enroll in the study, eligible individuals will
receive a detailed description of the study and be informed that
they may choose not to participate or to stop participating at
any time. They will beinformed of the limitsto confidentiality,
including that research staff will report any indications of
harming themselves or othersto clinical staff at the study site,
and that researchers may withdraw them from the study if their
health or well-being worsens.

To minimize the risk of loss of confidentiality, all informed
consents and assessmentswill take place in aprivate space that
assures confidential communication. Reminders of assessments
made by phone or text will communicate only about the
upcoming assessment appointment and not about any study or
participant details. No participant information will be shared
outside of the research team, with the exception of a situation
whereitislegally required or if the participant reports they are
at risk of harm to themselves or someone else. We will follow
protocols within the clinic study site and provide a “warm
hand-off” to clinic staff if such areport of risk is made, or if
participants require medical assistance during any research
activities. While we do not foresee any event in which a
participant would need to leave the study, adverse events that
occur will be brought to the attention of the principal
investigator and reported immediately to the IRB. Any adverse
events will be reviewed and the researchers will determine
whether to withdraw a participant from the study. Participants
arepaid US$30in cashimmediately, or by debit cardin atimely
manner, for each completed assessment.

Dissemination

We will disseminate study findingsin atimely fashion through
presentations at scientific meetings, publications, press releases,
socidl media, and share findings with the study site
administration and participant population. Final study status

will be available on Clinical Trials.gov within one year after the
study’s primary completion date.

Results

All hiring and training of study staff for the pilot optimization
trial were completed in October 2024. Participant recruitment
and randomization began in December 2024 and are planned
to continue through December 2026. Follow-up assessments
will continue through March 2027, with final study completion
(ie, dataanalysis and interpretation of results) planned for May
2027.

Discussion

Principal Findings

This study will generate the preliminary data needed for a
large-scale optimization RCT of the Just Do You intervention.
First, we will establish the acceptability of the new candidate
intervention components when added to the existing Just Do
You intervention. We anticipate that findings will show
preliminary evidence of the new components’ positive impact
on engagement and service use outcomes at 3-month follow-up.
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Second, we will ascertain the feasibility of implementing the
study protocol and achieving robust recruitment, retention,
adherence, and fidelity rates. These datawill allow for making
any necessary improvements to the components' design or the
study procedures before moving on to later stages of testing.
Finally, this pilot optimization trial represents the initial stage
in the MOST framework [78], which we plan to apply to
improving the Just Do You intervention iteratively over time.
The ultimate goal is to develop an efficient, evidence-based
engagement program, tailored to be developmentally and
culturally responsive to REM young adults with mental health
disorders. Previous young adult mental health service
engagement interventions have used RCTs to test
multiple-element interventions as a treatment package [19,21],
which lacks precision for determining the relative contribution
of intervention components. The results of this pilot would alow
us to address this gap through systematically assessing the
candidate components individually in a future well-powered
optimization RCT. Understanding the relative value of the
candidate componentsislikely to inform improvements to Just
Do You and lead to an optimized intervention.

Importantly, this study demonstrates a deployment-focused
approach to intervention design and testing that can expedite
the trandation of our research into practice. The candidate
intervention components were intentionally designed through
incorporating the perspectives of young adults and service
providers, and they are being tested in a typica
community-based clinical setting. We have chosen this
approach, based on previous research [48,89], to support the
development of an intervention that can improve mental health
service engagement and be delivered in nonacademic, real-world
community treatment settings in the United States, MOST has
also been used to optimize interventions, enhance their
scalability, and increase the probability of successful
implementation in resource-constrained settings [77]. By
combining these methods, thispilot trial will allow usto collect
several indicators of acceptability and fit of the approach, and
determine the main constraints on implementation (eg, costs,
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workforce capacity, and clinic workflows). Thelatter will guide
usin selecting an optimization objective for testing the candidate
components in the future optimization RCT. We anticipate this
will help to ensure that we can develop a future Just Do You
intervention that is feasible, scalable, and can be disseminated
widely into US community mental health services.

Limitations

This study faces some potential challenges. First, testing an
intervention with a“hard-to-engage” population often requires
aconsiderable amount of resources. Another potential challenge
isimplementing acomplex study with 8 experimental conditions
in a clinical setting. Building on pri previous or research
experience, the study team have taken severa measures to
ensure the success of the trial. To minimize attrition, we will
use well-established methods for tracking difficult to engage
populations such as on-going reminder contacts and messaging,
and collecting contact information for other peoplewe can reach
respondents through. We are also allowing 2 years to recruit
participantsin order to have a sufficient amount of time, and to
avoid overtaxing our recruitment site. In addition, we have
designed the 3 new candidate intervention componentsto require
very few additional resources to implement. Finally, the study
team includes both researchers who have extensive experience
with implementing MOST trids, and researcherswho are skilled
in conducting trials in psychiatric care settings. Our combined
expertise will improve our ability to identify and address
challenges in the pilot stage and determine how to enhance
feasibility for future stages of the research.

Conclusion

This research will yield critical, deployment-focused findings
essential for informing a subsequent randomized controlled
trial, representing the next proposed stage in this research
agenda. The overarching objective is to establish an effective,
efficient, and scalable intervention designed to enhance
engagement and mental health outcomeswithin the REM young
adult population.
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