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on demand >75% of FU
Median On demand: 100% (90.9-100)

S %)
Median Daily use: 50% (37-62)

Study Discontinuation
Incidence/100 PY

Daily PrEP users: 15.0
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Probability of PrEP or study discontinuation
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Global HIV Incidence: 0.99/1000 PY (95% CI: 0.5-1.7) (13 cases)*

Mean Follow-up of 49.1 months and 13130 Person-Years

PrEP Dosing Follow-Up Nb Cases HIV Incidence P-
Regimen Pts-years /1000 PY (95% CI) value
4786 7 1.5 (0.6 - 3.0)
3370 3 0.9 (0.2-2.6)

* 1 case on daily PrEP reported in the abstract not presented since informed consent for study extension not signed
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All Viral Hepatitis
HAV

HCV

HEV

HBV
All Bacterial STIs*
Syphilis
Chlamydiae

Gonorrhea

* Data censored among participants in the Doxyvac trial

Incidence of Viral Hepatitis and Bacterial STis

No. Events Incidence / 100 PY (95% CI)

67 0.51 (0.39-0.65)
1 0.008 (0-0.04)
61 0.46 (0.36-0.60)
2 0.02 (0.002-0.06)
3 0.02 (0.005-0.07)

4887 53.7 (52.2-55.2)
93 1.02 (0.82-1.25)

2333 25.6 (24.6-26.7)

2977 32.7 (31.5-33.9)
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Paris

st o ot £ No. Events Incidence / 100 PY (95% Cl)

All Viral Hepatitis 67 0.51 (0.39-0.65)

HAV 1 0.008 (0-0.04)

HCV 61 0.46 (0.36-0.60)

HEV 2 0.02 (0.002-0.06)

HBV 3 0.02 (0.005-0.07)
All Bacterial STIs* 4887 53.7 (52.2-55.2)
Syphilis 93 1.02 (0.82-1.25)
Chlamydiae 2333 25.6 (24.6-26.7)
Gonorrhea 2977 32.7 (31.5-33.9)

* Data censored among participants in the Doxyvac trial
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ity Incidence Rate Incidence Rate
Jean-Michel Molina 4973.8 Pts-years Ratio Ratio
e — Hopitaux de Paris, Paris

pssistance ) )
No. Incidence No. Incidence No. Incidence A S
cases per 100 PY cases per 100 PY cases per 100 PY e oo
Drug-Related AEs 179 3.60 304 6.35 181 537 056 085

Gastrointestinal

Asthenia 1 0.22 15 0.31 11 0.33 0.71 1.04
(0.29-1.64) (0.43-2.43)

Cutaneous 7 0.14 6 0.13 4 0.12 1.12 0.95
(0.32-4.04) (0.20-3.99)

SAE 200 4.02 166 347 121 3.59 1.16 1.03
(0.94-1.43) (0.81-1.32)

Neuro-psychiatric 16 0.30 13 0.27 19 0.56 1.18 2.07
(0.53-2.68) (0.97-4.57)

Death (suicide) 3 0.06 0 0 1 0.03 - -

Treatment D/C due to 12 024 17 0.36 8 0.24 0.68 0.67

Drug:Related AE (0.30-1.51) (0.25-1.63)

* 32 participants: 17 Gl AEs, 11 eGFR decline (2 Fanconi): 4 GFR<50, 6 GFR 50-70, 1 GFR 71-90, 1 rash, 3 others.
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No. Incidence No. Incidence No. Incidence Demand On Demand

Pts per 100 PY Pts per 100 PY Pts per 100 PY (95% CI) (95% Cl)
g" . 615 19.5 550 16.8 393 18.8 1.16 1.12

rades - L

orade (1.04-1.31)  (0.98-1.28)
Grade3/4 31 1.0 27 0.8 16 0.8 1.20 0.93
ALT (0.69-2.08)  (0.47-1.79)
eGFR 320 10.2 325 9.9 184 8.8 1.03 0.89
50-70 (0.88-1.20)  (0.74-1.07)
ml/mn
eGFR 3 0.1 5 0.2 3 0.1 0.62 0.94
2O (0.10-3.21)  (0.15-4.83)
ml/mn

*4 participants temporarily discontinued PrEP (1 in Daily and 3 in Switches groups) and 1 participant in On-demand group discontinued the study
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révenir Summary

ANRS

Open-label cohort study spanning over 8 years, enrolling mostly MSM born in France using oral
PrEP with TDF/FTC either daily or on demand

High rate of dosing regimen switches with high retention rate
Low HIV incidence (<1/1000 PY) with TDF/FTC in this cohort study

Good safety profile with both dosing regimens and few drug discontinuations due to gastro-
intestinal AEs, more frequent with on demand vs. daily oral PrEP

High incidence of bacterial STIs

Significant reduction in Paris of HIV diagnoses among MSM born in France during the study
period (-33%)

No significant change in HIV diagnoses among all MSM and TGW due to increasing number of
HIV diagnoses among MSM born abroad (+73%) and TGW (+95%)

Need to implement PrEP in France in MSM/TGW born abroad and other populations at risk of
HIV acquisition
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Background

= ANRS Prevenir study started in May 2017 and interim results were
reported in 2022 after a median FU of 22.1 months.

" Low HIV incidence among MSM and TGW using daily or on demand
oral PrEP with TDF/FTC: 1.1/1000 PY (95% CI: 0.4-2.3).

=  Study ended in May 2025 allowing assessment of long-term retention,
HIV incidence, and safety in this cohort study.

= Assess the impact of this study on new HIV diagnoses among MSM
and TGW in Paris, before vs. at the end of the study.

Molina et al. Lancet HIV 2022

l Q suche L= Lg‘?q,_-n!@'?ﬁjh A~ @~ oon Do B3

01.03.2026




image3.png
- o X

ctSessm X @ Player: Jean-Michel Molina ) X +

<« G % watch.croiwebcasts.org/2026croi/ap/5040 x O L T

CROI Website Login @ CROI 2026 Resources  (B) CROI 2026 | Dashbo... @ Gl Congresses Grid.  éb Medical Affis Ger. Bastian Grewe PhDL.. (O iEnvision @b GMAHI Home @ GMA HIV Conferenc.. @) Competitve ntelig.. @ Research in Medical » 03 Alle Lesezsichen

C RO |° W Denver, Colorado

Speaker Info

ANRS

révenir Study Design

Paris
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Assistance Publique — Hopitau de Paris, Paris

France

Open-Label Prospective Cohort Study in the Paris Region

n > 3,000 May 3r 2017 May, 2" 2025

i TDF/FTC i
- HIV-negative high risk adults ETY Show 15% reduction
+ Inconsistent Condom use in new HIV diagnoses

among MSM and TGW
in the Paris Region

« eGFR > 50 mL/mn
- HbS Ag negative if On Demand

= Participants opted for either daily or on demand PrEP and could switch between regimen
= FU every 3 months with 4G HIV test and creatinine, then every 6 months starting May 2021

= STI screening at physicians’ discretion

= Condoms, gels, risk reduction and adherence counseling, Q on sexual behavior
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révenir Study Objectives

Primary Objective

Jean-Michel Molina
Assistance Publique — Hopitaux de Paris, Paris

®= To show > 15% reduction of new HIV diagnoses among MSM and TGW in the Paris
region comparing 2015/16 to 2023/24 based on data from Public Health France

Secondary Objectives
= Participants characteristics, PrEP use and retention
= OQverall HIV incidence and by dosing regimen
= PrEP adherence and coverage of sex events (self-report)
= Incidence of viral hepatitis and bacterial STls
= Safety, tolerability

= Sexual behavior (condom use for sex, Nb of partners)

= ~ 3,000 pts to be enrolled with assumptions of 85% of participants being MSM, HIV
incidence of 9%, PrEP efficacy of 80% and 1000 new diagnosis/year in MSM in 2015/16
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Characteristics (Median, IQR) or (n, %) m
Age (years) 36 (29-43)
Caucasian 2720 (84.8)
MSM 3168 (98.7)
Heterosexual men or women 27 (0.8)
Transgender 14 (0.4)
Country of Birth - France 2646 (82.5)

Africa 146 (4.6)

Other 415 (12.9)
Bachelor’s degree 2256 (70.3)
History of PrEP use 1872 (58.3)
Use of Chemsex* 461 (14.4)
On Demand dosing regimen 1512 (47.1)
Nb condomless sex acts in prior 4 weeks 2(0-5)
Nb sexual partners in prior 3 months 10 (5 - 20)

* at last sexual intercourse : cocaine, GHB, MDMA, mephedrone
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révenir

Baseline Characteristics

ANRS

Characteristics (Median, IQR) or (n, %)

Age (years) 36 (29-43)
Caucasian 2720 (84.8)
MSM 3168 (98.7)
Heterosexual men or women 27 (0.8)
Transgender 14 (0.4)
Africa 146 (4.6)
Other 415 (12.9)
Bachelor’s degree 2256 (70.3)
History of PrEP use 1872 (58.3)

Use of Chemsex* 461 (14.4
On Demand dosing regimen 1512 (47.1)
Nb condomless sex acts in prior 4 weeks 2(0-5)

Nb sexual partners in prior 3 months 10 (5 - 20)

* at last sexual intercourse : cocaine, GHB, MDMA, mephedrone
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