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Background
In 2015, there were 37 million people estimated to be






were used for comparing continuous data. All analyses
were performed using Stata"™ Version 12.

Results

Participant characteristics

In total, 284 men were screened and 150 then rando-
mised to receive immediate (»=75) or deferred (n=75)
vaccination (screen-to-enrol ratio=1.89). The main
reasons for non-enrolment were positive hepatitis B



S1), no difference was detected between retention in the
two study arms (adjusted OR comparing DV to IV =1.36;






self-reported questions, scoring themselves relatively
high with condom use (IV 60 [88%)] vs. DV 56 [85%]),
number of partners (IV 65 [96%] vs. DV 58 [88%]) and
sexual behaviour in general (IV 67 [89%] vs. DV 65
[98%]).

Acceptability

Of the study procedures assessed, more than 90% of par-
ticipants rated questionnaire completion, repeated HIV
testing and receipt of reimbursements as a 4 or 5 out of
5 (Table 4). Only 65% of the deferred group, however,
gave high ratings for being randomised, compared to
90% of the immediate group (P=0.001). By contrast,
92% of the DV group held favourable views on the in-
formed consent processes, compared to 82% of the 1V
group (P=0.080). The collection of blood and genital

specimens were viewed relatively unfavourably by both
groups.

In terms of the clinical services and visits, in both
groups, being examined by a male nurse was viewed as
more acceptable than a female one. All men in the IV
group liked being examined by a male nurse, while these
views were not universal among men in the DV group
(96%; P=0.075). Other highly preferred aspects of the
clinical services in both groups (>90% participants
scored item as 4 or 5) were: clean clinic environment,
clinic staff attitudes, free treatment and condoms, and
counselling and health information, and the hepatitis B
vaccine itself. Only 79% of the IV and 83% of the DV
group scored travel time favourably (P =0.560).

No associations were detected between the acceptability
items and having attended all four study visits (Additional
file 2: Table S2). Attendance levels among those who held
less favourable views on the clinical services were high.
Though differences were not significant, on 8 of the 10
measures of clinical services, those with less favourable
views had a higher attendance than those with more
favourable perceptions.

WTP in a future HIV vaccine trial was high in both
groups (64/68, 94% in 1V vs. 62/63, 98% in DV; P =0.200).
The main motivations for participation were potential
HIV protection (81%), to help find a vaccine that works
(75%), and to help others (68%). Interestingly, only 2%
reported that reimbursements for study visits would
motivate participation. Free HIV testing and treatment,
and knowing someone with HIV were also not regarded
as incentives for participation. No variations by study
group were observed in these views. Almost all viewed
side effects as a major concern for future trial partici-
pation (98%).

When asked about future use of an effective HIV
vaccine, essentially all reported that they would accept
this vaccine for themselves or their children. The most
important attribute favouring vaccine acceptance was
durability of protection (93/131, 70%). Few viewed ease of



infections. This phenomenon raises the sample size re-
quired for demonstrating efficacy of an intervention
[29]. Follow-up rates, approximately equal in both arms,
were higher than in many previous vaccine preparedness
studies among men [22].

In both study arms, the levels of WTP in an HIV trial
were among the highest recorded among men in similar
studies to date. In a review of 16 preparedness studies
[22], willingness ranged from 40-99.4%, and was lower
among men than women in most [22, 24, 30], but not all
studies [31]. More generally, men are often less engaged
in health care than women — which is commonly attributed
to gendered social behaviours, occupational obligations and
even a disinterest in their own health [32, 33] — and this
may influence their decision to participate in trials. It was
thus noteworthy to observe that the study population were
highly motivated to enrol in future trials. Similar to other
studies, altruistic motives often underlined this WTP,
expressed as a desire to help find an efficacious vaccine and
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