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SCHEMA 

 

Purpose: 

To test community-based approaches to engage heterosexual men at 

risk for HIV and specifically to assess the feasibility and acceptability 

of a barbershop based HIV prevention program. 

Design: 

This is a cluster randomized study. Eighteen barbershops in the 

Kalangala district, Uganda will be purposively selected to participate 

in the study and will be randomized 2:1 to participate in the 

barbershop-based HIV prevention initiative (intervention) or standard-

of-care (control). Individual participants will be recruited from 

purposively selected barbershops. Participants enrolled from the 

intervention shops will receive the barbershop based HIV prevention 

initiative. Participants enrolled from the control shops will receive 

standard-of-care HIV prevention services.  

Population: Heterosexual men behaviorally vulnerable to HIV, ages ≥ 16 years 

Study Size:  Up to 250 men 

Study Duration: 
Approximately 24 months for study start-up, participant recruitment, 

and follow-up, with individual participants followed for 6-12 months. 

Study Location: Kalangala district (Islands), Uganda  

Study Regimen: 

Intervention group: participants recruited from intervention 

barbershops will receive the barbershop-based HIV prevention 

initiative. The trained barber will provide the following services 

during regular haircut services: general, status-neutral HIV education, 

HIV self-test kits, and information about where to receive HIV 

prevention services. The barber will also lead peer support group 

education every two months for clients enrolled in the study. 

 

Control group: participants recruited from control barbershops will 

receive standard-of-care HIV prevention services which include 

facility-based HIV risk reduction counseling and testing and providing 

information about facility distributed HIV self-test kits.  

 

All participants in both groups will complete study clinic visits for 

scheduled study procedures which include bio-behavioral data 

collection, HIV counseling and testing, and STI testing. Participants 

will be followed for 12 months. 

Primary Objective: 
• To evaluate the feasibility and acceptability of a barbershop-based 

HIV prevention initiative  

Secondary Objectives: 
• To compare completion of self-initiated HIV testing between 

intervention and control groups 
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• To evaluate the preliminary effectiveness of the intervention on 

change in behaviors associated with HIV acquisition  

• To compare interest in or use of HIV prevention services between 

intervention and control groups  

• To assess the interest in long-acting PrEP among all participants 

and by study arm 

 

Exploratory 

Objective: 
• To evaluate the preliminary effectiveness of the intervention on 

incident STIs  
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1.0 INTRODUCTION 

 

1.1 BACKGROUND 

Human immunodeficiency virus (HIV) remains a major public health problem worldwide, 

with 38 million people globally infected by 2020 [1]. Despite the global commitment to reduce 

AIDS-related deaths and new HIV infections to fewer than 500,000, 650,000 AIDS-related 

deaths and 1.5 million new infections were registered in 2021—which respectively resulted in 

150,000 more AIDS-related deaths and 1 million more new infections than the global 

targets[2]. These data showed that the AIDS response and the ambitious target of ending 

HIV/AIDs by 2030 are in danger [2, 3].  According to UNAIDS 2021 estimates, there are 20.6 

million people living with HIV (PLHIV) in Eastern and Southern Africa, the region with the 

highest HIV burden. Although men represent only 37% (7.7 out of 20.6 million) of HIV 

infections, they were 14% more likely to die from AIDS related causes compared to women in 

2020 [2, 3]. 

Through various strategies, such as increasing the number of PLHIV who are aware of their 

HIV status to 95%, [3, 4] UNAIDs and partners are focused to end HIV/AIDS. However, over 

the past decade it has become increasingly clear that we are missing men in the AIDS response 

[5]. Men and boys are less likely to test for HIV, to initiate antiretroviral therapy (ART) and to 

remain engaged in care, therefore dying of AIDS-related illnesses and many other diseases at 

rates that are disproportionately higher than their female counterparts [2, 6, 7]. In many 

countries, more than half of men aged 24-35 years living with HIV are unaware of their status 

and therefore not on treatment. When compared to women globally, 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 [3, 4], which increases the risk of HIV transmission. This is due to the fact that an 

HIV infected man transmits HIV two times more than an infected woman [8]. Therefore, the 

diagnosis of HIV in men is essential for promoting men's health and breaking the cycle of HIV 

transmission [6, 9]. 

A significant body of research and experience shows that a range of complex, multilevel 

factors contribute to men’s and boys’ low uptake of HIV-related services [6, 7, 10, 11]. 

Barriers to male partner involvement in HIV care services include fear of knowing one’s status 

and related stigma [12, 13]. Additional barriers are the product of prevailing harmful cultural, 

social, and gender norms—such as equating illness with “weakness” and viewing clinical 

settings as “female spaces”—which encourage men to take excessive risks and be over-

controlling [14, 15]. However, there are many other factors that contribute to the status quo, 

which include lack of universal men and boys’ entry points to health systems that women and 

girls generally have. For instance, HIV prevention and care services in eastern and southern 

Africa focus more on women of reproductive age, and therefore, reproductive, maternal and 

child health services offer ideal entry points to HIV services which don’t exist for men and 

boys [6]. Barriers within the healthcare system for men and boys include limited opening 

hours, facility-based service delivery models which further restrict access for men who work 

outside their communities during the day, and inadequate public health strategies or 

approaches that are aimed at improving men’s access to health and HIV services [6, 7]. 

To effectively achieve reduction in HIV incidence and prevalence among women and 

adolescent girls, a commensurate 80% reduction in new HIV infections among men by 2025 

should be achieved, and this can be done by having 90% of men in high-prevalence settings 
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access combination HIV prevention, 90% of men use condoms during sex with non-regular 

partners, and 90% of men aged 15-29 getting circumcised in priority countries [6]. The health 

and lives of men and boys are intertwined with those of women and girls. Gender inequalities, 

cultural, and social norms about femininities and masculinities disproportionately affect 

women’s and girls’ sexual and reproductive health and rights, and consequently, only 55% of 

women have autonomy in reproductive health decision-making [16, 17]. This contributes 

significantly to the continued women’s and girls’ vulnerabilities to HIV infection [18, 19].  

Therefore, it is currently recommended that the architecture of health service delivery urgently 

be reviewed to overcome the barriers to HIV services among men.  Health institutions should 

promote access to services for men and boys and have HIV-related health systems, policies 

and strategies that include men, especially those more vulnerable to HIV.  A broader 

supportive enabling environment for men to access health services is also critical [6]. 

 

1.2 AFRICAN MEN IN THE HIV CARE CASCADE 

In Eastern and Southern Africa, the HIV epidemic is largely heterosexually transmitted and 

heterosexual men are greatly affected [20, 21]. However, African men are missing from the 

HIV care cascade and have been left behind in the HIV response [22] which has greatly 

affected clinical and public health outcomes and targets [23]. For instance, HIV status 

knowledge is lower among men than women, leading to a higher proportion of undiagnosed 

HIV infection in men, [24, 25] and men who are unaware of their HIV status increase the risk 

of HIV transmission [26]. A meta-analysis of 129 studies from sub-Saharan Africa found that 

49% of men did not know their HIV status (95% CI: 0.41-0.58), 58% were not on treatment 

(95% CI: 0.51-0.65), and 21% on treatment were not virally suppressed  (95% CI: 0.19-0.23) 

[22]. Thus, the proportions of African men meeting UNAIDS 95-95-95 goals are only 51-42-

79. In Uganda, 12% of men living with HIV are unaware of their HIV status compared to 4% 

of women [3, 4]. Fishing communities in Uganda have a high HIV burden; HIV prevalence in 

Kalangala Islands (the largest fishing community in Uganda) is approximately three times 

higher than the national prevalence of 6.2% with an HIV incidence of 5.2 per 100 person 

years; therefore, the prevalence of HIV in this setting is estimated at 16%. Furthermore, the 

majority of the islanders are men, with a 3:1 ratio of men to women and 48.4% of islander men 

are unaware of their HIV status [27-30]. Although the national HIV incidence among men is 

significantly lower than that of women with a 47% difference [28], in Kalangala, the new 

infections among men were only slightly lower than those of women in 2022. Specifically, 

there were 418 new infections among men aged at least 15 years compared to 470 new 

infections among women of the same age group [31]. 

In addition to other multi-level factors that contribute to poor uptake of HIV services by men, 

African men largely believe that their status is the same as their partners (i.e., testing by ‘proxy’), 

[32] and have serious concern about time away from work and the impact on their income [13, 

33-36]. Therefore, offering men evidence-based, near location, and self-controlled HIV 

prevention services could motivate uptake and use of HIV prevention services. 

 

1.3 EVIDENCE-BASED HIV PREVENTION TOOLS 

 



HPTN 111 Version 2.0  Page 15 of 75 31 January 2025 

Various evidence-based interventions and tools have been developed to improve HIV prevention 

and care and these include peer support groups, peer led counseling, and HIV self-testing. 

Peer support groups 

Peer support involves people drawing on shared personal experience to provide knowledge, social 

interaction, emotional assistance, or practical help to each other, often in a way that is mutually 

beneficial. Peer support is different from other types of support because the source of support is a 

similar person with relevant experience[37-39]. Various categories of target people may be involved 

in peer support groups including people vulnerable to HIV. Support in peer groups may be set up by 

peers themselves or professionals; peer support sessions may be facilitated by peers alone or a 

professional; and peers may be trained. The type of support provided may include information and 

education provision, emotional, and social support. Support activities may include discussion, 

listening, mentoring, befriending, and peer delivered services such as HIV risk reduction counseling. 

Peer support may be delivered through telephone and face to face, and it may involve small groups of 

people meeting at a desired location for a specific time on a regular basis for a given period [40].  

Peer-support in HIV prevention and care has a long history. Already in the 1980s, groups of people 

living with HIV were supporting each other, sharing knowledge, and advocating for better treatment 

and care. Today, there are diverse terms for peer-support interventions and somewhat different 

conceptualizations, but since the introduction of ART, peer-support has become a more tailored, 

person-centered outreach to provide linkage to and adherence to HIV care, as well as support people 

living with HIV in taking an active role in self-management of their chronic health condition [41]. 

Positively UK specifies that peer-support is a relationship in which people are equal partners and the 

focus is on mutual learning and growth [42]. Dennis et al. similarly defines peer-support as “the giving 

of assistance and encouragement by an individual considered equal” [43] A peer is thus someone who 

shares common characteristics (e.g., age, sex, disease status) with the supported individual, such that 

the peer can relate to and empathize with the individual on a level that a non-peer would be unable to 

[44]. Peer-support fits within a social support model which states that, peer-support has the potential 

to reduce feelings of isolation and loneliness, provide information, and promote behaviors that improve 

personal health, well-being, and health practices [45]. 

These principles of peer support have also been adapted for use in HIV prevention, for example in the 

FACTS 001 tenofovir gel trial in nine sites across South Africa [46, 47]. The trial used clubs to help 

the young women tackle immediate adherence challenges, such as managing side effects, and 

addressed underlying socio-structural barriers to gel use. 

Peer support frequently includes education. Studies have found that having a higher HIV/AIDS-related 

knowledge was associated with improved engagement with HIV testing services and reduced sexual 

risk behavior [48, 49]. Educational strategies for men may also work best if they are driven by other 

men in order to fight the stigma and masculinity challenges that prevent men from testing for HIV [50, 

51]. Educational programs may include basic HIV information, risk reduction strategies, and 

confidentiality [48, 52, 53]. Different studies have indicated that such educational interventions should 

involve local leaders, including chiefs [51] and/or be part of the community-based outreach campaigns. 

However, there remains an educational gap on HIV programs that are specifically tailored for men 

[54].  Therefore, barber-led HIV education in peer groups may contribute to the bridging of this gap.  

Peer-based counseling 
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Peer-based counseling has been noted to improve risk reduction behavior change and uptake of 

HIV prevention and care in various populations [55-57]. Peer intervention approaches which 

employ the use of individuals who are similar to the target individuals in terms of social or 

demographic characteristics are a common strategy to promote and sustain HIV-risk reduction 

behaviors [58, 59]. Peers play various roles in HIV prevention and treatment such as offering 

social support, education of patients, and offering referrals; studies show positive effects of peer 

interventions on improving linkage and retention of HIV-care and programs [60]. Compared to 

regular healthcare professionals, peer-led counseling strategies may be more efficient and cost 

effective in influencing behavioral modifications by addressing psychological needs without 

discrimination or stigmatization. Qualitative evidence suggests that peer counselling may help to 

build confidence and trust towards HIV prevention services including HIV self-testing (HIVST) 

[55-57]. The use of peers or other men to convey information and deliver psycho-educational 

materials has been reported to improve health and help seeking behaviors in mental health. This 

has specifically assisted men to recognize and adopt active problem solving and motivating 

behavior change [61]. Moreover, during and after adolescence, men turn to peers for support, 

guidance, and advice in developing a sense of belonging and identity [62, 63]. Therefore, use of 

barbers as peers in this study is a postulated powerful tool for increasing HIV testing rates and 

improving HIV risk reduction behaviors among men, particularly those who may face barriers to 

clinic-based HIV prevention services. 

HIV self-testing 

HIVST is a robust, evidence-based, and self-controlled HIV prevention tool that is currently 

available in many countries to enhance equity in HIV services and increase HIV testing. HIVST 

is an innovative approach for reaching key populations, recommended by the World Health 

Organization (WHO) as an additional HIV testing approach, and is feasible and acceptable among 

various populations, including among heterosexual men [64-66]. HIVST has been rolled out 

through a variety of delivery models and more than 4.8 million test kits have been provided across 

11 sub-Saharan African countries, including Uganda [67]. A recent systematic review of studies 

in sub-Saharan Africa found that while uptake of testing has been high, many questions remain 

about the effectiveness of HIVST to reach populations that are traditionally unsuccessfully 

engaged particularly men and if HIVST facilitates their linkage to HIV care or prevention services 

[68]. Therefore, innovative approaches to reach men are urgently needed. 

Use of long-Acting PrEP 

Long-Acting Pre-Exposure Prophylaxis (LAPrEP) refers to long-acting HIV prevention tools that 

eliminate the need for daily dosing. These tools can be swallowed, inserted, injected, infused, or 

implanted in the body to provide sustained protection against HIV acquisition, ranging from once 

a month to once a year [69, 70]. Currently, individuals at risk of HIV can reduce their chances of 

acquiring the virus by taking HIV prevention medication, known as pre-exposure prophylaxis 

(PrEP), as prescribed [71]. When taken daily, oral PrEP pills can effectively prevent HIV from 

establishing itself in the body [72]. However, adherence to oral PrEP remains a significant 

challenge [72-74], highlighting the need for long-acting forms of PrEP. To address this need, 

studies are underway to develop and test various long-acting forms of HIV prevention, including 

oral, insertable, injectable, infusible, and implantable options that provide protection for at least 

a month [70, 75]. The ultimate goal is to offer individuals a range of acceptable, discreet, and 

convenient choices for highly effective HIV prevention. Notably, cabotegravir (integrase strand 
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transfer inhibitor) injection is the only long-acting injectable PrEP approved by the U.S. Food 

and Drug Administration (FDA), World Health Organization (WHO), and other regulatory bodies 

[76, 77]. Recently, lenacapavir (capsid inhibitor) has demonstrated remarkable efficacy as a long-

acting injectable PrEP, with 100% effectiveness in preventing HIV acquisition in cisgender 

women and 96% effectiveness in men who have sex with men, gay men, transgender men, 

transgender women, and gender non-binary individuals [78-80]. While LAPrEP has proven 

effective and acceptable in various populations, including transgender men and men who have 

sex with men[80], its effectiveness and acceptability among heterosexual men at risk of HIV in 

sub-Saharan Africa, where HIV transmission is predominantly heterosexual, remains unknown. 

 

1.4 INNOVATIVE APPROACHES TO REACH MEN 

Innovative approaches are needed to address the challenges associated with poor male 

engagement in care and to break the cycle of HIV transmission. Offering men evidence-based, 

self-controlled HIV prevention tools, in a comfortable and informal setting, could motivate HIV 

testing uptake and linkage to care. Community HIV testing, including mobile testing of men 

from their places of work, as well as HIVST strategies has shown great potential to increase HIV 

uptake among men in sub-Saharan Africa [54]. Studies have indicated that most men preferred 

using community-based HIV testing services, as compared to facility-based testing [7, 50, 51, 

54, 81, 82]. Community-based HIV testing was also reported to have a significant effect on 

reaching a high number of clients who tested for HIV [81]. In addition to the reduced stigma 

associated with community-based HIV testing services, the strategy also reduces the financial 

costs associated with travelling to facilities and improves access to HIV testing services among 

men of lower socio-economic status as well as reaching younger men [83, 84]. For instance, 

studies  reported that men are more open to HIV counselling testing when it is conducted at 

home [50, 54, 83], due to fear of being stigmatized in clinic settings, as well as judgements by 

healthcare workers.  Home-based testing not only improves men’s uptake to HIV testing, but 

also promotes couple’s testing, as well as HIV status disclosure among couples [51, 83, 85, 86]. 

Despite the robust evidence on the benefits to community HIV testing among men in sub-

Saharan Africa, there remains a gap as far as linkage to regular HIV prevention and care services 

[54]. Therefore, there is a critical need to have innovative community-based approaches to 

improve linkage to prevention and care services. 

Barbershops offer informal, easily accessible (i.e., location and hours of operation), and collegial 

spaces where men feel safe to talk about personal health issues, and the majority use the same 

barber most of the time [63]. A recent systematic review of implementation of barbershop based 

health promotion interventions for black men in the United States showed that barbershop based 

interventions that prioritize community engagement and intentional alignment to the gender and 

lived experiences result in satisfactory recruitment, retention, and health related changes among 

men [87] . Specifically, health initiatives based in barbershops reduced HIV risk behaviors and 

increased consistent condom use among heterosexual men in the USA [88]. However, there is 

limited evidence on the feasibility and acceptability of barbershop-based approaches on HIV 

risk reduction practices including the use of HIV self-testing among heterosexual men in 

resource-limited settings [89]. Proven HIV prevention strategies and tools may be incorporated 

in the barbershop-based services including peer-led counseling and education and HIV self-

testing. In our preliminary assessments of the acceptability of the intervention components, we 
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interacted with 20 barbers at a main island of Kalangala district (Bugala Island), all of whom 

welcomed the proposed initiative and were ready to introduce it to their customers. The barbers 

were also positive about the intervention being welcomed by their customers. To this end, we 

reached out to some customers who were receiving haircuts during the assessment; and they also 

welcomed the initiative and emphasized the need for accessible HIV prevention services in their 

community. 

Leveraging the strong connections and frequent interactions that barbers have with men, this 

study will use the Capability-Opportunity-Motivation, and-Behavior (COM-B) model to design 

a barbershop-based HIV prevention initiative for heterosexual men at risk of HIV in Kalangala 

Islands, Uganda. The initiative will comprise of 1) barber-led HIV risk reduction counseling and 

education, 2) distribution of HIVST at barbershops, and 3) barber-led peer support groups.  
 

 

1.5 RATIONALE  

The purpose of this study is to develop and assess the feasibility, acceptability, and preliminary 

effectiveness of a barbershop-based HIV prevention initiative among persons who identify as a 

heterosexual male and are behaviorally vulnerable to HIV. This research is important because 

innovative strategies to reach heterosexual African men vulnerable to HIV are urgently needed 

to end the AIDS epidemic. This study is focused on men in the Kalangala Islands in Uganda, a 

district with the highest HIV prevalence and incidence in the country [30, 31]. The study will 

leverage trusted relationships between men and barbers to deliver an HIV prevention initiative.  

 

The HIV prevention initiative will center around barber-led activities: 1) barber-led HIV risk 

reduction education, 2) barbershop distributed HIVST kits, and 3) barber-led support group 

discussions and education.  Barbershops will be randomized to be an intervention or control 

shop. Intervention shops will have barbers trained by the study to recruit men for data collection 

and deliver the HIV prevention initiative. Shops that are participating as controls will have 

barbers trained by the study to recruit men for enrollment into the data collection portion of the 

study but will not deliver any of the HIV prevention initiative components. All men eligible and 

enrolled in the study will be followed to understand the feasibility and acceptability of the 

initiative, and its impact on HIV testing, behaviors associated with HIV incidence, STI 

incidence, and linkage to prevention services (e.g. PrEP, PEP [post-exposure prophylaxis], 

Voluntary Medical Male Circumcision [VMMC]).  

 

The intervention is based on the Capability, Opportunity or Motivational components of the 

COM-B Model of behaviour change [90] . Capability refers to the ability of an individual to 

psychologically or physically engage in an activity; opportunity refers to the factors outside an 

individual that will influence someone’s behavior while motivation are the thought processes 

that direct a person to carry out specific behavior, as shown in Figure 2. [90]  The COM-B 

model postulates that changing the behavior of an individual, a group or a population needs 

changing either their capability, opportunity, and/or motivation needed to perform the 

behavior.[91]  Therefore, in this study we will use the COM-B model to provide a barbershop 

based HIV prevention initiative to men living in a high incidence setting and who are 

behaviorally vulnerable to HIV. The initiative will aim to increase men’s capability and 

motivation through the provision of HIV education and prevention measures by their own 

barbers. The initiative will also improve the opportunity for the use of HIV prevention tools 
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among men by availing HIVST kits at the barbershop so that they are easily accessible by 

barbershop going men. 

 

Figure 2. Modified COM-B model for implementation of the barbershop-based initiative. 

 

 
 

To ensure the successful global implementation of Long-Acting Pre-Exposure Prophylaxis 

(LAPrEP), it is essential to understand the perspectives and attitudes of heterosexual men 

behaviorally vulnerable to HIV, particularly in regions with high HIV incidence. Assessing the 

acceptability of LAPrEP among heterosexual men behaviorally vulnerable to HIV, such as those 

frequenting barbershops, will be crucial for informing the rollout of LAPrEP in these 

populations. 

 

Overall, this study will contribute to the HPTN specific-aim of designing and conducting 

integrated strategies for HIV prevention, specifically using a diverse study design (cluster-

randomized trial) to address HIV prevention needs of a priority, often-overlooked, population 

vulnerable to HIV. This study will provide valuable information about the feasibility of 

conducting the barbershop-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. Understanding the fidelity to delivering the intervention will be an important 

component of scaling up this study into a larger trial. Fidelity will be assessed by understanding 

the adherence to the intervention, facilitation strategies used, quality of delivery, and participant 

responsiveness[92]. Furthermore, the findings of this study will provide a crucial foundation for 

future research, including trials examining the use of LAPrEP in heterosexual men. Results will 

also inform the development of targeted interventions aimed at promoting LAPrEP uptake 

among heterosexual men, guide healthcare provider training and support, and facilitate the 

successful implementation of LAPrEP in this population. 

 

2.0 STUDY OBJECTIVES 

 

The primary and secondary objectives of the study are listed below. Endpoints related to 

each objective are described in Section 8.1. 

 

2.1 PRIMARY OBJECTIVE 

 

The primary objective of this study is: 
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1) To evaluate the feasibility and acceptability of a barbershop based HIV prevention 

initiative  

 

 

2.2 SECONDARY OBJECTIVES  

 

The secondary objectives of this study are: 

 

1) To compare completion of self-initiated HIV testing between intervention and 

control groups  

 

2) To evaluate the preliminary effectiveness of the intervention on change in 

behaviors associated with HIV acquisition  

 

3) To compare interest in or use of HIV prevention services between intervention 

and control groups 

 

4) To assess interest in long-acting PrEP among all participants by study arm.  

 

 

2.3 EXPLORATORY OBJECTIVE 

 

The exploratory objective of this study is: 

 

1) To evaluate the preliminary effectiveness of the intervention on incident STIs  

 

3.0 STUDY DESIGN  

 

This is a cluster randomized trial that will randomly assign barbershops, in Kalangala 

district, Uganda, 2:1 to receive a barbershop-based HIV prevention intervention or the 

standard-of-care for HIV prevention and linkage to services. Prior to randomization, the 

barbershops will be purposively selected according to their radius from other shops, 

client base, and willingness and ability to deliver the intervention, as detailed in Section 

3.1.1. Study participants will be recruited by the barbers from participating barbershops. 

Men attending barbershops will be informed about the study during haircuts by the barber 

and those interested will be linked to study staff for screening, and those who meet all 

eligibility criteria will be enrolled in the study. Participants will be persons who identify 

as heterosexual men and are behaviorally vulnerable to HIV, as defined by recent sexual 

practices. Up to 250 men ≥ 16 years will be enrolled across the 18 barbershops in the 

district. Young men ages 16 and 17 years old will be able to participate in this study if 

they meet local guidelines for being considered an emancipated or mature minor, 

contributing important information about this age demographic and their HIV prevention 

needs. Each participating shop will recruit a minimum of 10 men and continue until the 

maximum sample size of 250 is reached across study arms or until the end of the six-

month enrollment period.  
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The study is designed to evaluate the feasibility and acceptability of a barbershop-based 

HIV prevention intervention and effectiveness of engaging men in HIV prevention 

through barbershops. The study will also provide data on the preliminary effectiveness of 

the intervention on changes in HIV testing and linkage to prevention services. Self-

reported sexual behaviors associated with HIV incidence and STI incidence rates will 

also be compared.  

 

In the intervention group, participants will be recruited from barbershops. Barbers will 

notify clients of the study and link them to study staff who will arrange for a brief pre-

screening assessment followed by an enrollment visit at the study clinic. Study staff will 

provide transport to the study clinic for enrollment and will aim to complete all 

enrollment visits on the day that they are referred by the barber. Once enrolled in the 

study, at their next haircut, participants in the intervention group will receive status-

neutral HIV education directly from their barber, barber-distributed HIV self-test kits for 

use outside of study visits, and invitations to barber-led support groups every two 

months.  

 

In the control group, participants will be recruited from barbershops. Barbers will notify 

clients of the study and link them to study staff who will arrange for a brief pre-screening 

assessment followed by an enrollment visit at the study clinic. Study staff will provide 

transport to the study clinic for enrollment and will aim to complete all enrollment visits 

on the day that they are referred by the barber. Once enrolled, participants in the control 

group will be referred by study staff to local health facilities for standard-of-care HIV 

counseling and testing and self-test kit provision.  

 

All participants (intervention and control group) will complete a Week 26 and Week 52 

follow-up visit at the study clinic following enrollment. Study visits will include bio-

behavioral data collection, including information on HIV testing practices and sexual 

behaviors. All participants will receive HIV counseling and testing, PrEP/HIV care 

referrals, STI (syphilis, gonorrhea, chlamydia) testing and treatment, and will complete a 

questionnaire on LAPrEP use at week 52. Participants in the intervention group will also 

be asked about the acceptability of the barbershop-based intervention and a subset will 

participate in in-depth interviews.  

 

Prior to study initiation, barbers in both groups will be trained on the study, participant 

confidentiality, and study recruitment requirements. Barbers in the intervention group 

will have further training on delivering HIV education and specifics of HIV self-testing 

procedures. Barbers will also participate in in-depth interviews, questionnaires, and 

counseling skills assessments, to understand the acceptability and feasibility of the 

barbershop-based intervention.  

 

See Appendix I for a schedule of study visits and procedures. 

 

3.1 PARTICIPATING SITES 
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Central coordination of the study will occur at the MU-JHU clinical research site in 

Kampala, Uganda.  

 

The barbershops and study visits will occur in the Kalangala Islands, on a maximum of 

four islands. Shops will be selected first from the largest island, Bugala Island, in an 

effort to keep all shops on a single island. If additional shops are needed to reach 18 

shops, an additional three islands may be used. Table 1 shows the potential 

villages/towns, located at least 5km apart, from which shops can be selected to participate 

in the study. Not all shops will be selected for participation, as they must meet inclusion 

criteria listed in Section 3.1.1, and so that there are replacement shops if needed, as 

described in Sections 4.3 and 8.3. 

 

Table 1. Villages/towns, at least 5km apart, that have a barbershop potentially eligible for 

study inclusion. 

 

Island Village/town Population [93] 

Bugala 

Kalangala 1835 

Buyiri 379 

Bumangi 466 

Mutambala 773 

Kyagalanyi 1558 

Kibale 695 

Bwendero 1259 

Kibanga 704 

Bweza-Dajje 704 

Kaazi-Malanga 815 

Kasamba 194 

Kasenyi 580 

Bbanga/Kagolomo 569 

Senero 739 

Bbeta 1230 

Kasekulo 2114 

Nakatiba 988 

Bugoma 1311 

Kachunga Kachungwa 484 

Bushozi Misonzi 1215 

Kachanga Kachanga 1716 

 

 

3.1.1 Barbershops 

 

The barbershops will be purposively selected on the Kalangala Islands. In order to be 

selected for this study, barbershops must meet the following criteria: 

• Adequate space to deliver the intervention to clients (e.g. space to store HIV self-

test kits, laminated counseling sheets, lockable cabinet to store de-identified 

checklists, etc.) 
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• Have existed as a shop for ≥ six months 

• Have a customer base of ≥ 15 clients per week 

• A radius of ≥ 5km maintained between other participating shops 

 

Barbershops may have multiple barbers and for a shop to be eligible for participation, 

participating barbers within the shop must also meet the following criteria: 

• Barber must have at least a primary level of education 

• Barber must be willing and able to participate in the study, recruit participants, 

and deliver the intervention if their shop is randomized to the intervention group 

    

 

3.1.2 Study Clinic Site 

 

Research study visits will occur at the island-based satellite study site (co-located at an 

existing health facility). The study site is centrally located so that participants recruited 

from any barbershop on the island(s) will be able to attend study visits. In some 

instances, if a participant is unable to attend a visit at the clinic, the visit may occur at an 

alternative private location agreed upon by the participant and study staff.  

 

Further details about the barbershops and satellite study site location are listed in the SSP 

Manual. 

 

3.2 STUDY DURATION 

 

Study duration is approximately two years total. Accrual is anticipated to occur over three 

– six months, with individual participants being followed on study for up to 12 months 

(52 weeks).  

 

4.0 STUDY POPULATION 

 

 

4.1 PARTICIPANTS 

 

Up to 250 heterosexual people who identify as male will be included in this study. 

Participants will be selected for the study according to the criteria in Section 4.1.1 and 

4.1.2. and the guidelines in Section 4.1.3. Participants will be recruited, screened, and 

enrolled as described in Section 5.0. Requirements related to participant retention and 

withdrawal from the study are described in Sections 4.1.5 and 4.3, respectively.  

 

 

4.1.1 Inclusion Criteria 

 

Persons who identify as a heterosexual male and meet all of the following criteria are 

eligible for inclusion in this study: 

 

1. Age ≥ 16 years 
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a. Any participants 16-17 years old will be enrolled following the Uganda 

National Council for Science and Technology (UNCST) guidelines for mature 

and emancipated minors  

2. Able and willing to provide informed consent 

3. Behaviorally vulnerable to HIV, based on self-report of at least one of the following 

in the last three months: 

a. Had condomless sex with a person of unknown HIV status or a person living 

with HIV 

b. Had more than one sexual partner 

4. HIV negative per Ugandan Ministry of Health guidelines and the SSP Manual 

5. Is a regular customer at a participating barbershop as defined in the SPP Manual  

 

4.1.2 Exclusion Criteria  

 

Persons who meet any of the following criteria will be excluded from this study: 

 

1. Not planning to stay in the study catchment area in the next 12 months  

2. Any other condition that in the opinion of the Investigator of Record (IoR)/designee, 

would preclude informed consent, make study participation unsafe, complicate 

interpretation of study outcome data, or otherwise interfere with achieving the study 

objectives.  

 

Participants who report sex with other men will not be excluded from this study so long 

as they meet the inclusion and exclusion criteria listed above.  

 

4.1.3 Recruitment Process 

 

Study staff will work with stakeholders from the communities surrounding participating 

barbershops to provide education about the study and the involvement of the shops. 

Community sensitization will build trust within the study area, facilitate successful 

recruitment of participants, and contribute to a clear understanding of the barbers’ role in 

the study.  

 

Study staff will work closely with barbers in both the intervention and control groups to 

recruit and screen clients from participating barbershops. Barbers will be trained on how 

to provide information about the study and link men to study staff if the client is 

interested. Barbers will not disclose which group (intervention or control) to which they 

have been randomized during participant recruitment. Once a potential participant is 

linked to study staff, the staff will contact the potential participant and administer a pre-

screening checklist, either in-person or on the phone. If the man remains eligible based on 

pre-screening, study staff will proceed with facilitating the potential participant to attend 

the study clinic on the same day for an enrollment visit. In most cases, study staff will 

pick-up the client from the barbershop and transport directly to the clinic for an 

enrollment visit.  
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Appropriate recruitment processes and messaging geared towards the local community 

will be utilized and detailed in site standard operating procedures (SOPs). Site-specific 

advertising materials will undergo approval by the site’s responsible Institutional Review 

Board (IRB)/Ethics Committee (EC) prior to use. 

 

4.1.4 Co-Enrollment Guidelines 

 

In general, participants in this study will not be allowed to take part in other concurrent 

HIV or interventional research studies during their participation in the study. This is due 

in part to concerns about participant study burden and to avoid confounding in the 

interpretation of the study data. The Protocol Team should be consulted for any possible 

exceptions, including for observational studies. 

 

4.1.5 Participant Retention 

 

Once a participant enrolls in this study, the study site will make every effort to retain 

them for the duration of their follow-up to minimize possible bias associated with loss-to-

follow-up. The study team will aim to achieve ≥90% retention at the Week 26 and Week 

52 study visits. Retention procedures will be detailed in an SOP and may include: 

• Study staff will ensure recruitment of men who are willing to participate in the 

study.  

• During the informed consent process, study staff will thoroughly explain the 

study visits schedule, procedural requirements, and the importance of each study 

group; these points will be re-emphasized at each study visit.  

• Study staff will collect detailed participant locator information during the 

screening visit. Locator information will be actively reviewed and updated at 

each subsequent visit. 

• Study participants will be contacted or reminded of study visits and procedures, 

using their preferred mechanism of contact.   

• Study staff will cultivate a supportive relationship with the study participants, 

barbers, and community to ensure high retention.  The use of barbers who are in 

close contact with men is expected to augment retention plans. The barbers may 

support reminding the participants about study visits and missed visits. 

• The MU-JHU Community Team, in consultation with the Community Advisory 

Board (CAB), will lead community engagement activities, including regular 

communication with the study community at large to increase awareness about 

HIV/AIDS and explain the purpose and importance of conducting and involving 

participants in HIV prevention research to enhance retention.  

• Participants will indicate whether they can be visited at home, work, or other 

community locations by the study team. During the informed consent process, 

study staff will explain to the participant the requirements to conduct off-site 

visits, including type and duration of the visit, and procedures to maintain the 

participant’s information in a confidential manner. Study staff will take 

precautions not to disclose the purpose of the visits. Participants will be requested 

to authorize off-site visits on the informed consent form. Participants are free to 

decline home/off-site visits, and this will not affect participation in the study. 
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• The research clinics/sites will be designed to provide participant-friendly services 

such as having short duration clinic visits and flexible hours.  

 

 

4.2 BARBERS 

 

Barbershops will be selected to participate in the study if they meet the criteria listed in 

Section 3.1.1. Barbers at these shops will be asked to sign a memorandum of 

understanding (MOU) with the study regarding their role in recruiting participants and 

delivering the intervention if their shop is randomized to the intervention group. The 

MOU will also detail expectations in communication between the study team and the 

shop, particularly in case of any changes with study involvement. Barbers must also be 

willing and able to provide informed consent for research data collection (e.g. 

questionnaires and in-depth interviews) and be considered research participants (see 

Section 6.0). If a barbershop has more than one barber providing services, at least one 

barber at the shop will be asked to participate in client recruitment, delivering the 

intervention, and research procedures. Barbers are not required to be men. 

 

4.3 PARTICIPANT WITHDRAWAL 

 

Regardless of the participant retention methods, participants (barbers or participants) may 

voluntarily withdraw from the study for any reason at any time. The IoR/designee may 

also withdraw participants from the study to protect their safety, if they are unwilling or 

unable to comply with required study procedures, and/or for other reasons, after 

consultation with the Protocol Chair, DAIDS Medical Officer, SDMC Protocol 

Statistician, and Leadership and Operations Center (LOC) Clinical Research Manager 

(CRM). 

 

Participants also may be withdrawn if the study sponsor, government or regulatory 

authorities, or site Institutional Review Boards/Ethics Committees (IRBs/Ecs) terminate 

the study prior to its planned end date. 

 

Every reasonable effort will be made to complete a final study visit (as described in 

Section 5.3) for participants who terminate from the study prior to their end of follow-up 

period (52 weeks), and study staff will record the reason(s) for all withdrawals from the 

study in participants’ study records. 

 

If a barber or barbershop withdraws from the study, the Protocol Team will determine if 

replacement of the barbershop is feasible.  

 

5.0 STUDY PROCEDURES FOR PARTICIPANTS 

 

An overview of the study visits and procedures is presented in Appendix I. Additional 

information on specific study procedures is provided below. Detailed instructions to 

guide and standardize study procedures will be provided in the SSP Manual.  
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5.1 PRE-SCREENING ASSESSMENT  

 

Men who are interested in the study following barber-led recruitment will complete a pre-

screening assessment (checklist) with the study staff. This pre-screening may occur in-

person or over the phone and identifiable data will not be recorded during the pre-

screening process. Study staff will aim to pre-screen potential participants in-person at or 

near the barbershop from where they are recruited; study staff will find a private space to 

administer the pre-screening assessment. If the participant is pre-screened over the phone, 

study staff will confirm that the potential participant is in a place they feel comfortable 

answering questions over the phone. During the pre-screening, potential participants will 

be assessed for sexual behaviors associated with HIV, their stay in the study catchment 

area, barbershop going status, and age. 

 

If the potential participant remains eligible following this pre-screening assessment, they 

will proceed to the study clinic for an enrollment visit where all eligibility criteria will be 

assessed.  

 

5.2 SCREENING AND ENROLLMENT VISIT 

 

If a participant remains eligible and interested in study participation after pre-screening, 

they will complete full screening and enrollment procedures at the study clinic. The study 

team will aim to have all potential participants screen and enroll on the same day as the 

referral from the barber. For each participant, independent written informed consent will 

be obtained before any study related procedures are initiated. 

 

Screening 

 

A single informed consent form will be used for screening and enrollment into the study. 

To confirm eligibility criteria for the study, study staff will: 

• Obtain written informed consent 

• Collect basic locator and demographic information 

• Collect socio-behavioral information 

• Draw blood for HIV and syphilis testing  

• Complete HIV testing and counseling according to Uganda Ministry of Health 

testing guidelines (provider-initiated HIV testing and counseling) as described in 

the SSP Manual.  

o If any result or interpretation other than negative or non-reactive is 

obtained for any HIV test, the person is not eligible for the study. 

Additional testing to confirm suspected HIV infection will be performed 

in accordance with local guidelines. If HIV infection is confirmed, 

participants will receive counseling and be referred for appropriate care, as 

necessary. 

 

Participants who remain eligible after screening procedures will immediately proceed to 

enrollment. If the participant does not enroll within 14 days of the start of the screening 
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visit, the participant can be re-screened up to two times at the discretion of the 

IoR/designee.  

 

All participants will be offered condoms. Individuals deemed not eligible will be 

informed that they do not meet the eligibility criteria for the study, and referred for 

appropriate medical care, including HIV prevention services or HIV care, based on their 

needs. 

 

Enrollment  

 

An individual will be considered enrolled in the study once delegated study staff have 

completed an enrollment checklist that confirms all eligibility criteria. Once the 

participant is enrolled, study staff will: 

 

• Collect full locator information and confirm any demographic information, if 

needed 

• Collect additional socio-behavioral information. Audio computer assisted self-

interview (ACASI) may be used to collect some self-reported measures.  

• Collect information about medical history and concomitant medications 

• Complete a symptom-directed physical exam, if clinically indicated.   

• Ask participant to provide urine for gonorrhea and chlamydia testing.  

• Disclose which group a participant’s barber was randomized to, so that the 

participant will know whether they will receive the intervention from their barber. 

• Ask about initial feelings about the acceptability of the barbershop-based 

intervention. 

• Counsel participants on the recommended HIV testing schedule for people 

behaviorally vulnerable to HIV: complete HIV testing quarterly, i.e. at three and 

nine months after study enrollment (participants will also have in-clinic HIV 

testing completed at their Enrollment, Week 26 & 52 study visits).   

o All participants will be asked to report on HIV testing behaviors between 

visits by contacting study staff when they test, using a toll-free study 

number. Participants will also be asked to send a picture of the used test 

kit or bring the used kit to the study clinic, if possible.  

o Participants in the intervention group will be reminded that they can 

access HIVST kits from their barber and participants in the control group 

will be provided with information about accessing standard-of-care 

testing.  

• Refer participant for additional medical care if clinically indicated, including HIV 

prevention services.  

• Offer condoms 

 

Once a participant recruited from an intervention shop is enrolled, the study team will 

notify the participant’s recruiting barber to ensure that the individual receives the 

barbershop-based intervention at their next regular visit to the barbershop. Study staff 

will provide the barber with the client’s name but will not provide any study-related data 

to the barber. Enrolled participants will also be provided with a small study card. For 
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participants in the intervention group, the card can be shown to the barber at their next 

haircut to indicate they should receive the intervention at the barbershop.   

 

 

5.3 FOLLOW-UP STUDY VISITS (WEEK 26 & 52) 

 

Participants will be followed for up to 52 weeks, with visits scheduled at Week 26 and 

Week 52 after Enrollment.   

 

At each follow-up visit, study staff will: 

• Update locator information 

• Collect self-reported socio-behavioral information. ACASI may be used to collect 

some self-reported measures. 

• Collect information on HIV testing behaviors between visits 

• Draw blood for HIV testing and storage for local laboratory (LL) quality control 

(QC) 

• Complete HIV testing and counseling according to Uganda Ministry of Health 

testing guidelines (provider-initiated HIV testing and counseling) as described in 

the SSP Manual.  

o All participants will be reminded of the recommendation to complete HIV 

testing on a quarterly basis, consistent with Ugandan guidelines for persons 

behaviorally vulnerable to HIV.  

• Ask participant to provide urine for gonorrhea and chlamydia testing.  

• Collect information about medical history and concomitant medications 

• Ask participant about social impacts of study participation 

• Complete a symptom-directed physical exam, if clinically indicated, including if 

they report having a VMMC since the last visit.   

• Refer participant for additional medical care, if clinically indicated, including 

HIV prevention or HIV care services. 

• Offer condoms 

• Collect information on interest in LAPrEP at week 52  

 

A subset of participants will also be asked to participate in in-depth interviews (see 

Section 5.9) 

 

5.4 PROCEDURES FOR PARTICIPANTS WITH SUSPECTED OR CONFIRMED HIV 

INFECTION 

 

The Protocol Team must be notified of any reactive or positive HIV test result obtained 

during follow-up. Participants who have a confirmed reactive/positive HIV test result 

during study follow-up visits will have further testing to confirm infection as described in 

the SSP Manual.  Participants who have a reactive/positive HIV result during follow-up 

will be referred for care and will continue their participation in the study.  

 

If a participant has a reactive/positive test between study visits (e.g. using the HIV self-

test kits), they will be counseled to come to the study clinic visit for confirmatory testing 
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and follow-up. Participants will be able to contact study staff on a toll-free number to 

discuss HIV test results and linkage to care, as needed, between study clinic visits.  

 

Participants will be encouraged to continue to attend study visits and receive HIV risk 

reduction counseling (e.g., treatment as prevention), STI testing, and complete socio-

behavioral questionnaires.  Study staff will collect information on linkage to HIV care 

and start of treatment. Participants will continue with their usual barber services and will 

not be required to disclose their HIV status to their barber. If the participant prefers not to 

receive any further HIV education from the barber or attend the group sessions, their 

decision will be respected. Study staff may notify the barber about the participant’s 

decision regarding the HIV prevention initiative provided by the barber, only if desired 

by the participant. 

 

5.5 SEXUALLY TRANSMITTED INFECTIONS (STIS) 

 

Individuals will be tested for syphilis, gonorrhea, and chlamydia during the study per the 

schedule in Appendix I. Participants will be contacted if they have a positive test result 

and provided treatment at the study clinic following local guidelines for STI treatment 

and management. If a participant reports symptoms of an STI to study staff during the 

clinic visit, they will provide an evaluation, testing, and treatment as clinically indicated, 

according to the local and syndromic STI management guidelines; referrals for treatment 

may also be provided if needed. STI results, symptoms, and treatment provision/referrals 

will be recorded on study CRFs. There are no local health guidelines that require 

reporting of communicable diseases in Uganda and thus the site will not be required to 

report HIV or STI results to local authorities. 

 

5.6 QUESTIONNAIRES DATA COLLECTION 

 

Participants will complete questionnaires at study visits according to the schedule in 

Appendix I. Questionnaires/study CRFs will include the following key topics: 

• Demographics 

• Sexual behavior and other social/health practices associated with HIV acquisition 

• Medical history, symptoms assessment, and medication use  

• Utilization of HIV/STI testing, use of HIV prevention services (PrEP, PEP, 

VMMC), and HIV treatment services 

• Attendance at barbershops and receipt of barbershop-based interventions, in both 

groups, including assessment of mobility between shops, frequency of visits, and 

components of the intervention received. 

• Social impacts of study participation and barbershop-based interventions 

• Acceptability of barbershop-based interventions 

• Interest in long-acting PrEP  

 

 

5.7 INTERIM CONTACTS AND VISITS 
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Interim study contacts and study visits (those between regularly scheduled follow-up 

study visits) may be performed at participant request or as deemed necessary by the 

IoR/designee at any time during the study. All interim contacts and visits will be 

documented in participants’ study records and on applicable CRFs. Some interim visits 

may occur for administrative reasons. For example, the participant may have questions 

for study staff. Interim visits at which no data are collected are not documented on CRFs. 

If a participant contacts study staff with HIV test results, self-reported results will be 

recorded on study CRFs and the participant will be asked to come to the study clinic for 

follow-up testing and/or referral to care as needed.   

 

 

5.8 BARBERSHOP-BASED INTERVENTION PROCEDURES 

 

Participants will continue attending the respective barbershop from where they were 

recruited on a schedule that is consistent with their regular barber services. Men may 

attend their barber at different intervals and this information will be documented as 

described in Section (6.5). Barbershop visits will not be considered formal study visits.  

 

Intervention group 

Study staff will notify barbers in intervention shops when one of their clients has been 

enrolled in the study so they are aware of who will receive the intervention. Participants 

will also be counseled by study staff to bring their study card to show the barber so they 

may deliver the intervention during the haircut. During the barber-participant interaction, 

barbers will provide general, status-neutral HIV education to the participant during their 

routine services and shops will have stock of HIVST kits available. Participants will be 

counseled to complete quarterly HIV testing, consistent with guidelines for persons 

behaviorally vulnerable to HIV.  

 

Barbers will also provide invitations to barber-led support groups every two months. 

These support groups will take place at a location convenient to both the barber and 

participants (e.g. at the barbershop, local clinic, etc.).  

 

If a participant in the intervention group permanently relocates to a different area on the 

Kalangala Islands where there is an intervention barbershop participating in the study, the 

participant may continue to receive the intervention from this barber, which will be 

facilitated by study staff, and the transfer of shops will be recorded in study data.  

 

Control group 

Barbers in the control group will not be notified by study staff about specific clients 

enrolled in the study. However, study staff will communicate total number of clients 

enrolled to provide feedback about recruitment targets. Participants in the control group 

will not receive any HIV prevention services from the barber but will continue with 

research study visits.  

 

5.9 QUALITATIVE DATA COLLECTION 
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A subset of participants will be recruited to participate in individual in-depth interviews. 

Approximately 25 participants from the intervention group will be interviewed at Weeks 

26 and/or 52. Participants will be purposively selected based on age, behaviors that make 

a person vulnerable to HIV, HIV prevention behaviors, experiences/challenges faced 

during the study, which barbershop they attend, or any other reason at the discretion of 

the investigator.  Interviews will focus on the acceptability of the barbershop-based HIV 

prevention initiative and use of HIV prevention strategies. Interviewers will be trained in 

qualitative techniques, and they will follow a semi-structured guide with the ability to 

prompt participants based on the discussion content.  

 

In-depth interviews will occur in a private space convenient for the participant and the 

study staff. Interviews will be digitally-recorded, transcribed, and translated into English 

if needed (see Section 8.6.4). Audio recordings will be stored until the conclusion of the 

primary qualitative data analysis. Details of the qualitative component with be outlined in 

the SSP Manual. 

 

5.10 STUDY VISIT WINDOWS 

 

For each required study visit, there is an allowable visit window specifying when a post-

enrollment visit should be completed. The allowable visit windows are contiguous 

between Week 26 and Week 52 and do not overlap. Within each allowable visit window, 

there is a target visit window when the visit should ideally be completed. Visit windows 

are outlined in Table 2 below. If more than one visit is necessary to complete all visit 

procedures, these can be completed during multiple days within the allowable visit 

window. Visit coding is described in the SSP Manual. 

 

Table 2. Study Visit Windows 

 

Visit Target Visit Day 
Target Visit 

Window 

Allowable Visit 

Window 

Screening Up to 14 days before enrollment 

Enrollment Day 0 - - 

Week 26 Day 182 Day 168-196 Day 154-336 

Week 52 Day 365 Day 351-379 Day 337-427 

 

 

6.0 STUDY PROCEDURES FOR BARBERS 

 

An overview of the study visits and procedures for barbers is presented in Appendix I. 

Additional information on specific procedures is provided below. Detailed instructions to 

guide and standardize study procedures will be provided in the SSP Manual. 

 

6.1 BARBER STUDY INITIATION 

 

All barbers eligible to participate in the study (described in Sections 3.1.1 and 4.2) will be 

asked to sign an MOU to fully detail expectations of study staff and barbers before 
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randomization and commencing training. Basic information about each participating shop 

will be recorded (e.g. total number of clients, hours of business, cost of services, etc.) by 

study staff and barber locator information will be collected.  

 

Barbers will also provide informed consent for research-related data collection prior to 

undergoing any research study procedures.  

 

6.2 BARBER TRAINING 

 

Prior to study activation for enrollment of participants, all barbers will undergo 1-2 days 

of training on the following topics: 

• Study overview 

• Participant confidentiality  

• Expectations of barber in both control and intervention groups 

• Recruitment processes and expectations 

 

Barbers from the shops randomized to the intervention group will complete additional 

training on the following topics: 

• HIV education content 

• Counseling skills 

• HIVST procedures 

• Referral services available for HIV prevention and treatment 

• Peer group structure and content 

• Leading group sessions and protection of confidentiality in groups 

• Expectations for recording information 

• Support from study staff 

 

Wherever possible, training content will be based on or adapted from existing materials 

from the Uganda Ministry of Health or other implementing partners. Training for 

intervention group barbers will take place over the course of approximately one week. A 

pre- and post- training assessment will be completed, and training content and length may 

be adapted based on these assessments. Training will be interactive and include role-play 

for barbers to gain experience with delivering the barbershop-based intervention and 

leading group sessions.  

 

During the course of the study, study staff will provide support to barbers and check on 

their knowledge and confidence in delivery of the intervention. If knowledge gaps or 

more support is needed, the barbers will have opportunities for refresher training and 

cross-sharing with other barbers delivering the intervention.  

 

A full curriculum for the barber training is included in the SSP.  

 

6.3 QUESTIONNAIRES DATA COLLECTION FOR BARBERS 

 

Basic demographic information about each participating barber will be recorded on study 

CRFs. All barbers will be asked to complete brief questionnaires about their shop and 
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recruitment experiences during the participant recruitment phase. Barbers in the 

intervention group will also be asked to complete brief questionnaires approximately 

quarterly after they begin delivering the intervention.  Quarterly questionnaires will 

include information about the acceptability and feasibility of delivering the intervention. 

All barbers will also be asked about any social impacts of recruiting clients for the study 

and/or delivering the intervention.  

 

6.4 QUALITATIVE DATA COLLECTION FOR BARBERS 

 

All barbers in the intervention group will be asked to participate in individual in-depth 

interviews approximately 6 and 12 months after starting delivery of the intervention. The 

interviews will be conducted to assess feasibility, acceptability, facilitators and barriers, 

and experiences of delivering the intervention. Interviewers will be trained in qualitative 

techniques, and they will follow a semi-structured guide with the ability to prompt 

participants based on the discussion content.  

 

In-depth interviews will occur in a private space convenient for the participant and the 

study staff. Interviews will be recorded, transcribed, and translated into English if needed. 

Details of the qualitative component with be outlined in the SSP Manual. 

 

 

6.5 BARBER DELIVERY OF THE INTERVENTION 

 

Documentation requirements 

Barbers in the intervention and control groups will be asked to complete a simple, 

anonymous checklist on the number of men contacted and linked to study staff for 

screening.  

 

Barbers in the intervention group will further be asked to complete a simple checklist of 

the services provided to each client enrolled in the study. The checklist will not contain 

any direct identifiers and will indicate if HIV education was provided to the client, 

number of HIVST kits distributed, and if referral information was given. The checklist 

will be stored in a lockable cabinet at the shop and collected once weekly by study staff.  

 

Status-neutral HIV education 

Barbers in the intervention group will provide status-neutral education to all enrolled 

participants while providing haircut services. A laminated counseling guide will be 

provided to the barber so that they may follow set messages for the education. If there are 

clients waiting while an enrolled participant is receiving their services, the barber will be 

trained to provide the education to all persons inside the shop at the time.  

 

HIV self-test kits 

Barbers in the intervention group will have a stock of study provided HIVST kits within 

the shop that can be provided to the participant to take home. The barber will be trained 

to provide counseling on how to complete the test and the recommended frequency for 

testing (i.e., every 3 months for men behaviorally vulnerable to HIV). Barbershops will 
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also have opaque bags for participants to discretely carry the HIVST kits out of the shop. 

If a client who is not enrolled in the study is there during HIV education of the participant 

and would like to take an HIV self-test kit, they will be able to do so.  

 

Referral information for HIV services 

Barbers in the intervention group will be knowledgeable about existing services for HIV 

prevention within the Kalangala district. These services will include HIV counseling and 

testing, free condoms, PrEP and PEP provision, and VMMC. They will also provide 

information about HIV treatment and the health and prevention benefits.  

 

Peer groups 

Barbers in the intervention group will facilitate peer support groups every two months 

that will focus on HIV education and available peer support. The groups will allow for 

peer support and shared experience between men. Study staff will assist with 

coordinating the peer groups, recording the number of men in attendance, documenting 

the HIV education topics covered, and the quality/accuracy of the delivery of 

information. Men’s attendance at the peer group sessions will be recorded in the 

database. 

 

7.0 SAFETY MONITORING  

 

7.1 SAFETY MONITORING 

 

This protocol involves minimal-risk procedures (recruitment, testing for HIV/STIs, 

questionnaires, support for linkage to care, HIVST provision) and contains no biomedical 

intervention or clinical care (e.g. PrEP/ART prescription); thus, standard adverse event 

reporting is not required. Adverse events will be reported to the local IRB as required per 

their guidelines. The study team will collect and report all social impacts/harms that are 

brought to the attention of study staff. Study participants will be provided a 24-hour 

telephone number and contact information and instructed to contact the study staff to 

report any concerns or social impacts they may experience. The study staff will also be 

available via telephone for consultation on HIV test results if testing is done outside the 

study clinic. For life-threatening events, participants will be instructed to seek immediate 

emergency care.  

 

7.2 SOCIAL IMPACT REPORTING 

 

It is possible that participants' or barbers’ involvement in the study could become known 

to others, and that a social impact may result (i.e., because participants could be 

perceived as having HIV or at increased likelihood for HIV acquisition). For example, 

participants could be treated unfairly, or could have problems being accepted by their 

families and/or communities. Barbers may lose clients if they learn about their 

involvement in the study. A social impact that is reported by the participant/barber and 

judged by the IoR/designee to be serious or unexpected will be reported to the 

responsible site’s IRBs at least annually, or according to the IRB requirements. 

Participants and barbers will be advised to contact study staff at any time if they feel they 
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have experienced a social impact due to study participation. Social impacts will be 

collected and reported on CRFs during regular visits for participants and barbers. In the 

event that a participant or barber reports a social impact, every effort will be made by 

study staff to provide appropriate care and counseling to the participant as necessary, 

and/or referral to appropriate resources and services for the safety of the participant. The 

site will provide such care and counseling in accordance with standardized guidance in 

the SSP Manual. While maintaining participant confidentiality, study sites may engage 

their CAB in exploring the social context surrounding instances of social impacts, to 

minimize the potential occurrence of such an impact. 

 

7.3 STUDY MONITORING COMMITTEE REVIEW 

 

The SDMC will prepare routine study conduct reports for the Study Monitoring 

Committee (SMC), which will meet by conference call approximately every six months 

during study implementation and will review accrual, retention, intervention 

implementation, data completeness and social impact data during a closed meeting. More 

frequent or ad hoc reviews of study conduct/safety reports may be conducted by the SMC 

as needed. A recommendation to stop the trial may be made by the SMC at any time that 

the team agrees the study implementation is futile.  

 

Reports of social impacts and subsequent actions taken will be reviewed at least every six 

months, if indicated, and reported to the DAIDS MO. Social impacts will be reported to 

local IRB/ECs as required.  

 

 

8.0 STATISTICAL CONSIDERATIONS 

 

8.1 OBJECTIVES AND ENDPOINTS 

 

8.1.1 Primary Objective and Endpoints 

 

8.1.1.1 To evaluate the feasibility and acceptability of a barbershop based 

HIV prevention initiative  

 

Consistent with this primary study objective, the following endpoint(s) 

will be assessed from participants in the intervention group: 

• Participant responses from surveys at Week 26 and Week 52 

about acceptability of the intervention  

• Barber responses from surveys about feasibility and acceptability 

of intervention 

• Recruitment rates during enrollment and retention in study and 

barbershop activities at Week 26 and Week 52 

• Frequency of barber-participant interactions and proportion that 

include delivery of the intervention 

 

8.1.2 Secondary Objectives and Endpoints 
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8.1.2.1 To compare completion of self-initiated HIV testing between 

intervention and control groups.  

 

Consistent with this primary study objective, the following endpoint(s) 

will be assessed: 

Self-report of HIV test conducted  during the study follow-up. 

8.1.2.2 To evaluate the preliminary effectiveness of the intervention on 

change in risk behaviors associated with HIV acquisition  

Consistent with this secondary study objective, the following 

endpoint(s) will be assessed: 

• Self-reported risk behaviors  during the study follow-up, 

including condom use and number of total and new sexual 

partners.  

 

8.1.2.3 To compare interest in or use of HIV prevention services between 

intervention and control groups  

 

Consistent with this secondary study objective, the following endpoints 

will be assessed: 

• VMMC during the study 

• Self-reported access to PEP care or use of PEP 

• Self-reported access to PrEP care or use of any PrEP method 

during the study 

 

8.1.2.4 To assess the preliminary interest in LAPrEP among all 

participants 

Consistent with this secondary study objective, the following endpoints 

will be assessed: 

• Self-reported interest in LAPrEP at Week 52 

 

 

 

 

8.1.3 Exploratory Objective and Endpoints 

 

8.1.3.1 To evaluate the preliminary effectiveness of the intervention on 

incident STIs    

 

Consistent with this exploratory study objective, the following 

endpoint(s) will be assessed: 

• Incidence of HIV between screening and Week 52 

• Incidence of gonorrhea and chlamydia between screening 

enrollment and Week 52 
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8.2 SAMPLE SIZE 

 

Sample size is based on the secondary objective of self-initiated HIV testing since the 

primary objective pertains only to the intervention arm. For self-initiated testing between 

enrollment and 26 weeks (or equivalently between 26 weeks and 52 weeks), power is  

calculated accounting for the cluster randomization and 2:1 randomization [94].  We 

provide power for 18 barbershops recruiting between 10 and 14 participants each.  The 

assumed between-cluster coefficient of variation of the true proportions are the same in 

each arm and equal to 0.25.  If retention targets are met, loss to follow-up will be 10% for 

responses to questions about HIV testing on the 26- and 52-week questionnaires.  We are 

interested in detecting an absolute difference in testing rates between arms of 20%. 

 

Table 3 shows power to detect an absolute increase of 20% in HIV testing rates in the 

intervention arm compared to the control arm. Assuming self-initiated testing occurs in 

only 5% of men in the control arm, we have at least 80% power to detect an increase of 

20% (5% control vs. 25% intervention) with 10 men per barbershop and 18 barbershops.  

Recruiting at least 10 men per shop with 10% loss to follow-up results in high (81%) 

power for detecting a difference of 10% vs. 30%.  If approximately the maximum number 

of men are recruited and evenly distributed among shops (14 men per shop), we have at 

least 80% power to detect a difference of 15% in the control arm vs. 35% in the 

intervention arm, with 10% loss to follow-up. 

 

Table 3: Power to detect a risk difference of 20% between arms for any self-initiated HIV 

testing (between enrollment and Week 26 visits) with 2:1 randomization of 18 

barbershops and a between-cluster coefficient of variation of 0.25 

 
Proportion testing 

in control arm 
Power (10 

enrolled per shop) 
Power (12 

enrolled per shop) 
Power (14 

enrolled per shop) 

10% loss to follow-up 

5% 92% 95% 97% 

10% 81% 86% 90% 

15% 70% 77% 82% 

20% loss to follow-up 

5% 89% 93% 96% 

10% 76% 83% 87% 

15% 66% 73% 78% 

 

 

8.3 ACCRUAL AND RETENTION  

 

The enrollment target for each barbershop is at least 10 participants (a minimum of 180 

total men).  Barbershops will be allowed to recruit as many participants as they can in the 

enrollment period, up to 250 men, as funding allows.  Accrual is expected to last three – 

six months and all participants will have 52 weeks of follow-up. Further details of the 

accrual period and enrollment targets are included in the SSP Manual.  
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If a barbershop is unable to recruit a minimum of 5 participants within the first three 

months of enrollment, recruitment will cease from this barbershop and the Protocol Team 

will determine if a replacement barbershop is required from within the same village/area 

to meet the study objectives. Replacement barbershops will be assessed using the same 

inclusion criteria, and assigned to the arm of the barbershop they are replacing.  

Additional details about barbershop replacement is in the SSP. If a barbershop is unable 

to recruit any participants within the first month of enrollment, study staff will contact the 

barber to investigate, and the Protocol Team will determine whether a replacement 

barbershop is needed. Enrollment caps for shops will be based on budget limitations.   

 

The minimum target for retention is 90% for the Week 26 and Week 52 visits. 

 

8.4 RANDOM ASSIGNMENT/STUDY ARM ASSIGNMENT 

 

Barbershops will be randomly assigned to a study arm prior to implementation of 

training. Stratification or restricted randomization may be used to balance important 

factors between arms, e.g. distance from satellite study clinic or village size. 2:1 

randomization will be used so that there are approximately twice as many shops in the 

treatment arm as the control arm; this is to allow more information to be gathered about 

the process of implementing the barbershop-based intervention and its feasibility and 

acceptability.  Randomization procedures will be fully detailed in the SSP Manual prior 

to the randomization event.  

 

8.5 BLINDING 

 

Barbers, participants, and study staff will not be blinded to the intervention.  

 

8.6 STATISTICAL ANALYSIS    

 

8.6.1 Primary Analyses 

 

Primary analyses will use appropriate methods for cluster-randomized trials or 

barbershop-level outcomes which are not clustered and will be analyzed using traditional 

statistical methods appropriate for independent data. 

 

Survey questions about feasibility and acceptability will be summarized.  No comparison 

will be made between arms for barber surveys or participant survey questions that are 

only applicable to the treatment arm.  Questions about acceptability and participant 

experience that are applicable to both arms will be compared between arms using 

methods appropriate for the question type.  Recruitment by each barbershop will be 

summarized by rates over time (number of men enrolled per week of recruitment) and 

rates over client visits (number of men enrolled per visit at which barbers discussed 

enrollment in the study).  

 

Retention in study activities will be summarized by the percent of enrolled men attending 

the Week 26 and Week 52 visits.  Retention and engagement in barbershop-based 
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activities will be summarized by participant and barber reported engagement (receiving 

information from barbers at haircuts, attending peer groups, taking self-test kits from 

barbers).  Retention and engagement of barbers will be assessed by barber surveys and 

reports on study activities.  No formal comparison between arms will be made for the 

recruitment and retention metrics. 

 

Frequency of barber-participant interactions in the intervention arm based on checklists 

from barbers and surveys of clients will be summarized overall and over time.  Where 

available, descriptions of the interactions will be reported, e.g. proportion of haircuts at 

which client received counseling. 

 

 

8.6.2 Secondary Analyses 

 

Formal comparisons of secondary endpoints will use appropriate methods for cluster-

randomized trials for participant-level outcomes. 

 

To assess self-initiated HIV testing, the proportion of participants reporting HIV testing 

will be compared between arms for the first portion of the study (between enrollment and 

the 6-month visit) and the second portion of the study (between the 26-week and 52-week 

visits).  In addition, the proportion who reported HIV testing during both periods will be 

compared between arms.  To estimate the difference in proportion of men testing, we will 

use a risk difference from a cluster-level analysis.  Inference will be based on a t-test due 

to the small number of clusters; details on the testing procedure will be described in the 

statistical analysis plan. 

 

To assess the effect on change of behaviors associated with HIV acquisition, self-

reported behavior will be summarized by arm at all available time points.  Behaviors will 

be compared between arms.  To assess linkage to HIV prevention and care services, the 

proportion of participants who reported VMMC will be compared between arms, and the 

proportion of participants who reported use of any PEP or PrEP method will be compared 

between arms.  To assess access toPrEP and/or PEP, the proportion of participants who 

report receiving a prescription for PrEP and/or PEP or attending a clinic to be screening 

for PrEP/PEP eligibility, will be compared between arms. 

 

To assess the interest in long-acting PrEP (oral and injectable) at Week 52, responses to 

the long-acting PrEP interest questionnaire will be summarized and compared between 

arms.  

   

8.6.3 Exploratory Analyses 

 

Incidence of HIV, gonorrhea, and chlamydia will be compared between arms, using 

appropriate methods for cluster-randomized trials.  

 

 

8.6.4 Qualitative Analyses 
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All qualitative interviews will be digitally audio recorded and transcribed by study staff, 

then translated into English, if necessary. Transcripts will be reviewed by the study team 

to identify any text that may be unclear or to identify areas in which interviewing or 

transcription techniques could be improved. Transcripts will be uploaded into a 

qualitative data management software for coding and analysis. Codebooks will be 

developed and modified iteratively based on emergent themes throughout the coding 

process. Any discrepancies between coders will be discussed and resolved by consensus. 

Topical codes will then be read across transcripts and grouped by emergent themes 

within each topic using a content analysis approach.  

 

8.6.5 Interim Stopping Plan  

 

No formal stopping rules are in place, due to the short enrollment window and follow-up 

period of this study, and due to the minimal risk of the intervention to participants.  

 

9.0 LABORATORY SPECIMENS AND BIOHAZARD CONTAINMENT 

 

Laboratory procedures are described below and Section 5; additional tests to be 

performed at a subsequent visit for participants who have a reactive or positive HIV test 

at or after enrollment are described in the SSP Manual. 

 

9.1 LOCAL LABORATORY SPECIMENS 

 

As described in Section 5, the following types of specimens will be collected for testing 

at the local clinic and/or laboratory (LL):  

• Blood  

• Urine 

 

As described in Section 5, the following types of testing will be performed at the local 

clinic or LL:   

 

• HIV testing (see SSP manual) 

• Testing for syphilis – Rapid Plasma Reagin (RPR) with TP Hem-Agglutination 

(TPHA) for confirmation 

• Nucleic Acid Amplification Testing (NAAT)for Chlamydia trachomatis and 

Neisseria gonorrhea (CT/NG)  

 

The local clinic or LL will perform HIV rapid testing.  LLs will perform STI testing to 

include syphilis screening and CT/NG.   

 

The study site must adhere to the HPTN Manual of Operations (MOP), the SSP Manual, 

and local SOPs, for proper collection, processing, labeling, transport, and storage of 

specimens to the LL. Non-US laboratories performing these tests will be monitored by an 

External Quality Assurance (EQA) provider or specified quality assurance contractor.  In 

addition, the study site must adhere to the Requirements for Laboratories in Performing 
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Testing for DAIDS-Supported and/or Sponsored Clinical Trials policy (DAIDS-OD-A-

POL-00002) as outlined in the DAIDS SCORE Manual and the DAIDS Good Clinical 

Laboratory Practice (GCLP) as appropriate. Laboratories must also follow the DAIDS 

Clinical Research Laboratory and Specimens Management policies at 

https://www.niaid.nih.gov/research/daids-clinical-research-laboratory-specimens-

management. Specimen collection and storage at the LL for QC will be documented as 

described in the SSP Manual. 

 

9.1.1 Specimen Storage  

 

Blood samples will be stored to complete quality control for HIV testing during the study 

at the LL, as described in Section 9.3. Samples will be destroyed following completion of 

the testing and no samples will be stored for long-term storage.  

 

9.2 QUALITY CONTROL AND QUALITY ASSURANCE PROCEDURES 

 

HPTN LC staff may conduct periodic visits to the site/LL to review the implementation 

of on-site laboratory quality control (QC) procedures, including proper maintenance of 

laboratory equipment and use of appropriate supplies and reagents. HPTN LC staff will 

follow up directly with site staff to resolve any QC or quality assurance (QA) problems 

identified through proficiency testing or on-site visit reviews.  

 

9.3 HIV DIAGNOSTIC TESTING 

 

The LL will perform testing for HIV diagnosis at Enrollment and other scheduled visits 

as described in the SSP Manual. HIV infection status will be confirmed at study sites 

using local HIV testing guidelines. At every scheduled clinic visit, 10% of the samples 

tested for HIV at the study clinic will be tested again/verified at an HPTN affiliated local 

laboratory for quality control purposes. In addition, if a participant has signs or symptoms 

consistent with acute HIV infection, or expresses a concern about recent HIV acquisition, 

testing will be performed using an HIV RNA test. Regardless of whether HIV RNA 

testing is used for diagnostic testing, HIV infection must be confirmed in all cases using 

two independent samples collected on different days. HIV Algorithms for HIV diagnostic 

testing are provided in the SSP Manual.  

 

 

9.4 BIOHAZARD CONTAINMENT  

 

As the transmission of HIV and other blood-borne pathogens can occur through contact 

with used needles, blood, and blood products containing HIV, appropriate blood and 

secretion precautions will be employed by all personnel in the drawing of blood and 

shipping and handling of all specimens for this study, as currently recommended by the 

United States Centers for Disease Control and Prevention. All specimens will be shipped 

using packaging that meets requirements specified by the International Air Transport 

Association Dangerous Goods Regulations for UN 3373, Biological Substance, Category 

B, and Packing Instruction 650.  

https://www.niaid.nih.gov/research/daids-clinical-research-laboratory-specimens-management
https://www.niaid.nih.gov/research/daids-clinical-research-laboratory-specimens-management
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10.0 HUMAN SUBJECTS CONSIDERATIONS 

 

10.1 ETHICAL REVIEW 

 

The HPTN Ethics Working Group developed the HPTN Ethics Guidance for Research, a 

network-wide ethical principles document, which is suitable for further elaboration and 

tailoring for each study.  

 

This protocol and the template informed consent forms (ICFs) contained in Appendix II 

will be reviewed and approved by the HPTN Scientific Review Committee and NIAID 

Prevention Science Review Committee with respect to scientific content and compliance 

with applicable research and human subjects regulations.  

 

The protocol, site-specific ICFs, participant education and recruitment materials, other 

requested documents, and any subsequent modifications will also be reviewed and 

approved by the ethical review bodies responsible for oversight of research conducted at 

the study site.  

 

Subsequent to initial review and approval, the responsible IRBs/ECs will review the 

protocol at least annually. The Investigator will make safety and progress reports to the 

IRBs/ECs at least annually, and within three months of study termination or completion. 

These reports will include the total number of participants enrolled in the study, the 

number of participants who completed the study, all changes in the research activity, and 

all unanticipated problems involving risks to human subjects or others. The study site will 

submit documentation of continuing review to the DAIDS Protocol Registration Office 

(PRO), in accordance with the current DAIDS Protocol Registration Policy and 

Procedures Manual. 

 

10.2 INFORMED CONSENT 

 

Written informed consent will be obtained from each study participant, including mature 

and emancipated minors, according to the local IRB and UNCST guidelines. Mature and 

emancipated minors are not required to have parental consent per these guidelines and 

attempting to have parental consent could complicate enrollment or breach confidentiality 

related to HIV or sexual health of these young men who otherwise would make 

meaningful contributions to the study objectives. The template study ICFs are included in 

Appendix II, which describes the purpose of the study, the procedures to be followed, and 

the risks and benefits of participation, in accordance with all applicable regulations. The 

study site will update the template with pertinent local information and is also responsible 

for translating the template form into local languages and verifying the accuracy of the 

translation by performing an independent back-translation. 

 

Literate participants will document their provision of informed consent by signing their 

ICF. Non-literate participants will be asked to document their informed consent by 

marking their ICF (e.g., with an X, thumbprint, or other mark) in the presence of a literate 
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third-party witness. Further details regarding DAIDS requirements for documenting the 

informed consent process with both literate and non-literate participants are provided in 

the DAIDS SCORE Manual. Any other local IRB/EC requirements for obtaining 

informed consent from non-literate persons also will be followed.  

 

Participants will be provided with a copy of their ICF(s) if they are willing to receive 

them.  

 

10.3 RISKS 

 

Participants 

Participants may become embarrassed, worried, or anxious when answering questions 

about their HIV/STI risk or when receiving HIV/STI counseling and testing.  Trained 

counselors will be available to help the participant with these feelings.  

 

Phlebotomy may lead to discomfort, feelings of dizziness or faintness, bruising, and/or 

swelling. In rare cases, phlebotomy can lead to infection.  

 

Although the study site will make every effort to protect participant privacy and 

confidentiality, it is possible that a participants’ involvement in the study or other aspects 

of their identity could become known to others, and that social harms may result (i.e. 

because participants may be identified as at-risk for HIV/STIs). For example, participants 

could be treated unfairly or discriminated against, experience stigma, or have problems 

being accepted by their families or communities. It is possible that the participant’s 

barber may become aware of or assume a participant’s HIV status based on their 

participation in the study.   

 

Any participant who experiences an adverse event related to study participation will 

receive follow-up by the study team. If management is required beyond the capacity of 

the study, the participant will be referred to appropriate services or organizations that can 

provide the required management.  

 

Barbers 

Although the study will ensure to make barbershop based procedures as neutral as 

possible to all the clients visiting the shop, it is possible that barbershop/barber’s 

involvement in the study or study procedures may be perceived or interpreted differently 

by others, and that social harms may result (i.e., their shop may be identified as a place 

associated with HIV/STIs). For example, barbers could be treated unfairly or 

discriminated against, experience stigma, or have problems being accepted by their 

families or communities. It is possible that the barber may have difficulty with retaining 

clients or getting new clients if people find out they are participating in the study or 

delivering the intervention.    

 

 

10.4 BENEFITS 
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Participants 

There may be no direct benefit to participants in this study, however, participants and 

others may benefit in the future from information learned in this study.  

 

Participants will receive HIV counseling and testing and will be linked to care, if needed. 

They will also receive STI testing and treatment.  

 

Barbers 

There may be no direct benefit to barbers in this study, however, as part of the 

community, barbers may benefit in the future from information learned in this study.  

 

Barbers will receive HIV education including preventive strategies and may benefit from 

the information they learn.  

 

 

10.5 INCENTIVES  

 

Participants  

In accordance with local IRB/EC approvals, participants will be compensated for their 

time and effort in this study, and/or be reimbursed for travel to study visits and time away 

from work. Reimbursement amounts will be specified in the study ICF.  

 

Barbers 

Barbers will receive compensation for their time recruiting participants, delivering the 

intervention and completing study documentation (e.g. tracking number of clients 

reached) and this will be detailed in the SSP Manual and specified in the MOU. Barbers 

will also be compensated for their time and effort for study procedures (in-depth 

interviews and study questionnaires) and/or reimbursed for travel for study visits and 

time away from work. Reimbursement amounts for research procedures will be specified 

in the study ICF. 

 

10.6 CONFIDENTIALITY 

 

All study-related information will be stored securely at the satellite clinic site and MU-

JHU. All participant information will be stored in locked file cabinets in areas with 

access limited to study staff. Participant related documents at the barbershops will be 

anonymized and kept in a locked cabinet at the barbershop. All laboratory specimens, 

reports, study data collection, process, and administrative forms will be identified by a 

coded number only to maintain participant confidentiality. All local databases will be 

secured with password-protected access systems. Forms, lists, logbooks, appointment 

books, and any other listings that link participant ID numbers to other identifying 

information will be stored in a separate, locked file in an area with limited access. 

 

Participant’s study information will not be released without the written permission of the 

participant, except as necessary for review by the NIAID and/or its contractors; 
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representatives of the HPTN LOC, SDMC, and/or LC; other government and regulatory 

authorities, and/or site IRBs/ECs.  

 

10.7 STUDY DISCONTINUATION  

 

The study may be discontinued at any time by NIAID, the HPTN, and/or site IRBs/ECs.  

 

11.0 ADMINISTRATIVE PROCEDURES 

 

11.1 PROTOCOL REGISTRATION 

 

Initial Registration of the protocol by the DAIDS PRO is required prior to the 

implementation of this protocol. As part of this process, the study site must have the 

protocol and protocol ICF(s) approved, as appropriate, by their IRB/EC and any other 

applicable regulatory entity (RE). Upon receiving final approval, the site will submit all 

required protocol registration documents to the DAIDS PRO at the Regulatory Support 

Center (RSC). The DAIDS PRO will review the submitted protocol registration packet to 

ensure that all required documents have been received. In the case of Initial Registration, 

site-specific ICFs WILL be reviewed and approved by the DAIDS PRO. The site will 

receive an Initial Registration Notification from the DAIDS PRO that indicates 

successful completion of the protocol registration process. A copy of the Initial 

Registration Notification should be retained in the site's regulatory files. 

 

Upon receiving final IRB/EC and any other applicable RE approval(s) for an amendment, 

sites should implement the amendment immediately. The site is required to submit an 

amendment registration packet to the DAIDS PRO at the RSC. The DAIDS PRO will 

review the submitted protocol registration packet to ensure that all the required 

documents have been received. Site-specific ICF(s) WILL NOT be reviewed and 

approved by the DAIDS PRO and sites will receive an Amendment Registration 

Notification when the DAIDS PRO receives a complete registration packet. A copy of the 

Amendment Registration Notification should be retained in the site’s regulatory files. 

 

For additional information on the protocol registration process and specific documents 

required for initial and amendment registrations, refer to the current version of the 

DAIDS Protocol Registration Manual, which can be found at: 

https://www.niaid.nih.gov/sites/default/files/prmanual.pdf. 

 

11.2 STUDY ACTIVATION 

 

Pending successful protocol registration and submission of all required documents, the 

HPTN LOC staff will “activate” the site to begin study operations. Study implementation 

may not be initiated until a study activation notice is provided to the site by the HPTN 

LOC. In addition, if study activation is determined to be necessary for any subsequent 

amendments, study implementation may not be initiated until a study activation notice is 

provided to the site by the HPTN LOC. 

 

https://www.niaid.nih.gov/sites/default/files/prmanual.pdf
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11.3 STUDY COORDINATION  

 

Study implementation will be directed by this protocol as well as the SSP Manual and the 

DAIDS SCORE Manual. 

  

Study CRFs and other study instruments will be developed by key members of the 

protocol team and HPTN SDMC. Data will be submitted to the HPTN SDMC for data 

cleaning, reporting and analysis. Data management and coding queries will be generated 

and applied to the data by HPTN SDMC staff on a routine basis for verification and 

resolution by site staff.   

 

Close coordination between protocol team members will be necessary to track study 

progress, respond to queries about proper study implementation, and address other issues 

in a timely manner. Rates of accrual, adherence, follow-up, and visit completion rates 

will be monitored closely by the team as well as the HPTN SMC. The Protocol Team will 

address issues related to individual study eligibility, social harms, participant safety, 

consistent case management, documentation, and information-sharing across teams. 

 

11.4 STUDY MONITORING 

 

The study is considered low risk by DAIDS and will not be monitored by DAIDS or any 

non-DAIDS entities. However, oversight will be provided for the implementation of the 

protocol, including, but not limited to: 

• Routine protocol team monitoring of study operations 

• HPTN SMC review (as described in Section 7.3) 

• Periodic site visits from the HPTN LOC, HPTN LC, or DAIDS and/or their 

designees 

 

Authorized representatives of the HPTN LOC, HPTN SDMC, HPTN LC, NIAID, 

Uganda Joint Clinical Research Center (JCRC) IRB, Uganda National Council for 

Science and Technology (UNCST), Uganda Ministry of Health (MOH), Uganda National 

Health Research Organization (UNHRO), and US regulatory authorities (Office for 

Human Research Protections (OHRP), will be allowed to inspect facilities and study 

documentation. A site visit log will be maintained at all study locations to document 

visits.   

 

 

11.5 PROTOCOL COMPLIANCE 

 

The study will be conducted in full compliance with the protocol. The protocol will not 

be amended without prior written approval by the Protocol Chairs and DAIDS Medical 

Officer. All protocol amendments must be submitted to and approved by the relevant 

IRB(s)/EC(s) and the RSC prior to implementing the amendment. 

 

11.6 INVESTIGATOR’S RECORDS 

 



HPTN 111 Version 2.0  Page 48 of 75 31 January 2025 

The Investigator will maintain, and store in a secure manner, complete, accurate, and 

current study records throughout the study. Under the US Department of Health and 

Human Services (DHHS) regulations, the Investigator is required to retain all study 

records relating to research for at least three [3] years after completion of the research, or 

longer if needed to comply with local regulations.  

 

Completion of a clinical research study occurs when the following activities have been 

completed: 

• All research-related interventions or interactions with human subjects (e.g., when 

all subjects are off study);  

• All protocol-required data collection of identifiable private information described 

in the IRB/EC-approved research plan;  

• All analysis of identifiable private information described in the IRB/EC-approved 

research plan;  

• Primary analysis of either identifiable private or de-identified information.  

 

Study records include administrative documentation including protocol registration 

documents and all reports and correspondence relating to the study; as well as 

documentation related to each participant screened and/or enrolled in the study, including 

ICFs, locator forms, CRFs, and notations of all contacts with the participant; and all other 

source documents. Direct data entry or direct data capture of study data into the study 

database is allowed when capturing information from the participant. Study data may also 

be sourced from electronic or paper source documents prior to being entered into the 

study database. For all study visits, it is recommended that data are entered into electronic 

Case Report Forms (CRFs) from paper or electronic source; however, there may be data 

generated for which there are no other source documents such as participant self-report. 

Site specific CRF source documentation tables found in the Study Management 

Overview SSP Manual (Section 3, pages 9-12) will specify site-specific source, for all 

CRF items. Sites will also document back-up, paper-based procedures, in the event that 

electronic systems are unavailable. 

 

11.7 USE OF INFORMATION AND PUBLICATIONS  

 

Publication of the results of this study will be governed by the HPTN MOP. Any 

presentation, abstract, or manuscript will undergo review by the HPTN Manuscript 

Review Committee, and DAIDS prior to submission. 

 

11.8 CLINICALTRIALS.GOV 

 

This protocol is not an FDAAA “applicable clinical trial.” However, this study is subject 

to the NIH Policy on the Dissemination of NIH-Funded Clinical Trial Information. A 

description of this clinical trial will be available on http://www.ClinicalTrials.gov. 

 

 

  

http://www.clinicaltrials.gov/
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APPENDIX I: SCHEDULE OF STUDY VISITS AND PROCEDURES  

 

APPENDIX IA: SCHEDULE OF EVENTS FOR PARTICIPANTS 

 

1Intervention group only 
2 Subset of men only 
3 HIV RNA testing required if participant has acute symptoms of HIV 
4 If clinically indicated 
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Administrative and Behavioral Procedures  

Informed Consent X    

Locator information X X X X 

Demographic information X X   

Social impacts assessment  X X X 

Socio-behavioral assessment X X X X 

Disclose study group (intervention or control)  X   

Intervention acceptability assessment  X X X 

HIV self-testing assessment   X X 

HIV counseling and testing X  X X 

Provide information about recommended HIV testing 

schedule 
 X X X 

Offer condoms  X X X X 

In-depth interviews1,2   X X 

Long-Acting PrEP Interest Questionnaire    X 

Clinical Procedures 

Complete medical history  X   

Targeted medical history   X X 

Symptom directed physical exam  X X X 

Concomitant drug use  X X X 

Blood collection X  X X 

Urine collection  X X X 

HIV prevention services or HIV care referral X X X X 

STI treatment3 X X X X 

Laboratory Procedures 

HIV diagnostic testing3 X  X X 

STI testing: blood for syphilis X  X4 X4 

STI testing: urine NAAT for gonorrhea and chlamydia  X X X 

Blood storage for LL QC   X X 
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APPENDIX IB: SCHEDULE OF EVENTS FOR BARBERS  

 

1 Intervention barbers only 
2 During enrollment phase for control barbers and during enrollment and follow-up for intervention barbers 
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Administrative Procedures 

Informed Consent X   

Memorandum of understanding X   

Locator information X   

Collect barber demographics X   

Collect barbershop details  X   

Training on study and recruitment procedures X   

Training on barbershop-based intervention procedures1 X   

Social impacts assessment2  X X 

Intervention acceptability and feasibility assessment1  X X 

In-depth interviews1   X 
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Barber-led Procedures   

Refer clients for study screening/enrollment X  

Record number of clients referred to study X  

Provide HIV education1 X  

Provide HIVST kits1 X  

Record number of HIVST kits distributed and services 

provided1 
X X 

HIV prevention services referral1 X  

Offer condoms1 X  

Lead group sessions1  X 
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APPENDIX IIA: SAMPLE INFORMED CONSENT (PARTICIPANT) 

 

 

HPTN 111 

Feasibility and Acceptability of a Barbershop Based HIV Prevention Initiative Among 

Heterosexual Men in Kalangala Islands, Uganda: A Cluster Randomized Trial  

Participant Informed Consent Form 

 

Version 2.0 

31 January 2025 

DAIDS Document ID: 39062 

 

Sponsored by: Division of AIDS, US National Institute of Allergy and Infectious Diseases, US 

National Institutes of Health.  

 

PRINCIPAL INVESTIGATOR: [Insert Name] 

 

PHONE: [Insert Number] 

 

INTRODUCTION 

 

We are asking you to take part in a research study. Joining this study is voluntary. You may 

refuse to join, or you may change your mind and decide you do not want to be in the study, for 

any reason, at any time. This research study is for men who live in an area where there may be 

many people living with Human Immunodeficiency Virus, or HIV.  It is also for men who might 

be more likely to get or acquire HIV themselves. HIV is the virus that causes Acquired 

Immunodeficiency Syndrome, or AIDS.  

 

Before you decide whether to join the study, we would like to explain the purpose of the study, 

the risks and benefits to you, and what is expected of you.  

 

1. You should know key information about this study before you join.  

 

Here is a summary of important information about the study:  

 

• This is a research study. 

• Your participation in this study is voluntary. You can decide not to be in this study at any 

time. 

• We are trying to learn if it is possible for barbers to give HIV prevention services, like 

education and HIV self-test kits, at barbershops.  

• We want to know if men like receiving HIV prevention services at a barbershop and if it 

helps to increase the number of men getting an HIV test and going to the clinic for HIV 

prevention or treatment services. 

• We have chosen different barbershops in Kalangala district to be part of this study. Some 

shops were randomly chosen to train barbers to provide HIV prevention services. Other 

shops were randomly chosen to continue with the standard-of-care, meaning you would 
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be referred to health centers or community services for HIV prevention services but 

would not get any counseling or tests from your barber. Depending on which shop you 

use, you will either receive the intervention from your barber or the standard-of-care.  

• This study has one visit today. If you are eligible and want to participate after today, then 

you will come to the clinic for a study visit in 6 months and 12 months. Aside from these 

times, you can keep to your normal schedule and attend your barbershop for barber 

services.  

• At each study visit we will ask you questions about your medical history, HIV testing, 

and sexual behavior. We will also ask your permission to collect blood and urine for HIV 

and sexually transmitted infection (STI) testing.  

• There are minimal risks to you if you decide to participate in the study. You may be 

uncomfortable answering questions or having HIV/STI testing. We will do our best to 

protect your information, but it is possible other people may learn of your participation in 

this study. If you are in a shop that provides HIV prevention services, we will have to tell 

your barber that you are part of the study. 

• There may be no direct benefit to you if you decide to participate in the study. However, 

you may benefit from HIV and STI testing and treatment. You may also benefit from the 

information you learn from the barber or study staff about HIV prevention. 

• If you decide not to participate in the study, you may receive HIV/STI testing, or HIV 

prevention counseling at local health clinics.  

 

This form gives more information about the study. You should feel that you understand what the 

study is about before deciding whether you will participate. 

 

ABOUT THE STUDY 

 

The HIV Prevention Trials Network (HPTN) and MU-JHU are doing this study to understand if 

it is possible for barbers to provide HIV prevention services, like counseling and HIV self-test 

kits, at barbershops. We also want to know if men like receiving these services at a barbershop 

and if it helps to increase the number of men getting an HIV test or going to the clinic for HIV 

prevention or treatment services. 

 

About 250 people will participate in this study from Kalangala District, Uganda. Participants will 

be in the study for about one year.  

 

2. This study is testing if barbers can provide HIV prevention services to men. 

Men and boys are less likely to test for HIV and receive treatment compared to women. It can 

be difficult for men to test and get HIV prevention services for many reasons. Health clinics 

can be hard to get to or may only be open when people are working during the day. Sometimes 

men feel judged by health care providers. We want to see if a barber can provide HIV 

prevention services and if men would like these services. The barber is often a trusted 

community member and may be able to help men get tested and receive care. The study may 

show a new way to improve the health of men who find it hard to engage in HIV prevention in 

other ways.  
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3. Barbershops in the study will be placed in one of two groups. Participants will receive 

services depending on their shop. 

 

All the barbershops included in the study were randomly put into one of two groups. Random 

means the study staff did not choose and the barber did not choose. It is like rolling a dice. The 

difference between the shops is that one group will have trained barbers. These trained barbers 

will provide clients in the study with HIV education, give them HIV self-test kits, and invite 

them to group sessions to discuss HIV prevention. The other group of shops will continue to 

have the standard-of-care HIV prevention services in health facilities. For every two 

barbershops randomly assigned to have trained barbers, one barbershop will be assigned to 

provide the standard-of-care. This is called a 2:1 randomization.  

 

If your shop is in the group with trained barbers, you will receive these HIV prevention 

services from your barber. If your shop is in the other group, you will not receive these services 

from your barber. All participants will have study visits approximately six months and twelve 

months after starting the study.  

 

JOINING THE STUDY 

 

4. It is your decision whether to participate in the study. 

 

This consent form gives information about the study that we will discuss together. We will help 

you understand the form and answer your questions before you sign this form. Once you 

understand the study, and if you agree to take part, you will be asked to sign your name or make 

your mark on this form. You will be offered a copy of this form to keep.  

 

Before you learn about the study, it is important that you know the following: 

 

• Your participation is voluntary. You do not have to take part in any of the tests or 

procedures in the study. 

• You may decide not to take part in the study, or you may decide to leave the study at any 

time without losing your regular medical care. You can also continue to attend your 

barber for haircuts without being in the study. 

• If you decide not to take part in the study, you can still join another study at a later time if 

there is one available and you qualify. 

• You cannot join this study if you are taking part in another study of drugs or medical 

devices. You are asked to tell the study staff about any other studies you are taking part in 

or thinking of taking part in. This is very important for your safety.  

 

5. You must qualify before you can join the study. 

 

If you decide to join this study, we will first do some tests and collect some information from 

you to find out if you qualify. These tests and the information collected are described in #6 

below. If you do not qualify, you cannot join the study.  

 

6. We will ask you questions, examine you, and test your blood and urine. 
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To find out if you qualify, we will first ask some questions and do some tests. This will happen 

after you read, discuss, understand, and sign this form. These tasks will take about 30 minutes. 

 

At the Screening Visit, we will: 

 

• Ask you questions about yourself, like your age  

• Ask you to answer questions on a computer about your sexual practices 

• Ask about where you live and how to contact you 

• Talk with you about HIV and ways to protect yourself from getting it. We will also offer 

you condoms.  

• Collect  ~10mL (about 2 teaspoons) of blood for HIV and syphilis testing. Some blood 

will be stored during the study for quality control testing. Quality control testing is used 

to make sure HIV testing is working the way it should in the laboratory. 

 

Your HIV test results will be available during the visit. You will be contacted about the results of 

your other tests when they are available. If you test positive for syphilis, you will be provided or 

referred for treatment. 

 

7. If you qualify and are interested, you will join the study.  

 

We will review your test results and the information you provide today. If you have a positive 

HIV test you will not be eligible for the study, and you will be referred for the appropriate 

medical care. 

 

If you are eligible for this study and decide to join, you will be asked to continue with today’s 

visit for an “Enrollment Visit.” If you are unable to continue with the visit today, you may come 

back to the clinic on another day to finish the Enrollment Visit. We ask that you come for 

enrollment within two weeks.  This visit will last about 2 hours.  

 

During the Enrollment Visit, we will: 

 

• Confirm information already provided 

• Ask you questions about yourself, like your use of HIV prevention methods, medical 

history, and if you are taking any medication. 

• Ask you to answer questions on a computer about your sexual practices 

• If you report any medical concerns, we will give you a brief physical exam.  

• Ask you to provide urine for gonorrhea and chlamydia testing  

• Provide treatment if you have symptoms of an STI 

• Tell you if your barber is providing the intervention 

 

BEING IN THE STUDY 

 

8. You will have up to two study visits over 12 months. 
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If you decide to join the study, you will be asked to come to this clinic six months and twelve 

months after your enrollment visit.  

 

Each visit will last about 2 hours.  

 

During these study visits, we will: 

 

• Confirm where you live and how to contact you 

• Ask you questions about yourself, like your use of HIV prevention methods, updates to 

your medical history, and if you are taking any new medication. 

• Ask you to answer questions on a computer about your sexual practices 

• Talk with you about HIV and ways to protect yourself from getting it. We will also offer 

you condoms.  

• If you report any medical concerns, we will give you a brief physical exam. 

• Collect ~10 mL (about 2 teaspoons) of blood for HIV testing. Some blood will be stored 

during the study for quality control testing. Quality control testing is used to make sure 

HIV testing is working the way it should in the laboratory. 

• Ask you to provide urine for gonorrhea and chlamydia testing 

• Provide treatment if you have symptoms of an STI 

 

You may have more visits if you are sick or we need to check on your health. 

 

At your final study visit, we will ask you questions about interest in long-acting PrEP and will 

talk with you about the end of the study and when the results of the study will be available.  

 

9. If you get HIV during the study, we will help you get care and support.  

 

We will test your blood for HIV during this study. If you get HIV while you are in the study, we 

will help you find the care and support you need. We will ask you to come back for your study 

visits after confirming your HIV status. We will examine you and ask you about any medications 

you are taking. We will also provide you with condoms. 

 

If you attend a barbershop with a trained barber, you can decide if you want the barber to stop 

providing HIV education and services. You may tell your barber to stop providing HIV services. 

Or, if you want, study staff can tell them to stop providing HIV services. You will be able to 

continue with your regular haircut services. 

 

10. You will continue to receive haircuts from your barber. 

 

If your barbershop is in the group with trained barbers, we will tell your barber that you have 

joined the study. We will also ask you to tell your barber that you are in the study. At your 

haircuts with the barber, they will: 

• Provide you with HIV education 

• Give you HIV self-test kits to take with you 

• Invite you to group sessions that will happen about every two months 
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• Record the number of times you come for a haircut, receive counseling, and take HIV 

self-test kits. Your barber will give this information to study staff. 

 

If your barbershop is in the group without trained barbers, you will not receive any of the HIV 

prevention services from your barber. We will provide you with information about HIV 

prevention services available to you in the community. 

 

11. We may ask you to participate in a long discussion about the study 

 

Some participants will be asked to come for an interview with study staff. At the interview we 

will ask: 

• How you feel about the barbershop-based services 

•  Your feelings about HIV and HIV prevention services 

• About your relationships and sexual behaviors  

 

The interviews require one or two visits and will last around 1 hour. During the interview we will 

audio record your responses and then later write them down (called a transcript). The written 

transcript will not include any identifying information. The audio recordings will be destroyed 

after all analysis is completed. 

 

12. Use of samples. 

 

Blood and urine samples will only be used for HIV and STI testing and quality control. Quality 

control testing is used to make sure HIV testing is working the way it should in the laboratory. 

 

Biospecimens collected for this study will only be used for this study and will be destroyed at the 

end of the study. The specimens will not be shared or used for other studies. 

 

RISKS OF THE STUDY  

 

13. There may be risks to being in this study.  

 

STUDY PROCEDURES 

 

Taking blood samples may cause some pain, bruise your arm, or make you feel lightheaded. In 

rare cases you may faint. There is also a slight chance of infection when blood is drawn. You 

may be nervous while you are waiting for your HIV test result. If the tests show that you have 

HIV, you may worry about your health and future. You will receive counseling before and after 

the test to help address your concerns.  

 

DISCLOSURE OF PERSONAL INFORMATION 

 

We will make every effort to protect your confidentiality during the study. However, it is 

possible that others may learn that you are part of this study and they may think that you are 

living with HIV or are at increased likelihood of getting HIV. Because of this you could have 
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trouble finding or keeping a job. You could also have problems with your family, friends and 

community.  

 

If you were told about this study by your barber, it is possible they may think they know your 

HIV status based on your enrollment in the study or if you decide to stop the study. We will not 

tell the barber your HIV status. If you attend the group sessions with a trained barber, we cannot 

guarantee that other participants will keep the discussions private.  

 

We will not tell anyone about your HIV status or if you have a sexually transmitted infection 

without your permission. We can tell you more about how we will protect your information.  

 

SENSITIVE QUESTIONS 

 

The questions we will ask you about your sexual behavior may make you feel uneasy. However, 

you do not have to answer any question that you do not want to and you can stop answering the 

questions at any time.  

 

 

SOCIAL 

 

There may also be some social risks to participating in this study. You may feel embarrassed or 

uncomfortable with some of the questions you will be asked, some of the procedures that will be 

done, or some of the test results that you will receive. You may also experience stigma as a result 

of being involved in a study about HIV because people may assume that you are living with 

HIV. Family or friends may worry, get upset or angry, or assume that you are living that there is 

a high likelihood of you getting HIV and treat you unfairly as a result.  

 

 

OTHER RISKS 

 

We do not know if there are other risks if you participate in this study. You should report any 

problems to the researchers immediately. 

 

BENEFITS OF THE STUDY 

 

14. There may be no direct benefit to you by participating in the study.  

 

Since we do not know if the barbershop-based HIV prevention services help men, there may be 

no direct benefit to you to being in the study. However, being in the study may still help you in 

some ways. We will test you for HIV and other sexually transmitted infections throughout this 

study. The counseling you get from study staff may help you to avoid HIV and other sexually 

transmitted infections. If you are living with or get HIV, this counseling may help you to learn 

how to better care for yourself and avoid passing HIV to others. Participants who go to a barber 

who is delivering the HIV services may benefit from the information provided by the barber or 

from getting an HIV self-test kit.  
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If you get HIV, or have another sexually transmitted infection, we will treat you or refer you for 

care and/or treatment. At every visit you will receive condoms free of charge.  

 

You may not receive any other direct benefit from being in this study; however, you or others in 

your community may benefit from this study later. The information gathered during this study 

may help to prevent HIV and other infections. This may be beneficial to you and your 

community.  

 

OTHER INFORMATION ABOUT THE STUDY 

 

15. We will tell you any new information that may affect your decision to be in the study.  

 

You will be told any new information learned during this study that might affect your 

willingness to stay in the study. For example, if information becomes available that shows that 

the barbershop-based HIV prevention services seem to work very well or do not work very well, 

you will be told about this. You will also be told when the results of the study may be available, 

and how to learn about them.  

 

16. You may be withdrawn from the study without your consent.  

 

We may take you out of the study at any time without your consent. This may happen if:  

 

• You are unable or unwilling to follow all of the study procedures or instructions.  

• The study is stopped or canceled. 

• The study staff feels that staying in the study would be harmful to you. 

• Other reasons, as decided by the study staff  

• If we take you out of the study, we may ask you to come back to the clinic one last time 

to check your blood and urine and ask you questions 

 

17. You have other choices if you choose not to be in this study.  

 

There may be other studies going on here or in the community that you may qualify for. If you 

wish, we will tell you about other studies that we know about. There also may be other places 

where you can go for HIV counseling and testing. We will tell you about those places if you 

wish. 

 

18. There is no cost to you to be in this study.  

 

There will be no cost to you for study related visits, physical examinations, laboratory tests, or 

other procedures.   

 

19. We will give you [site to insert amount] for each study visit. 

 

You will receive [$xx] for your time, effort, and travel to and from the clinic at each scheduled 

visit. [Site to insert information about local reimbursement for the study.]  

 



HPTN 111 Version 2.0  Page 66 of 75 31 January 2025 

20. We will do our best to protect your private information.  

 

Every effort will be made to keep your personal information confidential, but we cannot 

guarantee absolute confidentiality. To keep your information private, your personal information 

and samples will be labeled with a code, after removing information that could identify you. The 

coded information can only be traced back to your study clinic. Your name, where you live, and 

other personal information will be protected by the study clinic. Your coded information, without 

personal identifiers, could be used for future research studies or distributed to another 

investigator for future studies without additional informed consent being obtained. 

 

The results of any tests done on your samples will not be included in your health records. 

Personal information from your study records will not be released without your written 

permission. Any publication of this study will not use your name or identify you personally. 

Your personal information may be disclosed if required by law. 

 

Study staff will have access to your study records. Your records may also be reviewed, under 

guidelines of the US Federal Privacy Act, by: 

 

• Uganda Joint Clinical Research Center (JCRC) IRB 

• The Uganda National Council for Science and Technology  

• Uganda Ministry of Health (MOH) 

• Uganda National Health Research Organization (UNHRO) 

• The sponsor of the study (US National Institutes of Health [NIH]), its contractors, and its 

study monitors 

• The US Office for Human Research Protections (OHRP) 

• Other local, US, or international regulatory authorities/entities  

• The HPTN that is conducting this study 

 

The study staff will also use your personal information, if needed, to verify that you are not 

taking part in any other research studies. This includes other studies conducted by MU-JHU and 

studies conducted by other researchers that study staff know about. 

 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This Web 

site will not include information that can identify you. At most, the Web site will include a 

summary of the results. You can search this Web site at any time. 

 

21. If you get sick or injured during the study, contact us immediately.  

 

It is unlikely that you will be injured as a result of study participation. If you are injured, the 

study team will give you immediate necessary treatment for your injuries. You will not have to 

pay for this treatment. If the study team cannot treat your injury, you will be referred to a facility 

that can treat you. There is no program to pay money or give other forms of compensation for 

such injuries either through this institution or the US NIH. You do not give up any legal rights by 

signing this consent form. 

 

22. Contact us at any time if you have questions or problems. 

http://www.clinicaltrials.gov/
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If you ever have any questions about the study, or if you have a research-related injury, you 

should contact [insert name of the investigator or other study staff] at [insert telephone number 

and/or physical address]. 

 

If you have questions about your rights as a research participant, you should contact [insert name 

or title of person on the IRB or other organization appropriate for the site] at [insert physical 

address and telephone number]. 

 

If you have questions about who to contact at the research site, you should contact [insert name 

of the investigator or community educator or Community Advisory Board member] at [insert 

physical address and telephone number]. 
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SIGNATURE PAGE 

 

HPTN 111 

Feasibility and Acceptability of a Barbershop Based HIV Prevention Initiative Among 

Heterosexual Men in Kalangala Islands, Uganda: A Cluster Randomized Trial Participant 

Informed Consent Form 

 

Version 2.0 

31 January 2025  

 

SCREENING AND ENROLLMENT CONSENT 

 

If you have read this consent form, or had it read and explained to you, and you understand the 

information, and you voluntarily agree to join the study, please sign your name or make your 

mark below. Also, please indicate by providing your initials in the spaces below if you agree to 

have a study visit outside of the study clinic or participate in an interview. 

 

____ I agree to take part in this study. 

 

_____ I agree to complete study visits at a location outside of the study clinic. Study staff will 

coordinate with me about an acceptable location.  

____ I do not agree to complete study visits at a location outside of the study clinic.  

 

 

____ I agree to participate in an interview where I will be asked questions about this research, 

and the interview will be recorded. 

____ I do not agree to participate in an interview where I will be asked questions about this 

research, and the interview will be recorded.  

 

________________________________ _____________________________________ 

Participant Name (print) Participant Signature and Date 

 

 

________________________________ _____________________________________ 

Study Staff Conducting Consent Discussion (print) Study Staff Signature and Date 

 

 

________________________________ _____________________________________ 

Witness Name (print) (As appropriate) Witness Signature and Date 
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APPENDIX IIB: SAMPLE INFORMED CONSENT (BARBER) 

 

HPTN 111 

Feasibility and Acceptability of a Barbershop Based HIV Prevention Initiative Among 

Heterosexual Men in Kalangala Islands, Uganda: A Cluster Randomized Trial  

 

Barber Informed Consent Form 

 

Version 2.0 

31 January 2025 

DAIDS Document ID: 39062 

 

Sponsored by: Division of AIDS, US National Institute of Allergy and Infectious Diseases, US 

National Institutes of Health. 

 

PRINCIPAL INVESTIGATOR: [Insert Name] 

 

PHONE: [Insert Number] 

 

INTRODUCTION 

 

We are asking you to take part in a research study. Joining this study is voluntary. You may 

refuse to join, or you may withdraw your consent to be in the study, for any reason. This research 

study is for barbers who are participating in a barbershop-based program for HIV prevention. 

 

Before you decide whether to join the study, we would like to explain the purpose of the study, 

the risks and benefits to you, and what is expected of you.  

 

1. You should know key information about this study before you join.  

 

Here is a summary of important information about the study:  

 

• This is a research study. 

• Your participation in this study is voluntary.  

• We are trying to learn if it is possible for barbers to provide HIV prevention services, like 

education and HIV self-test kits, at barbershops. We also want to know if barbers like 

providing these services and if it helps to increase the number of men getting an HIV test 

and going to the clinic for HIV prevention or treatment services. 

• We have chosen different barbershops in Kalangala district to be part of this study. Some 

shops will be randomly chosen to train barbers to provide HIV prevention services. Other 

shops will be randomly chosen to continue with no HIV prevention services. Depending 

on which shop you work in, you will either deliver the intervention from your shop or 

not. All barbers in both groups will help refer clients to the study. 

• This study has up to six visits with study staff after today. If you are eligible and want to 

participate after today, then you will have an initial visit. If you work at a shop chose to 

deliver the intervention, you will have a visit in approximately 6 and 12 months at the 
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study clinic to talk about your experiences with the program. We will also ask some 

questions about the program when we come visit you at your shop in approximately 3, 9 

and 15 months.  

• At each study visit we will ask questions about how you feel about the program and if 

you like providing HIV prevention services to your clients. 

• There are minimal risks to you if you decide to participate in the study. You may be 

uncomfortable answering questions about your experiences. We will do our best to 

protect your information, but it is possible other people may learn of your participation in 

this study. If other people learn about your participation, it may impact whether clients 

want to attend your shop. 

• There may be no direct benefit to you if you decide to participate in the study. However, 

you may benefit from the information you learn from study staff about HIV prevention. 

• If you decide not to participate in the study, you may learn about HIV prevention at local 

health clinics.  

 

This form gives more information about the study. You should feel that you understand the study 

before deciding whether you will participate. 

 

ABOUT THE STUDY 

 

The HIV Prevention Trials Network (HPTN) and MU-JHU are doing this study to understand if 

it is possible for barbers to provide HIV prevention services, like education and HIV self-test 

kits, at barbershops. We also want to know if barbers like providing these services at their shop 

and if it helps to increase the number of men getting an HIV test or going to the clinic for HIV 

prevention or treatment services. 

 

About 18 barbers will participate in this study from Kalangala district, Uganda. Barbers will be 

in the study for approximately 15 months. 

 

2. This study is testing if barbers can provide HIV prevention services to men. 

Men and boys are less likely to test for HIV and receive treatment compared to women. It can 

be difficult for men to test and get HIV prevention services for many reasons. Health clinics 

can be hard to get to or may only be open when men are working during the day. Sometimes 

men feel judged by health care providers. We want to see if a barber can provide HIV 

prevention services and if men would like these services. We also want to know if barbers like 

providing these services. The barber is often a trusted community member and may be able to 

help men get tested and receive care. The study may show a new way to improve the health of 

men who find it hard to engage in HIV prevention in other ways.  

 

3. Barbershops in the study will be placed in one of two groups. Clients in the study will 

receive services depending on their shop. 

 

All the barbershops included in the study will be randomly put into one of two groups. Random 

means the study staff did not choose and the barbers did not choose. It is like rolling a dice. The 

difference between shops is that one group will have barbershops with trained barbers. These 

trained barbers will provide clients in the study with HIV education, give them HIV self-test kits, 
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and invite them to group sessions to discuss HIV prevention. The other group of barbershops will 

not deliver any HIV prevention services. Men at these shops will continue to have the standard-

of-care HIV prevention services in health facilities. For every two barbershops randomly 

assigned to have trained barbers, one barbershop will be assigned to provide the standard-of-

care. This is called a 2:1 randomization.  

 

Barbers in both groups will help refer clients to the study. Before you help recruit clients or 

deliver the services, you will attend a training to learn about the study and the services. 

 

 

JOINING THE STUDY 

 

4. It is your decision whether to participate in the study. 

 

This consent form gives information about the study that will be discussed with you. We will 

help you understand the form and answer your questions before you sign this form. Once you 

understand the study, and if you agree to take part, you will be asked to sign your name or make 

your mark on this form. You will be offered a copy of this form to keep.  

 

Before you learn about the study, it is important that you know the following: 

 

• Your participation is voluntary. You do not have to take part in any of the procedures in 

the study. 

• You may decide not to take part in the study, or you may decide to leave the study at any 

time.  

• If you decide not to take part in the study, you can still join another study at a later time if 

there is one available and you qualify. 

 

BEING IN THE STUDY 

 

5. You will refer clients to study staff. If you are in the group of shops with trained 

barbers, you will deliver HIV prevention services to your clients who are in the study. 

You will also have your own study visits.  

 

If you decide to join the study, both groups of barbers will: 

• Be trained on how to keep your client’s confidentiality. 

• Be trained on the study and how to recruit clients. Training will take approximately 1-2 

days. 

• Provide information about your shop and experiences as a barber. 

• Provide information about your experience referring clients to the study. You will also be 

asked to complete a simple checklist that includes the number of clients you refer to the 

study. 

 

If you are in the group chosen to deliver HIV prevention to clients, you will: 

• Be trained on how to provide education and HIV test kits. This extra training will take 

another 2-3 days. 
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• Provide peer support groups every two months.  

• Complete a simple checklist of the services provided to study participants. 

• You will have up to six study visits during the 15 months.  These visits will occur 

approximately quarterly. At some study visits you will be asked to provide information 

about your experience and opinions about delivering HIV prevention services in this 

study. We will ask these questions when we visit you at your shop. 

• At the visits at 6 and 12 months at the study clinic, we will ask questions in an individual 

interview. During the interview we will audio record your responses and then later write 

them down (called a transcript). The written transcript will not include any identifying 

information. The audio recordings will be destroyed after all analysis is completed.  

 

Each study visit will last about one hour. 

 

RISKS OF THE STUDY  

 

6. There may be risks to being in this study.  

 

DISCLOSURE OF PERSONAL INFORMATION 

 

We will make every effort to protect your confidentiality during the study. However, it is 

possible that others may learn that you are part of this study, and they may not be comfortable 

with your participation. Because of this you could have trouble finding or keeping a job or it may 

mean that some clients do not want to come to your barbershop. You could also have problems 

with your family, friends, and community. We can tell you more about how we will protect your 

information.  

 

SENSITIVE QUESTIONS 

 

It is possible that the questions we ask you about your experiences will make you feel uneasy. 

However, you do not have to answer any question that you do not want to and you can stop 

answering the questions at any time. 

 

SOCIAL 

 

There may also be some social risks to participating in this study. You may experience stigma as 

a result of being involved in a study about HIV. It is possible that clients may not want come for 

haircut services if they know you are part of this study or associate your shop with HIV and 

sexually transmitted infections.  

 

BENEFITS OF THE STUDY 

.  

7. There may be no direct benefit to you by participating in the study.  

 

There may be no direct benefit to you to being in the study. However, you or others in your 

community may benefit from this study later. The information gathered during this study may 
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help to prevent HIV and other infections. It is possible that the information you learn during 

study training will help you understand how to prevent HIV.  

 

OTHER INFORMATION ABOUT THE STUDY 

 

8. We will tell you any new information that may affect your decision to be in the study.  

 

You will be told any new information learned during this study that might affect your 

willingness to stay in the study. You will also be told when the results of the study may be 

available, and how to learn about them.  

 

9. You may be withdrawn from the study without your consent.  

 

We may take you out of the study at any time without your consent. This may happen if:  

 

• You are unable or unwilling to follow all of the study procedures or instructions.  

• You are unable to refer enough clients to study staff. 

• The study is stopped or canceled. 

• The study staff feels that staying in the study would be harmful to you. 

• Other reasons, as decided by the study staff.  

 

10. You have other choices if you choose not to be in this study.  

 

There may be other studies going on here or in the community that you may be eligible for. If 

you wish, we will tell you about other studies that we know about.  

 

11. There is no cost to you to be in this study.  

 

There will be no cost to you for the study visits. 

 

12. We will give you [site to insert amount] for each study visit and up to [site to insert 

amount] for providing the HIV prevention services to your clients. 

 

You will receive [$xx] for your time, effort, and travel for each visit. You will receive up to [$xx] 

each month for your time and effort providing the study services to clients.  

 

13. We will do our best to protect your private information.  

 

Every effort will be made to keep your personal information confidential, but we cannot 

guarantee absolute confidentiality. You will be identified by a code. The coded information can 

only be traced back to your study clinic. Your name, where you live, and other personal 

information will be protected by the study clinic. Your coded information, without personal 

identifiers, could be used for future research studies or distributed to another investigator for 

future studies without additional informed consent being obtained.  Personal information from 

your records will not be released without your written permission. Any publication of this study 
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will not use your name or identify you personally. Your personal information may be disclosed if 

required by law. 

 

Study staff will have access to your study records. Your records may also be reviewed, under 

guidelines of the US Federal Privacy Act, by: 

 

• Uganda Joint Clinical Research Center (JCRC) IRB 

• The Uganda National Council for Science and Technology  

• Uganda Ministry of Health (MOH) 

• Uganda National Health Research Organization (UNHRO) 

• The sponsor of the study (US National Institutes of Health [NIH]), its contractors, and its 

study monitors 

• The US Office for Human Research Protections (OHRP) 

• Other local, US, or international regulatory authorities/entities  

• The HPTN that is conducting this study 

 

 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This Web 

site will not include information that can identify you. At most, the Web site will include a 

summary of the results. You can search this Web site at any time. 

 

14. If you get injured during the study, contact us immediately.  

 

It is unlikely that you will be injured as a result of study participation. If you are injured, the 

study team will give you immediate necessary treatment for your injuries. You will not have to 

pay for this treatment. You will be told where you can get additional treatment for your injuries. 

There is no program to pay money or give other forms of compensation for such injuries either 

through this institution or the US NIH. You do not give up any legal rights by signing this 

consent form. 

 

15. Contact us at any time if you have questions or problems. 

 

If you ever have any questions about the study, or if you have a research-related injury, you 

should contact [insert name of the investigator or other study staff] at [insert telephone number 

and/or physical address]. 

 

If you have questions about your rights as a research participant, you should contact [insert name 

or title of person on the IRB or other organization appropriate for the site] at [insert physical 

address and telephone number]. 

 

If you have questions about who to contact at the research site, you should contact [insert name 

of the investigator or community educator or Community Advisory Board member] at [insert 

physical address and telephone number]. 

  

http://www.clinicaltrials.gov/
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SIGNATURE PAGE 

 

HPTN 111 

Feasibility and Acceptability of a Barbershop Based HIV Prevention Initiative Among 

Heterosexual Men in Kalangala Islands, Uganda: A Cluster Randomized Trial Participant 

Informed Consent Form 

 

Version 2.0 

31 January 2025 

 

BARBER CONSENT 

 

If you have read this consent form, or had it read and explained to you, and you understand the 

information, and you voluntarily agree to join the study, please sign your name or make your 

mark below.  

 

 

____ I agree to take part in this study.  

 

 

________________________________ _____________________________________ 

Participant Name (print) Participant Signature and Date 

 

 

________________________________ _____________________________________ 

Study Staff Conducting Consent Discussion (print) Study Staff Signature and Date 

 

 

________________________________ _____________________________________ 

Witness Name (print) (As appropriate) Witness Signature and Date 

 

 


