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PrEP Initiations by Country, September 2023

Q3 2023 203 projects
5.676.649 PrEP initiations 69 countries approved selected products



Between May 3, 2017, and May 2, 2019, 3082 people were
assessed for eligibility and 3065 participants were enrolled. 3056
(99·7%) of 3065 participants reported using PrEP and were
included in the analyses.

Median follow-up was 22·1 months (IQR 15·9–29·7) and
incidence of study discontinuation was 17·6 participants (95%
CI 16·5–18·7) per 100 person-years.

At the data cutoff on Sept 30, 2020, there had been six HIV-1
seroconversions (three participants using daily PrEP and three
using on-demand PrEP; all were MSM) over 5623 person-years.

Overall HIV-1 incidence was 1·1 cases (95% CI 0·4–2·3) per 1000
person-years, and did not differ between participants using daily
PrEP and those using on-demand PrEP



In this cohort of almost 10,000 mostly gay and
bisexual men who were dispensed PrEP and
followed up for up to 3 years, there were only 30
new HIV infections, with a very low HIV incidence of
1·61 per 1000 person years.

This incidence was 92% less than the
expected incidence of at least 20 per 1000
person-years in the absence of PrEP.



 In 2022 in central Sydney, decline in HIV 
diagnoses approached UNAIDS target

 Contributing to decline in HIV diagnoses: 
high percentages of those who could benefit 
from PrEP were receiving it in 2022

Sydney: Example of Successful HIV Prevention Program 

Grulich. IAS 2023. Plenary PL05.
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Combination prevention, including PrEP, played a major role in the 
reduction in HIV incidence observed so far in the UK among GBMSM.

A dynamic, individual-based, stochastic simulation model, the HIV Synthesis Model, to multiple sources of data on HIV among GBMSM aged
15 years or older in the UK. Primarily these were routine HIV surveillance data collected by the UK Health Security Agency. We compared
HIV incidence in 2022 with the counterfactual incidence: if HIV testing rates stopped increasing in 2012 and the policy of antiretroviral
therapy (ART) at diagnosis was not introduced in mid-2015; if pre-exposure prophylaxis (PrEP) was not introduced; if condom use was low 
from 2012 in all GBMSM, at levels similar to those observed in 1980; and in the first and second scenario combined.

Cambiano V, et al. Lancet HIV 2023; 10: e713–22
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Figura 3 - Incidenza delle nuove diagnosi di infezione da HIV 
(per 100.000 residenti) per Regione di residenza (2022)



Increasing the outpatient offer of the PrEP/STD 
Ambulatory Service at INMI (2023)

• The PrEP/STD outpatient clinic was
upgraded at INMI from June to October
2023 in a phased manner, tailoring the offer
to the number of bookings and waiting lists 

• It is currently open every morning from 
Monday to Friday

• The outpatient clinic is currently open also
on Saturdays with a nursing shift only
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The number of HIV-negative people at risk included in the INMI PrEP programme as of January 2024 is
approximately 1,500



List of activities at INMI PrEP/STD Ambulatory service  
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Other 2023 activities

Mpox outpatient clinic
• 298 suspected mpox cases (80% of 

total suspected cases Lazio Region
• 135 notified cases of confirmed

mpox (with diagnosis by RT-PCR test) 
(82% of total cases notified Lazio 
Region, 

Mpox vaccination program
• 161 vaccinated (3,460 from August 

2022 to December 2023)
Clinical studies
• 410 follow-up visits
Other vaccinations
• HAV, HBV, HPV, MenB
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Ita-PrEP users (N=1,919) %
Age, Median (IQR) 36 31-44
<30 380 19,8

30-40 781 40,7
>40 758 39,5

Gender
F 24 1,25
M 1.873 97,6
MtF 22 1,15
Sexual Orientation

Bisexual 125 6,55
Heterosexual 46 2,41

MSM 1.738 91,04
Italian 1585 82,6

University 1126 58,6
Job
Not-employed 223 11,6

Employed 1476 76,9
Sex worker 67 3,5

STIs baseline 433 22,6
Chemsex baseline 333 17,3
PEP baseline 295 15,4

ITAPrEP

Main characteristics and HIV/STI events among 1,919 Italian PrEP users

C. trachomatis pos tests after
first visit 551

Incidence Rate C. trachomatis
250 x 1000 

PYFU

N. gonorrhoeae pos test after
first visit 424

Incidence Rate N. gonorrhoeae
201 x 1000 

PYFU

HIV-seroconversions 5

Incidence Rate HIV* 2.2 x 1000 PYFU

Syphilis pos test after first visit 321

Incidence Rate Syphilis
192 x 1000 

PYFU

*IR placebo Ipergay Trial = 6.6 x 100 PYFU



Joint ECDC-WHO Regional Office for Europe 
Mpox Surveillance Bulletin

ECDC-WHO. Produced on 12 January 2024





REGIONE/PA LAZIO

data inizio della campagna vaccinale (prime somministrazioni) 08/08/2022

data rilevazione (comprende tutte le vaccinazioni effettuate fino a 

tale data a partire dall’inizio della campagna vaccinale) 31/12/2023

Ambulatori attivi
Ambulatorio Vaccinazione MPOX

INMI Lazzaro Spallanzani IRCCS, Roma

numero totale di dosi somministrate 5975

numero totale di dosi somministrate SC 636

numero totale di dosi somministrate ID 5339

numero totale prime dosi 2688

numero prime dosi SC 528

numero prime dosi ID 2160

numero totale seconde dosi 2537

numero seconde dosi SC 1

numero seconde dosi ID 2536

numero totale richiami (vaccinati Vaiolo) 750

numero richiami SC 107

numero richiami ID 643

distribuzione dei vaccinati per genere

M 3412

Altro Genere (donne transgender) 48

numero totale di persone che hanno ricevuto almeno una dose
3460

distribuzione delle dosi somministrate per fasce di età

< 25 anni 130

25-59 anni 3215

> 60 anni 115
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More likely to
discontinue PrEP

PrEP Continuum of Care in Kaiser Permanente Cohort 

 Individuals linked to PrEP 
care 2012-2019: N = 13,906

‒ Male: 95%

‒ Race/ethnicity: 49% White, 
22% Hispanic, 15% Asian, 
7% Black

‒ Discontinued PrEP at least 
once: 52%

 60% of those who 
discontinued restarted
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13,906

Linked to
PrEP Care

PrEP
Prescription

PrEP
Initiation

PrEP
Persistence

12,251
12,030

5367

Hojilla. JAMA Netw Open. 2021;4:e2122692.

Patients aged 18-25 yr vs older patients were significantly: 

Less likely to be 
prescribed PrEP

Less likely to 
start PrEP



 Adherence measured by MPR*:

MPR = No. of FTC/TDF pills dispensed during the study  MPR ≥0.6 = 4 pills/wk
No. of days between enrollment and last visit

ImPrEP: Adherence

Veloso. Lancet HIV. 2023;10:e84.

 Transgender women 
had decreased odds 
of PrEP adherence

58.4%

66.5%

75.4%

18-24 yr

25-30 yr

>30 yr

Transgender
women

Cisgender men
who have sex 

with men

47.0%

69.4%

Percentage of People With an MPR ≥0.6 

*MPR, medication possession ratio



Mechanistic models utilizing pharmacokinetics in PBMCs predict oral prophylactic efficacy, without regard for colon–vaginal differences. If
this was also the case for MSM, then adherence requirements between women and MSM may not be different and observed MSM versus 
women differences in PrEP effectiveness could rather be related to specific adherence (pill-taking) behavior in cis women in these studies.

In panels A and C, PBMCs pharmacokinetics
were considered the surrogate marker for 
effect-site concentrations.

PrEP 90% protection was achieved when women took
some product (three doses per week)

Zhang L, et al. Nature Medicine | Volume 29 | November 2023 | 2753–2762



Interventions to Support PrEP Persistence

Calabrese. J Acquir Immune Defic Syndr. 2019;81:395. Lama. JMIR Res Protoc. 2019;8:e14091.
Lama. JMIR Res Protoc. 2019;8:e14091. Reback. AIDS Behav. 2021;25:40. Velloza. AIDS. 2021;35:463.

Delivery Support Regimen

 Provision of PrEP in settings:
− People are already 

frequenting
− That are youth friendly
− Outside of medical settings

 Integration and colocation of 
PrEP with other services:

− OB/GYN for cisgender 
women

− FHT for transgender 
women

− Treatment of OUD for 
people who use drugs

 Enhanced and peer-based 
support and navigation

 Computer- and phone-based 
counseling

 Text messages

 Offer PrEP modality and 
dosing options

 Offer extended pill supplies



HPTN 083 and 084: LA IM CAB Q2M vs 
Daily Oral FTC/TDF for PrEP
 International, randomized, double-blind phase IIb/III (083) and phase III (084) trials
 LA IM CAB met criteria for superiority vs daily oral FTC/TDF in both trials

1. Landovitz. NEJM. 2021;385:595. 2. Delany-Moretlwe. Lancet. 2022;399:1779. 

HPTN 0831

 N = 4566 MSM and TGW

 13 incident infections with LA CAB 
vs 39 with oral FTC/TDF 

 4 with on-time CAB injections

 1 CAB infection later determined 
to be baseline infection

 HR for CAB vs FTC/TDF: 
0.34 (95% CI: 0.18-0.62)

HPTN 0842

 N = 3224 cisgender women

 4 incident infections with LA CAB 
vs 36 with oral FTC/TDF

 0 with on-time CAB injections

 1 CAB infection later determined 
to be baseline infection

 HR for CAB vs FTC/TDF: 
0.12 (95% CI: 0.05-0.31)
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HPTN 084 Open-Label Extension: PrEP Product Choice

 Participants who chose CAB were less likely to live with partners and more likely to have 
experienced recent physical intimate partner violence and to have been paid for sex

Delany-Moretlwe. IAS 2023. Abstr OALBX0203.

 78% of participants chose CAB  Reasons for PrEP product choice
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IAS-USA Recommendations for PrEP by Population and 
Transmission Risk Behavior 

Population and Risk Behavior 
Oral TDF/FTC

Oral QD TAF/FTC IM CAB
QD 2:1:1

Cisgender men/women
 Insertive sex (vaginal/anal)
 Receptive anal sex
 Receptive vaginal sex
 Injection drug use

Yes
Yes
Yes
Yes

Yes
Yes

Insufficient data
Insufficient data

Yes
Yes

Insufficient data
Insufficient data

Yes
Yes
Yes

Insufficient data

Transgender women
 Insertive sex (vaginal/anal)
 Receptive anal sex
 Receptive (neo) vaginal sex
 Injection drug use

Yes
Yes
Yes
Yes

Yes
Yes

Insufficient data
Insufficient data

Yes
Yes

Insufficient data
Insufficient data

Yes
Yes
Yes

Insufficient data

Transgender men
 Receptive anal sex
 Receptive vaginal (“front hole”) sex
 Injection drug use

Yes
Yes
Yes

Yes
Insufficient data
Insufficient data

Yes
Insufficient data
Insufficient data

Yes
Yes

Insufficient data

Gandhi. JAMA. 2023;329:63.



Monitoring During PrEP

cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf

Laboratory Testing Timing Oral PrEP Injectable PrEP

HIV Ag/Ab and 
HIV-1 RNA testing

Every 3 mo Every 1 mo with first 2 injections, 
then every 2 mo

Serum creatinine  Every 6 mo if age ≥50 yr or 
eCrCl <90 mL/min at initiation

 Every 12 mo if age <50 yr and 
eCrCl ≥90 mL/min at initiation

 Persons with CrCl <60 mL/min should 
not take FTC/TDF for PrEP

Not required

Lipid panel Every 12 mo (FTC/TAF only) Not required

STI testing Every 3 mo* Every 4 mo*

Hepatitis B serology Baseline only Not required

Hepatitis C serology Every 12 mo+ Not required

*Men who have sex with men and transgender women
+Men who have sex with men, transgender women, and people who inject drugs





Lenacapavir 
for PrEP1,2: 
#preventionwithpurpose

Partnerships

Voice of PWBP and 

community (G-CAGs) Person-centric design Diversity, equity, inclusion

Proof of concept that capsid inhibitors prevent SHIV in nonhuman primates3–5;

Robust pharmacokinetic and safety database in persons with6–10 and without HIV11

N=3,000

CGMSM, TGW, TGM, GNB in 

US, South Africa, Peru, Brazil, 

Mexico, Argentina and Thailand

QUALITATIVE

N=220

QUALITATIVE

N=230

N=5,010

Cisgender adolescent girls and 

young women in South Africa 

and Uganda N=250

US women

N=250

US PWID

PURPOSE 1 NCT identifier: NCT04994509; PURPOSE 2 NCT identifier: NCT04925752.CGMSM, cisgender men who have sex with men; G-CAG, Global Community Advisory Group; GNB, 
gender nonbinary individuals; MDR, multidrug-resistant; PWBP, people who would benefit from PrEP; PWID, people who inject drugs; SHIV, simian-human immunodeficiency virus; 
TGM, transgender men; TGW, transgender women; Tx, treatment.1. Das et al, et al. IAS 2023, Symposium SY05; 2. Das et al, et al. IAS 2023, Satellite SAT050; 3.Bekerman E, et al, 
vCROI, 2021, Oral/Poster 717; 4. Bekerman E, et al, vIAS, 2021, PECLB24; 5. Swanstrom A, et al, CROI 2022, Poster 860; 6. Segal-Maurer S, et al, vCROI, 2021, Oral 127; 7. Molina 
JM, et al. vIAS, 2021, OALX01LB02; 8. Stellbrink H-J, et al. EACS, 2021, PE2/69; 9. Margot N, et al, EACS, 2021, OS1/1; 10. Gupta S, et al. vIAS, 2021, OALB0302; 11. Begley R, et 
al, AIDS, 2020, PEB0265 Purpose Studies. https://www.purposestudies.com/ (accessed July 31, 2023)

https://www.purposestudies.com/


The PrEP continuum of care model (A) and the 
HIV serostatus-neutral model (B)




