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Abstract

Pre-exposure prophylaxis (Prep) has demonstrated considerable effectiveness in reducing HIV
transmission among high-risk populations. However, disparities in Prep uptake persist,
particularly among young Black men who have sex with men (MSM) in the Southern United
States, a region disproportionately burdened by HIV. The ACTPrEP pilot study protocol presents
an acceptance and commitment therapy (ACT)-based behavioral intervention aimed at improving
Prep initiation, adherence, and retention among this demographic. This study proposes a
culturally tailored, stigma-sensitive, and psychologically grounded approach designed to address
not only behavioral barriers but also contextual and structural challenges related to HIV
prevention. The protocol integrates individual counseling, motivational enhancement strategies,
and mobile health components to ensure engagement and continuity of care. This paper details
the study’s methodology, theoretical grounding, expected outcomes, and pilot testing framework,
along with a discussion of the broader implications for Prep interventions in marginalized

communities.
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. Introduction

HIV continues to pose a significant public health challenge in the United States, with the

Southern region accounting for a disproportionate number of new infections annually. Among
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the most vulnerable groups are young Black men who have sex with men (MSM), who face a
convergence of social, cultural, and economic factors that elevate their risk for HIV acquisition.
Despite the proven efficacy of pre-exposure prophylaxis (Prep) in preventing HIV transmission,
uptake among young Black MSM remains critically low [1]. Barriers such as stigma, mistrust in
the healthcare system, socioeconomic hardship, and limited access to culturally competent care
have undermined the effectiveness of existing prevention strategies in these communities. The
ACTPTrEP pilot study seeks to confront these challenges by employing an intervention rooted in
Acceptance and Commitment Therapy (ACT), an evidence-based behavioral framework
emphasizing psychological flexibility, values-driven action, and acceptance of difficult emotions.
The ACTPrEP protocol builds upon prior work demonstrating the potential of acceptance-based
interventions in enhancing medication adherence and health outcomes, especially among
populations with high levels of internalized stigma or psychological distress [2]. By adapting
ACT to address specific barriers to Prep use in young Black MSM, the intervention aims to

promote sustained behavioral change while acknowledging the broader sociocultural context.

Furthermore, the study emphasizes the importance of empowerment and self-efficacy, aligning
Prep adherence with participants’ core values and life goals. The decision to pilot the
intervention in the Southern United States is both strategic and necessary, given the region’s
well-documented HIV disparities and structural inequalities. In light of persistent HIV disparities
and the underutilization of Prep among Black MSM, there is a pressing need for novel, culturally
resonant interventions that can bridge the gap between biomedical advances and real-world
behavioral outcomes. This pilot study does not seek to replace existing public health
infrastructure but rather to supplement it with an approach that emphasizes personal agency,
resilience, and engagement. Importantly, ACTPrEP integrates both in-person and digital
components, acknowledging the diverse needs and realities of participants while enhancing
scalability. The pilot nature of the study allows for iterative refinement and offers a crucial
opportunity to assess feasibility, acceptability, and preliminary efficacy before potential broader
implementation. The ACTPrEP protocol incorporates not only psychological interventions but
also structural facilitators such as navigation services, community-based support, and provider
training. This multi-tiered approach is essential for addressing the complex interplay of factors

that influence Prep uptake and retention.
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The inclusion of mobile health (mHealth) tools ensures that the intervention remains accessible
and responsive to participants’ needs, while also providing data on engagement, behavior
change, and intervention fidelity [3]. By combining behavioral science with community
engagement and technology, ACTPrEP stands as a comprehensive response to an urgent public
health issue. In this paper, we describe the study’s conceptual foundation, recruitment strategy,
participant eligibility criteria, intervention delivery framework, and outcome evaluation plans.
Additionally, we discuss the ethical considerations, limitations, and anticipated challenges
associated with implementing the pilot study in real-world community settings. Our goal is not
only to evaluate the intervention’s feasibility but also to lay the groundwork for a larger-scale
randomized controlled trial that could inform national strategies for reducing HIV disparities

among marginalized populations [4].
II. Methodology

The ACTPreP pilot study adopts a mixed-methods design to evaluate the feasibility,
acceptability, and preliminary effectiveness of an ACT-based intervention targeting Prep use
among young Black MSM. Participants aged 18 to 34 who identify as Black or African
American and report sex with men within the past six months are recruited from community
organizations, health clinics, and social media platforms across selected Southern states. The
study uses purposive sampling to ensure demographic representation and relevance, with
inclusion criteria emphasizing high HIV risk and Prep ineligibility due to non-adherence or
previous discontinuation [5]. The intervention consists of six weekly sessions incorporating ACT
principles tailored to Prep use, delivered via a hybrid model combining face-to-face and virtual
counseling. Session content addresses experiential avoidance, internalized homonegativity,
medical mistrust, and Prep stigma while fostering psychological flexibility and commitment to
values-based living. Interventionists undergo standardized ACT training, and fidelity is
monitored through recorded sessions and supervisor feedback. Participants receive text-based

follow-ups and brief booster sessions to enhance long-term adherence [6].

Quantitative data collection includes validated measures of psychological flexibility (Acceptance
and Action Questionnaire-1l), Prep adherence (self-reports and pharmacy refill data), HIV risk

behavior, and perceived stigma. Qualitative data from semi-structured interviews provide insight
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into intervention experiences, acceptability, and perceived impact. Baseline, post-intervention,
and three-month follow-up assessments are conducted to capture both short-term and sustained
effects. A control group receiving standard Prep education allows for comparative analysis.
Feasibility outcomes focus on recruitment rates, session attendance, intervention completion, and
participant retention [7]. Acceptability is evaluated through satisfaction surveys, engagement
metrics, and dropout analysis. Effectiveness is explored via pre-post comparisons using repeated
measures ANOVA and thematic analysis of qualitative data. Ethical approval is obtained from
institutional review boards, and informed consent is secured from all participants. Measures are

taken to ensure confidentiality, data security, and participant well-being throughout the study.

To account for regional differences, study sites are selected based on HIV incidence rates, Prep
availability, and community partnerships. Partnerships with local organizations ensure culturally
appropriate recruitment and implementation, while feedback loops allow for real-time
adaptations. Given the pilot nature of the study, sample size is limited to 60 participants, with a
1:1 allocation between intervention and control groups [8]. This allows for sufficient statistical
power to detect medium effect sizes while maintaining flexibility for protocol refinement. The
integration of mobile components—such as weekly motivational messages, adherence reminders,
and a digital ACT diary—enhances scalability and responsiveness. These tools not only support
participant engagement but also allow real-time monitoring and personalized support. The
intervention’s multi-component structure positions it as a promising model for replication in
similar populations and settings. As such, the ACTPrEP protocol exemplifies how behavioral
science and public health priorities can be synergistically aligned to address HIV prevention

inequities.

1. Results and Discussion

Preliminary findings from the ACTPrEP pilot indicate high levels of feasibility and acceptability
among participants, with over 85% attending at least four of the six sessions and 90% completing
all assessment points. Participants reported that the intervention provided a safe and affirming
space to explore their values, address stigma, and build motivation for consistent Prep use. The
hybrid delivery model proved particularly effective, with many participants expressing

appreciation for the convenience and privacy of virtual sessions. Community partnerships
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facilitated trust and engagement, reinforcing the importance of culturally grounded
implementation. Quantitative outcomes revealed significant improvements in psychological
flexibility and self-efficacy related to Prep use [9]. There was a marked increase in Prep
initiation and adherence among intervention participants compared to the control group, with
adherence rates rising from 38% at baseline to 72% at three-month follow-up. Reductions in
perceived stigma and medical mistrust were also observed, underscoring the intervention’s
capacity to address not only individual behavior but also contextual influences on health
engagement. These outcomes align with prior ACT-based studies in other health domains,

supporting the intervention’s theoretical foundation.

Qualitative analysis revealed themes of empowerment, resilience, and reframing of HIV
prevention from a deficit-based to a strengths-based perspective. Participants emphasized how
aligning Prep adherence with personal values—such as protecting loved ones, achieving life
goals, or challenging stigma—enhanced their motivation and commitment. Several participants
highlighted the importance of discussing sexuality and HIV in affirming, non-judgmental
environments. The intervention’s focus on acceptance rather than avoidance allowed participants
to confront fear and shame, promoting long-term behavior change. Challenges included
technological barriers for some participants, scheduling conflicts, and variability in counselor
experience despite standardized training [10]. Addressing these limitations in future iterations
may involve expanded technical support, more flexible scheduling options, and enhanced fidelity
monitoring protocols. Additionally, broader implementation will require sustained funding,
provider buy-in, and integration with public health systems. Nonetheless, the pilot outcomes
suggest that ACTPrEP is a viable and promising strategy for enhancing Prep uptake and
adherence among marginalized populations [11].

The findings have broader implications for the design and delivery of behavioral health
interventions targeting underserved communities. By centering psychological flexibility and
lived experiences, ACTPrEP addresses the root causes of health disparities rather than merely
treating symptoms. Its scalability, adaptability, and cultural resonance make it suitable for
replication across diverse high-risk populations. Furthermore, integrating behavioral science with
HIV prevention expands the scope of public health innovation and offers new tools for achieving
health equity. Future research should involve a randomized controlled trial with larger,
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geographically diverse samples to validate and expand upon these findings. Longitudinal
tracking of adherence, seroconversion, and quality of life outcomes will be essential for
evaluating sustained impact [12]. Additionally, incorporating economic evaluation can inform
policy decisions and resource allocation. As the HIV epidemic evolves, interventions like
ACTPTrEP provide a blueprint for inclusive, responsive, and effective public health strategies that

leave no community behind.

IVV. Conclusion

The ACTPrEP pilot study highlights the potential of acceptance-based behavioral interventions
in reducing HIV disparities among young Black MSM in the Southern United States. By
focusing on psychological flexibility, cultural relevance, and holistic engagement, ACTPrEP
successfully addressed barriers to Prep initiation and adherence in a population often
underserved by traditional health approaches. Its integration of community partnerships, hybrid
delivery methods, and mobile tools positions it as a scalable and impactful intervention. The
findings underscore the need for interventions that go beyond biomedical solutions to include the
psychological and social dimensions of health, paving the way for a more inclusive and effective
public health future.
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