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Overall (n=229)

Age (years)

58,3 (53,6 – 61,6)

min = 24,2

max = 81,3

Gender Male 166 (72,5%)

Female 63 (27,5%)

Nationality Italian 210 (91,7%)

Other 19 (8,3%)

Ethnicity Caucasian 218 (95,2%)

Black 9 (3,9%)

Hispanic 2 (0,9%)

Overall (n=229)

HIV risk

factor
Hetero 59 (25,8%)

MSM 59 (25,8%)

IVDU 48 (21,0%)

MTCT 21 (9,2%)

Other 12 (5,2%)

Unknown 30 (13,1%)

Years of 

HIV
21,6 (17,4 – 26,6)

Years of 

ART
18,1 (14,3 – 21,1)

Calendar

year of ART 

start

< 1998 148 (64,6%)

≥ 1998 81 (35,4%)

PRESTIGIO REGISTRY       Baseline Characteristics

HCV infection in 81/229 patients enrolled

Castagna A., ICAR 2023NP-IT-FST-PPT-230011
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Current regimen

Drugs DTG 147 (77,4%)

DRV/r 73 (38,4%)

DRV/c 59 (31,1%)

XTC 102 (54,0%)

TAF 66 (34,9%)

TDF 22 (11,6%)

DOR 26 (13,7%)

ETV 26 (13,7%)

RPV 9 (4,7%)

MVC 37 (19,5%)

FTR 18 (9,5%)

LEN 9 (4,7%)

IBA 7 (3,7%)

ISL 2 (1.1%)

ENF 2 (1,1%)

PRESTIGIO REGISTRY ANTIRETROVIRAL DRUGS
last available

58,5%

38,9%

2,6%

≤3 >3 - ≤5 >5 - ≤7

Number of ARVs

Castagna A., ICAR 2023
NP-IT-FST-PPT-230011



PRESTIGIO REGISTRY  
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STIs SCREENING- EACS GUIDELINES



• During a median follow-up of 6.74 (4.41-9.79) years, 6/132 (4.5%) male 4DR-PLWH,

all MSM [6/48 (12.5%)], developed ≥1 bacterial STI.

• In total, 12 bacterial STIs were diagnosed during 933 person-years-of-follow-up

(PYFU), for an incidence rate=1.29 (95%CI=0.56-2.01)/100-PYFU in the overall male

population.

• Only MSM: incidence rate=3.54 (95%CI=1.54-5.55)/100-PYFU during 339 PYFU.

Cases

At baseline At the time of STI At last visit

Age 

(years)

HIV VL 

(cps/mL)

CD4+

(cells/mm3)

ART STI

HIV VL 

(cps/mL)

CD4+

(cells/mm3)

ART Cumulative RAMs

Case 1 50 24810 252 3TC, ETV, RAL

Chlamydia <50 334 FTC, TDF, DTG, MVC M41L, T69D, M184V, L210W, T215DY, K219E - L100I, 

K103N, V108I, Y181C - V32I, L33F, M46I, I47V, I54M, 

Q58E, G73S, V82A, I84V, L89V, L90M - T97A, Y143R

Mycoplasma <50 294 FTC, TDF, DTG, MVC

Gonorrhea <50 565 FTC, TAF, DTG, MVC

Case 2 49 568 853
FTC, TDF, DRV/r, 

RAL
Syphilis 71 654 FTC, TAF, BIC, DOR

D67N, T69D, K70R, Q151M, M184V, K219Q - K103N, 

K238T - V32I, L33F, M46LV, I54V, G73C, V82A, L90M 

- history of virological failure to RAL-, DTG-, and BIC-

containing regimens

Case 3 52 656 683 RAL, MVC

Syphilis <50 797 DRV/r, DTG, MVC M41L, D67N, K70R, V75M, F77L, M184V, T215F -

K103N, V108I - M46I, I54V, G73S, V82T, I84V, L90M -

N155H
Syphilis <50 774 DRV/r, DTG, MVC

Case 4 55 49610 278 FTC, TDF, ATV

Chlamydia <50 488 FTC, TDF, ETV, RAL
M41L, K70R, M184V, L210W, T215NSY, K219N -

L100I, K103N, E138K - L10F, M46I, I47V, I54V, G73T, 

I84V, L90M - N155H

Mycoplasma <50 488 FTC, TDF, ETV, RAL

Mycoplasma <50 530 FTC, TAF, ETV, RAL

Mycoplasma <50 519 FTC, TAF, ETV, RAL

Case 5 53 576176 122 3TC, DRV/r, DTG Syphilis <50 460 3TC, DRV/r, DTG
D67G, T69D, K70R, M184V, T215FI, K219Q - K101E, 

Y181CF, G190S - Q58E, L90M - T97A, N155H

Case 6 51 13900 427 FTC, TDF, NVP Syphilis <50 750 DRV/c, DTG
A62V, K65R, M184V - K103N, Y181C - K20T, L90M -

F121Y

Incident bacterial STIs

Clemente T AIDS 2023



Sexually transmitted infections in people with 
multidrug-resistant HIV

• Bacterial sexually transmitted infections (STIs) had an incidence of 
1.3/100-person-years-of-follow-up (PYFU) in men (3.5/100-PYFU in 
MSM) whereas no STIs were diagnosed in women.

• Implementation of counseling and screening.



Saladini F, IJAA 2023NP-IT-FST-PPT-230011



DTG+DOR: A possible simplification strategy

Mazzitelli AM, Medicine, 2021



Most PLWH experienced many ART regimens (median of 6 treatment lines) and had a long history of HIV infection
(mean 22 years)

M. Polisseno, JAIDS 2023



CONCOMITANT THERAPIES
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/ Rates of virologic suppression (by Snapshot analysis) were consistent through Week 192. Beyond Week 192, results were confounded by missing data

related to inability to attend study visit(s) because of the COVID-19pandemic

/ In the randomized cohort at Week 240, of the 60% of participants who remained in the study with available efficacy data, >80% had HIV-1 RNA <40 c/mL

/ Virologic response rates were partially confounded by missing data due to the COVID-19 pandemic, and changes in OBT that were classed as treatment  

failures

120 144 168 192 216 240

Week

*The COVID-19 pandemic resulted in missing data related to inability to attend study visit(s)

†ITT-E population, N=267; ‡ITT-E population, N=92; §ITT-E participants without an HIV-1 RNA value at the  

relevant time point or those who changed OBT due to lack of efficacy up to each time point counted as failures Aberg, J, et al. IAC 2022. Poster EPB160

BRIGHTE: HIV-1 RNA <40 c/mL Through Week 240  by ITT-E 
Snapshot Analysis and Observed Analysis

P
ro

p
o

rt
io

n
 o

f 
p

a
rt

ic
ip

a
n

ts
,
%

Non-randomized cohort

Observed analysis  

ITT-E population§

Randomized cohort  

Observed analysis  

ITT-E population§

NP-IT-FST-PPT-230011



N. Margot, EACS 2023
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T. Clemente, EACS 2023 eP.CC.060

How to choose the optimized background therapy with 
fostemsavir in viremic people with multidrug-resistant HIV?

NP-IT-FST-PPT-230011



Phenotypic resistance associated with the HIV-1 envelope is not associated with resistance in 

the capsid gene. 
N. Margot, AVT 2023



We report a hemodialysis MDR HIV-infected patient switched to fostemsavir with lenacapavir plus lamivudine for 
more than a year. She maintained a suppressed viral replication and did not present any clinical or biological drug-
related side efects. The combination of lenacapavir plus fostemsavir looks promising in terms of safety and efficacy 
even in patients with end-stage renal disease awaiting renal transplant. Both drugs are frst in class ARVs so that 
there is no cross resistance with previous drugs, maintaining their efficacy against MDR HIV

F. Bigirimana, Case reports in ID , 2023



Teropavimab and Zinlirvimab Sensitivity in People 

Living With MDR HIV-1: PRESTIGIO Registry Data

V. Spagnuolo, CROI 2024 Accepted



Clin. Trial. Gov 2022

Oral weekly Islatravir plus Lenacapavir
Phase II, randomized, open-label 



An  Phase 2/3 Randomized, Open-label, Multicenter, Active-Controlled Study to Evaluate the Safety and Efficacy
of Bictegravir/Lenacapavir Versus Stable Baseline Regimen in Virologically Suppressed People With HIV-1 on Stable

Complex Treatment Regimens

Participants will switch from their stable baseline regimen to a regimen of BIC 75 mg plus LEN 25  (or 50 mg)  
Participants will receive a 2-day loading dose regimen of LEN 600 mg, in addition to the daily doses of BIC 75 mg 
plus LEN 25 mg (or 50 mg)  starting on Day 1 up to the end of randomized treatment (ERT) visit, 

Following Randomized Period, the participants will have an option to participate in an Extension Period to receive
BIC/LEN fixed dose combination (FDC) at the selected dos



During a median FU of 3.8 (IQR=2.3-5.6) years, 34/166 (20.5%) individuals had VF200.

Unadjusted Hazard 

ratio (95%CI)
P-value

DBR vs No change 2.20 (0.89-5.44) 0.08

DBR vs Other switches 1.19 (0.37-3.81) 0.76

Other switches vs No change 1.84 (0.54-6.24) 0.32

Time to and risk of VF200 in 166 people with 4DR HIV and 
undetectable viral load 

T. Clemente EACS 2023NP-IT-FST-PPT-230011



RESCUE THERAPY

Clemente T et al., Int J Antimcrob Agents 2023



RESCUE THERAPY

Clemente T et al., Int J Antimcrob Agents 2023



TAKE HOME MESSAGES

 Defining HTE population.

Acheiving undetectable viral load is essential.

U=U and STIs.

Simplification strategy is possible?
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