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PrEP! Where are we? Where should we go?

The urgency of now: AIDS at a crossroads. Geneva: Joint United Nations Programme on HIV/AIDS; 2024. Licence: CC 

BY-NC-SA 3.0 IGO.https://data.prepwatch.org



PrEP implementation and people eligible for PrEP according to 
national guidelines. Europe and Central Asia, end of 2023

Among the 52 countries in Europe and Central Asia that 

could provide data, 38 countries (23 EU/EEA countries) 

reported that PrEP guidelines had been developed and 

were being implemented



In addition to understanding how many people 

are accessing PrEP, it is important to identify 

gaps in access to PrEP.

Six countries were able to estimate the 

proportion of MSM in need of PrEP who 

were receiving it: Andorra (100%), France 

(33%), Germany (50%), Kyrgyzstan (1%), 

Slovenia (85%) and the United Kingdom 

(74%).

However, no country was able to provide an 

estimate of the unmet needs for PrEP in any 

other population group.

European Centre for Disease Prevention and Control. PrEP for HIV prevention in Europe and Central Asia. Monitoring implementation of 

the Dublin Declaration on partnership to fight HIV/AIDS in Europe and Central Asia: 2024 progress report. Stockholm: ECDC; April 2025.

Number of people (aged 15+) who received PrEP at least once, Europe 
and Central Asia, end of 2023 (n=34)



Which could be the PrEP target population in Italy?

Country PLWH° New HIV 
diagnosis (2023)°

PrEP users 
(2023)°

PrEP-to-
Need Ratio

Proportion 
of MSM in 

need of PrEP 
receiving it°

UK 95,932 6,402 96,562 15.08 74%

France 178,700 4,981 52,802 10.60 33%

Germany 90,800 3,321 40,000 12.04 50%

Italy 140,730 2,349 11,665 4.96 unknown*

*assuming a proportion of MSM in need of PrEP receiving it between 24% and 15%, the corresponding final 
population target in need of PrEP ranged from 49,000 to 77,000.

°Data on PLWH, new HIV diagnosis, number of PrEP users, and proportion of MSM in need of PrEP receiving it were derived from ECDC 2023 surveillance 
reports.



Total PrEP Users in Italian 

Regions in 2024

PrEP increase in Italy between 2023 and 2024

Regione Total 

increase%

Total users

2024

Abruzzo +33.33 45

Basilicata +40.00 5

Bolzano +50.00 200

Campania +10.09 228

Emilia +54.67 2,067

Friuli +65.43 81

Lazio +44.14 2,873

Liguria +25.58 215

Lombardia +23.17 7,327

Marche +45.31 192

Piemonte +37.72 1,445

Puglia 0.00 73

Sardegna +71.43 70

Sicilia +40.51 195

Toscana +18.59 425

Trento +51.09 92

Veneto +35.37 687

Totale +43.22 16.220

Rate of increase PrEP users 

from 2023 to 2024

Nozza S, et al. ICAR, 2025; Poster #125





MarketScan Commercial Claims Database: Retrospective cohort study (US)

Low Rates of PrEP Prescriptions Among Youth

Outcomes

PrEP prescription fill (F/TDF, F/TAF, Q2M IM CAB)
January 2018–

July 2023

There are significant gaps in PrEP utilization among youth, especially in those aged under 

18 years and in females

Youth aged 13–21 years 
meeting PrEP indicationa

N=100,540

aPrEP indication defined as ICD-10 code for gonorrhea, chlamydia, syphilis or high-risk sexual behavior.

Adjusted HR (95% CI)

Sex Male (Ref: Female) 15.6 (13.4–18.1)

Age, years 18–19 (Ref: 13–17) 2.82 (2.35–3.38)

20–21 (Ref: 13–17) 3.38 (2.83–4.03)

Year PrEP indication met 2019 (Ref: 2018) 1.24 (1.07–1.43)

2020 (Ref: 2018) 1.17 (1.00–1.38)

2021 (Ref: 2018) 1.59 (1.36–1.86)

2022 (Ref: 2018) 1.64 (1.39–1.94)

Sexual behavior with increased likelihood of HIV acquisition 2.36 (1.68–3.33)

Syphilis 4.52 (2.26–9.03)

Gonorrhea 2.47 (1.25–4.87)

Chlamydia 0.64 (0.32–1.27)

Number of prior STIs 1 (Ref: 0) 0.75 (0.36–1.56)

2+ (Ref: 0) 0.63 (0.16–2.44)

Mental health condition 2.00 (1.80–2.21)

Substance use 0.66 (0.55–0.80)

Demographic and Clinical Factors Associated With PrEP Fill 

Only 1.6% of youth with a PrEP 

indication received PrEP

PrEP utilization was lower for:

• People aged <18 years (vs. ≥18 years)

• Females (vs. males)

Time to PrEP fill was longer for:

• People aged <18 years (vs. ≥18 years)

• Females (vs. males)

PrEP prescription rates were lower in the Midwest 

and South, as well as in states with less progressive laws

Venturelli N, et al. CROI 2025, Poster #1076



PrEP-to-Need Ratio Has Substantial Racial/Ethnic Disparities

▪ Substantially greater unmet PrEP need for Black and Hispanic vs White individuals in the 

South1

▪ US medical professionals are less likely to prescribe PrEP to Black and Hispanic people, 

contributing to substantial racial/ethnic and geographic disparities2,3

White Black Hispanic

   

1. aidsvu.org/resources/deeper-look-prep/. 2. aidsmap.com/news/oct-2021/stark-disparities-seen-all-along-us-prep-continuum. 

3. aidsmap.com/news/jul-2022/prep-inequities-have-worsened-us-over-last-decade-both-racially-and-regionally.

0.42-1.38 1.39-3.05 3.06-8.30 8.31+PrEP-to-Need Ratio: 0.00-0.41



PrEP Preferences Among Transgender and Gender 
Diverse Adults

Outcomes

PrEP preferences; factors associated with reporting injectable 

PrEP administered every 6 months as the most preferred

April 2022–

June 2022

Transgender and gender diverse adults preferred twice-yearly injections for PrEP

compared with daily oral pills and Q2M injections

HIV-negative transgender 
and gender diverse adultsN=295

Watson DL, et al. CROI 2025, Poster 1353

Race and ethnicity
(Reference: Non-Latine White)

Unadjusted OR (95% CI)
P value

Adjusted OR (95% CI)
P value

Latine, any race
2.50 (1.19–5.24)

P=0.02
2.39 (1.10–5.18)

P=0.03

Non-Latine Black
2.41 (1.06–5.52) 

P=0.04
2.77 (1.10–6.98)

P=0.03

Non-Latine, another race
1.24 (0.56–2.76)

P=0.60
1.19 (0.53–2.69)

P=0.67

Factors Associated With Reporting Q6M 

Injectable PrEP as the Most Preferred
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French ANRS 95041 OMaPrEP study

Missed opportunities for HIV pre-exposure prophylaxis
among people with recent HIV infection

Lions C, et al. HIV Med. 2023;24:191–201.

French national cross-sectional multicentre study enrolling people diagnosed with recent HIV (incomplete Western 

blot or negative HIV , analysing missed opportunities for PrEP use via a retrospective PrEP Cascade.

Of the 185 enrolled patients, 168 (91%) were eligible for PrEP.

Pre-exposure prophylaxis (PrEP) cascade (N = 185).

In square: gaps between each step of the cascade



May HCPs Approach Contributing to Loss to Follow-up 
from PrEP Care? 

• PrEP persistence may be less about relationship to the 

drug than the environment

• Among racially and sexually minoritized individuals, 

stigma is a barrier to PrEP persistence1-3

• In a survey of 855 Black individuals in the US, more 

than one half reported high levels of racism and 

discrimination in their healthcare experiences4

• Barrier to PrEP persistence could be the healthcare 

providers (HCPs) and their approach1-6

• Sexual prejudice from HCPs was negatively 

associated with anticipated PrEP adherence7

1. Golub. Curr HIV/AIDS Rep. 2018;15:190. 2. Rosengren. AIDS Behav. 2021;25:2054. 3. Jaiswal. Curr HIV Res. 2018;16:237. 4. Ojikutu. AIDS Behav. 2018;22:3576. 5. Cahill. AIDS Care. 2017;29:1351. 6. Calabrese. Am J Public 

Health. 2015;105:1960. 7. Calabrese. AIDS Behav. 2022;26:1393.

In community centers highest (53%) proportion of 

respondents with correct knowledge of HIV prevention 

and transmission.

ECDC. HIV stigma in the healthcare setting. Monitoring implementation of the Dublin 

Declaration on partnership to fight HIV/AIDS in Europe and Central Asia; 2024.



ANRS-PREVENIR cohort

Perception of PrEP-related stigma in PrEP users

2,567 participants in the ANRS-PREVENIR study answered the outcome question. Almost one-third of the sample 

(comprising mostly cisgender men who have sex with men [94.3%]) considered that taking PrEP could give others a 

negative image of them.

Younger participants, more psychologically vulnerable participants, and higher depression scores people were also 

more likely to have this perception.

Protiere C, et al. HIV Med. 2023;24:938–945.



Settings in which PrEP is available, across Europe and 
Central Asia, end of 2023 (n=43)

The most frequently reported settings 

were public health facilities 

(infectious disease clinics, 

specialised HIV clinics, sexual health 

clinics, and primary health clinics).

The setting of infectious disease clinics 

was cited by 27 countries in Europe and 

Central Asia (19 EU/EEA countries), 

suggesting that PrEP is still mainly 

provided in medicalised settings.

European Centre for Disease Prevention and Control. PrEP for HIV prevention in Europe and Central Asia. Monitoring implementation of the Dublin Declaration on partnership to fight HIV/AIDS in Europe and Central Asia: 2024 

progress report. Stockholm: ECDC; April 2025.

Only 4 countries in EU/EEA



• Prevalence of major antiretroviral drug resistance mutation (ART-DRM) to emtricitabine (FTC) or tenofovir (TDF) (specifically 
K65REN,M184VI, K70E) was 24% (12/50; 95% CI:12%-36%)

• Five individuals thought they acquired HIV whilst taking PrEP and being fully adherent: 3 had major ART-DRMs to FTC/TDF, 1 
did not have any detected and for one the resistance test was not available

Resistance Among PLHIV Exposed to PrEP

• Cambiano et al. HIV Glasgow 2024; Glasgow, Scotland. Poster P011.

• In our study, 1 in 20 new HIV diagnoses occurred in 
people who knew about PrEP and had previously used it 

• The prevalence of resistance aligns with estimates from 
randomized controlled trials among individuals with 
acute HIV at enrolment



PrEP Failure… or Declining Adherence?

All partecipants in the F/TDF group of Purpose 1 who were diagnosed with HIV

had evidence of low adherence or a decrease in adherence over time

Bekker et al, Glasgow 2024



Challenges with oral PrEP so far…



Long Acting PrEP

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)



Long Acting PrEP
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Cost-Effectiveness and Public Health Impact

At a willingness-to-pay threshold of $50,000 per QALY, 
100% simulations showed CAB-LA cost-effective

Adelakun et al. HIV Glasgow 2024; Glasgow, Scotland. Poster P264.

NNT to Prevent One New HIV-1 Infection

• CAB-LA is cost-effective compared to TDF/FTC and no PrEP

• Overall, compared to TDF/FTC and no PrEP, the results indicate the introduction of CAB-LA as PrEP in Canada would result in 
substantial public health and monetary benefits by preventing additional HIV infections and reducing the clinical and economic 
burden of HIV













Humanity comes in many shapes and forms…





INTRODUZIONE

Fattori di rischio per fallimento della PEP:

• Comportamenti ad alto rischio all’interruzione della profilassi

• Ritardo nell’inizio della profilassi

• Scarsa aderenza al regime prescritto

• Infezioni misconosciute all’inizio della profilassi

• Virus resistente ai farmaci impiegati nel regime



STIMA DEL RISCHIO

• Tipo di esposizione (occupazionale e non occupazionale)

• Rischio che la fonte sia HIV positiva e viremica

• Fattori di rischio della fonte e del soggetto esposto 

- Soluzioni di continuo delle mucose

- Esposizione multiple in periodo di tempo limitato

- IST concomitanti

- Trauma profondo 

- Iniezione di bolo di sangue



ESPOSIZIONE OCCUPAZIONALE

Contatto dell’operatore con fluidi corporei o tessuti che espongono al rischio di trasmissione di 

HIV

 sangue, sperma, secrezioni sessuali, latte materno e altri fluidi visibilmente contaminati con 

sangue

❑Ferite percutanee 

❑Membrane mucose o cute non intatta

❑Morsi profondi o multipli (se fonte molto probabilmente HIV positiva e sangue visibile nella bocca)



ESPOSIZIONE NON OCCUPAZIONALE

❑Attività sessuale 

❑Utilizzo di droghe iniettive

HIV non è trasmissibile per via sessuale quando il soggetto fonte 

è in trattamento antiretrovirale con stabile soppressione 

virologica 

Dati insufficienti per l’utilizzo di droghe iniettive (e per 

l’esposizione di tipo occupazionale)



VALUTAZIONE CLINICA

1. Informazioni sulla fonte, quando identificabile (status HIV e HBV)

2. Informazioni sull’esposizione (data e ora, tipo di esposizione)

3. Informazioni sulla persona esposta 

• Ultimo test HIV eseguito, pregresso uso di PEP, attuale utilizzo di PrEP

• Esposizioni a rischio negli ultimi 3 mesi

• Sintomi di IST concomitanti

• Status vaccinale per HBV

• Eventuale stato di gravidanza o allattamento e uso di contraccettivi

• Anamnesi patologica e farmacologica

4. Acquisizione del consenso informato scritto per test HIV e PEP



INDICAZIONI



QUANDO E COME PRESCRIVERE LA PEP

• Preferibilmente entro le 24 ore dall’esposizione e non oltre le 72 ore (massima efficacia entro 

le 4 ore)

Efficacia fortemente tempo-dipendente

• Regimi di prima scelta a base di 2 NRTI + 1 INSTI (TDF o TAF + FTC + RAL o DTG o BIC), 

preferibilmente in single-tablet regimen 

• Durata di 28 giorni (possibilmente con immediata fornitura di farmaco per l’intero ciclo di PEP)

Efficacia fortemente aderenza-dipendente



INTERRUZIONE PRECOCE DELLA PEP

• Fonte identificabile

- HIV Ag/Ab negativo

- Non esposizioni a rischio nelle precedenti 6 settimane

• Individuo esposto informato e d’accordo



FOLLOW-UP



FOLLOW-UP

Interpretazione dei risultati indeterminati al test HIV: 

• HIV Ag/Ab indeterminato       HIV-RNA + ripetizione HIV Ag/Ab a 1-2 settimane

• HIV Ag/Ab positivo ma con WB negativo/indeterminato          segni/sintomi di infezione 

acuta, ripetizione dei test, HIV-RNA e HIV-DNA

Transizione PEP-PrEP

• Individui ad altissimo rischio di acquisizione di HIV                transizione immediata a PrEP al 

termine del ciclo di 28 giorni di PEP.



NON SOLO HIV

HBV

HCV

Non disponibile alcuna profilassi post-esposizione

Precedentemente 

immunizzati

HBsAb > 10 UI/L dopo ciclo vaccinale 

oppure pregressa infezione 

Nessun ulteriore follow-up

Non immunizzati HBcAb e HBsAb negativi Vaccinazione e follow-up a 6 mesi; 

eventualmente Ig specifiche se fonte 

HBsAg positiva

HBV positivi HBsAg positivi Valutazione epatologica per presa in carico



ESPOSIZIONE A RISCHIO TRASCURABILE

Richiesta insistente di accesso alla PEP:

• Stato particolarmente ansioso del soggetto esposto

- Inizio di PrEP con duplice attività di profilassi (TDF/FTC 2 cp, quindi 1 cp ogni 24 ore)

- Screening per HIV con HIV Ag/Ab e HIV-RNA al baseline e dopo 30 giorni dall’inizio

• Comportamento a maggior rischio che il soggetto esposto non ha riferito (stigma)

- Inizio di PEP



NUOVE ESPOSIZIONI DURANTE LA PEP

MSM cisgender Ultima esposizione nelle 

ultime 48 ore prima delle 

fine della PEP

Proseguire la PEP per 48 ore dopo l’ultima 

esposizione a rischio

Donne cisgender, uomini e 

donne transgender e di genere 

non binario

Ultima esposizione 

nell’ultima settimana 

prima della fine della PEP

Proseguire la PEP per 7 giorni dopo l’ultima 

esposizione a rischio

Utilizzatori di sostanze per via 

endovenosa

Esposizione in qualsiasi 

momento del ciclo di PEP

Proseguire la PEP per ulteriori 28 giorni dopo 

l’ultima esposizione a rischio



TRANSIZIONE A PEP IN CORSO DI PrEP



LO STILE DI COMUNICAZIONE DEL SANITARIO

• Chiedere il nome scelto dal paziente, i pronomi corretti e i termini che preferiscono utilizzare 

per descrivere i propri organi genitali

• Spiegare la necessità di conoscere il tipo e il sito di esposizione

• Utilizzare domande aperte

• Informare che i regimi PEP raccomandati non presentano interazioni farmacologiche con le 

terapie ormonali di affermazione di genere
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