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ABSTRACT ARTICLE HISTORY
The double-blind phase of the randomized ANRS IPERGAY trial, evaluating sexual activity-based oral Received 7 October 2015
HIV pre-exposure prophylaxis (PrEP), was conducted among high-risk men who have sex with men Accepted 20 January 2016
(MSM). Results showed an 86% (95% Cl: 40-98) relative reduction in HIV incidence among
participants with tenofovir disoproxil fumarate-emtricitabine vs. placebo. The present pooled 0
A . L. , . n-demand HIV pre-
analysis aimed to analyze (i) participants’ adherence to the prescribed treatment and/or condom exposure prophylaxis; MSM;
use during sexual intercourse and (ii) sexual behavior during the double-blind phase of the adherence; sexual behavior
study. Four hundred MSM were enrolled in the trial. Every 2 months they completed online
questionnaires collecting sexual behavior and PrEP adherence data regarding their most recent
sexual intercourse. A total of 2232 questionnaires (M0-M24) were analyzed. Changes over time
were evaluated using a mixed model accounting for multiple measures. Irrespective of sexual
partner and practice type, on average, 42.6% (min: 32.1-max: 45.8%) reported PrEP use only
during their most recent episode of sexual intercourse; 29% (22.9-35.6%) reported both PrEP
and condom use; 11.7% (7.2-18.9%) reported condom-use only, and 16.7% (10.8-29.6%)
reported no PrEP or condom use with no significant change during the study. Scheduled (i.e.,
correct) PrEP use was reported on average by 59.0% (47.2-68.5%) of those reporting PrEP use
during their most recent sexual intercourse. Overall, 70.3% (65.3-79.4%) and 69.3% (58.3-75.4%)
of participants reported, respectively, condomless anal and condomless receptive anal
intercourse during their most recent sexual encounter without significant change during follow-
up. Overall, on average 83.3% (min: 70.4-max: 89.2%) of participants protected themselves by
PrEP intake or condom use or both during the trial, and no increase in at-risk sexual practices
was observed. None of these indicators showed significant trend during the follow-up, although
we found a tendency toward decrease (p=.19) of the median number of sexual partners
strengthening the absence of behavioral disinhibition. On-demand PrEP within a comprehensive
HIV prevention package could improve prevention in MSM.

KEYWORDS

Introduction

The valuable role of antiretroviral therapy in preventing
HIV transmission in serodiscordant couples has been
clearly demonstrated when the infected partner is receiv-
ing treatment (Cohen et al., 2011). However, since the
number of new HIV diagnoses continues to grow in
the most vulnerable populations, additional prevention
strategies are needed. This is particularly true for men
who have sex with men (MSM). In France, a 14%
increase in new HIV diagnoses was observed between
2011 and 2013 in this population (Cazein et al., 2015).

Pre-exposure prophylaxis (PrEP) has shown itself to be
a new promising biomedical strategy to prevent HIV
acquisition among high-risk HIV-negative people. Sev-
eral studies have demonstrated efficacy ranging from
44 to 75% when PrEP constitutes part of a comprehen-
sive HIV prevention package (Baeten et al., 2012; Choo-
panya et al.,, 2013; Grant et al., 2010; Thigpen et al.,
2012). All these studies tested daily tenofovir disoproxil
fumarate (TDF) or TDF-emtricitabine (FTC) PrEP regi-
mens and their efficacy was highly correlated with adher-
ence (Blashill, Ehlinger, Mayer, & Safren, 2015). The
iPrEx trial, the first PrEP efficacy trial conducted
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among MSM, showed a moderate reduction in HIV inci-
dence of 42%, and a PrEP efficacy of up to 92% when
Tenofovir was detectable in blood (Grant et al., 2010).
An open-label extension study following iPrEx found
that no participants became infected when drug dosage
indicated the use of >4 tablets per week (Grant et al.,
2014). Poor adherence was the main factor associated
with low PrEP efficacy in two other daily TDF-FTC regi-
men trials conducted among women, Fem-PrEP, and
VOICE (Corneli et al., 2014; Van Damme et al., 2012).

Although PrEP is now recognized internationally as a
key element of combination HIV prevention strategies,
one of the major concerns that could undermine its
benefits regards sexual risk disinhibition and risk com-
pensation (Cassell, Halperin, Shelton, & Stanton, 2006;
Cohen, 2010; Eaton & Kalichman, 2007; Hogben &
Liddon, 2008; Underhill, 2013). However, previously
published results from double-blind randomized
placebo-controlled PrEP trials have not shown evidence
to support this concern (Baeten et al., 2012; Grant et al.,
2010; Guest et al., 2008; Liu et al., 2013; Marcus et al.,
2013). The iPrEx trial showed a significant increase in the
number of receptive anal intercourse (RAI) partners with
a significant increase in condom use among those partners
over 144 weeks of follow-up (Marcus et al., 2013). The US
CDC safety study, a Phase 2 double-blind randomized trial
comparing daily TFD PrEP prescribed to MSM immedi-
ately upon study enrollment with daily TDF PrEP prescrip-
tion 9 months after enrollment, demonstrated a decrease in
the number of partners and a significant decrease in the
proportion of men reporting condomless anal sex over
24 months of follow-up, irrespective of the trial arm (Liu
et al,, 2013). In all these trials, participants received risk-
reduction and adherence counseling as well as regular
sexually transmitted infections (STIs) testing. This com-
prehensive prevention care may have had an impact on
sexual risk behaviors.

To investigate the impact of risk compensation on
PrEP users, an open-label randomized trial (PROUD)
in sexual health clinics in the UK, compared adherence
in MSM prescribed daily TDF-TFC immediately upon
trial inclusion, with those whose treatment initiation
was deferred until one year after inclusion. Results
showed a relative reduction of 86% (90% CI: 64-96), p
=.0001, in HIV infection in the immediate vs. deferred
group, with no increase in STI (McCormack et al.,
2015). In a non-research-based context, a 2.5-year fol-
low-up of PrEP use in a US clinical setting among at-
risk populations showed no HIV infection, despite a
high rate of STI. Furthermore, in the majority of partici-
pants, no change or decrease in the number of sexual
partners and no change or increase in condom use was
observed (Volk et al., 2015).

The ANRS IPERGAY double-blind randomized trial
tested the efficacy of a sexual activity-based PrEP regi-
men in high-risk MSM assuming that an intermittent
regimen would result in higher efficacy than a daily
PrEP regimen as a result of increased adherence. Partici-
pants were randomly assigned to the TDF-TFC or pla-
cebo arm. ANRS IPERGAY provided a comprehensive
sexual health offer including community-based support,
risk-reduction counseling, prevention tools (condoms,
lubricants, and syringes if necessary) and regular testing
for HIV and other STI. Trial results showed that TDF-
FTC led to a relative reduction in infection of 86%
(95% CI: 40-98, p=.0019) over a median follow-up of
9.3 months (Molina et al., 2015). The objective of the
present analysis was to analyze PrEP adherence and sex-
ual risk behavior trends over 24 months of follow-up.

Methods
Study population

The ANRS IPERGAY study is a double-blind randomized
combined prevention trial conducted in France and
Canada that consisted in providing sexual activity-based
antiretroviral prophylaxis for HIV prevention in MSM.
Briefly, the trial included HIV-negative male or transgen-
der women who have sex with men, aged >18 years, at
high risk of HIV acquisition that is reporting anal sex
with at least two different partners over the previous 6
months. PrEP was prescribed as follows: 2 pills intake,
2-24 hours before sex followed by 1 pill 24 h and another
48 h after the first drug intake. Participants were offered
access to individual-centered risk-reduction counseling,
condoms, and lubricants and were regularly tested for
HIV and other STI. They completed an online question-
naire every 2 months covering socio-demographic
characteristics, alcohol and recreational drug use, sexual
behavior, and PrEP adherence during their most recent
episode of sexual intercourse. See Molina et al. (2015)
for a comprehensive description of the ANRS IPERGAY
trial’s methodology and results. This study used the Janu-
ary 2015 data-set, and included 400 participants (out of
414 randomized) assigned either to the TDF-FTC (n =
199) or placebo (n=201) arm (Molina et al.,, 2015). The
present analyses included 400 participants for whom
longitudinal information was available within M0-M24,
accounting for 2232 analyzable online questionnaires.

Variables

PrEP adherence outcome. Self-reported PrEP adherence
was classified into three categories depending on pill
intake: (i) correct PrEP use that is according to protocol
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or taking at least 1 pill within 24 h before and 1 pill
within 24 h after sex; (ii) suboptimal PrEP use that is
taking at least 1 pill 48 h before or 48 h after sex; and
(iii) no PrEP use that is no pills taken within 48 hours
before or after sex.

Sexual behavior outcome. Sexual behavior was assessed
using four indicators: (1) the median number of episodes
of sexual intercourse in the previous 4 weeks; (2) the
median number of sexual partners in the previous 2
months; (3) the frequency of condomless anal inter-
course, either insertive or receptive, during their most
recent sexual encounter; (4) the frequency of condomless
RAI during their most recent sexual encounter.

Sexual practices. Sexual practices reported by partici-
pants during their most recent sexual encounter were
classified into two categories depending on the HIV-
risk level: (i) high exposure: condomless anal sex and
(ii) low exposure: no condomless anal sex (i.e., anal sex
with condoms or oral sex only).

Statistical analyses

Given the double-blind nature of the ANRS IPERGAY
trial, the data of both TDF-FTC and placebo arms
were pooled since no significant difference was seen
between the arms either in terms of PrEP adherence or
sexual behavior (Molina et al., 2015). Descriptive statisti-
cal analysis was first carried out for the combination
“PrEP and condom use during the most recent episode
of sexual intercourse”, then on data where correct or sub-
optimal use of PrEP during the most recent episode was
reported. The median number of sexual intercourses, the
median number of sexual partners, and also proportions
of condom use for last anal intercourse, then specifically
for last anal receptive intercourse were described. The
longitudinal nature of the descriptive statistics presented
in this paper required testing whether a trend over fol-
low-up existed or not. Linear regression was carried
out over each outcome with a time term as explanatory
variable. Then, the significance of the estimated par-
ameter was tested (e.g., not-significant parameter associ-
ated to the time term indicated absence of trend during
follow-up). All analyses were performed using Stata/SE
12.1 for Windows (StataCorp LP, College Station, TX,
USA) software.

Results
Participants’ characteristics

The main characteristics at baseline of the 400 partici-
pants with longitudinal data from MO to M24 included
in the study sample are described in Table 1. The median
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age of MSM was 34.9 [IQR: 29-43] years; 72.3% had a
high school or higher educational level; and 84.6% were
in active employment. At baseline, MSM had had sexual
intercourse a median of 10 [5-16] times in the previous
4 weeks, and a median of 8.3 [5-17] sexual partners in
the previous 2 months. Over 70% of MSM reported that
their most recent episode of RAI was condomless.

PrEP and/or condom use during most recent
episode of sexual intercourse

Observation of PrEP and condom use during partici-
pants’ most recent episode of sexual intercourse started
at M2, since there was no pill intake at M0. The ana-
lyses of these outcomes were carried out on 320 partici-
pants (out of 400 included in trial) corresponding to
1212 analyzable sexual intercourses between M2 and
M24. The 80 participants with missing information
were excluded and did not differ significantly from
those retained for this part of the analysis, in terms
of socio-demographic characteristics and sexual behav-
ior indicators (data not shown). Overall, participants
reported that 42.6% of the total number of most recent
episodes of sexual intercourses were protected by PrEP
as the unique mode of prevention, irrespective of their
sexual partner and sexual behavior. Over 28% of most
recent episodes of sexual intercourse were without
PrEP intake, 16.7% during condomless anal sex (ie.,
high-exposure group), and 11.7% during no condom-
less anal sex (i.e., low-exposure group) (Figure 1).
These proportions did not evolve significantly during
follow-up low exposure with or without PrEP: p =.49
and p = .38, respectively; high exposure with or without
PrEP: p =.18 and p = .86, respectively), which highlights
the stable high proportion of sexual intercourses pro-
tected either PrEP, condom or both, around 83.3%
(min: 70.4%, max: 89.2%).

Table 1. Main characteristics of the study sample participants at
baseline (ANRS IPERGAY trial, n = 400).

Median [IQR] or n (%)

Age 34.9 [29.2-42.8]
Educational level
<high school 112 (28.1)
>high school 287 (71.9)
Active employment®
Yes 334 (84.6)
No 61 (15.4)
Median number of sexual intercourses (previous 4 10 [5-16]
weeks)
Median number of sexual partners (previous 2 8.3 [5-17]
months)
Condomless last anal intercourse (insertive or 241 (71.7)
receptive)
Condomless last RAI 148 (71.2)

Four missing values.
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Figure 1. Condom and/or PrEP use reported during the last sexual intercourse (ANRS IPERGAY trial, n = 320 participants with at least
one analyzable questionnaire between M2 and M24, corresponding to 1212 sexual intercourse analyzed). Low exposure: anal sex with
condoms or oral sex; high exposure: condomless anal sex. *Total: corresponds to the number of sexual intercourses analyzed among the
320 participants between M2 and M24. **Trends were tested for each category: low exposure with PrEP (p = .49); low exposure without
PrEP (p = .38); high exposure with PrEP (p =.18); high exposure without PrEP (p = .86).

Use of PrEP according to the protocol
recommendations

Two hundred and fifty nine participants with available
questionnaires between M2 and M24 reported at least
once the use of PrEP during most recent episodes of
anal sexual intercourse, corresponding to 731 analyz-
able anal sexual intercourses. We found that correct
use of PrEP accounted for 59.0% (min: 47.2-max:
68.5%) on average of the total number of reported epi-
sodes, suboptimal use accounting for the remaining
41.0% (31.5-52.8%) (Figure 2). This primacy of
reported correct use of PrEP throughout the follow-
up period, with no significant trend of the pattern
over time (Figure 2, p=.50).

Sexual behavior

The longitudinal analysis of the trend of the median
number of episodes of sexual intercourse (previous 4
weeks) and the median number of sexual partners (pre-
vious 2 months) was performed on the 400 participants
included in the present analyses since the follow-up for
these indicators started at M0. The median number
of episodes of sexual intercourse in the previous 4
weeks remained stable for participants at MO (median
[IIQ] =10 [5-16]) and M24 (median [IIQ] =10 [5-20])
with a pattern describing a not-significant trend in
the median number of episodes of sexual intercourse
(p=.35, Figure 3(A)). More fluctuating patterns were
observed for our pooled sample with respect to the

median number of sexual partners (Figure 3(B)), with
a tendency to decrease (p =.19) being observed over fol-
low-up, and principally between M2 (10 [4-16]) and
M22 (6 [3-17]). We found that condoms were not
used in 70.3% (65.3-79.4%) of the most recent episodes
of anal intercourse (insertive or receptive). The pooled
sample did not show significant trend during follow-up
(p=0.91, Figure 3(C)). With respect to RAI, condoms
were not used in 69.3% (58.3-75.4%) of most recent epi-
sodes. This proportion seemed to remain stable during
follow-up, as the trend was not significant (p=.71,
Figure 3(D)).

Discussion

The ANRS IPERGAY trial, which provides a sexual
activity-based PrEP in high-risk seronegative MSM,
demonstrated a high protection level against HIV infec-
tion (Molina et al., 2015). The present analysis showed
that a majority of MSM in the ANRS IPERGAY trial
used one of its prevention tools (PrEP and condoms)
during sexual intercourse and no increase in at-risk sex-
ual practices was observed during the randomized phase
of the study. An interesting finding is the tendency
towards decrease in the median number of sexual part-
ners. Several different factors may explain this decrease.
Participant’s perceptions/beliefs about whether they
were taking PrEP or the placebo, as well as the individ-
ual-centered risk-reduction counseling, may have had
an impact on their sexual behavior. Further analyses
will allow us to measure the influence of these
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sponds to the number of anal sexual intercourses protected by using PrEP analyzed among the 259 participants between M2 and M24.
**Trends were tested for each category: suboptimal use (p =.50); correct use (p =.50).
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socio-behavioral factors on MSM decisions about their
sexual health. Data on socio-demographic characteristics
revealed that most of the MSM enrolled in the ANRS
IPERGAY trial had quite a high education level and
were employed, suggesting a good level of knowledge
about HIV transmission and prevention strategies. Fur-
thermore, given its innovative nature, ANRS IPERGAY
may have attracted MSM who were more aware of the
debates surrounding PrEP and/or of results from earlier
clinical PrEP trials. Accordingly they do not represent
the gay community at large. This may be a common fea-
ture of people who choose to participate in clinical
research trials, and who may not represent the diversity
of affected communities — especially MSM - who might
be interested in PrEP use in the real life.

PrEP uptake and/or condom use was reported for over
80% of most recent episodes of sexual intercourse, with a
stable pattern without significant trend during the follow-
up. PrEP adherence was high, since correct or suboptimal
intake was reported for approximately 60% of most recent
episodes. To date, all PrEP trials focusing on different at-
risk populations including MSM, heterosexual couples,
women, and intravenous drug users (IDU) have shown
a dose-response relationship between PrEP adherence
and protection against HIV transmission (Baeten et al.,
2012; Choopanya et al., 2013; Grant et al., 2010; Haberer
etal.,, 2013). As in the Thai IDU PrEP study (Choopanya
etal.,2013), the ANRS IPERGAY trial also proposed indi-
vidualized risk-reduction and counseling (Molina et al.,
2015). At each scheduled visit, peer counselors offered a
comprehensive package of prevention services, including
individual-centered interactive risk-reduction counseling
according to the Respect model (Kamb et al., 1998). More-
over, they were also available to meet participants between
scheduled visits, if the latter desired. This individualized
support might have had a positive impact on retention
in the study, as illustrated by the low discontinuation
rate observed (12%, Molina et al., 2015) but also on the
high level of adherence observed, as demonstrated by
pill count, plasma drug level dosage (Molina et al.,
2015), and self-reported PrEP use (present results).

Our findings are consistent with other studies show-
ing a similar lack of disinhibition in at-risk practices
after initiation of a biomedical prevention strategy within
a clinical trial (Baeten et al., 2012; Grant et al., 2010;
Guest et al., 2008; Liu et al., 2013; Marcus et al., 2013).
The present results were obtained with data collected
during the double-blind randomized phase of the
ANRS IPERGAY trial, which may have impacted partici-
pants’ social behavior since they did not know in which
arm they were randomized. Another explanation might
be that the absence of sexual risk behavior decrease
reflects a relative risk compensation difficult to measure

since the trial enrolled high-risk MSM. Our results are
also in line with those from the PROUD open-label ran-
domized trial which showed no increase in STI, and a
high level of protection against HIV infection in MSM
immediately prescribed PrEP upon inclusion vs. those
for whom prescription was deferred (McCormack
et al., 2015). The main difference between PROUD and
ANRS IPERGAY trials is that the former utilized a
daily PrEP schedule in an open-label phase, the latter a
schedule based on sexual activity in a double-blind
phase.

Since all the studies highlighted above, including
IPERGAY, offered medical staff and/or peer counselors
support to participants, it remains difficult to disentangle
the relative impact of the PrEP schedule and the indivi-
dualized support on adherence and on evolution of sex-
ual risk behavior. It has been clearly demonstrated that
adherence depends on the quality of the proposed sup-
port. Qualitative analyses of data from the iPrEx trial’s
participants in San Francisco (Gilmore et al., 2013) and
Thailand (Tangmunkongvorakul et al., 2012) provided
insights into their experience and the individual and
contextual factors influencing PrEP use. Among psycho-
social factors, quality of health care and the relationship
with clinical research staff, as well as individual-centered
counseling were all described as facilitating adherence to
PrEP, whereas changes in lifestyle routine, side effects,
and social stigma were barriers to it. The added value
of the ANRS IPERGAY trial was to propose peer-based
individualized counseling, included into the comprehen-
sive care package, a strategy which might have helped
reinforce participants’ motivations to adhere to the treat-
ment schedule. Further analyses are required to measure
the effect of individualized counseling on risk behaviors.

The results of the ANRS IPERGAY trial led the data
and safety monitoring board to recommend discontinu-
ation of the placebo arm and to offer sexual activity-
based PrEP to all participants in an open phase of the
trial. There are currently scarce data, outside clinical
trials, exploring the impact of PrEP on adherence and
on sexual practices of users. A recent qualitative analysis,
nested in the ongoing US PrEP demonstration project in
MSM, showed that PrEP uptake is being integrated into
existing US prevention strategies in this population
(Carlo Hojilla et al., 2015). The first results from a
PrEP trial in a US clinic, outside of a research setting,
have shown the absence of new HIV infection in partici-
pants — despite a high rate of STTs — as well as a stable or
decrease in the number of sexual partners, and stable or
increased condom use in a majority of participants (Volk
etal., 2015). Behavioral measures in open-label extension
phases of successful PrEP trials will provide useful
further information on adherence and changes in sexual
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practices in more real-life settings. Furthermore, since
results from clinical trials have proved that PrEP can
now be considered an integral part of HIV combination
prevention, there is a need to develop optimal evidence-
based biomedical and behavioral strategies to achieve
maximum benefits at a population level.

Acknowledgements

We would like to thank the study’s participants for their time
and their dedication to this research, for the benefit of their
community. We also thank the AIDES community advocacy
group and their community peer counselors who made this
study possible, through their availability and continuous inter-
action with the participants and study staff at study sites and,
most importantly, between scheduled visits (J.M. Le Gall,
S. Morel, V. Pechenot, S. Bagge, A. Djessima Taba,
M. Danet, K. Moudachirou, B. Dos Santos, J. Lambec,
S. Rouby, X. Teruin, N. Dumon, V. Coquelin, P. Brunet,
L. Gilly, T. Cepitelli, R. Porion, D. Rojas Castro, B. Spire).
We thank our community advisory board for its continuous
support during the study (S. Karon (secretary), D. Villard
(Action Santé Alternative), J.M. Astor (Boucle Rouge),
D. Ganaye (Federation LGBT), T. Craig (Act-Up), B. Brive
('y suis jy reste), R Orioli (Les Flamands Roses),
M. Vanhedde (Solidarite SIDA), H. Baudoin (Sida Info Ser-
vice), H. Fisher (TRT-5), and the Gay communities in France
and Canada (COQSIDA, REZO) who supported this work,
Drs S. Becker, P.S. Sow, J. Presley, and M. Aikenhead at the
Bill and Melinda Gates foundation for fruitful discussions
and funding, Dr J.F. Rooney, A. Cheng, H. Jaffe, C. Rabian,
and P. Petour at Gilead Sciences for donating study drugs,
and members of the Independent Data and Safety Monitoring
Board for their expertise and guidance (Drs D. Costagliola
(Chair), Y. Yazdanpanah, V.-K. Nguyen, A.-M. Taburet, and
C. Taéron).

The ANRS IPERGAY study group: J.-M. Molina (coordina-
tor), C. Capitant, B. Spire, G. Pialoux, L. Cotte, I. Charreau,
C. Tremblay, J.-M. Le Gall, E. Cua, A. Pasquet, F. Raffi,
C. Pintado, C. Chidiac, J. Chas, P. Charbonneau,
C. Delaugerre, M. Suzan-Monti, B. Loze, ]. Fonsart,
G. Peytavin, A. Cheret, J. Timsit, G. Girard, N. Lorente,
M. Préau, J.F. Rooney, M.A. Wainberg, D. Thompson,
W. Rozenbaum, V. Doré, L. Marchand, M.-C. Simon,
N. Etien, J.-P. Aboulker, L. Meyer, and J.-F. Delfraissy.

Participating hospitals and investigators: Paris St-Louis:
C. Pintado, B. Loze, C. Delaugerre, P. Charbonneau, C. Gatey,
D. Ponscarme, P. Penot, L. Niedbalski, R. Veron, J. Delgado,
E. Dalle, S. Parlier, I. Madelaine, ]J. Fonsart, M. Danet,
N. Mahjoub, N. Mezreb, K. Moudachirou, S. Morel,
G. Conort, F. Lorho, M. Meunier, W. Rozenbaum, J.M. Molina;
Paris Tenon: J. Chas, C. Monfort, J. Foucoin, B. Boissavy,
S. Cousseau, S. Huon, M. Danet, A. Djessima, V. Berrebi,
. Adda, S. le Nagat, L. Zarka, J. Berdougo, G. Pialoux; Lyon:
Chidiac, N. Mzoughi, F. Clement, A. Decouty,
. Chapolard, M. Godinot, C. Adouard-groslafeige, J. Koffi,
. Pansu, A. Becker, S. Pailhes, F. Bonnet, F. Jeanblanc,
. Brochier, X. Teruin, S. Rouby, L. Gilly, L. Cotte; Montréal:
. Beauvais, P. Arlotto, C. Fortin, A. Talbot, A. Chamberland,
. McKenzie, M. Blanchette, R; Rousseau, K. Montheuth,
. Thompson, M. Morin, M. Wainberg, C. Tremblay ; Nice:

OFr00F00»

AIDS CARE (&) 7

C. Etienne, F. Tolonin, S. Breaud, V. Péchenot, S. Bagge,
T. Cepitelli, PM. Roger, E. Rosenthal, E. Cua; Tourcoing:
A. Cheret, P. Cornavin, S. Vandamme, J. Lambec, N. Dumon,
O. Leclanche, T. Huleux, R. Biekre, O. Robineau, H. Melliez,
H. Bazus, A. Pasquet; Nantes: C. Bernaud, M. Besnier,
B. Bonnet, N. Hall, M. Cavellec, H. Hue, L. Larmet, M. Colas,
R. Choquet, F. Raffl.

Finally, we would like to thank Jude Sweeney for revising
and editing the manuscript.

Disclosure statement

No potential conflict of interest was reported by the authors.

Funding

This work was sponsored by the ANRS (France Recherche
Nord & Sud Sida-HIV Hépatites) and funded by ANRS, the
Canadian HIV Trials Network, the Fonds de dotation Pierre
Bergé pour la Prévention — SIDACTION, and the Bill and
Melinda Gates Foundation.

References

Baeten, J. M., Donnell, D., Ndase, P., Mugo, N. R., Campbell, J.
D., Wangisi, J.,... Partners PrEP Study Team. (2012).
Antiretroviral prophylaxis for HIV prevention in heterosex-
ual men and women. The New England Journal of Medicine,
367(5), 399-410. Retrieved from http://doi.org/10.1056/
NEJMoal108524

Blashill, A. J., Ehlinger, P. P., Mayer, K. H., & Safren, S. A.
(2015). Optimizing adherence to preexposure and postexpo-
sure prophylaxis: The need for an integrated biobehavioral
approach. Clinical Infectious Diseases, 60(Suppl. 3), S187-
$190. Retrieved from http://doi.org/10.1093/cid/civ111

Carlo Hojilla, J., Koester, K. A., Cohen, S. E., Buchbinder, S.,
Ladzekpo, D., Matheson, T., & Liu, A. Y. (2015). Sexual
behavior, risk compensation, and HIV prevention strategies
among participants in the San Francisco PrEP demon-
stration project: A qualitative analysis of counseling notes.
AIDS and Behavior. Retrieved from http://doi.org/10.1007/
s10461-015-1055-5

Cassell, M. M., Halperin, D. T., Shelton, J. D., & Stanton, D.
(2006). HIV and risk behaviour: Risk compensation: The
Achilles’ heel of innovations in HIV prevention? BM]J:
British Medical Journal, 332(7541), 605-607.

Cazein, F., Pillonel, J., Le Strat, Y., Pinget, R., Le Vu, S., Brunet,
S., ... Lot, F. (2015). Découvertes de séropositivité VIH et de
SIDA, France, 2003-2013 [New HIV and AIDS diagnoses,
France, 2003-2013]. Bulletin Epidémiologique
Hebdomadaire, 9-10, 152-161.

Choopanya, K., Martin, M., Suntharasamai, P., Sangkum, U.,
Mock, P. A., Leethochawalit, M., ... Bangkok Tenofovir
Study Group. (2013). Antiretroviral prophylaxis for HIV
infection in injecting drug users in Bangkok, Thailand
(the Bangkok Tenofovir Study): A randomised, double-
blind, placebo-controlled phase 3 trial. Lancet (London,
England), 381(9883), 2083-2090. Retrieved from http://
doi.org/10.1016/S0140-6736(13)61127-7


http://doi.org/10.1056/NEJMoa1108524
http://doi.org/10.1056/NEJMoa1108524
http://doi.org/10.1093/cid/civ111
http://doi.org/10.1007/s10461-015-1055-5
http://doi.org/10.1007/s10461-015-1055-5
http://doi.org/10.1016/S0140-6736(13
http://doi.org/10.1016/S0140-6736(13

Downloaded by [Gazi University] at 02:33 21 February 2016

8 L. SAGAON-TEYSSIER ET AL.

Cohen, M. S. (2010). HIV treatment as prevention and « The
Swiss Statement »: In for a Dime, in for a Dollar? Clinical
Infectious Diseases, 51(11), 1323-1324. Retrieved from
http://doi.org/10.1086/656810

Cohen, M. S, Chen, Y. Q., McCauley, M., Gamble, T,
Hosseinipour, M. C., Kumarasamy, N., ... HPTN 052
Study Team. (2011). Prevention of HIV-1 infection with
early antiretroviral therapy. The New England Journal of
Medicine, 365(6), 493-505. Retrieved from http://doi.org/
10.1056/NEJMoal1105243

Corneli, A. L., Deese, J., Wang, M., Taylor, D., Ahmed, K,
Agot, K., ... FEM-PrEP Study Group. (2014). FEM-PrEP:
Adherence patterns and factors associated with adherence
to a daily oral study product for pre-exposure prophylaxis.
Journal of Acquired Immune Deficiency Syndromes (1999),
66(3), 324-331. Retrieved from http://doi.org/10.1097/
QAI.0000000000000158

Eaton, L. A., & Kalichman, S. (2007). Risk compensation in
HIV prevention: Implications for vaccines, microbicides,
and other biomedical HIV prevention technologies.
Current HIV/AIDS Reports, 4(4), 165-172.

Gilmore, H. J., Liu, A., Koester, K. A., Amico, K. R., McMahan,
V., Goicochea, P, ... Grant, R. (2013). Participant experi-
ences and facilitators and barriers to pill use among men
who have sex with men in the iPrEx pre-exposure prophy-
laxis trial in San Francisco. AIDS Patient Care and STDs, 27
(10), 560-566. Retrieved from http://doi.org/10.1089/apc.
2013.0116

Grant, R. M., Anderson, P. L., McMahan, V., Liu, A., Amico, K.
R, Mehrotra, M., ... Glidden, D. V. (2014). Uptake of pre-
exposure prophylaxis, sexual practices, and HIV incidence
in men and transgender women who have sex with men:
A cohort study. The Lancet Infectious Diseases, 14(9),
820-829. Retrieved from http://doi.org/10.1016/51473-
3099(14)70847-3

Grant, R. M., Lama, J. R., Anderson, P. L., McMahan, V., Liu, A.
Y., Vargas, L., ... iPrEx Study Team. (2010). Preexposure che-
moprophylaxis for HIV prevention in men who have sex with
men. The New England Journal of Medicine, 363(27), 2587
2599. Retrieved from http://doi.org/10.1056/NEJMo0al011205

Guest, G., Shattuck, D., Johnson, L., Akumatey, B., Clarke,
E. E. K, Chen, P.-L., & MacQueen, K. M. (2008). Changes
in sexual risk behavior among participants in a PrEP HIV
prevention trial. Sexually Transmitted Diseases, 35(12),
1002-1008.

Haberer, J. E., Baeten, J. M., Campbell, J., Wangisi, J., Katabira,
E., Ronald, A, ... Bangsberg, D. R. (2013). Adherence to
antiretroviral prophylaxis for HIV prevention: A substudy
cohort within a clinical trial of Serodiscordant couples in
East Africa. PLoS Medicine, 10(9), €1001511. Retrieved
from http://doi.org/10.1371/journal.pmed.1001511

Hogben, M., & Liddon, N. (2008). Disinhibition and risk com-
pensation: Scope, definitions, and perspective. Sexually
Transmitted Diseases, 35(12), 1009-1010.

Kamb, M. L., Fishbein, M., Douglas, J. M., Rhodes, F., Rogers,
J., Bolan, G,, ... Peterman, T. A. (1998). Efficacy of risk-
reduction counseling to prevent human immunodeficiency

virus and sexually transmitted diseases: A randomized con-
trolled trial. Project RESPECT Study Group. JAMA, 280
(13), 1161-1167.

Liu, A. Y, Vittinghoff, E., Chillag, K., Mayer, K., Thompson, M.,
Grohskopf, L., ... Buchbinder, S. P. (2013). Sexual risk behav-
ior among HIV-uninfected men who have sex with men
(MSM) participating in a tenofovir pre-exposure prophylaxis
(PrEP) randomized trial in the United States. Journal of
Acquired Immune Deficiency Syndromes, 64(1), 87-94.
Retrieved from http://doi.org/10.1097/QAIL0b013e31828f097a

Marcus, J. L., Glidden, D. V., Mayer, K. H,, Liu, A. Y,
Buchbinder, S. P., Amico, K. R,, ... Grant, R. M. (2013).
No evidence of sexual risk compensation in the iPrEx trial
of daily oral HIV preexposure prophylaxis. PLoS ONE, 8
(12), 81997. Retrieved from http://doi.org/10.1371/
journal.pone.0081997

McCormack, S., Dunn, D. T., Desai, M., Dolling, D. 1., Gafos,
M., Gilson, R, ... Gill, O. N. (2015). Pre-exposure prophy-
laxis to prevent the acquisition of HIV-1 infection
(PROUD): Effectiveness results from the pilot phase of a
pragmatic open-label randomised trial. Lancet (London,
England). Retrieved from http://doi.org/10.1016/50140-673
(15)00056-2

Molina, J.-M., Capitant, C., Spire, B., Pialoux, G., Cotte, L.,
Charreau, I,... ANRS IPERGAY Study Group. (2015).
On-demand preexposure prophylaxis in men at high risk
for HIV-1 infection. The New England Journal of
Medicine, 373(23), 2237-2246. Retrieved from http://doi.
org/10.1056/NEJMoal506273

Tangmunkongvorakul, A., Chariyalertsak, S., Amico, K. R,
Saokhieo, P., Wannalak, V., Sangangamsakun, T, ...
Grant, R. (2012). Facilitators and barriers to medication
adherence in an HIV prevention study among men who
have sex with men in the iPrEx study in Chiang Mai,
Thailand. AIDS Care, 25(8), 961-967. Retrieved from
http://doi.org/10.180/0954011.2012.748871

Thigpen, M. C., Kebaabetswe, P. M., Paxton, L. A., Smith, D.
K., Rose, C. E., Segolodi, T. M., ... Brooks, J. T. (2012).
Antiretroviral preexposure prophylaxis for heterosexual
HIV transmission in Botswana. The New England Journal
of Medicine, 367(5), 423-434. Retrieved from http://doi.
org/10.1056/NEJMoal110711

Underhill, K. (2013). Study designs for identifying risk compen-
sation behavior among users of biomedical HIV prevention
technologies: Balancing methodological rigor and research
ethics. Social Science & Medicine, 94, 115-123. Retrieved
from http://doi.org/10.1016/j.socscimed.2013.03.020

Van Damme, L., Corneli, A., Ahmed, K., Agot, K., Lombaard,
J., Kapiga, S., ... Taylor, D. (2012). Preexposure prophylaxis
for HIV infection among African women. The New England
Journal of Medicine, 367(5), 411-422. Retrieved from http://
doi.org/10.1056/NEJMo0a1202614

Volk, J. E., Marcus, J. L., Phengrasamy, T., Blechinger, D.,
Nguyen, D. P, Follansbee, S., & Hare, C. B. (2015). No
new HIV infections with increasing use of HIV preexposure
prophylaxis in a clinical practice setting. Clinical Infectious
Diseases. Retrieved from http://doi.org/10.1093/cid/civ778


http://doi.org/10.1086/656810
http://doi.org/10.1056/NEJMoa1105243
http://doi.org/10.1056/NEJMoa1105243
http://doi.org/10.1097/QAI.0000000000000158
http://doi.org/10.1097/QAI.0000000000000158
http://doi.org/10.1089/apc.2013.0116
http://doi.org/10.1089/apc.2013.0116
http://doi.org/10.1016/S1473-3099(14
http://doi.org/10.1016/S1473-3099(14
http://doi.org/10.1056/NEJMoa1011205
http://doi.org/10.1371/journal.pmed.1001511
http://doi.org/10.1097/QAI.0b013e31828f097a
http://doi.org/10.1371/journal.pone.0081997
http://doi.org/10.1371/journal.pone.0081997
http://doi.org/10.1016/S0140-673(15
http://doi.org/10.1016/S0140-673(15
http://doi.org/10.1056/NEJMoa1506273
http://doi.org/10.1056/NEJMoa1506273
http://doi.org/10.180/0954011.2012.748871
http://doi.org/10.1056/NEJMoa1110711
http://doi.org/10.1056/NEJMoa1110711
http://doi.org/10.1016/j.socscimed.2013.03.020
http://doi.org/10.1056/NEJMoa1202614
http://doi.org/10.1056/NEJMoa1202614
http://doi.org/10.1093/cid/civ778

	Abstract
	Introduction
	Methods
	Study population
	Variables
	Statistical analyses

	Results
	Participants’ characteristics
	PrEP and/or condom use during most recent episode of sexual intercourse
	Use of PrEP according to the protocol recommendations
	Sexual behavior

	Discussion
	Acknowledgements
	Disclosure statement
	Funding
	References



