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Abstract
Background: Youth of color who live in urban communities face disproportionate anxiety levels due to systemic inequities,
including exposure to violence, economic instability, and neighborhood disadvantage. Despite increased need, these communi-
ties often lack accessible mental health interventions.
Objective: This study presents a protocol for an anxiety prevention intervention developed through a community-based
participatory approach that is tailored to urban youth of color using community-based participatory research methods.
Methods: The intervention, co-developed with a community partner and guided by a youth advisory board, includes 5
structured weekly sessions on psychoeducation, coping skills, and role-playing exercises. Facilitators trained in social work
or psychology will deliver the intervention, with at least 1 facilitator from the target community ensuring cultural relevance.
Recruitment will occur through collaboration with a local high school, with counselors identifying high-risk youth. We will
enroll a sample of 30 high school–aged youth at minimum (maximum 50 youth) into the study. Two cohorts of youth will
participate in the study. The groups will be separated by sex (male and female). The primary outcome is reduction in anxiety,
measured by the Generalized Anxiety Disorder-7 scale. Data will be collected at baseline, after the intervention, and during
follow-up assessments (3 months after). Statistical analyses will include parametric tests (eg, repeated measures ANOVA and
1-tailed t tests) to compare anxiety reduction across groups.
Results: This pilot intervention is a part of a larger study that began in September 2020 and ended in August 2025. Enrollment
for the pilot intervention began in May 2025. The anxiety intervention is expected to reduce anxiety among a high-risk
group of youth. Methods to improve facilitator fidelity to the intervention model are expected to support high fidelity to the
curriculum.
Conclusions: This study highlights the development of a new anxiety intervention using a community-based participatory
approach. Findings will be reported and used to scale up the pilot intervention into a larger clinical trial to serve a larger
population of youth in the targeted community. In addition, the results will contribute to knowledge on improving mental
health accessibility for marginalized youth. If effective, this model could be expanded to support youth in other underresourced
communities.
Trial Registration: Clinical Trials.gov NCT07044752; clinicaltrials.gov/study/NCT07044752
International Registered Report Identifier (IRRID): DERR1-10.2196/75501
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Introduction
Background
In the United States, the prevalence of anxiety among youth
has continued to steadily rise over the past few years [1].
Findings from the National Survey of Children’s Health
showed a 27% increase in anxiety from 2016 to 2019 and, by
2020, 5.6 million children had been diagnosed with anxiety
problems [1]. Increased anxiety among youth of color has
also been observed over the past few years [2,3]. Addition,
the rate of increase in anxiety disorders among Black people
overall exceeded the rate seen for White people over the same
period (17.1% for Black people vs 4.5% for White people)
[2]. Moreover, data from the National Comorbidity Survey,
which assessed for lifetime prevalence of mood and anxi-
ety disorders among English-speaking households, revealed
that Hispanic or Latinx youth were at the highest risk for
mood and anxiety disorders compared to non-Hispanic White
adolescents [3]. Besides disparities across racial and ethnic
groups, adolescents from low-income households, especially
those in urban communities, are at higher risk for anxiety
compared to their peers from high-income households [4,5].

While there may be many factors that play a role in the
development of anxiety symptoms among youth, research has
shown that increased rates of mental health issues, specif-
ically among urban youth, are significantly related to the
environment in which they live and if they are at a neighbor-
hood disadvantage [6]. Characteristics of the urban environ-
ment, such as community violence, gang activity, substance
use, and poverty, disproportionately affect urban youth and
increase their exposure to potentially traumatic events such as
incidents related to community-level violence [7]. This type
of trauma exposure has been linked to the development of
depression, anxiety, and early-age substance use. Similarly,
neighborhood disadvantage consisting of limited resources,
lack of safety, subpar housing, and unemployment has also
been associated with anxiety among urban youth [5,7]. As
evidenced, due to the amount of stressors youth are exposed
to in urban communities, anxiety among this population is a
significant public health problem, and the lack of resources in
these communities exacerbates these issues. Underresourced
urban communities are in dire need of services and programs
that can improve the climates of spaces youth spend the
majority of their time in, which can improve the overall
mental health of the youth living in these communities.

As youth spend approximately one-third of their early
developmental years within an academic setting, schools have
been identified as effective sites for the implementation of
mental health programming [8,9]. Due to schools being such
key places for youth, school-based interventions have the
opportunity of reaching youth who may have been previously
unidentified or untreated [10]. Compared to community-based

mental health clinics and primary care settings, delivering
interventions in urban school settings, as an example, can
address some of the many barriers faced by urban youth in
underresourced communities such as removing the need for
travel, unfamiliarity, cost, and time [11].
Importance of Community-Based
Participatory Research
Community-based participatory research (CBPR) can be used
as a critical approach in the development and implementa-
tion of mental health interventions, particularly in urban
communities, as it is essential that these programs and
interventions incorporate the voices of those living in these
communities [12]. Researchers agree that the insights gained
from receiving direct feedback from community members
enhance the researchers’ understanding of the problems
affecting the community while also building on the strengths
of the community. CBPR engages community members as
equal partners and cogenerators of knowledge throughout
the research process, ensuring that interventions are cultur-
ally relevant, contextually appropriate, and responsive to the
specific needs of the population [12]. This collaborative
methodology has proven effective in addressing systemic
issues that contribute to mental health disparities, such as
poverty, exposure to violence, and inadequate access to health
care services [13]. Furthermore, CBPR fosters trust between
academic researchers and historically marginalized communi-
ties, promoting the sustainability of mental health programs
and enhancing their real-world impact [14].

Youth advisory boards (YABs) within CBPR projects,
composed of young individuals from the very communities
being studied, with diverse perspectives, play a pivotal role in
ensuring that interventions are youth centered, engaging, and
accessible. In recent years, research has shown the impor-
tance of including youth feedback in the development of
mental health interventions for them [15]. It has been shown
that the use of YABs helps to ensure that youth voices are
heard within systems and helps to identify youth priorities
related to mental health needs and issues [16]. Research also
demonstrates that the use of youth participatory methods is
helpful in obtaining meaningful insight from youth, engages
them in the research process, and therefore empowers youth
to be coparticipators in problem solving [17]. On a larger
scale, including youth participation in research can also
lead to more effective community-level policies that directly
improve health outcomes and quality of life of this population
[18]. By having youth actively participating in the co-design
process, YAB members provide valuable insights into the
language, delivery methods, and intervention components that
resonate with their peers. Their involvement fosters a sense
of ownership and empowerment, increasing the likelihood of
program uptake and success.
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Pertaining to youth mental health outcomes, engaging
community members and YABs is crucial in develop-
ing effective interventions for young people, particularly
in addressing mental health challenges such as anxiety.
Community members offer invaluable insights into local
needs, cultural dynamics, and systemic barriers that can
influence the implementation and sustainability of interven-
tions [18]. Their lived experiences help shape programs
that are contextually relevant and responsive to the specific
challenges faced by youth in their communities.

Purpose of This Study
The purpose of this protocol is to outline steps that were taken
for the development of a pilot feasibility trial of a commun-
ity-based psychoeducational intervention for anxiety designed
to alleviate anxiety symptoms among youth living in an
urban environment. This curriculum was developed through
a collaborative partnership with a licensed clinical social
worker who was born and raised in the study setting, ensuring
that the intervention is both culturally relevant and grounded
in the lived experiences of the community. Recognizing the
unique stressors faced by youth in urban settings, includ-
ing exposure to community violence, economic instability,
and limited access to mental health resources, this pro-
gram integrates evidence-based anxiety prevention strategies
with community knowledge. The curriculum is designed to
be interactive, incorporating cognitive behavioral techni-
ques, mindfulness practices, and resilience-building exercises
tailored to the realities of youth living in this commun-
ity. By centering local expertise and youth voices, this
intervention seeks to empower participants with the tools
needed to manage stress, build emotional resilience, and
improve overall mental well-being, while fostering a sense
of community support and engagement. The primary aims of
this intervention are to (1) increase participants’ knowledge
and understanding of anxiety, including its causes, symptoms,
and physiological effects; (2) reduce stigma by normalizing
conversations around anxiety and seeking different levels of
help (eg, peer support, spiritual support, talking to a trusted
adult, and therapy); and (3) increase participants’ confidence
in managing anxiety by equipping them with practical coping
skills to navigate stressors in their daily lives.

Methods
Study Setting
The study will be conducted in Paterson, New Jersey, a
northeastern urban community with a population of approx-
imately 157,864 residents, with children and youth aged <18
years comprising about 27% of the population [19]. The
city faces significant socioeconomic challenges, including
a poverty rate of 23.5%, more than double the state
average of 9.7%. These economic hardships contribute to
increased mental health concerns among residents, particu-
larly youth, highlighting the urgent need for targeted mental
health interventions. The study’s principal investigator (PI)
has worked with the city as a community-based participa-
tory researcher for almost a decade and leads multiple

National Institutes of Health (NIH)–funded studies centered
in this community, including a 5-year NIH-funded grant, the
Paterson Prevention Project, which examines the impact of
neighborhoods on youth substance use and mental health in
the city [20]. Using previously published research from work
conducted in the target community, and using a commun-
ity-based participatory approach, the study has identified
anxiety as a critical concern among Paterson youth. Address-
ing anxiety through targeted interventions has emerged as a
crucial step in improving mental health access and outcomes
in this underserved community.
Participatory Co-Design Process: Initial
Development
The development of the intervention was a collaborative and
community-engaged process that underscores the importance
of co-designing with trusted community partners to enhance
feasibility, cultural relevance, and sustainability. The initial
intervention idea came from CP, a licensed clinical social
worker and a longstanding, trusted community partner of the
Paterson Prevention Project. Through her active participation
in research activities in the project, including data collection
and engagement with youth, CP identified a critical need for
anxiety prevention resources and independently initiated an
informal intervention at a local high school. Confirmed with
evidence from qualitative and quantitative findings from the
study, the PI decided to co-develop a pilot intervention with
the community partner. This collaboration ensured that the
intervention was not only informed by community insights
but also grounded in evidence-based strategies. First, CP
provided an outline of the sessions, such as topics that were
important to address. CP met with the study’s PI and the
study team several times to decide on a specific framework to
use and activities that would be included in each session. By
integrating evidence-based practices with the lived experien-
ces and firsthand observations of a community-based mental
health practitioner, the intervention was strengthened in its
feasibility, acceptability, and potential for scalability.

Co-designing interventions with community partners such
as CP facilitates the integration of scientific rigor with
practical, real-world application, increasing the likelihood of
successful implementation and long-term sustainability. This
approach aligns with participatory research principles, which
emphasize the value of local expertise in shaping interven-
tions that are responsive to community needs. Through this
iterative process, the intervention was refined to balance
evidence-based strategies with culturally and contextually
relevant components, ensuring it could be effectively scaled
and sustained within the community.
Theoretical Framework
The intervention is guided using cognitive behavioral therapy
(CBT) principles, a well-established evidence-based approach
that targets maladaptive thoughts and behaviors to improve
mental health outcomes [21]. In addition to psychoeducation
around symptoms of anxiety, CBT also emphasizes skill
development and implementation such as breathing techni-
ques, visualization, and graded exposure and role-playing.
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Given the unique needs of urban youth, adaptations of how
CBT will be delivered have been developed to enhance its
cultural relevance and effectiveness. Research has demonstra-
ted that culturally tailored CBT interventions for urban youth
populations incorporate contextual stressors such as systemic
inequities, racial discrimination, and community violence,
making the approach more applicable and impactful for
these communities [22]. AdditionAdditionally, our interven-
tion integrates principles from trauma-focused CBT, which
has been shown to be effective in addressing trauma-rela-
ted symptoms among youth who have experienced adversity
[23]. By incorporating both frameworks alongside trauma-
informed strategies, our approach aims to provide a compre-
hensive and culturally responsive intervention for urban youth
facing multiple forms of psychosocial stressors.
Development of the Intervention
Facilitator Guide

Overview
The initial intervention materials for the curriculum were
developed by CP, BD-B (project manager at the time of
study), and the PI (IO) in collaboration with YAB members
of the Paterson Prevention Project. The research staff was
instrumental in the development of graphics and curriculum
structure (SJ, CM, and HV); the accuracy of session topics
and strategies was reviewed for accuracy by a licensed child
psychiatrist on the team (KA) and postdoctora research fellow
and psychologist (RER).

In addition, the Paterson Prevention Project YAB, which
consists of 8 teenagers and young adults who live in Paterson,
was instrumental in reviewing materials with research staff
during biweekly meetings over the course of 2 years. All
research activities including the development of sessions and
evaluation materials were supervised and approved by the PI
(IO). One of the advisory board members is a recent Master
of Social Work graduate and has been trained as a cofacilita-
tor of the intervention.

Theater Testing
Theater testing is a critical step in the development
and refinement of an intervention, allowing facilitators to
practice the delivery of the curriculum with a small group
before full-scale implementation. This process helps identify
strengths, areas for improvement, and any logistical or
content-related challenges that may arise. By running the
intervention in a controlled environment with a representa-
tive sample, facilitators can assess whether the activities,
discussions, and pacing are engaging and effective for
participants. Research supports the use of pilot or feasibility
testing in intervention development, as it provides essen-
tial feedback to refine content, delivery style, and overall
structure, ensuring that the program is both evidence based
and practical for real-world application [24]. Additionally,
theater testing allows facilitators to become more comfortable
with the material, enhancing their ability to deliver sessions
with confidence and consistency [25].

In February 2025, the study team conducted a theater
test of the intervention with 5 members of our YAB during
an 8-hour session in person in Paterson, New Jersey. The
facilitators led participants through the full intervention while
a designated study team member took notes on partici-
pant engagement, clarity of instructions, and areas needing
improvement. After completing the session, the study team
convened to discuss feedback and make necessary revisions
to the curriculum. Additionally, a follow-up meeting was held
with the PI to review the final adjustments before moving
forward with pilot testing. This iterative process ensures
that the intervention is responsive to the needs of the target
population, aligns with best practices in youth mental health
programming, and is optimized for successful implementa-
tion.
Finalization of Intervention
While there are no control conditions, as the intervention
will run over multiple iterations, a staggered start design will
be used to account for potential differences in groups. A
staggered start design is a phased implementation approach
that allows for iterative assessment and refinement of an
intervention before full-scale delivery. In this study, this
design involves initiating the intervention with 2 initial
cohorts, each consisting of 8 to 10 youth stratified by sex
(male and female). This first cohort will complete sessions 1
to 5 while facilitators document process implementation using
fidelity assessment tools. This approach enables real-time
evaluation of intervention delivery, facilitator adherence, and
participant engagement, allowing for any necessary refine-
ments before subsequent cohorts are enrolled. Following the
completion of the initial cohorts, an additional 2 cohorts will
be recruited, with this process continuing until we reach our
target enrollment of 30 to 50 youth. We anticipate recruiting 2
cohorts.

Supervision will be provided by a licensed clinical social
worker (CP) who is deeply familiar with the community and
was instrumental in the development of the intervention and a
project manager on the team. External reviews of fidelity and
intervention outcomes will be reviewed by the study PI and a
licensed child psychiatrist who is on the study team.
Pilot Study Procedures: Recruitment,
Selection, and Consent Process
This study is approved by the institutional review board of
Yale University and has been registered on Clinical Tri-
als.gov (NCT07044752). The recruitment plan for the pilot
study intervention will involve a collaborative partnership
with a local high school, working closely with the princi-
pal and lead school counselors to identify youth who may
benefit from participation. School counselors and teachers
will play a key role in identifying students who exhibit signs
of heightened anxiety or have been classified as high risk
based on behavioral observations, academic performance, and
self-reported concerns. To ensure a targeted and effective
approach, recruitment will prioritize students who have been
flagged by school guidance counselors for increased anxiety
symptoms, difficulty managing stress, or other related mental
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health challenges. Once identified, eligible students will be
invited to participate, with parental consent waived as per
institutional review board approval. The intervention cohorts
will be divided by sex (self-identified by the youth) to foster
a comfortable and supportive group dynamic, allowing for
tailored discussions and activities that align with the unique
experiences and stressors faced by male and female stu-
dents. This structured recruitment approach ensures that the
intervention reaches those in greatest need while maintaining
a supportive and inclusive environment for all participants.
After referral to the intervention, the relevant information
of the study will be provided to all participants in detail,
and they will be given sufficient time to consider whether to
participate in the study. If the participants agree to participate
in the intervention, they will sign an informed assent form.
Parental consent will be waived; however, all parents of youth
participants will receive an information sheet indicating that
their child is participating in an intervention. No blinding
or randomization will occur in this phase of pilot testing.
Due to participants being classed as a vulnerable population,
they will also be notified of mandated reporter requirements.
Each intervention group will consist of 5 to 10 participants,
with a preferred group size of 8 with a total sample of 50
participants.
Intervention Facilitators
The intervention will be facilitated by a license-eligible social
worker who is on the study’s YAB and is from the commun-
ity and a license-eligible clinical psychologist on the study
team. Having facilitators from the community is crucial,
as research indicates that community-based mentors and
professionals foster stronger connections with participants,
enhance engagement, and improve intervention outcomes [25,
26]. These facilitators bring an intrinsic understanding of
local stressors, social dynamics, and cultural nuances that
external professionals may not fully grasp. Their presence
helps to build trust and relatability, making the youth feel
more comfortable discussing their experiences and applying
coping strategies. Additionally, incorporating local facilitators
into the program fosters sustainability, as they can continue
to serve as mental health advocates within their commun-
ity beyond the duration of the intervention [25,26]. This
approach ensures that the program is not only evidence based
but also deeply rooted in the strengths and needs of the
community it serves.
Study Measures: Baseline and
Posttreatment Tests
The study will be conducted over 5 weeks with multi-
ple assessment points depending on the measure. Outcome
measures will be collected at the first session, which will be
considered at baseline (T1) and after treatment (T2; 4 weeks
from the baseline assessment or after the last intervention
session has been completed).
Primary Outcomes
The primary outcome is the mean change in anxiety scores on
the Generalized Anxiety Disorder-7 (GAD-7) questionnaire
for adolescents between the baseline, after the intervention,

and at the 3-month follow-up (T2). The questionnaire has 7
items, each with a 4-point scale, with scores between 0 and
21 points. Scores are considered as follows: 0 to 4 symp-
toms (minimal), 5 to 9 symptoms (mild), 10 to 14 symptoms
(moderate), and 15 to 21 symptoms (severe). The GAD-7 has
demonstrated excellent psychometric properties [27-30]. The
items inquire about the degree to which the patient has been
bothered by feeling nervous, anxious, or on edge; not being
able to stop or control worrying; worrying too much about
different things; having trouble relaxing; being so restless that
it is hard to sit still; becoming easily annoyed or irritable; and
feeling afraid as if something might happen.
Secondary Outcomes
Secondary outcomes will include the Coping Self-Efficacy
Scale, a validated instrument assessing individuals’ confi-
dence in using adaptive coping strategies to manage stressors
[31]. Depression symptoms will be assessed using a validated
measure such as the Patient Health Questionnaire-9 [32],
which will allow us to explore whether reductions in
depressive symptoms contribute to improvements in other
targeted outcomes. By integrating these measures, we aim
to comprehensively evaluate the intervention’s impact and
identify key mechanisms driving behavior change.
Sample Size and Power Justification
This study was powered based on the primary aim of
assessing the feasibility of the newly developed intervention.
Sample sizes ranging from 24 to 50 have been recommended
for feasibility studies [31,32]. With a sample size of 50, we
expect to retain at least 80% of the participants at 3 months
after the intervention. For primary and secondary aims, we
will estimate effect sizes from means and SDs, which will be
used to determine the power needed for a future randomized
controlled trial.

The planned analyses will include both descriptive and
inferential statistics to assess the intervention’s effective-
ness. The main outcome of interest will be anxiety. We
expect that mean GAD-7 scores in the posttest assessments
will be significantly lower than baseline scores. Baseline
demographic characteristics, including age, sex, race, and
socioeconomic status, will be reported. A repeated measures
ANOVA within a within-subjects design will be used to test
this hypothesis, with Shapiro-Wilk tests assessing normal-
ity assumptions. Based on previous literature that has used
these measures, the distribution of difference scores will
likely be normal. The study team will also explore whether
changes in GAD-7 scores differ by sex. In addition, the
study team will conduct statistical analyses to assess the
reliability and construct validity of the GAD-7 questionnaire
within the sample. Specifically, confirmatory factor analysis
and Cronbach α will be used to evaluate the scale’s factor
structure and internal consistency. Given previous use of the
GAD-7 questionnaire in similar samples of youth of color
[27,28], we anticipate that the scale will demonstrate strong
psychometric properties in this population [29,30].

Additionally, logistic regression models will estimate the
likelihood of clinically significant improvements in mental
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health and behavioral outcomes based on key predictors,
including baseline symptom severity, intervention dosage,
and demographic factors. Given the longitudinal nature of
our data, we will use linear mixed-effects models to account
for within-subject correlations and evaluate changes over
multiple follow-up points. These models will help deter-
mine whether intervention effects are sustained and whether
specific subgroups (eg, sex-based cohorts) exhibit differential
responses.
Fidelity to Intervention
A fidelity form created by the study team will be used
to monitor fidelity to the intervention. Each facilitator will
complete the fidelity form after each session. The form will
track the main activities engaged in, skills covered, deviations
from protocol, and adverse events that emerge during each
session. Open-ended responses will be reviewed by the study
team to identify any themes.
Qualitative Analysis
Focus groups will be conducted after the final session with
youth participants and after the baseline and posttreatment
surveys have been completed. A study team member who was
not involved in delivering the intervention will facilitate the
groups to reduce bias and enhance transparency. Findings will
offer deeper insight into the intervention’s effectiveness and
acceptability, as well as how participants describe anxiety and
its environmental influences in their lives.
Ethical Considerations
To safeguard the confidentiality of the participants and to
ensure proper handling of all data, processing of all data
reporting complies with Collaborative Institutional Train-
ing Initiative recommendations and is in accordance with
the established guidelines on ethical conduct in human
research. Participants will provide written informed assent.
All participant data will be allocated a deidentified code
so that confidentiality is maintained during the study and
when the data are stored. Deidentified data will be stored in
password-protected secure online data storage repositories at
Yale University. Only PIs, interventionists, the statistician,
the project manager, and research assistants will have access
to these deidentified data for the following purposes: (1)
assessment of participants’ acute mental health, (2) quality
improvement of the intervention, and (3) publication of
findings. Any adverse events or clinical complications that
arise as a result of the intervention will be reported by the
interventions to the supervisor and PI after the session and
during regular project supervision. All adverse events will be
documented.

Due to participants being classed as a vulnerable pop-
ulation, they will also be notified of mandated reporter
requirements during the assent process and at the beginning
of each session. Considering that youth may share vulnera-
ble personal information, students will be reminded of the
importance of confidentiality at the beginning of each session.
As participation will take place on school grounds, measures
will also be taken to not reveal students’ participation in

the group to nonparticipating peers. While students will be
provided with resources at the end of each session, should
a participant express high, acute mental health needs outside
of the scope of the intervention, they will be referred to the
school’s psychologist or social worker.

Results
This pilot intervention is a part of a larger community-based
study funded by the NIH. The study began in September 2020
and ended in August 2025 [21]. Recruitment for the pilot
intervention trial began in April 2025, with the first session
beginning in May 2025. In collaboration with a local high
school in the city of Paterson. School counselors referred
youths who were considered to display moderate to high
levels of anxiety. The intervention was completed at the
end of June 2025. The intervention took place during school
hours, in a local classroom that was provided by the high
school.

Discussion
Anticipated Findings
The study teams hypothesize that there will be a reduc-
tion of anxiety symptoms in youth who participate in the
intervention. In addition, there may be notable differences
by sex and how messages around anxiety are received. The
significant psychosocial burden of anxiety and persistent
resource accessibility gaps necessitates continued efforts to
blend best practices in CBT with the unique needs faced by
underresourced urban youth. This study will be testing out
hypotheses around the application of CBT skills in addressing
the underlying mechanisms that create and maintain anxiety
for urban youth; that is, participants will be encouraged
to actively identify and challenge unhelpful or unrealistic
cognitions related to salient experiences (examinations and
class presentations) and difficult interpersonal interactions.
This process is complemented by behavioral activation to
encourage broader engagement in coping skills and support
seeking. Participants will also be encouraged to practice
graded exposure to reduce the avoidance of participant-identi-
fied stressful situations, as well as problem-solving barriers
to effectively engage in helpful coping (eg, seeking support
when current coping skills are no longer effective). One
major strength of the pilot intervention design is that the
conceptualization of this intervention has had significant
input from the population it aims to support: urban youth.
It also tackles some of the frequent situations and target
maladaptive cognitions the youth identified. While individ-
ual and group CBT-based anxiety interventions have been
considered very useful in preventing and treating childhood
anxiety [33], there is less research on using such interven-
tions within a community-level participatory framework. We
acknowledge the potential bias introduced by conducting
theater testing with an existing YAB. However, we believe
that the invaluable feedback provided by their participation
mitigates this confounder. Findings from this community-
based pilot study will be disseminated widely, including the
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local school where the intervention was implemented. Results
will also be shared with community stakeholders through
infographics, an end-of-year report to city officials, and on
social media platforms (eg, Instagram) to ensure accessibility
and transparency.

While a lack of randomization of this pilot study is
a limitation, the decision to offer the intervention to eligi-
ble youth reflects our commitment to addressing an urgent
community-identified need—particularly in a city where no
formal anxiety-focused interventions currently exist. Future
directions include scaling the intervention through a larger
waitlist-controlled or randomized controlled trial and adapting

it for implementation in other cities facing similar mental
health disparities.
Conclusions
This pilot study will provide a basis for the efficacy of
a CBPR-guided, CBT-informed intervention for anxiety in
school-aged urban adolescents. Outcomes from this study
will provide evidence for the feasibility of incorporating
this framework within urban communities and highlight
the importance of researchers collaborating and cocreating
solutions with youth and community members.

Acknowledgments
The authors would like to thank the members of their Paterson Prevention Project Youth Advisory Board for their thoughtful
contributions to the development of the intervention. This study is funded by the National Institutes of Health Director’s Early
Independence Award (principal investigator: IO; DP5OD029636). RER is supported by the National Institute on Drug Abuse
T32 Fellowship (T32DA019426). KA is supported by a National Institute on Drug Abuse Award (K23DA59638).
Authors’ Contributions
IO was responsible for conceptualization, data curation, investigation, methodology, resources, funding acquisition, and
supervision. CP was responsible for investigation and conceptualization. IO, RER, CM, SJ, HV, and KA were responsible for
writing—original draft and review and editing. BD-B was responsible for project administration, data curation, visualization,
and writing—review and editing. CM was responsible for project administration. SJ and HV were responsible for visualization.
KA was responsible for the supervision.
Conflicts of Interest
None declared.
References
1. Lebrun-Harris LA, Ghandour RM, Kogan MD, Warren MD. Five-year trends in US children’s health and well-being,

2016-2020. JAMA Pediatr. Jul 1, 2022;176(7):e220056. [doi: 10.1001/jamapediatrics.2022.0056] [Medline: 35285883]
2. Louie P, Wheaton B. Prevalence and patterning of mental disorders through adolescence in 3 cohorts of Black and White

Americans. Am J Epidemiol. Nov 1, 2018;187(11):2332-2338. [doi: 10.1093/aje/kwy144] [Medline: 29992256]
3. Georgiades K, Paksarian D, Rudolph KE, Merikangas KR. Prevalence of mental disorder and service use by immigrant

generation and race/ethnicity among U.S. adolescents. J Am Acad Child Adolesc Psychiatry. Apr 2018;57(4):280-287.
[doi: 10.1016/j.jaac.2018.01.020] [Medline: 29588054]

4. Mize JL, Kliewer W. Domain-specific daily hassles, anxiety, and delinquent behaviors among low-income, urban youth.
J Appl Dev Psychol. Nov 2017;53:31-39. [doi: 10.1016/j.appdev.2017.09.003] [Medline: 29332980]

5. Vine M, Vander Stoep A, Bell J, Rhew IC, Gudmundsen G, McCauley E. Associations between household and
neighborhood income and anxiety symptoms in young adolescents. Depress Anxiety. Sep 2012;29(9):824-832. [doi: 10.
1002/da.21948] [Medline: 22581412]

6. McMahon SD, Coker C, Parnes AL. Environmental stressors, social support, and internalizing symptoms among African
American youth. J Community Psychol. Jul 2013;41(5):615-630. URL: https://onlinelibrary.wiley.com/toc/15206629/41/
5 [doi: 10.1002/jcop.21560]

7. Opara I, Lardier DT Jr, Metzger I, et al. “Bullets have no names”: a qualitative exploration of community trauma among
Black and Latinx youth. J Child Fam Stud. Aug 2020;29(8):2117-2129. [doi: 10.1007/s10826-020-01764-8] [Medline:
34475729]

8. Sims B, Melcher B. Active implementation frameworks: their importance to implementing and sustaining effective
mental health programs in rural schools. In: Michael KD, Jameson JP, editors. Handbook of Rural School Mental Health.
Springer International Publishing; 2017:339-361. [doi: 10.1007/978-3-319-64735-7_22]

9. Rones M, Hoagwood K. School-based mental health services: a research review. Clin Child Fam Psychol Rev. Dec
2000;3(4):223-241. [doi: 10.1023/a:1026425104386] [Medline: 11225738]

10. Kratochwill TR, Albers CA, Shernoff ES. School-based interventions. Child Adolesc Psychiatr Clin N Am. Oct
2004;13(4):885-903. [doi: 10.1016/j.chc.2004.05.003] [Medline: 15380787]

JMIR RESEARCH PROTOCOLS Opara et al

https://www.researchprotocols.org/2025/1/e75501 JMIR Res Protoc2025 | vol. 14 | e75501 | p. 7
(page number not for citation purposes)

https://doi.org/10.1001/jamapediatrics.2022.0056
http://www.ncbi.nlm.nih.gov/pubmed/35285883
https://doi.org/10.1093/aje/kwy144
http://www.ncbi.nlm.nih.gov/pubmed/29992256
https://doi.org/10.1016/j.jaac.2018.01.020
http://www.ncbi.nlm.nih.gov/pubmed/29588054
https://doi.org/10.1016/j.appdev.2017.09.003
http://www.ncbi.nlm.nih.gov/pubmed/29332980
https://doi.org/10.1002/da.21948
https://doi.org/10.1002/da.21948
http://www.ncbi.nlm.nih.gov/pubmed/22581412
https://onlinelibrary.wiley.com/toc/15206629/41/5
https://onlinelibrary.wiley.com/toc/15206629/41/5
https://doi.org/10.1002/jcop.21560
https://doi.org/10.1007/s10826-020-01764-8
http://www.ncbi.nlm.nih.gov/pubmed/34475729
https://doi.org/10.1007/978-3-319-64735-7_22
https://doi.org/10.1023/a:1026425104386
http://www.ncbi.nlm.nih.gov/pubmed/11225738
https://doi.org/10.1016/j.chc.2004.05.003
http://www.ncbi.nlm.nih.gov/pubmed/15380787
https://www.researchprotocols.org/2025/1/e75501


11. Masia-Warner C, Nangle DW, Hansen DJ. Bringing evidence-based child mental health services to the schools: general
issues and specific populations. Educ Treat Child. 2006;29(2):165-172. URL: https://www.jstor.org/stable/42899880
[Accessed 2025-09-21]

12. Israel BA, Eng E, Schulz AJ, Parker EA, editors. Methods for Community-Based Participatory Research for Health. 2nd
ed. Jossey-Bass; 2010. ISBN: 9781118021866

13. Wallerstein N, Duran B. The theoretical, historical, and practice roots of CBPR. In: Wallerstein B, Duran J, Minkler M,
editors. Community-based participatory research for health: advancing social and health equity. 3rd ed. Jossey-Bass;
2017:17-29. [doi: 10.13140/RG.2.2.34282.72648]

14. Minkler M, Blackwell AG, Thompson M, Tamir H. Community-based participatory research: implications for public
health funding. Am J Public Health. Aug 2003;93(8):1210-1213. [doi: 10.2105/ajph.93.8.1210] [Medline: 12893597]

15. Young A, Levitt A, Kodeeswaran S, Markoulakis R. “Just because we’re younger doesn’t mean our opinions should be
any less valued”: a qualitative study of youth perspectives on a Youth Advisory Council in a mental healthcare context.
Health Expect. Oct 2023;26(5):1883-1894. [doi: 10.1111/hex.13794] [Medline: 37326418]

16. Moreno MA, Jolliff A, Kerr B. Youth Advisory Boards: perspectives and processes. J Adolesc Health. Aug
2021;69(2):192-194. [doi: 10.1016/j.jadohealth.2021.05.001] [Medline: 34078575]

17. Opara I, Lizarraga A, Lardier DT, Herrera A, Garcia-Reid P, Reid RJ. What happens when we ask? A phenomenological
focus group on HIV prevention and sexual health education among emancipated foster care youth. Child Youth Serv
Rev. Sep 2022;140:106583. [doi: 10.1016/j.childyouth.2022.106583] [Medline: 35910532]

18. Arunkumar K, Bowman DD, Coen SE, et al. Conceptualizing youth participation in children’s health research: insights
from a youth-driven process for developing a Youth Advisory Council. Children (Basel). Dec 28, 2018;6(1):3. [doi: 10.
3390/children6010003]

19. Passaic County, New Jersey. United States Census Bureau. URL: https://data.census.gov/profile/Passaic_County,_New_
Jersey?g=050XX00US34031#race-and-ethnicity [Accessed 2025-09-21]

20. Opara I, R Leonard N, Thorpe D, Kershaw T. Understanding neighborhoods’ impact on youth substance use and mental
health outcomes in Paterson, New Jersey: protocol for a community-based participatory research study. JMIR Res
Protoc. May 28, 2021;10(5):e29427. [doi: 10.2196/29427] [Medline: 34047712]

21. Beck JS. Cognitive-behavioral therapy. In: Mack AH, Miller SI, Frances RJ, editors. Clinical Textbook of Addictive
Disorders. Guilford Press; 2011:474-501.

22. Huey SJ, Park AL, Galán CA, Wang CX. Culturally responsive cognitive behavioral therapy for ethnically diverse
populations. Annu Rev Clin Psychol. May 9, 2023;19:51-78. [doi: 10.1146/annurev-clinpsy-080921-072750] [Medline:
36854287]

23. Metzger IW, Anderson RE, Are F, Ritchwood T. Healing interpersonal and racial trauma: integrating racial socialization
into trauma-focused cognitive behavioral therapy for African American youth. Child Maltreat. Feb 2021;26(1):17-27.
[doi: 10.1177/1077559520921457] [Medline: 32367729]

24. Gadke DL, Kratochwill TB, Gettinger M. Incorporating feasibility protocols in intervention research. J Sch Psychol.
2020;15(1):1-12. URL: https://www.sciencedirect.com/science/article/abs/pii/S0022440520300650 [Accessed
2025-09-29] [doi: 10.1016/j.jsp.2020.11.004]

25. Presley VL. Addressing equality, diversity and inclusion as part of CBT training: a course evaluation study. The
Cognitive Behaviour Therapist. 2023;16:e30. URL: https://www.cambridge.org/core/journals/the-cognitive-behaviour-
therapist/article/addressing-equality-diversity-and-inclusion-as-part-of-cbt-training-a-course-evaluation-study/
BC89E105D47EFA26C87574BF60982C67 [Accessed 2025-09-29] [doi: 10.1017/S1754470X23000235]

26. King CA, Gipson PY, Arango A, et al. LET’s CONNECT community mentorship program for youths with peer social
problems: preliminary findings from a randomized effectiveness trial. J Community Psychol. Sep 2018;46(7):885-902.
[doi: 10.1002/jcop.21979] [Medline: 30565735]

27. Villarreal-Zegarra D, Barrera-Begazo J, Otazú-Alfaro S, Mayo-Puchoc N, Bazo-Alvarez JC, Huarcaya-Victoria J.
Sensitivity and specificity of the Patient Health Questionnaire (PHQ-9, PHQ-8, PHQ-2) and General Anxiety Disorder
scale (GAD-7, GAD-2) for depression and anxiety diagnosis: a cross-sectional study in a Peruvian hospital population.
BMJ Open. Sep 15, 2023;13(9):e076193. [doi: 10.1136/bmjopen-2023-076193] [Medline: 37714674]

28. Kim DH, Kim Y. Factors associated with generalized anxiety disorder in adolescents with cultural diversity: secondary
data analysis. BMC Public Health. Sep 19, 2024;24(1):2562. [doi: 10.1186/s12889-024-20078-8] [Medline: 39300398]

29. Mossman SA, Luft MJ, Schroeder HK, et al. The Generalized Anxiety Disorder 7-item scale in adolescents with
generalized anxiety disorder: signal detection and validation. Ann Clin Psychiatry. Nov 2017;29(4):227-234A. [Medline:
29069107]

30. Pérez-Pedrogo C, Sánchez-Cardona I, Castro-Díaz B, López-Torres S. Psychometric properties of the Generalized
Anxiety Disorder 7-item scale in adolescents: an effective screening tool for school and community settings. P R Health
Sci J. Dec 2022;41(4):226-232. [Medline: 36516209]

JMIR RESEARCH PROTOCOLS Opara et al

https://www.researchprotocols.org/2025/1/e75501 JMIR Res Protoc2025 | vol. 14 | e75501 | p. 8
(page number not for citation purposes)

https://www.jstor.org/stable/42899880
https://doi.org/10.13140/RG.2.2.34282.72648
https://doi.org/10.2105/ajph.93.8.1210
http://www.ncbi.nlm.nih.gov/pubmed/12893597
https://doi.org/10.1111/hex.13794
http://www.ncbi.nlm.nih.gov/pubmed/37326418
https://doi.org/10.1016/j.jadohealth.2021.05.001
http://www.ncbi.nlm.nih.gov/pubmed/34078575
https://doi.org/10.1016/j.childyouth.2022.106583
http://www.ncbi.nlm.nih.gov/pubmed/35910532
https://doi.org/10.3390/children6010003
https://doi.org/10.3390/children6010003
https://data.census.gov/profile/Passaic_County,_New_Jersey?g=050XX00US34031#race-and-ethnicity
https://data.census.gov/profile/Passaic_County,_New_Jersey?g=050XX00US34031#race-and-ethnicity
https://doi.org/10.2196/29427
http://www.ncbi.nlm.nih.gov/pubmed/34047712
https://doi.org/10.1146/annurev-clinpsy-080921-072750
http://www.ncbi.nlm.nih.gov/pubmed/36854287
https://doi.org/10.1177/1077559520921457
http://www.ncbi.nlm.nih.gov/pubmed/32367729
https://www.sciencedirect.com/science/article/abs/pii/S0022440520300650
https://doi.org/10.1016/j.jsp.2020.11.004
https://www.cambridge.org/core/journals/the-cognitive-behaviour-therapist/article/addressing-equality-diversity-and-inclusion-as-part-of-cbt-training-a-course-evaluation-study/BC89E105D47EFA26C87574BF60982C67
https://www.cambridge.org/core/journals/the-cognitive-behaviour-therapist/article/addressing-equality-diversity-and-inclusion-as-part-of-cbt-training-a-course-evaluation-study/BC89E105D47EFA26C87574BF60982C67
https://www.cambridge.org/core/journals/the-cognitive-behaviour-therapist/article/addressing-equality-diversity-and-inclusion-as-part-of-cbt-training-a-course-evaluation-study/BC89E105D47EFA26C87574BF60982C67
https://doi.org/10.1017/S1754470X23000235
https://doi.org/10.1002/jcop.21979
http://www.ncbi.nlm.nih.gov/pubmed/30565735
https://doi.org/10.1136/bmjopen-2023-076193
http://www.ncbi.nlm.nih.gov/pubmed/37714674
https://doi.org/10.1186/s12889-024-20078-8
http://www.ncbi.nlm.nih.gov/pubmed/39300398
http://www.ncbi.nlm.nih.gov/pubmed/29069107
http://www.ncbi.nlm.nih.gov/pubmed/36516209
https://www.researchprotocols.org/2025/1/e75501


31. Whitehead AL, Julious SA, Cooper CL, Campbell MJ. Estimating the sample size for a pilot randomised trial to
minimise the overall trial sample size for the external pilot and main trial for a continuous outcome variable. Stat
Methods Med Res. Jun 2016;25(3):1057-1073. [doi: 10.1177/0962280215588241] [Medline: 26092476]

32. Hertzog MA. Considerations in determining sample size for pilot studies. Res Nurs Health. Apr 2008;31(2):180-191.
[doi: 10.1002/nur.20247] [Medline: 18183564]

33. Pegg S, Hill K, Argiros A, Olatunji BO, Kujawa A. Cognitive behavioral therapy for anxiety disorders in youth: efficacy,
moderators, and new advances in predicting outcomes. Curr Psychiatry Rep. Dec 2022;24(12):853-859. [doi: 10.1007/
s11920-022-01384-7] [Medline: 36370264]

Abbreviations
CBPR: community-based participatory research
CBT: cognitive behavioral therapy
GAD-7: Generalized Anxiety Disorder-7
NIH: National Institutes of Health
PI: principal investigator
YAB: youth advisory board

Edited by Javad Sarvestan, Tiffany Leung; peer-reviewed by Jasmine A Abrams, Muhammad Shahid Khan; submitted
04.Apr.2025; final revised version received 24.Jul.2025; accepted 31.Aug.2025; published 31.Oct.2025

Please cite as:
Opara I, Pagan C, Rose RE, Duran-Becerra B, Mwai C, Jadhav S, Valles H, Aneni K
Development of an Intervention for Managing Adolescent Anxiety Using Community-Based Participatory Methods: Protocol
JMIR Res Protoc2025;14:e75501
URL: https://www.researchprotocols.org/2025/1/e75501
doi: 10.2196/75501

© Ijeoma Opara, Cristina Pagan, Raquel E Rose, Beatriz Duran-Becerra, Catherine Mwai, Shreya Jadhav, Hailey Valles,
Kammarauche Aneni. Originally published in JMIR Research Protocols (https://www.researchprotocols.org), 31.Oct.2025.
This is an open-access article distributed under the terms of the Creative Commons Attribution License (https://creativecom-
mons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and reproduction in any medium, provided the original
work, first published in JMIR Research Protocols, is properly cited. The complete bibliographic information, a link to the
original publication on https://www.researchprotocols.org, as well as this copyright and license information must be included.

JMIR RESEARCH PROTOCOLS Opara et al

https://www.researchprotocols.org/2025/1/e75501 JMIR Res Protoc2025 | vol. 14 | e75501 | p. 9
(page number not for citation purposes)

https://doi.org/10.1177/0962280215588241
http://www.ncbi.nlm.nih.gov/pubmed/26092476
https://doi.org/10.1002/nur.20247
http://www.ncbi.nlm.nih.gov/pubmed/18183564
https://doi.org/10.1007/s11920-022-01384-7
https://doi.org/10.1007/s11920-022-01384-7
http://www.ncbi.nlm.nih.gov/pubmed/36370264
https://www.researchprotocols.org/2025/1/e75501
https://doi.org/10.2196/75501
https://www.researchprotocols.org
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
https://www.researchprotocols.org
https://www.researchprotocols.org/2025/1/e75501

	Development of an Intervention for Managing Adolescent Anxiety Using Community-Based Participatory Methods: Protocol
	Introduction
	Background
	Importance of Community-Based Participatory Research
	Purpose of This Study

	Methods
	Study Setting
	Participatory Co-Design Process: Initial Development
	Theoretical Framework
	Development of the Intervention Facilitator Guide
	Finalization of Intervention
	Pilot Study Procedures: Recruitment, Selection, and Consent Process
	Intervention Facilitators
	Study Measures: Baseline and Posttreatment Tests
	Primary Outcomes
	Secondary Outcomes
	Sample Size and Power Justification
	Fidelity to Intervention
	Qualitative Analysis
	Ethical Considerations

	Results
	Discussion
	Anticipated Findings
	Conclusions



