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Abstract

Background: Globally, successful strategies to engage high-risk heterosexual men in HIV prevention are scarce, resulting in
limited access and uptake. Barbershops offer a potential venue for HIV prevention.

Objective: The primary objective was to evaluate the feasibility and acceptability of a barbershop-based HIV prevention
initiative. The secondary objectives were to compare completion of self-initiated HIV testing between intervention and control
groups, evaluate the preliminary effectiveness of theintervention on changein behaviors associated with HIV acquisition, compare
interest in or use of HIV prevention services between intervention and control groups, and assessinterest in long-acting preexposure
prophylaxis among all participants and by study arm. The exploratory objective was to evaluate the preliminary effectiveness of
the intervention on incident sexually transmitted infections.

Methods: HIV Prevention Trials Network 111 (HPTN 111; Testing a Barbershop-based HIV Prevention Initiative Among Men
[TRIM]) is acluster randomized trial conducted in Kalangala district, Uganda, among barbershop-going men. Approximately
250 men were assigned to either an intervention barbershop (n=12) or a control barbershop to receive the standard of care (n=6).
Participants assigned to intervention barbershops received an intervention package that included HIV-status neutral education,
distribution of HIV self-test kits, and barber-led peer group sessions. Feasibility and acceptability of the intervention were assessed
from participantsin the intervention group at week 26 and week 52. The study will also assessthe effectiveness of theintervention
on changes in HIV testing and use of prevention services. Self-reported sexual behaviors associated with HIV incidence and
sexually transmitted infection incidence rates will also be compared to the standard of care.
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Results:
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Data collection began in March 2024 and concluded in June 2025. Participants were followed for 12 months. Data

analysis has been completed. The primary manuscript is expected to be submitted for publication by March 30, 2026.

Conclusions. Theresultsof thisstudy will provide crucial information about the feasibility and acceptability of novel interventions,
such as barbershops, to impact behavior change, as well as about the engagement of heterosexual men in high HIV transmission

settings in HIV prevention and treatment trials in the future.
Trial Registration:
International Registered Report Identifier (IRRID):

(JMIR Res Protoc 2026;15:e87612) doi: 10.2196/87612
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Introduction

Background

The Joint United Nations Program on HIVV/AIDS (UNAIDS)
and partners are focused on ending the HIV/AIDS epidemic
using a variety of strategies [1,2]. However, over the past
decade, it has become increasingly clear that the global HIV
response is inadequately engaging men [3]. This shortfall has
been largely due to a lack of emphasis on acceptable and
approachable ways to reach men, which has greatly affected
clinical and public health outcomes and targets. Global evidence
showsthat, when compared to women, there are 1 million more
men living with HIV who are unaware of their HIV status and
1.8 million more men not on treatment [1,2]. More AIDS-related
deaths have occurred among men than among women over the
last decade [4,5].

In 2023, the 95-95-95 strategy for HIV testing and treatment
was 83-86-94 among men aged >15 years versus 91-91-94
among women counterparts [6]. However, in 2022, a
meta-analysis of 129 studies from sub-Saharan Africa (SSA)
found that 49% (95% CI 0.41-0.58) of men did not know their
HIV status, 58% (95% CI 0.51-0.65) were not on treatment,
and 21% (95% Cl 0.19-0.23) on treatment were not virally
suppressed [7]. The observed difference may be attributable to
the meta-analysisincorporating studies conducted between 2014
and 2020, whereas the comparison data are derived from 2023
program reports. Notably, gender disparitiesin HIV prevention
and treatment outcomes have persisted through 2024. Recent
estimates indicate that 84%, 87%, and 94% of men know their
HIV status, are on treatment, and are virally suppressed,
respectively, compared with 92%, 91%, and 95% of women,
according to UNAIDS. Suboptimal HIV prevention and care
services for men disproportionally increase both their risk of
death and HIV transmission [4]. Unfortunately, undiagnosed
and untreated HIV among men |leads to continued transmission
of HIV, especially to adolescent girls and young women, the
most susceptible and affected age group for new HIV infections
[4,8]. Therefore, diagnosing and treating HIV in menisnot only
essential for promoting men’s health but also for breaking the
cycle of HIV transmission [4,9].

In Eastern and Southern Africa, the HIV epidemic is largely
heterosexually transmitted, and heterosexual men are greatly
affected [10,11]. However, HIV services increasingly target
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key populations[12-15], with limited emphasis on heterosexual
men [7,16-18]. Fishing communities are especially affected;
for example, the Kalangala Islands have an HIV prevalence of
12%, twicethe national average of 5.1%, and an HIV incidence
of 231 per 100,000 persons [19-21]. Additionally, men make
up four times the population of women in the islands, with
48.4% of them unaware of their HIV status[20,22-24].

Compared to women, men and boys are less likely to test for
HIV, initiate antiretroviral therapy, and remain engaged in care
[4,25,26]. A significant body of research and experience shows
arange of complex, multilevel barriers to male engagement in
HIV-related services [4,26-28]. These include fear of knowing
on€'s HIV status and related stigma [29,30], and prevailing
cultural, social, and gender norms—such as equating illness
with “weakness’ and viewing clinical settings as “female”
spaces[31,32]. Menin Africaoften assumetheir status matches
their partner’s[33] and worry about loss of income from taking
time off work [30,34-37]. Health systems al so create structural
barriers by focusing on reproductive-age women who can access
care through antenatal care, and maternal and child health
programs—entry points that do not exist for men [4]. Limited
clinic hours and facility-based service models further exclude
men, especially those who work [4,26].

HIV testing is the gateway to prevention and care. The World
Health Organization recommends HIV self-testing (HIVST) as
an additional HIV testing approach, and it is feasible and
acceptable among various populations, including heterosexual
men [38-40]. Over 4.8 million test kits have been distributed in
SSA, including Uganda [41]. However, a recent systematic
review found that, despite high uptake, many questionsremain
about HIVST's effectiveness in reaching historically
underserved men and ensuring linkage to prevention and care
[42].

Community-based HIV testing services (CHTS), such asmobile
and home testing [4], show high potential for reaching men
[4,38]. Men prefer CHTS over facility-based testing
[26,38-40,43,44] due to its convenience and lower stigma
[40,44-48]. Specifically, CHTS improves testing among |ow-
and middle-income men, young men, and those who would
otherwise avoid health facilities[40,44-48]. Still, broader reach
and linkage to care mechanisms are lacking [38].
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Peer intervention approaches, which use individualswith similar
demographic and socia backgrounds to the target population,
have proven effective in promoting behavior change, sustaining
reductions in HIV risk behaviors [49,50]. Peer-led education
enhances knowledge exchange, reduces stigma, builds trust,
and supports uptake of services such as HIV ST [40,44,51-53].
Notably, community-based peer support has improved HIV
service uptake and adherence in several settings [54,55].

Despite this progress, affordable and scalable combination
programstailored for heterosexual men in high-burden settings
remain scarce[56]. Thus, innovative community-based strategies
are urgently needed to improve men’s HIV testing and linkage
to prevention and care services. Barbershops offer informal,
easily accessible (ie, convenient location and hours of
operation), and collegia spaces where men often feel safe to
talk about personal health issues, and the majority use the same
barber most of the time [57]. Studies in the United States on
barbershop-based health promotion interventionsfor Black men
showed that barbershop-based interventions achieved
satisfactory recruitment and retention of men in health services
[58]. Another study in the United States found barbershop
business venues appropriate for HIVST promotion and
distribution [59].

Therefore, the purpose of HIV Prevention Trials Network
(HPTN) 111, also known as TRIM (Testing aBarbershop-based
HIV Prevention Initiative Among Men), was to develop and
assessthefeasibility, acceptability, and preliminary effectiveness
of a barbershop-based HIV prevention initiative among
heterosexual men in a high—HIV-preval ence setting. The study
leverages trusted relationships between men and their barbers
to deliver a prevention package consisting of HIV education,
HIV ST distribution, and barber-led peer group sessions. This
protocol responds to a critical need to develop focused
interventionsto engage menin HIV prevention and careto bring
male HIV prevention and care outcomes on par with those of
women.

Objectives
The primary objective was to evaluate the feasibility and
acceptability of a barbershop-based HIV prevention initiative.

Scovilleet a

The secondary objectives were to compare completion of
self-initiated HIV testing between intervention and control
groups, eva uate the preliminary effectiveness of theintervention
on change in behaviors associated with HIV acquisition,
compareinterest in or use of HIV prevention services between
intervention and control groups, and assess interest in
long-acting preexposure prophylaxis (PrEP) among all
participants and by study arm. The exploratory objective was
to evaluate the preliminary effectiveness of the intervention on
incident sexually transmitted infections (ST1s).

Methods

Overview

HPTN 111 (TRIM) was a pilot study conducted through the
HPTN. HPTN 111 isfunded by the National Institute of Allergy
and Infectious Diseases (NIAID), under the National | nstitutes
of Health. NIAID providestechnical assistance and coordination
of the study, including regulatory reviews and study conduct
oversight. HPTN 111 is registered on ClinicalTrials.gov
(NCT06148584). The study is based on the capability,
opportunity, or motivational components of the Capability,
Opportunity, and Motivation Model of Behavior Change
(COM-B; Figure 1) [60]. The COM-B postul ates that changing
the behavior of anindividual, agroup, or a population requires
changing either their capability, opportunity, and/or motivation
needed to perform the behavior [61]. Therefore, in this study,
we used the COM-B to provide a barbershop-based HIV
prevention intervention to men living in a high heterosexual
HIV incidence setting and who could benefit from HIV
prevention services. The initiative aimed to increase men’'s
capability, opportunity, and motivation through the provision
of HIV education and prevention measures directly from their
barbers and based at their barbershops. This study will provide
valuable information about the feasibility and acceptability of
abarbershop-based HIV prevention initiative and the potential
for scale-up in other settings where barber-client relationships
are an important component of men’s social structure. Lastly,
we followed the SPIRIT (Standardized Protocol Items:
Recommendationsfor Interventional Trials) reporting guidelines
during the drafting of this protocol paper.

Figure 1. The Capability, Opportunity, and Motivation Model of Behavior Change used to motivate and design the barbershop-based HIV prevention

intervention in the HIV Prevention Trials Network 111 trial.
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Study Design

HPTN 111 (TRIM) is a cluster randomized trial testing the
feasibility and acceptability of a barbershop-based HIV
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prevention intervention among heterosexual men who have
certain risk factors for HIV acquisition. The study was
conducted in Kalangala district, Uganda, among
barbershop-going men. Barbershops acted as clusters, and 18
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purposively selected barbershopswererandomizedina2:1ratio  to the intervention or control group (Figure 2).

Figure 2. Overview schema of the HIV Prevention Trials Network 111 study design conducted in barbershops in the Kalangala Islands. HIVST: HIV
self-testing; STI: sexually transmitted infection.
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Men enrolled from the intervention barbershops received a
barbershop-based HIV prevention intervention from their barber,
while those enrolled in control barbershops received
standard-of-care (SoC) HIV services. At intervention
barbershops, trained barbers provided HIV status-neutral
education, distributed HIV ST kits at the barbershop, and led
peer group sessions. The SoC services included existing HIV
prevention services—namely, HIV testing and related services

https://www.researchprotocol s.org/2026/1/e87612

RenderX

from nearby health facilities. All enrolled participants were
followed for 12 monthswith biannual study visitsat adesignated
study clinic. Intervention barbers also had quarterly follow-up
visits to assess social impacts, acceptability, and feasibility of
the intervention, and interviews to help better understand their
experience within the intervention. Study objectives and
corresponding end points are provided in Table 1.
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Table 1. HIV Prevention Trials Network 111 study objectives and end points to be evaluated among 18 barbershops randomized 2:1 to implement the
barbershop-based HIV prevention services package or receive standard of care.

Objective and topic End point assessment Population

Primary
Evaluate the feasibility and acceptability of a barbershop-based HIV prevention initiative

Participant survey responsesabout feasibil- «  Questions about how participants feel about thepro- «  Both groups
ity/acceptability posed intervention before receiving it « Intervention group
«  Questionsabout acceptability after receiving theinter-
vention

Barber survey responsesabout feasibility/ac- «  Questions about how barbersfeel about the proposed «  Both groups
ceptability intervention before delivering it . Bothgroups
«  Questionsabout thefeasibility/acceptability of talking «  Intervention group
to clients about the study
«  Questions about acceptability after delivering the in-

tervention
Recruitment and retention o  Participant recruitment in the study «  Bothgroups
«  Participant visit completion .  Bothgroups
«  Barber visit completion « Intervention group

Barber-participant interactionsandinterven- «  Participant-reported frequency of interactionswith  «  Both groups
tion delivery the barber and interventions received « Intervention group
«  Barber-reported frequency of intervention delivery  «  Intervention group
and interventions delivered
«  Frequency and content of group sessions as observed
by study staff
Secondary
Compare the completion of self-initiated HIV testing between intervention and control groups

Self-initiated HIV testing by participants «  Whether participants test for HIV between visits .  Bothgroups

Evaluate the preliminary effectiveness of the inter vention on the change in behavior s associated with HIV acquisition
Self-reported participant risk behaviors «  Participant survey responses about risk behaviors, .  Bothgroups
such as condom use and the number of sexual partners
Compareinterest in or use of HIV prevention services between intervention and control groups

Self-reported participant useof HIV preven- « yptake of VMMC? «  Bothgroups
tion services .  Bothgroups

PEP® access and use . Both groups

*  PrEP® access and use

Assessinterest in long-acting PrEP among all participants and by study arm

Self-reported participant survey onlong-  «  Interest in the use of long-acting injectable PrEP «  Both groups
acting PrEP

Exploratory
Evaluate the preliminary effectiveness of the intervention on incident STIs

Diagnostic testing results « Incidence of HIV «  Both groups
« Incidence of gonorrhea and chlamydia .  Bothgroups

%/MMC: voluntary medical male circumcision.
bpEP: postexposure prophylaxis.
®PrEP: preexposure prophylaxis.

. logistical and implementation feasibility [62] and (2) sufficient
Sample Size power to detect differencesin akey secondary outcome of HIV
HPTN 111 (TRIM) isapilot study with a primary objective of  testing uptake. A total of 18 barbershopswereto be strategically
assessing feasibility and acceptability, measured in the selected, reflecting the number that could befeasibly supported

intervention group only (12 barbershops). The samplesizewas by the study team and within the available budget, as guided in
determined based on the following two key considerations: (1)
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feasibility studies [63]. Selection would be guided by the
predefined eligibility criteria, with additional consideration for
logistical efficiency. Specifically, barbershops should not be
located excessively far from one another, yet should also avoid
being in very close proximity. A minimum separation radius of
approximately 5 km between sites would be considered to
prevent contamination between intervention and control
barbershops. Whilelogistical feasibility wasthe primary driver,
toinform client recruitment targets, we al so assessed the number
of participants per shop needed to detect meaningful differences
in HIV testing between study arms, defined as a difference
between arms of 20% in the proportion of participants
self-initiating HIV testing [63]. A 2:1 randomization was
applied, which both increased the number of intervention shops
contributing data on feasibility and acceptability and allowed
comparisons between arms on secondary outcomes. Enrollment
targetsof at least 10 participants per each of the 18 barbershops
were based on the key considerations above, as well as
maintaining at least 80% power for the HIV testing analyses
under avariety of possible scenarios (Multimedia Appendix 1).
Therefore, each shop would recruit at least 10 participants to
reduce the variability in sample size between barbershops, and
the protocol team would beinformed that it isoptimal for power
if the 250 participants are evenly distributed across the 18

Scovilleet a

barbershops, athough the variability in the barbershop and
village sizes might prevent this.

Community Engagement, Bar ber shop Selection, and
Barber Training

The study team obtai ned admini strative approval and permission
from loca leaders to engage various communities and
stakeholdersin the study area(Kalangaladistrict). This process
involved barbershop assessment and selection, district and
community stakeholder engagement, and barber training. The
study team conducted stakeholder engagement meetings
organized with the support of district and local leaders.
Stakeholders included local and religious leaders, community
representatives from fishing communities, boda-boda cyclists,
palm plantation workers, nhongovernmental organizations, and
village health teams. Meetings were used to discuss perceptions,
attitudes, and challenges surrounding the barbershop-based HIV
prevention initiative and possible ongoing mitigation strategies.

Participating barbershops were purposively selected on Bugala
Island (the largest island in Kalangala District) based on set
criteria(Textbox 1) assessed by the study team. The barbershops
were largely selected from busy trading centerstowns and
landing sites. The barbers participating in each shop were al'so
required to meet set criterialisted in Textbox 1.

Textbox 1. HIV Prevention Trials Network (HPTN) 111 eligibility criteria for the barbershops, barbers, and participants recruited in the Kalangala

Idands.

Barbershop inclusion criteria

«  Adequate space to deliver the intervention to clients

« Existence asashop for at least 6 months

o A customer base of at least 15 clients per week

e A minimum radius of 5 km between other participating shops

Barber inclusion criteria

o Atleast aprimary level of education

Participant
« Inclusion criteria

« Atleast 16 years of age

and Technology guidelines.
o ldentifies as a heterosexual mae

« Ableand willing to provide informed consent

times prior study participation

« Exclusion criteria

«  Willing and able to participate in the study, recruit participants, and deliver the intervention if their shop is randomized to the intervention group

«  Any participants 16-17 years of age must meet the definition of amature or emancipated minor per the Uganda National Council for Science

«  Hascertain risk factors for HIV acquisition, based on self-report of at least one of the following in the last 3 months: (1) had condomless
sex with a person of unknown HIV status or a person living with HIV; (2) had more than one sexual partner

«  HIV negative, per the Ugandan Ministry of Health guidelines and the HPTN 111 Study Specific Procedural Manual
« A regular customer at a participating barbershop, defined as visiting a specific participating barbershop for barber services at least three

«  Not planning to stay in the study catchment areain the next 12 months

« Any other condition that, in the opinion of the Investigator of Record, would preclude informed consent, make study participation unsafe,
complicate interpretation of study outcome data, or otherwise interfere with achieving the study objectives

https://www.researchprotocol s.org/2026/1/e87612
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On completion of the barbershop assessment and selection,
barbers from the 18 selected barbershops were further engaged
and trained through consultative and participatory approaches.
They were engaged to assess commitment and trained on the
study overview, general HIV education, communication skills,
and study recruitment requirements. The study team used
didactic presentations, illustrations, group discussions, and role
plays for these trainings.

Barbers from barbershops assigned to the intervention group
received additional training on the implementation of the
intervention. Pre- and posttraining assessments were used to
ensure that barbers had sufficient knowledge about HIV and
the intervention before participant recruitment. Training was
ongoing during the study, with study staff providing support to
barbers and assessing knowledge and confidence in participant
recruitment and intervention delivery. Refresher training and
cross-sharing with other barbers were completed if knowledge
gaps were identified.

Randomization

The randomization procedures assigned the 18 selected
barbershops to either the intervention or control arm in a 2:1
ratio. Due to the relatively small number of units being
randomized (n=18), covariate-constrained randomization was
used to balance 3 barbershop characteristics between treatment
groups: the estimated population of the village or town where
the barbershop is located, the average number of customers a
barber served per day (as reported by the lead barber), and the
estimated travel distance between the barbershop and the nearest
health facility (in km). The restrictions would ensure that the
difference between groupsiswithin 300 for the average village
population, within 4 for the average number of clients per day,
and within 0.75 km for the average distance to the nearest health
facility.

Randomization was donein 2 stages. Inthefirst stage, the shops
were alocated into 3 groups of 6 shops each using
covariate-constraint randomization described above. In the
second stage, a public randomization event was conducted, and
2 groups (12 shopstotal) were assigned to the treatment group,
and 1 group (6 shops) was assigned to the control group. The
first stage of randomization was executed by statisticians at
Fred Hutchinson Cancer Center; the second stage involved
barbers publicly drawing opaque ballsfrom atransparent bucket
to randomly determine treatment group assignment, ensuring
transparency and fostering community engagement.

Due to the nature of the intervention, neither barbers nor study
participants were blinded. Barbers were asked not to disclose
their treatment assignment during recruitment activities;
however, because of the public randomization process and
visible delivery of theintervention to other clients, clientswould
become aware of their barbershop’s treatment assignment prior
to enrollment.

Ethical Considerations

The HPTN Ethics Working Group developed the HPTN Ethics
Guidance for Research, a network-wide ethical principles
document, which guided the HPTN 111 (TRIM) study conduct.

https://www.researchprotocol s.org/2026/1/e87612
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The protocol and the informed consent forms (ICFs) were
reviewed and approved by the HPTN Scientific Review
Committee with respect to scientific content and compliance
with applicable research and human participants' regulations.

The protocol, site-specific ICFs, participant education and
recruitment materials, other requested documents, and any
subsequent modifications were reviewed and approved by the
Joint Clinical Research Center (JCRC 2023-54) and the Johns
Hopkins Medicine (IRB00420132) and cleared by the Uganda
National Council for Science and Technology (HS3430ES),
which are responsible for oversight of research conducted at
the study site.

After initial review and approval, the responsible institutional
review boards (IRBs)/ethics committeeswill review the protocol
at least annually. Theinvestigator will make safety and progress
reports to the IRBs/ethics committees at least annually and
provide a study termination or completion report within 3
months after the study is completed. The annual reportsinclude
thetotal number of participantsenrolled in the study, the number
of participants who completed the study, al changes in the
research activity, and all unanticipated problemsinvolving risks
to participants or others. The study site submits documentation
of continuing review to the Division of AIDS (DAIDS) Protocol
Registration Office, in accordance with the current DAIDS
Protocol Registration Policy and Procedures Manual.

All participants provided informed consent prior to their
involvement in any study procedure (Multimedia Appendix 2).
We ensured participant privacy and confidentiality by using
anonymized and deidentified data. Participant data, including
ICFs, are kept under lock and key and only accessed by the
research team or authorized personnel. Participants were
reimbursed and compensated for the time spent at the study site
at the rate approved by the IRB.

Study Procedures

Recruitment, Screening, and Enrollment

Participating barbers were responsible for recruiting their male
clients into the study. Barbers were provided with posters and
information brochures to help with recruitment. All barbers
were asked to compl ete asimple, anonymous|og of the number
of men contacted and linked to the study for screening. Men
who were interested in the study following barber-led
recruitment were referred directly to study staff who would
complete a prescreening assessment. During the prescreening,
potential participants were assessed for sexual behaviors
associated with HIV acquisition, their residence, barbershop
attendance status, and age. Potential participants who remained
eligible following this prescreening assessment would proceed
to the central study clinic for further eligibility assessment and
enrollment. Study procedures are shown in Figure 2.

At the study clinic, potential participants completed a full
screening visit, including providing written informed consent,
collection of basic demographic and sociobehavioral
information, and blood collection for HIV and syphilistesting.
Participants who remained eligible after screening procedures
would immediately proceed to enrollment or return for
enrollment within 14 days. Eligibility criteria for participants
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are provided in Textbox 1. Ineligible individuals would be
referred to appropriate medical care, including HIV prevention
services or HIV care, based on their needs. Participants could
berescreened up to 2 timesif found to beineligible at theinitial
screening attempt. Participants who would have areactive HIV
test at screening would not be able to rescreen.

Individuals were considered enrolled in the study once study
staff verified that al eigibility criteria were met. Subsequent
enrollment procedures included gonorrhea and chlamydia
testing, administration of additional sociobehaviora
guestionnaires via audio computer—assisted self-interview
(ACASl), assessment of the acceptability of the
barbershop-based intervention, and counseling on the
recommended quarterly HIV testing schedule. This
recommendation aligned with the Uganda Ministry of Health
National Implementation for HIV Counselling and Testing
Services, which advises that individuals with certain HIV
acquisition risk factors undergo HIV testing every 3 months
[64]. Participants were encouraged to contact the study team
between visitsto shareresults of any HIV teststhey would have
completed.

Enrolled participantswereinformed of the study group to which
their barbershop was randomized, so that they were aware of
whether they would receive the intervention from their barber.
For participants from an intervention shop, the respective barber
was notified to ensure that the participant received the
barbershop-based intervention during their next regular visit to
the barbershop.

Follow-Up Study Visits

Following enrollment, follow-up study visits occurred at 26
weeks and 52 weeks post enrollment. HIV testing and
counseling, as well as gonorrhea and chlamydia testing, were
conducted at both visits. A symptom-directed physical exam
was completed, and any STI symptoms were treated as per the
SoC syndromic management. Partici pantswere asked to provide
information on their HIV testing behaviors between visits, use
of other HIV prevention services (eg, HIV PrEP, postexposure
prophylaxis, voluntary medical male circumcision), sexual
behavior (via ACASI), and social harms experienced due to
study participation. All participants were asked about their
experiences of receiving barbershop-based HIV information to
assessfidelity in theintervention group and cross-contamination
in the control shops.

Interim study visits were completed upon participant request
or asdeemed necessary by the study team. For example, interim
visits would occur if a participant contacted study staff with
HIV test results, either requiring follow-up testing or referral
tocare, or if they received apositive ST test result and required
treatment.

Participants either received the barbershop-based HIV
prevention initiative (intervention group) or SoC HIV prevention
services (control group) based on the barbershop from which
they were recruited. Participants were expected to continue
visiting their respective barbershops for regular services, but
these barbershop visitswere not considered formal study visits.
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Qualitative I nterviews

Participantsin the intervention group were further asked about
the acceptability of receiving theintervention from their barber.
A subset of approximately 25 participantsfrom theintervention
group were purposively selected to participate in individual
in-depth interviews at week 26 and/or week 52. Additional
interviews were conducted if saturation was not reached—that
is, the point at which no new themes or insights emerge,
ensuring a comprehensive understanding of participants
experience within the study—barbers and clients alike. The
interviews explored the acceptability of the barbershop-based
HIV prevention initiative and use of HIV prevention strategies
to gain deeper insight into how the intervention may influence
behavioral change (Multimedia Appendix 3).

Sample size was guided by the principle of informational
adequacy and thematic saturation [65]. Studies examining
relatively homogeneous populations with narrowly defined
research objectives have demonstrated that saturation of major
themes often occurs within 20-30 interviews [66]. The study
populationin this protocol, heterosexual men attending selected
barbershops in the Kaangala Islands, represents a
geographically and socially bounded group exposed to a
standardized intervention.

Purposive sampling further strengthens informational yield.
Participants were selected based on characteristics such as age,
HIV risk behaviors, use of prevention services, experiences
during the study, and barbershop attended. This approach
ensures variation within key implementation domains while
maintaining contextual coherence. A sample of approximately
25 interviews is therefore methodologically appropriate to
generate an in-depth understanding of acceptability, behavioral
responses, and contextual influences within a feasibility trial
framework.

I ntervention Group

Participants in the intervention group received the HIV
prevention intervention from their barber. The intervention
includes (1) status-neutral HIV education and referral
information for HIV services, (2) distribution of HIVST kits
through the barbershops, and (3) barber-led peer group ons.

Status-Neutral HIV Education and Referral | nformation
for HIV Services

During the routine barber-participant interaction, barberswould
provide general, status-neutral HIV education while providing
haircut services. A counseling guide was provided to ensure
that barbers follow standardized messaging during participant
education. If other clients were present while an enrolled
participant was receiving a haircut and study-related services,
the barbers were trained to extend the education to everyonein
the shop at that time. The provided HIV education and
counseling was neutral and general information as guided by
the Ugandan Ministry of Health manuals for HIV education in
public spaces and, therefore, approved by the IRB to share in
spaces with nonparticipants. Participants were educated on the
risks of HIV acquisition, strategies to reduce those risks, the
recommended HIV testing schedule, and where to find other
HIV prevention services. Barbers would also share knowledge
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and information about existing HIV prevention services and
resources in Kalangala district, including comprehensive HIV
education and counseling, PrEP, postexposure prophylaxis, and
voluntary medical male circumcision services.

Distribution of HIVST Kits Through the Barbershops

Barbers maintained a stock of study-provided HIVST kits in
the shop and offered them to participants to take home and use
at their convenience. Participants would take as many test kits
as needed, including for use with their partners. Barbers would
educate participants on how to properly complete the test and
inform them of the recommended testing frequency (ie, every
3 months for individuals with certain risk factors for HIV).
HIV ST kits were packed in opague bags to alow participants
to carry them discreetly out of the shop. If a nonstudy client

Scoville et al

was present during HIV education and expressed interest in
taking an HIV ST kit, they would be permitted to receive one.

Barber-Led Peer-Group Sessions

Each barber led his study clients in a peer group session every
2 months to provide additional HIV education and facilitate
discussion. These sessions would foster peer support and the
sharing of experiences among participants. Study staff assisted
with coordinating the peer groups, recording attendance,
documenting the HIV education topics covered, and assessing
the quality and accuracy of the information delivered.

The barbers documented the provision of the intervention to
their enrolled clients using a study intervention tracking
document (Figure 3). They were trained on best practices for
documentation, and study staff would provide real-time refresher
training as needed.

Figure 3. Template for tracking barber delivery of the intervention to their male clients, used by barbers in the intervention arm during participating

clients' haircuts.

DD MMM ¥Y¥Y

Study staff conducted approximately weekly check-ins with
barbershops to review processes, troubleshoot issues, address
concerns, and encourage barbers to deliver the intervention to
study clients during routine barbering services (see Multimedia
Appendix 4 for participant schedule of events).

Control Group

Participants in the control group would not receive any HIV
prevention services from their barbershop or barber. During
study visits at the clinic, they received counseling on routine
HIV services, including HIV testing, HIVST kits, and other
HIV prevention services available at nearby health facilities.
Barbersinthe control group were not notified about participants
enrolled from their shops and were withdrawn from the study
upon completion of the enrollment phase (see Multimedia
Appendix 4 for participant schedule of events).
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XSL-FO

RenderX

Retention

The study aimed to achieve participant retention of 90% at week
26 and week 52 visits. Strategies such as the collection of full
locator information for participants, flexible study clinic hours,
and the option for off-site visits would be used. However, to
prevent undue influence in HIV prevention-seeking behaviors,
the study team limited contact with participants between study
visits.

Barber Study Procedures

Barbers in this study had a unique role as recruiters,
implementers of the intervention, and study participants.
Therefore, barbers participating in HPTN 111 (TRIM) carried
out a series of administrative and study-specific activities.
Barberg/barbershop owners and the study team signed a
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memorandum of understanding to clearly outline expectations
of both parties before the commencement of study activities.
All participating barbers also completed written informed
consent to ensure they fully understood and voluntarily agreed
to participate in the research procedures required throughout
the study.

Initially, study staff collected basic information about each
participating shop, such as location, total number of clients,
hours of operation, cost of services, etc. At baseline, barbers
provided demographic information and completed a
guestionnaire on the acceptability and feasibility of the
intervention. At the end of the recruitment period, barberswere
asked to complete brief questionnaires about their recruitment
experiences. Barbers in the intervention group remained in the
study and completed brief questionnaires on acceptability,
feasibility, and social impacts of delivering the intervention
approximately quarterly during the study follow-up. Intervention
barbers also participated in individual in-depth interviews at
approximately 6 and 12 months after starting intervention
delivery to further understand their views on feasibility,
acceptability, facilitators and barriers, and overall experiences
of delivering the intervention (see Multimedia Appendix 5 for
barber-specific schedule of events and Multimedia Appendix
6 for barber in-depth interview guide). Intervention barbers
completed asimple checklist (Figure 3) of the services provided
to each client enrolled in the study each time the participant
visited the barbershop. The checklist did not contain any direct
identifiers of the clients and was stored in alockable cabinet at
the shop, to be collected weekly by study staff.

Data M anagement

HPTN 111 (TRIM) data were managed in REDCap (Research
Electronic Data Capture; Vanderbilt University) Cloud, a
platform used by the HPTN Statistical and Data Management
Center to receive and manage study data. The study site
completed electronic case report forms (CRFs) by entering data
into the REDCap Cloud study database. Datawould be entered
directly into the study database, collected first on paper CRFs
and then entered into the study database, entered directly by
study participants (ACASI responses only), and/or entered into
the study database based on other non-CRF source documents
(eg, laboratory reports, testing logs, and chart notes).

Data Analysis

The primary objective of HPTN 111 (TRIM) is to assess the
feasibility and acceptability of a barbershop-based HIV
prevention intervention. To achievethis, avariety of end points
will be assessed (Table 1).

To assess feasibility and acceptability of the intervention, the
following were assessed from participants in the intervention
group: participant responses from surveys at week 26 and week
52 regarding acceptability of theintervention, barber responses
from surveys assessing feasibility and acceptability of delivering
the intervention, recruitment rates during enrollment and
participant retention in the study at week 26 and week 52, and
the frequency of barber-participant interactions (Multimedia
Appendix 7). These outcomes were prespecified and will be
summarized and described, but specific progression criteria or
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targets for these outcomes were not prespecified, which is a
limitation driven by the novelty of this intervention. The study
also assessed the effectiveness of the intervention on changes
in HIV testing and use of prevention services. Self-reported
sexual behaviors associated with HIV incidence and STI
incidence rates will also be compared to SoC.

For end points involving comparisons between groups, as well
as those assessed only within the intervention group, analyses
will follow intention-to-treat principles. Formal comparisons
will account for the clustering by aggregating data at the
barbershop level and adjusting for the covariates constrained
by randomization [67]. No interim analyses are planned.
Secondary end points (Table 1) will be assessed using the same
statistical methods. Because feasibility and acceptability
outcomes overlap with critical information about study conduct,
certain data, such asrecruitment and enrollment summaries and
information on the frequency and quality of intervention delivery
by the barber—would be shared with investigators and study
staff. Summaries of other end points not related to study conduct
(eg, sef-initiated HIV testing) would remain unavailable to
investigators and study staff for the duration of the trial. Data
and safety monitoring procedures for the trial will involve
summaries of reported outcomes and social impacts. Reporting
of end points not related to study conduct would be available
only to members of the study monitoring committee (SMC) for
this study and will be withheld from study investigators and
staff members.

Qualitative interviews were digitally recorded, transcribed,
translated where necessary, and analyzed systematicaly. A
hybrid thematic analysis approach, combining deductive and
inductive coding strategies [68], was used to analyze the data.
The intervention itself is guided by COM-B [69]. Therefore,
our analytic framework incorporated both deductive coding
informed by COM-B constructs and inductive coding.

Emergent themes not predetermined by the framework, such as
trust in barbers, social cohesion within fishing communities,
mobility between islands, or unintended social impacts, were
identified through open coding. Thematic analysis proceeded
through the following stages [70]: (1) review of interview
debrief reports, (2) familiarization with transcripts, (3)
generation of initial codes, (4) development and refinement of
acodebook, (5) double coding of selected transcriptsto enhance
analytic rigor and for determination of interrater reliability
among the coders, (6) identification and refinement of themes,
and (7) interpretation of themes in relation to feasibility,
acceptability, and preliminary effectiveness.

This hybrid approach allowed theoretical alignment with the
COM-B while ensuring contextual sensitivity to the lived
experiences of participants in Kalangala. Such integration is
consistent with implementation science methodologies that
combine theory-driven and data-driven analysis [71].

Determination of saturation included descriptive saturation,
interpretive saturation, and team-based review. Descriptive
saturation was assessed based on no new themes emerging from
successiveinterviews and would be implemented by team-based
reviews of interview debrief reports, which were discussed at
weekly team meetings. Similarly, at the weekly team-based
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meetings, which included the protocol team and theinterviewers,
interpretive (meaning) saturation was assessed. Meaning
saturation occurs when themes are fully elaborated, and
additional interviews do not provide new depth, nuance, or
variation [72]. The team used the interview debrief reports to
document thematic development, review variation across
purposively selected subgroups (eg, age groups, different
barbershops, and levels of HIV prevention uptake), and
determine whether thematic explanations sufficiently captured
contextual complexity. This guided the team in determining
that saturation had been reached.

Data Safety and Monitoring

An SMC conducted interim reviews of study progress, including
participant accrual, retention, social harms, and quality of data
collection. Reviews occurred approximately every 6 months.
The SMC provided recommendations on study conduct to ensure
that the study can meet the primary objectives.

Due to the minimal-risk nature of the study and absence of a
biomedical intervention, there was no centralized reporting of
adverse events. However, the study site would report all adverse
events and social harms according to local IRB and regulatory
requirements.

Results

Data collection began in March 2024 and concluded in June
2025. Participants were followed for 12 months. Data anaysis
has been completed. The primary manuscript is expected to be
submitted for publication by March 30, 2026.

Discussion

This protocol is designed to evaluate the feasibility and
acceptability of abarbershop-based HIV prevention intervention
and test its preliminary effect on male engagement in HIV
prevention services. The intervention was piloted among men
in Kalangala district, Uganda—a population that may benefit
significantly from expanded HIV prevention efforts.
Barbershops, which serve as popular gathering places for men
in many settings, especialy in African communities, provide a
promising platform for this intervention. The intervention
involved 3 main components delivered by the barbers. HIV
education and referral information for HIV services, distribution
of HIV self-test kits through barbershops, and barber-led peer
group sessions. Given the documented barriers men face while
engaging in HIV services [26,73]—such as stigma around
testing, servicesthat are often tailored to women, inconvenient
service locations and hours [29,30,33-37,74]—this protocol
offers an opportunity to explore a novel, community-based
strategy to address these gaps. Ultimately, this approach aims
to reach a historically underserved population within the HIV
prevention and care continuum.

Barbershops may be convenient and ideal venues for health
promotion [75]. Earlier studies showed that health initiatives
based in barbershopsimproved condom use[51] and high blood
pressure control [76,77]. More recently, a trustworthy
rel ationship between barbers and their clients hasbeen reported
as afacilitator for collaboration with barbershop businesses to
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reach Black men for HIVST distribution [59]. Similarly,
salon-based PrEP initiatives also improved PrEP knowledge
and uptake among Black women in the United States[78]. These
successes suggest that salon or barbershop-based interventions
may be transferable across settings, informing the devel opment
of smilar HIV prevention initiativestargeting barbershop-going
men in Ugandaand other settings. HPTN 111 wasimplemented
inarural fishing community, where the lessons |earned may be
transferable to similar rural contexts, although they may not be
generalizable to urban and nonfishing communities. The study
area was selected due to the high HIV burden in the Ugandan
fishing communities[73] and the demographic reality that more
men than women live in these areas. This imbalance has
contributed to high rates of transactional sex, with the majority
of men being unaware of their HIV status[79-82].

Peer support in this study included barber-led education and
barber-led group sessions. Peer support draws on shared personal
experienceto provide knowledge, social interaction, emotional
assistance, or practical help, oftenin amutually beneficia way,
where the source of support is a peer with relevant lived
experience[83-85]. In this study, the barbers provided education,
actively listened, built rapport, and offered emotional and social
support to promote behavioral change, consistent with
recommended peer support practices [51-53]. Theintervention
used status-neutral education during barber-client interactions,
a dstrategy shown to be both feasible and effective in
community-based interventions [86,87]. The barber-delivered
peer support was provided face-to-face during routine haircuts,
in line with evidence that peer support is most effective when
delivered regularly in familiar and comfortable settings [88,89].
Barbersalso facilitated group sessions, allowing men to discuss
HIV prevention practices among peers. We anticipated that
these regular interactions would improve HIV prevention
knowledge and enhance men’s engagement in HIV prevention
practices.

Male-led, community-based interventions can help overcome
stigmaand masculinity-related barriersthat typically deter men
from using HIV services [40,44]. Moreover, during and after
adolescence, men often rely on peer networks for support,
guidance, and advicein the development of asense of belonging
and identity [57,90]. Thisstudy leveragesthis notion since most
barbers in this setting are men. Further, qualitative evidence
suggeststhat peer counseling fosterstrust and confidence toward
HIV testing, including HIV ST [51-53].

HIVST is a robust tool that could benefit historically
hard-to-reach populations in need of HIV prevention and care
services. However, concerns remain about whether individuals
who use HIV ST are adequately linked to follow-up care. HPTN
111 seeksto address this gap via barbershops to expand access
to HIVST among men who may face barriers in obtaining it
from hedth facilities and improve their linkage to HIV
prevention services and care.

Data on the feasibility and acceptability of the intervention,
collected through quantitative surveys and qualitative interviews,
will provide critical insights into barriers and facilitators to
implementation. Systematic evaluation and analysis of these
data will inform refinement of the intervention package and
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guide the development of strategies for broader scale-up. In
addition, findings from both predefined quantitative objectives
and exploratory analyses will help assess the potential
effectiveness of the intervention and identify areas for
improvement. Collectively, these data will generate practical
insights on the provision of barbershop-based HIV servicesin
high HIV-burden fishing communities and similar settings.

Subsequently, if successful, thisintervention will contribute to
the community-based decentralization of HIV services by
enhancing men’sawareness of HIV and risk-reduction strategies,
increasing access to and use of HIV testing services, reducing
HIV-related stigma associated with testing, and strengthening
linkage to HIV prevention and care services. Overal, the
intervention will improve male engagement in HIV prevention
and care, reduce HIV infections among men, and ultimately
decrease HIV transmission to adolescent girls and young
women.

Scovilleet a

This protocol is limited by the absence of prespecified
progression criteria, as the novelty of the intervention meant
there was no sufficient prior data to serve as a benchmark.
Nevertheless, the protocol clearly outlines how feasibility and
acceptability will be assessed and how the results will inform
subsequent steps, in line with guidance from the literature
[41,971].

In conclusion, the HPTN 111 (TRIM) study will answer the
question of whether the barbershop-based HIV prevention
initiative is feasible, acceptable, and provide insight into
preliminary effectivenessinimproving HIV testing, promoting
behavioral change, and minimizing HIV and STI incidence.
This study highlightsthe potential of barbershops as accessible,
trusted, and far-reaching venues for delivering HIV prevention
services to men. This barber-led intervention is anticipated to
effectively engage and sustain heterosexual men in HIV
prevention and care. If found feasible and acceptable, the data
obtained will inform modifications and guide theimplementation
of the intervention in a future larger-scal e effectiveness trial.
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