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Il rischio di trasmissione dell’HIV

Rapporto anale ricettivo con eiaculazione: 1,43%

Rapporto anale ricettivo senza eiaculazione: 0,65%

Rapporto vaginale con eiaculazione: 0,1%

Rapporto orale ricettivo con eiaculazione: 0,02%

Rapporto anale insertivo: 0,06%

Rapporto vaginale insertivo: 0,082%

Adattato da Linee Guida SIMIT





Prevenzione dell’infezione da HIV

Prevenzione primaria: vaccino preventivo.

Prevenzione farmacologica (PLWHIV): TasP.

Prevenzione farmacologica: PEP.

Prevenzione farmacologica: PrEP.



TasP
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CDC: Selecting Appropriate Candidates for PrEP

Adapted from CDC. PrEP Guidelines. 2017. 

MSM

 Any male sex partner in past 
6 mo

 Not in monogamous 
relationship with a recently 
tested, HIV-negative man

And ≥1 of These Criteria
 Any anal sex without a condom 

in past 6 mo
 Bacterial STI (syphilis, 

gonorrhea, or chlamydia) in 
past 6 mo

People Who Inject Drugs

 Any injection of drugs not 
prescribed by a clinician in 
past 6 mo

And ≥1 of These Criteria
 Any sharing of 

injection/drug preparation 
equipment in past 
6 mo

 Risk of sexual acquisition

Heterosexual Women/Men

 Any sex with opposite sex 
partner in previous 6 mo

 Not in monogamous 
relationship with a recently 
tested, HIV-negative partner

And ≥1 of These Criteria
 Infrequent condom use with 

≥1 partner(s) with unknown 
HIV status at substantial risk of 
HIV infection (PWID or MSM)

 Is in ongoing relationship with 
HIV-positive partner with 
unsuppressed HIV-1 RNA

 Bacterial STI (syphilis, 
gonorrhea in females/males) 
in last 6 mo

In any category, individual expected 
to be an adult or adolescent 

weighing >35 kg without acute or 
established HIV infection



Score di rischio



Summary of PrEP Eligibility by Regimen –EUROPE-

Risk Group Daily FTC/TDF
On-Demand (2:1:1) 

FTC/TDF
Daily FTC/TAF

MSM
Approved, guideline 

recommended
Approved, guideline 

recommended
Approved, guideline 

recommended

TG women
Approved, guideline 

recommended
Off-label, not recommended

Approved, guideline 
recommended

Heterosexual 
women

Approved, guideline 
recommended

Off-label, not recommended
Off-label, not recommended, 

studies underway

Heterosexual men
Approved, guideline 

recommended
Off-label, not recommended Off-label, not recommended

TG men
Approved, guideline 

recommended
Off-label, not recommended

Off-label, not recommended 
(unless risk from anal sex only)

PWID
Approved, guideline 

recommended
Off-label, not recommended Off-label, not recommended

FTC/TAF PI. FTC/TDF PI. Saag. JAMA. 2020;324:1651. Tan. CMAJ. 2017;189:E1448. 
WHO. apps.who.int/iris/bitstream/handle/10665/325955/WHO-CDS-HIV-19.8-eng.pdf.



Selection of Oral PrEP Regimen: 
On-Demand FTC/TDF Dosing Options 
for MSM

• FDA: daily oral FTC/TDF 
recommended for all 
adults and adolescents at 
risk for HIV through sex or 
IDU

FTC/TDF

 WHO, IAS-USA, and Canadian 
guidelines include option of 
on-demand or event-driven 
(2:1:1) FTC/TDF dosing in MSM 
(off-label per FDA)

FTC/TDF PI. Saag. JAMA. 2020;324:1651. Tan. CMAJ. 2017;189:E1448. 
WHO. apps.who.int/iris/bitstream/handle/10665/325955/WHO-CDS-HIV-19.8-eng.pdf.

On-demand PrEP



*Reduction in HIV incidence vs 
control. 
†Based on pill counts or the 
detection of study drug in 
plasma. 

Select Daily Oral FTC/TDF PrEP Trials: 
Effectiveness Improves With 
Adherence
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iPrEx3

Efficacy 44%
Adherence 51%

Partners PrEP5

Efficacy 75%
Adherence 81%

TDF24

Efficacy 62%
Adherence 80%

VOICE1/FEM-PrEP2

Efficacy 0%/6%
Adherence 29%/≤ 37%

PROUD6

Efficacy 86%
Adherence ~100%
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1. Marrazzo. NEJM. 2015;372:509. 2. Van Damme. NEJM. 2012;367:411. 3. Grant. NEJM. 2010;363:2587. 
4. Thigpen. NEJM. 2012;367:423. 5. Baeten. NEJM. 2012;367:399. 6. McCormack. Lancet. 2016;387:53.





Clinical Monitoring During PrEP

Assessment1 Initiation
At Least Every 

3 Mo
At Least 

Every 6 Mo
At Least Every 

12 Mo

HIV test: signs/symptoms of acute HIV X X

Pregnancy test* X X

STI assessment† X X

STI testing† X X

Hepatitis B serology X

Renal function‡ X X

Assess HIV risk and PrEP indication§ X X

Counsel on adherence, behavioral risk
reduction 

X X

1. CDC. PrEP Guidelines. 2017. 2. FTC/TAF PI.

*Assess pregnancy intent and provide contraception to women who do not want to become pregnant. †Collect pharyngeal, 
rectal, and urine specimens in MSM. Vaginal specimens preferred for gonorrhea testing in women, but rectal specimens 
should be collected in women who report anal sex. ‡Guidelines from 2017 based only on FTC/TDF as PrEP. Prescribing 
information for FTC/TAF notes: at initiation and during use, assess renal function on a clinically appropriate schedule.2
§Based on provider discretion, can be done more frequently. 
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Group B

CAB 
placebo

TDF/FTC 
active

TDF/FTC 
active

Injection 
Q8W‡

Oral 
tablet 
dailyCAB 

placebo
TDF/FTC 

active

+
Group A

CAB
active

TDF/FTC 
placebo

TDF/FTC 
active

Injection 
Q8W‡

Oral 
tablet 
dailyCAB 

active
TDF/FTC 
placebo

•
*In Steps 1 and 2, the tablets and injections will look alike, so staff and participants will not know if they are getting 
the active or placebo products. In Step 3, all participants will be given active TDF/FTC
†3 years for HPTN 083 and 3.5 years for HPTN 084

• ‡In Step 2, the first 2 injections are 4 weeks apart and 8 weeks apart thereafter

HPTN 083 and HPTN 084: Study design

Studies to evaluate the safety and efficacy of CAB LA Q8W versus daily oral TDF/FTC for 
PrEP in HIV-uninfected MSM/TGW1 or women2

Step 1
Up to 185 weeks (≥3 years)†

Placebo controlled*

5 weeks

Placebo controlled*

48 weeks

Open label*

Step 2 Step 3



E il condom?



Key Take-Home Points

TasP is the most effective prevention strategy. 

PrEP is a highly safe and effective HIV prevention option, and clinicians have a key role 
to play in expanding access/uptake.

Currently, daily oral FTC/TDF is the only FDA-approved PrEP medication for individualsisk
of HIV from receptive vaginal sex or IDU

MSM also have the option of on-demand (2:1:1) oral FTC/TDF dosing 
or daily oral FTC/TAF.

Expanding number/variety of PrEP regimens hoped to appeal to diverse populations.

PrEP is a critical opportunity to engage people in comprehensive care, including but not 
limited to sexual health and mental health


