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Abstract
Introduction: Men who have sex with men (MSM) and transgender women (TGW) in sub-Saharan Africa (SSA) are profoundly
affected by HIV with high HIV prevalence and incidence. This population also faces strong social stigma and legal barriers,
potentially impeding participation in research. To date, few multi-country longitudinal HIV research studies with MSM/TGW
have been conducted in SSA. Primary objective of the HIV Prevention Trials Network (HPTN) 075 study was to assess feasibil-
ity of recruiting and retaining a multinational prospective cohort of MSM/TGW in SSA for HIV prevention research.
Methods: HPTN 075, conducted from 2015 to 2017, was designed to enroll 400 MSM/TGW at four sites in SSA (100 per
site: Kisumu, Kenya; Blantyre, Malawi; Cape Town, South Africa; and Soweto, South Africa). The number of HIV-positive per-
sons was capped at 20 per site; HIV-positive persons already in care were excluded from participation. The one-year study
included five biobehavioural assessments. Community-based input and risk mitigation protocols were included in study design
and conduct.
Results: Of 624 persons screened, 401 were enrolled. One in five participants was classified as transgender. Main reasons for
ineligibility included: (a) being HIV positive after the cap was reached (29.6%); (b) not reporting anal intercourse with a man in
the preceding three months (20.6%); and (c) being HIV positive and already in care (17.5%). Five (1.2%) participants died dur-
ing the study (unrelated to study participation). 92.9% of the eligible participants (368/396) completed the final study visit and
86.1% participated in all visits. The main, overlapping reasons for early termination included being (a) unable to adhere to the
visit schedule, predominantly because of relocation (46.4%), and (b) unable to contact the participant (32.1%). Participants
reported strong motivation to participate and few participation barriers. Four participants reported social harms (loss of confi-
dentiality and sexual harassment by study staff) that were successfully addressed.
Conclusions: HPTN 075 successfully enrolled a multinational sample of MSM/TGW in SSA in a prospective HIV prevention
research study with a high retention rate and few documented social harms. This supports the feasibility of conducting large-
scale research trials in this population to address its urgent, unmet HIV prevention needs.
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1 | INTRODUCTION

In sub-Saharan Africa (SSA), there is increasing recognition of
the HIV burden among men who have sex with men (MSM)

and transgender women (TGW) and their role in the epidemic.
Earlier HIV research and public health efforts in SAA have
focused on heterosexual transmission, since that is the main
mode of HIV transmission this region [1,2]. However, multiple
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epidemiologic studies now show that gay, bisexual and other
MSM in SSA are profoundly affected by HIV. The first HIV
prevalence study among MSM, conducted in 2004 in Senegal,
reported a prevalence of 21.5% [3]; pioneering work with
MSM has also been conducted in Kenya [4]. The observed
HIV prevalence among MSM in SSA ranges from 4.1% to
49.5% [5-9]. A systematic review in 2012 estimated the over-
all HIV prevalence among MSM in SSA to be 18% [10]. A
more recent review [11] showed that HIV testing among
MSM in SSA has significantly increased over time. However,
HIV status awareness is still low, ranging from 6.7% in coun-
tries with the most severe legislation against the lesbian, gay,
bisexual and transgender communities, to 22.0% in countries
with the least severe legislation.
Prevention trials are urgently needed to evaluate HIV pre-

vention interventions among MSM/TGW in SSA [12]. How-
ever, more information is needed about the feasibility of
conducting such trials in this population. Since the early
2000s, several studies have been conducted among MSM in
SSA, demonstrating the feasibility of recruiting this population;
however, most of these studies had a cross-sectional design
(e.g. [13,14]). The limited number of longitudinal cohort stud-
ies conducted generally included open cohorts at single sites
or in individual countries (e.g. [15,16]). Less is known about
the feasibility of retaining MSM in a multi-national prospective
cohort over time (prior multi-country longitudinal studies with
MSM in SSA were limited to six-month follow-up [17]). Infor-
mation is also needed about the feasibility of achieving optimal
adherence to study visits and preventing social harms in this
population.
Maintaining a cohort of MSM/TGW in SSA for HIV preven-

tion research could be challenging for several reasons, includ-
ing physical, social and legal risks that are likely to interfere
with study retention. Same-sex behaviour is criminalized in
most SSA countries, with sentences ranging up to the death
penalty [18]. Although enforcement of these laws varies by
country, participation in MSM/TGW research could imply dis-
closure of illegal behaviour and could thus have legal reper-
cussions. Also, compared to other parts of the world,
countries in SSA are among the least accepting of same-sex
sexuality [19]. Experiences with homophobia, including vio-
lence and blackmail, are well-documented in this population
[20,21]. Recruiting and retaining MSM/TGW, especially for
studies in a medical context, also require gaining trust. Prior
discriminatory experiences in medical settings may lead MSM/
TGW to fear insensitive treatment by study staff and inappro-
priate disclosure of sexual practices or HIV status [22,23].
There are also risks for research staff and study integrity.

For example, being associated with a study of MSM/TGW
might be interpreted as condoning or promoting same-sex
sexuality. There is also the possibility of physical attacks at
study sites and negative media coverage of the study or the
study population. In other studies of MSM in SSA, offices have
been attacked by community members and staff arrested, with
the allegation that same-sex sexual activities were being pro-
moted and that young people were being recruited to become
MSM [24]. These types of social harms have not been system-
atically studied.
In this context, the HIV Prevention Trials Network (HPTN)

initiated the HPTN 075 study, with the objective to assess the
feasibility of recruiting and retaining 400 MSM/TGW in a

multinational prospective cohort [25]. Although the primary
focus of HPTN 075 was on MSM, TGW were not excluded
because some TGW in SSA socialize and identify with MSM
or identify as “gay.” [7,26] This report describes the prepara-
tion of the HPTN 075 study sites for study implementation,
recruitment methods and results, retention of study partici-
pants and occurrence of social harms.

2 | METHODS

2.1 | Study design and population

Study participation included biobehavioural assessments at
screening and at five subsequent study visits over one year.
Four sites participated: Kisumu, Kenya; Blantyre, Malawi; and
Cape Town and Soweto, South Africa. HIV-positive and HIV-
negative persons were eligible to enrol; the number of HIV-
positive persons was capped at 20 per site. Although TGW
could participate, there were no specific efforts to recruit
them. The same considerations applied to male sex workers.
Screening and enrolment started in June 2015 and ended in
July 2016. Data collection ended in July 2017.

2.2 | Eligibility criteria

Main eligibility criteria included: (a) assigned male sex at birth;
(b) 18 to 44 years old; (c) reporting at least one act of anal
intercourse in the previous three months with a person
reported by the participant to be biologically male; (e) three
concordant HIV test results at screening and (d) willing to
undergo HIV testing throughout the study and receive test
results. An optimal evaluation of the study aim would require
a sample of persons who were na€ıve to HIV research. For that
reason, persons who previously participated in a biomedical
and/or behavioural intervention or cohort study for HIV or
sexually transmitted infections (STIs) were excluded; co-enrol-
ment in such studies was not permitted. The study protocol
was amended to ensure that participants would have access
to oral pre-exposure prophylaxis (PrEP) when it became acces-
sible at some sites (e.g. through demonstration projects);
although several PrEP referrals were made, no participants
reported initiating PrEP. To evaluate uptake of care, HIV-
positive participants who reported already being in HIV care
or on antiretroviral treatment (ART) were also excluded from
study participation.

2.3 | Procedures

Given the potential risks associated with the study, each study
site was instructed to develop a site-specific risk-mitigation
plan (RMP; Appendix S1), guided by international guidelines
for HIV prevention trials [27,28], research with MSM in
rights-constrained environments [29] and ethical guidance
from the HPTN [30]. This approach was intended to help both
researchers and community organizations safely conduct
meaningful research in challenging social, political and human
rights contexts; this included use of a checklist of factors to
be considered in the design, conduct, and implementation of
the study.
Preparation of RMPs included: (a) establishing ongoing

engagement with the MSM community and local MSM
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organizations; (b) building rapport and support with the gen-
eral community, including health authorities, media, religious
leaders and local police; (c) creating a Community Advisory
Board (CAB); (d) forming a Protocol Advisory Committee
(PAC) for active oversight of study implementation that
included members of the MSM community and persons with
direct expertise on MSM issues; (e) developing procedures for
ensuring study participants’ confidentiality, that included a
requirement for staff to sign confidentiality agreements and
interact with participants in a non-judgemental, MSM-affirming
way; (f) sensitizing relevant stakeholders, including study staff,
and informing them that disclosing any information about par-
ticipants was subject to disciplinary measures, up to termina-
tion; (g) developing procedures for responding to problems
and establishing an emergency committee to facilitate a direct
response to any urgent situations, including a communication
plan; and (h) systematically assessing possible social harms at
study visits, developing a priori responses for addressing such
harms and training the study staff on the collection of social
harm data and reporting. The preparation of these RMPs likely
facilitated the process of obtaining in-country ethics approval
for the study; the study’s focus did not cause any difficulties.
HPTN 075 aimed to recruit a diverse sample of MSM at

high risk of acquiring HIV infection. In consultation with the
community, each site developed site-specific strategies to pro-
mote study awareness and acceptability and recruitment. This
approach (a) allowed for optimal use of the local community’s
expertise and customization to local circumstances; and (b)
made it easier to adjust strategies if recruitment outcomes
lagged at specific sites. Various recruitment strategies were
implemented: (a) peer outreach: MSM, hired and trained as
peer-outreach workers (from one to eight per site) who
approached potential study participants based on their per-
sonal knowledge of and connections to the MSM population;
(b) participant referral: participants were asked to refer
friends for participation in the study (not incentivized); (c)
informational sessions about the study; (d) key informant
referral: trusted persons with access to MSM networks dis-
tributed study information and encouraged MSM to partici-
pate; and (e) indirect recruitment: distribution of
announcements via in person and web-based “gay” venues and
events.
Screening for HPTN 075 included administrative proce-

dures, collection of biological samples and HIV and STI testing.
Eligible persons who consented to participate subsequently
had an enrolment visit and follow-up visits at weeks 13, 26,
39 and 52. All study visits included structured behavioural
assessments, HIV risk reduction counselling, assessment of
social impacts, collection of biological samples, HIV testing (if
HIV negative at the prior visit) and medical examinations. STI
treatment was provided; some participants, if so desired, were
referred to a clinic of their choice; one site offered treatment
to participants’ sexual partners. Condoms and lubricants were
available at each visit. ART adherence assessments and coun-
selling were provided as appropriate. Research participation
was incentivized according to local standards (ranging from $4
to $10 US). Participation of employed participants was facili-
tated by offering flexible appointment times, including in the
weekend.
Sites implemented a variety of retention strategies. These

included visit reminders (via telephone, text messages, email,

Facebook or appointment cards); arrangement of transporta-
tion to the study site or reimbursement of transportation
costs; home visits based on regularly updated locator informa-
tion; a welcoming study site environment (courteous treat-
ment by staff; addressing participants by preferred names and
pronouns; food and refreshments; magazines, video and Inter-
net access in waiting rooms); free medical services and contin-
ued outreach and support through community events, such as
educational events, beach days, weekend camps and pageants.
Some study participants were not interested in these events
due to risk of disclosure.
Behavioural assessments included collection of demographic,

behavioural, psychosexual and socioeconomic data, and inter-
est in potential HIV prevention strategies. Evaluation of study
participation included barriers and facilitators to participation,
study burden and social harms and benefits from participation.
As much as possible, assessment tools were adopted that
were successfully used in this population in SSA. Other mea-
sures were adapted from existing assessments.
After study completion, information was collected from vari-

ous stakeholders, including research staff, via questionnaires
and in-person interviews to characterize the process at each
site for building stakeholder support and determining ideal
recruitment strategies. In these evaluations, the following
topics were addressed: MSM community involvement and
impact; recruitment and retention of participants; ongoing
community engagement; study site preparation and implemen-
tation; incentives and services; CABs/PACs; emergency com-
mittee and future research needs.

2.4 | Data analysis

Descriptive statistics were used to characterize study recruit-
ment, enrolment and retention, as well as participant demo-
graphics, motivation to take part in the study and adverse
incidents. Univariate and multivariable logistic regression
was used to compare characteristics of participants who com-
pleted all study visits with those who did not complete the
study or missed one of more visits. A stepwise model was
used for multivariable analysis; the significance level for entry
and exit of variables in the model was set at 0.3 and 0.35
respectively.

2.5 | Ethics statement

Study sites received approval from their respective institu-
tional review boards (IRBs) and the Division of AIDS, National
Institute of Allergy and Infectious Diseases. Informed consent
was obtained separately for screening and enrolment. Partici-
pants provided written consent at three sites and oral consent
at one site, as directed by the local IRB, because signing a
consent form could lead to unintended disclosure.

3 | RESULTS

A summary of study recruitment and participation outcomes
is presented in Figure 1. In total, 624 persons were screened;
223 were ineligible. The main reasons for ineligibility included:
(a) being HIV positive after the cap was reached (n = 66,
29.6%); (b) not reporting anal intercourse with a man in the
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preceding three months (n = 46, 20.6%); (c) being HIV posi-
tive and already in care (n = 39, 17.5%); (d) past or current
participation in an HIV study (n = 31, 13.9%) and (e) not
returning for enrolment within 30 days of the screening visit
(n = 29, 13.0%). The time needed to recruit 100 participants
varied by site from 18.7 to 39.1 weeks (average 31.1 weeks).
The average number of participants recruited per week varied
by site from 2.6 to 5.3 (overall average 3.5 per week).
In reviewing the recruitment process, research staff noted

the importance of collaborating with local MSM communities
and described most of the recruitment strategies as useful
and successful. Peer referral was less successful at one site
due to stigma and fear of disclosure. Participation incentives
attracted persons at some sites who were not MSM, reinforc-
ing the need for rigorous screening. All sites noted the impor-
tance of having multiple recruitment strategies. One site
observed that specific efforts could have led to a better rep-
resentation of older and more wealthy participants. A common
challenge was the stringent exclusion criterion of being in HIV

care, resulting in many persons being excluded (eligibility crite-
ria were not communicated during recruitment or screening;
one site made clear that they were looking for persons who
were not living with HIV after a substantial number of per-
sons had to be rejected because they were living with HIV).
Co-enrolment in another HIV-study was observed at one
study site where a PrEP demonstration study had started. An
attempt to prevent co-enrolment by jointly introducing bio-
metrics was unsuccessful, because of challenges with obtaining
approval from the respective authorities.

3.1 | Cohort description, motivation to participate
and perceived participation barriers

Table 1 presents a description of the 401 men enrolled in the
study cohort. The average age was 24.2 years (range 18 to
44 years). Seventy-one (17.8%) participants tested positive for
HIV infection at enrolment (one participant had inconclusive
HIV test results). Most participants (62.4%) identified as gay;

Screened, N = 624 Ineligible: n = 223 

Visit 1/Enrollment 
Eligible and enrolled:  

n = 401 

Visit 3/Week 26
Participated: Missed:
 n = 370 n = 14 + 1†

Visit 5/Week 52
Participated:

n = 368

Visit 4/Week 39
Participated: Missed:
 n = 368 n = 12 

Visit 2/Week 13
Participated: Missed:

n = 381 n = 7 + 2†

Did not return: n = 5

Did not return: n = 3

Did not return: n = 8

Did not return: n = 12

Deceased: n = 3

Deceased: n = 2

Figure 1. Overview of screening and study participation in HPTN 075. †Visits of men who returned for at least one follow-up visit but did
not complete Visit 5.
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one in five (20.0%) identified as female or transgender (in line
with recommended procedures [31,32], these persons were
categorized as TGW). About two-thirds of the participants
(65.6%) had at least completed secondary education.
At screening, most participants expressed a strong motiva-

tion to participate in the study. Only two participants
responded “no” to the question whether, if enrolled, they
intended to participate in all scheduled assessments. All partici-
pants indicated that it was likely or very likely that they would
be able to remain in the study for at least one year. Most par-
ticipants described themselves as very (81.1%) or moderately
(17.0%) committed to this study. In response to the question
how important or unimportant participants considered the
study to be for their community, the majority said “very impor-
tant” (88.8%; 9.0% said “moderately important” and 2% “slightly
important”). In response to an open question about the single
most important reason to participate, one third (33.5%)
reported their interest in receiving HIV counselling and testing,
and knowing their status. Participants’ answers frequently
included more than one reason (Table 2). Most participants
(96.5%) felt it was easy or very easy to set up study appoint-
ments, make time to come to study visits (91.8%), and travel to
the clinic for study visits (89.3%). The distance that participants
had to travel ranged from less than a mile up to 20 miles, with
travel times ranging from a few minutes to about 60 minutes.

3.2 | Retention

Five participants (1.2%) died during the study; the causes of
death (one sports injury, one case of malaria, one suicide and

two murders) were determined by local research staff, after
extensive investigation, to be unrelated to study participation.
Of the remaining 396 participants, 368 (92.9%) completed the
Week 52 Visit and 317 (86.1%) completed all visits; 28 (7.1%)
participants did not return after either the Enrolment Visit or
any subsequent visit. The main, overlapping reasons for early
study termination included: (a) unable to adhere to the visit
schedule, predominantly because of relocation (46.4%); (b)
unable to contact the participant (32.1%); (c) refusal to partici-
pate further (17.9%) and (d) incarceration (3.6%). The propor-
tion of early terminations differed by site, ranging from 0%
(Soweto) to 14.0% (Blantyre). A comparison between partici-
pants who terminated early and those who participated in all
visits, showed that participants in Blantyre and participants
with children were more likely to terminate early compared to
participants in Kisumu and those without children respectively
(Table 3). Study site (Blantyre, compared to Kisumu) was the
only factor that remained significant in multivariable analysis.
Early termination was not associated with any of the percep-
tions of the study, including perceived barriers to participa-
tion.
Thirty participants missed a total of 36 visits (including

three visits by participants who terminated early). The number
of participants who missed visits varied from two to 18 per
site. Reasons for missed visits, based on the total number of
visits, included (a) unable to schedule a visit, including because
of temporary relocation (55.6 %); (b) unable to contact partici-
pant (25.0%); (c) refused visit (5.6%); (d) incarcerated (2.8%);
(e) other reasons (11.1%). Compared to participants who
completed all visits, participants who missed any visit

Table 1. Characteristics of the study cohort (N = 401)

Kisumu, Kenya

(N = 100)

Blantyre, Malawi

(N = 100)

Cape Town, South Africa

(N = 100)

Soweto, South Africa

(N = 101)

M (median) / n/Na (%) M (median) / n/Na (%) M (median) / n/Na (%) M (median) / n/Na (%)

Age, in years 25.1 (23) 25.2 (24) 23.5 (22) 23.2 (22)

Education

Grade 11 or lower 33/100 (33.0) 45/96 (46.9) 37/100 (37.0) 27/99 (27.3)

Completed Grade 12 38/100 (38.0) 36/96 (37.5) 39/100 (39.0) 56/99 (56.6)

Completed college 29/100 (29.0) 15/96 (15.6) 24/100 (24.0) 16/99 (16.2)

Married/legal partnership 7/100 (7.0) 10/99 (10.1) 8/100 (8.0) 3/100 (3.0)

Any child 28/100 (28.0) 29/99 (29.3) 20/100 (20.0) 10/100 (10.0)

Transgenderb 20/99 (20.2) 27/97 (27.8) 18/100 (18.0) 14/99 (14.1)

Sexual attraction

Men and women 81/100 (81.0) 71/98 (75.4) 36/99 (36.4) 22/100 (22.0)

Men only 19/100 (19.0) 27/98 (27.6) 63/99 (63.6) 78/100 (78.0)

Sexual identity

Bisexual and other 52/100 (52.0) 50/99 (50.5) 27/100 (27.0) 21/100 (21.0)

Gay 48/100 (48.0) 49/99 (49.5) 73/100 (73.0) 79/100 (79.0)

Ever sex with women 77/100 (77.0) 67/99 (67.7) 50/100 (55.0) 30/100 (30.0)

In ongoing same-sex,

Intimate relationship 87/98 (88.8) 90/99 (90.9) 60/95 (63.2) 78/100 (78.0)

HIV positive at screeningc 15/100 (15.0) 16/99 (16.2) 20/100 (20.0) 20/101 (19.8)

M, mean; n, number with characteristic; N, total number.
aDue to missing values, some n’s do not add up to sample totals; bpersons who identified their gender as female or transgender; cthe HIV status
of one participant could not be determined.

Sandfort TGM et al. Journal of the International AIDS Society 2020, 23(S6):e25600
http://onlinelibrary.wiley.com/doi/10.1002/jia2.25600/full | https://doi.org/10.1002/jia2.25600

63

http://onlinelibrary.wiley.com/doi/10.1002/jia2.25600/full
https://doi.org/10.1002/jia2.25600


(but completed the Week 52 Visit) were more likely to be
younger, to live in Cape Town, to be exclusively attracted to
men, to identify as gay and to conceal their sexuality (Table 4).
Sexual identity was the only factor that remained a significant
predictor of having missed any visits in multivariable analysis.
Missed visits were not associated with any perceptions of the
study, including perceived barriers to study participation.
Research staff described the implemented retention activities

as effective and necessary. Continuing community involvement
helped to promote trust in the study. Interaction with partici-
pants and recruiters further offered the opportunity to obtain
feedback about the study, and to address concerns and miscon-
ceptions (e.g. the misconception that blood draws were used
for commercial purposes). Intense mobility in the study popula-
tion made it hard to reach some participants, despite frequently
updating of locator information. In addition, some participants
did not have phones, and some lost their phones during the
study. A few participants did not have a street address; this
required creation of maps to collect locator information, making
it harder to locate these participants. Staff reported that some
participants provided incorrect locator information because
they had not yet disclosed their sexual orientation to their
family. Others had concerns that coming to the study site or
being seen with other participants might disclose their sexual
orientation. School and work obligations made it hard for some
participants to meet all appointment times.

3.3 | Risk mitigation and social harms

Four social harms were reported. Two study participants
reported indecent treatment by a male study nurse (inappro-
priate touching and sexual propositioning). Research staff
quickly contacted these participants to address the issue and
apologize; staff followed up to help ensure that the partici-
pants regained a sense of safety in the study. Site staff were
retrained in appropriate behaviour with participants. After a
thorough investigation, the nurse involved resigned. Explo-
ration with the site’s outreach workers indicated no negative
repercussions in the community. In a different incident, one
participant left his job because his employer did not allow him
to attend study visits. Finally, one participant reported loss of
confidentiality related to being gay; a co-worker found his
informed consent form and told colleagues, which was fol-
lowed by homophobic comments from his manager. This man
considered quitting his job in response. This event resulted in
instructing study staff at all sites to be clear to participants
about the risks involved in having a signed consent form and
more clearly offering the option not to take one’s copy.
After data collection was completed, discussions among

research staff indicated that the development of the RMPs
sensitized the sites and prepared research staff to deal with a
range of problems that might occur. One site commented that
preparing the RMP had helped them to focus on dealing with
site emergencies more generally.

4 | DISCUSSION

The HPTN 075 study successfully enrolled a large multinational
sample of MSM and TGW in SSA in a prospective HIV preven-
tion research study with high rates of retention and few docu-
mented social harms. This indicates that longitudinal research
with MSM and TGW in SSA is feasible and can be safely con-
ducted when there is close attention to community engagement
and risk mitigation procedures. These results support future
efforts to conduct large-scale HIV prevention research studies
and trials with MSM and TGW in SSA to address the urgent
and unmet HIV prevention needs in this group.
HPTN 075 represents one of the largest, longest, prospec-

tive, multi-country closed-cohort research study with MSM
and TGW in SSA to date. The study followed 401 men for
12 months, with one screening visit and five study visits. Most
prior longitudinal studies of MSM cohorts in SSA were con-
ducted at a single site or in a single country, enrolled open
cohorts, or were associated with ongoing clinical care rather
than research [33,34].
The legal status and social marginalization experienced by

MSM/TGW in SSA has prompted questions about the feasibil-
ity of engaging them in research. The HPTN 075 study had
high rates of participant accrual across four sites through a
mix of direct and indirect recruitment approaches, including
peer outreach, participant and key informant referral, and
venue-based recruitment combined with findings from prior
cross-sectional studies of MSM in SSA [35]. This indicates that
it is possible to address recruitment and enrolment challenges
in this population.
The HPTN 075 study had high rates of participant reten-

tion over one year at four sites in three countries, averaging

Table 2. Most important reason for participating in HPTN 075

(N = 391)a

Reason % Example

Receiving HIV counselling and

testing; knowing one’s

status

33.5 “I needed to know about my

status”

Receiving HIV risk reduction

education

30.9 “I will learn how to keep

myself from HIV and get

the protective measures

and information”

Knowing more about MSM as

a community; meeting new

people, gaining support

from other MSM or being

empowered as MSM

20.5 “To get more information

about MSM and my lifestyle

and challenges that we face

as gay people”

Learning more about one’s

own health: getting tested

for other things than HIV,

getting free check-ups and

receiving treatment

16.4 “To pass through the medical

tests that would allow me

know my health”

Improving one’s general

knowledge of health,

beyond HIV and STIs

14.8 “To know more about HIV

and my health”

Learning about MSM research

or contributing to MSM

research

10.5 “Because the study involves

MSM and I am one of them

I think I should participate”

MSM, men who have sex with men; STIs, sexually transmitted infections.
aBased on answers to an open question. Some of the participants’
answers to the open question included more than one reason.
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92.9%. The high retention was likely driven by the strong
commitment and motivation to the study reported by partici-
pants. Study retention may also have been enhanced by the
novelty of the study and the sense of validation of one’s
same-sex attraction. The relatively high level of education of
the participants in HPTN 075 compared to other studies
among MSM in SSA (e.g. [33]) might have facilitated participa-
tion, even though level of education was not associated with
completion of study visits. Participants reported an interest in
giving back to their communities through study participation,
in addition to receiving key services, including HIV testing and
risk reduction counselling; this likely reinforced study partici-
pation. The involvement of outreach workers is likely to have
facilitated retention. Findings from HPTN 075 further high-
light the importance of extensive community and site prepara-
tion (amongst others for the delivery of culturally appropriate
treatment), active involvement of the community and intense
study retention activities. Barriers to retention were limited
and were largely related to mobility of participants.
A very important finding in HPTN 075 was that there were

very few documented social harms that triggered significant
risk mitigation procedures. Given the small number of docu-
mented social harms, preparing RMPs might seem superflu-
ous. Alternatively, one could argue that preparation of the
RMPs may have reduced the potential for social harms; this
was suggested by retrospective discussions with research
staff. Without RMPs, staff might have been caught off-guard
and unprepared, which could have aggravated the social harms
that occurred. The few social harms that were observed were
related to consent procedures and staff training and supervi-
sion; future studies should attend closely to these factors.
Some limitations should be considered when evaluating the

findings. Because of the study design, it is not possible to
state with certainty which factors contributed most to the
study’s success. The design also did not allow us to evaluate
the efficiency of the various recruitment strategies. Even
though the study samples collected at each site were diverse,
they are not necessarily representative of the respective pop-
ulations. Finally, this study was implemented from 2015 to
2017, and although the social situation for sexual minority
persons in SSA is not stable, it is extremely likely that what
was done to make the study successful is still relevant in the
current situation. It is not clear whether COVID-19 would
have an impact on the feasibility of recruitment and retention
specific to MSM and TGW.
The results of this study open the door to further large-

scale HIV prevention research with MSM and TGW in SSA.
Research is needed to improve understanding of the risks and
resiliencies of this key population with respect to HIV trans-
mission, and to develop evidence-based approaches to meet
their urgent HIV prevention needs. MSM and TGW in SSA
have previously indicated interest in HIV prevention strate-
gies, including condom use and PrEP [36,37]. The results of
HPTN 075 support the conduct of future trials to advance
integrated behavioural and biomedical HIV prevention in these
key populations. MSM and TGW in SSA could benefit from
inclusion in the next generation of HIV prevention trials to
determine whether promising interventions are feasible and
effective for this key population, and to facilitate future imple-
mentation of HIV prevention interventions in these popula-
tions in SSA.T

ab
le

3
.
(C
on
ti
nu

ed
)

M
ea

n
(S
D
)
/
n/

N
(%

)
U
ni
va

ri
at
e

M
ul
ti
va

ri
ab

le
b

C
o
m
pl
et
ed

al
l
vi
si
ts

(N
=
3
4
1
)

D
id

no
t
co

m
pl
et
e
th
e
st
ud

y
(N

=
2
8
)

O
R

9
5
%

C
I

p
va

lu
e

A
O
R

9
5
%

C
I

p
va

lu
e

Li
ke
lih
oo

d
to

re
m
ai
n
in

st
ud

y
fo
r
a
ye
ar

1
.3
2
(0
.4
6
)

1
.2
2
(0
.4
2
)

0
.5
9

0
.2
3
,1

.4
9

0
.2
6
4

H
ow

co
m
m
it
te
d
th
ey

fe
lt
to

pa
rt
ic
ip
at
in
g

1
.2
2
(0
.4
6
)

1
.2
8
(0
.5
4
)

1
.3
3

0
.6
3
,2

.8
1

0
.4
5
4

Im
po

rt
an

ce
of

st
ud

y
fo
r
M
SM

co
m
m
un

it
y

1
.1
4
(0
.4
2
)

1
.1
0
(0
.3
2
)

0
.7
9

0
.2
7
,2

.2
8

0
.6
5
8

Tr
av
el

to
st
ud

y
si
te

1
.9
2
(0
.5
6
)

1
.9
2
(0
.5
4
)

1
.0
3

0
.5
2
,2

.0
3

0
.9
4
2

M
ak
in
g
ti
m
e
fo
r
vi
si
t

1
.9
0
(0
.5
2
)

1
.8
2
(0
.5
4
)

0
.7
6

0
.3
6
,1

.6
0

0
.4
7
0

Se
tt
in
g
up

ap
po

in
tm

en
t

1
.8
2
(0
.4
8
)

1
.7
8
(0
.5
0
)

0
.8
9

0
.4
0
,1

.9
9

0
.7
7
5

A
O
R
,a

d
ju
st
ed

od
d
s
ra
ti
o;

C
I,
co
nf
id
en

ce
in
te
rv
al
s;
M
SM

,m
en

w
ho

ha
ve

se
x
w
it
h
m
en

;
n,

nu
m
b
er

w
it
h
ch
ar
ac
te
ri
st
ic
;
N
,t
ot
al

nu
m
b
er
;
O
R
,o

d
d
s
ra
ti
o;

R
E
F,
re
fe
re
nc
e
gr
ou

p;
SD

,s
ta
nd

ar
d
d
ev
ia
-

ti
on

.
a F
iv
e
pa

rt
ic
ip
an

ts
w
ho

d
ie
d
d
ur
in
g
th
e
st
ud

y
w
er
e
ex
cl
ud

ed
fr
om

th
is
ta
b
le
;

b

T
hr
ee

va
ri
ab

le
s
w
er
e
se
le
ct
ed

us
in
g
st
ep

w
is
e
m
od

el
w
it
h
se
le
ct
io
n
of

va
ri
ab

le
s
at

en
tr
y
si
gn

if
ic
an

ce
le
ve
l
of

0
.3

an
d

ex
it
si
gn

if
ic
an

ce
le
ve
l
of

0
.3
5
;

c e
xa
ct

lo
gi
st
ic

re
gr
es
si
on

an
al
ys
is
is
ap

pl
ie
d
d
ue

to
th
e
ze
ro

fr
eq

ue
nc
y
of

pa
rt
ic
ip
an

ts
in

th
e
st
ud

y
si
te

So
w
et
o
w
ho

d
id

no
t
co
m
pl
et
e
th
e
st
ud

y.

Sandfort TGM et al. Journal of the International AIDS Society 2020, 23(S6):e25600
http://onlinelibrary.wiley.com/doi/10.1002/jia2.25600/full | https://doi.org/10.1002/jia2.25600

66

http://onlinelibrary.wiley.com/doi/10.1002/jia2.25600/full
https://doi.org/10.1002/jia2.25600


T
ab

le
4
.
Fa

ct
o
rs

as
so

ci
at
ed

w
it
h
m
is
si
ng

o
ne

o
r
m
o
re

st
u
dy

vi
si
ts
,H

P
T
N

0
7
5
st
ud

y,
K
en

ya
,
M
al
aw

i,
So

ut
h
A
fr
ic
aa

M
ea

n
(S
D
)
/
n/

N
(%

)
U
ni
va

ri
at
e

M
ul
ti
va

ri
ab

le
b

C
o
m
pl
et
ed

al
l
vi
si
ts

(N
=
3
4
1
)

M
is
se
d
≥
1
vi
si
ts

(N
=
2
7
)

O
R

9
5
%

C
I

p
va

lu
e

A
O
R

9
5
%

C
I

p
va

lu
e

C
ou

nt
ry

K
is
um

u,
K
en

ya
9
0
/9
3
(9
6
.8
%
)

3
/9
3
(3
.2
%
)

R
E
F

B
la
nt
yr
e,

M
al
aw

i
8
4
/8
6
(9
7
.7
%
)

2
/8
6
(2
.3
%
)

0
.7
1

0
.1
2
,4

.3
8

0
.7
1
6

C
ap

e
T
ow

n,
So

ut
h
A
fr
ic
a

7
4
/8
9
(8
3
.1
%
)

1
5
/8
9
(1
6
.9
%
)

6
.0
8

1
.7
0
,2

1
.8
1

0
.0
0
6

So
w
et
o,

So
ut
h
A
fr
ic
a

9
3
/1
0
0
(9
3
.0
%
)

7
/1
0
0
(7
.0
%
)

2
.2
6

0
.5
7
,9

.0
0

0
.2
4
8

H
IV

st
at
us

at
sc
re
en

in
g

N
eg

at
iv
e

2
8
1
/3
0
2
(9
3
.0
%
)

2
1
/3
0
2
(7
.0
%
)

R
E
F

P
os
it
iv
e

5
9
/6
5
(9
0
.8
%
)

6
/6
5
(9
.2
%
)

1
.3
6

0
.5
3
,3

.5
2

0
.5
2
4

A
ge

2
4
.3
0
(5
.5
0
)

2
1
.8
2
(3
.3
6
)

0
.8
8

0
.7
9
,0

.9
8

0
.0
2
4

E
d
uc
at
io
n

Lo
w

(le
ss

th
an

gr
ad

e
1
2
)

1
2
1
/1
2
9
(9
3
.8
%
)

8
/1
2
9
(6
.2
%
)

R
E
F

M
id
d
le

(a
t
le
as
t
gr
ad

e
1
2
)

1
4
4
/1
5
7
(9
1
.7
%
)

1
3
/1
5
7
(8
.3
%
)

1
.3
7

0
.5
5
,3

.4
0

0
.5
0
4

H
ig
h
(b
ey
on

d
se
co
nd

ar
y
sc
ho

ol
)

7
1
/7
6
(9
3
.4
%
)

5
/7
6
(6
.6
%
)

1
.0
7

0
.3
4
,3

.3
8

0
.9
1
5

E
m
pl
oy

m
en

t
st
at
us

F
ul
l
or

pa
rt

ti
m
e
em

pl
oy

ed
1
0
2
/1
1
0
(9
2
.7
%
)

8
/1
1
0
(7
.3
%
)

R
E
F

Se
lf
-e
m
pl
oy

ed
4
5
/4
7
(9
5
.7
%
)

2
/4
7
(4
.3
%
)

0
.5
7

0
.1
2
,2

.7
8

0
.4
8
3

U
ne

m
pl
oy

ed
(in

cl
ud

in
g
in
-b
et
w
ee

n
jo
b
s)

9
6
/1
0
4
(9
2
.3
%
)

8
/1
0
4
(7
.7
%
)

1
.0
6

0
.3
8
,2

.9
4

0
.9
0
7

St
ud

en
t

8
6
/9
3
(9
2
.5
%
)

7
/9
3
(7
.5
%
)

1
.0
4

0
.3
6
,2

.9
8

0
.9
4
5

O
th
er

1
0
/1
2
(8
3
.3
%
)

2
/3
0
(1
6
.7
%
)

2
.5
5

0
.4
8
,1

3
.6
8

0
.2
7
5

M
ar
it
al

st
at
us

Si
ng

le
/d
iv
or
ce
d
/w

id
ow

ed
3
1
8
/3
4
4
(9
2
.4
%
)

2
6
/3
4
4
(7
.6
%
)

R
E
F

M
ar
ri
ed

/c
iv
il
un

io
n/
le
ga
l
pa

rt
ne

rs
hi
p

2
1
/2
2
(9
5
.5
%
)

1
/2
2
(4
.5
%
)

0
.5
8

0
.0
8
,4

.5
0

0
.6
0
4

A
ny

ch
ild
re
n

N
o

2
6
8
/2
9
2
(9
1
.8
%
)

2
4
/2
9
2
(8
.2
%
)

R
E
F

Y
es

7
1
/7
4
(9
5
.9
%
)

3
/7
4
(4
.1
%
)

0
.4
7

0
.1
4
,1

.6
1

0
.2
3
1

Tr
an

sg
en

d
er

N
o

2
6
6
/2
8
9
(9
2
.0
%
)

2
3
/2
8
9
(8
.0
%
)

R
E
F

Y
es

6
9
/7
3
(9
4
.5
%
)

4
/7
3
(5
.5
%
)

0
.6
7

0
.2
2
,2

.0
0

0
.4
7
4

Se
xu
al

at
tr
ac
ti
on

M
en

an
d
w
om

en
1
8
3
/1
9
1
(9
5
.8
%
)

8
/1
9
1
(4
.2
%
)

R
E
F

M
en

on
ly

1
5
5
/1
7
3
(8
9
.6
%
)

1
8
/1
7
3
(1
0
.4
%
)

2
.6
6

1
.1
2
,6

.2
8

0
.0
2
6

Se
xu
al

id
en

ti
ty

B
is
ex
ua

l
an

d
ot
he

r
1
3
3
/1
3
7
(9
7
.1
%
)

4
/1
3
7
(2
.9
%
)

R
E
F

R
E
F

G
ay

2
0
6
/2
2
9
(9
0
.0
%
)

2
3
/2
2
9
(1
0
.0
%
)

3
.7
1

1
.2
6
,1

0
.9
7

0
.0
1
8

4
.6
5

1
.2
9
,
1
6
.8
3

0
.0
1
9

N
eg

at
iv
e
fe
el
in
gs

of
ho

m
os
ex
ua

lit
y

1
.9
8
(0
.5
4
)

2
.0
4
(0
.6
2
)

1
.1
9

0
.5
8
,2

.4
6

0
.6
3
7

1
.9
1

0
.8
0
,4

.5
3

0
.1
4
4

M
SM

-r
el
at
ed

st
ig
m
a
in

he
al
th
ca
re

1
.8
4
(0
.2
2
)

1
.7
8
(0
.2
4
)

0
.3
1

0
.0
6
,1

.4
9

0
.1
4
3

0
.3
9

0
.0
7
,2

.2
3

0
.2
8
8

C
on

ce
al
in
g
sa
m
e-
se
x
se
xu
al
it
y

2
.1
6
(1
.1
8
)

2
.6
6
(1
.2
6
)

1
.4
2

1
.0
1
,1

.9
9

0
.0
4
5

1
.2
9

0
.8
7
,1

.9
0

0
.2
0
6

Sandfort TGM et al. Journal of the International AIDS Society 2020, 23(S6):e25600
http://onlinelibrary.wiley.com/doi/10.1002/jia2.25600/full | https://doi.org/10.1002/jia2.25600

67

http://onlinelibrary.wiley.com/doi/10.1002/jia2.25600/full
https://doi.org/10.1002/jia2.25600


5 | CONCLUSIONS

Enrolling and retaining MSM and TGW in SSA in a multi-coun-
try, longitudinal, biobehavioural cohort study is feasible and
can be conducted safely and successfully. This is especially the
case when the local community of MSM and TGW as well as
the community more generally are involved in the preparation
of the study, and when MSM and TGW play a role in the
actual study implementation. Extensive study site preparation
seems indispensable. The primary barrier to study participa-
tion is the mobility of participants. Retention can be promoted
in a variety of ways, including by providing needed services
and validation of participants’ sexual minority status. These
findings strongly suggest that needed prevention trials with
MSM and TGW in SSA are viable.
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