-

PRESTIGIO
Registry meetING
on HIVmultidrug resistance

The PRESTIGIO Registry: where are we?

Antonella Castagna

0 0SPEDAL
OOOOOOOOO



Financial Disclosures

Gilead Sciences, ViiV Healthcare, Janssen-Cilag, MSD,
Menarini, Angelini, Pfizer



PRESTIGIO CENTERS

3 3 Active centers

AN

2 6 Centers pending approval
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34 Deaths / 198 hospitalizations/ 7 Lost at follow-up / 7 Transferred
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PRESTIGIO

4% DEMOGRAPHIC CHARACTERISTICS

Baseline :
Last available (n=205
(n=253) ‘ ’
Age (years) 50,1 (44,2 - 55,6) 59,2 (55,0 - 62,8)
Sex at birth Male 184 (72,7%) 143 (69,8%)
Female 69 (27,3%) 62 (30,2%)
HIV risk factor Hetero 67 (26,5%) 61 (29,8%)
MSM 65 (25,7%) 50 (24,4%)
IVDU 56(22,1%) 44 (21,5%)
MTCT 21 (8,3%) 17 (8,3%)
Other 12 (4,7%) 9 (4,4%)
Unknown 32 (12,6%) 24 (11,7%)
Years of HIV 21,8 (17,9 - 26,6) 31,6 (27,5 - 34.,9)
Years of ART 18,3 (14,6 — 22,2 27,3 (25,1 -30,0)
Nadir CD4+ [cells/pL] 89 (18 - 183) 99 (23 - 181)
HBYV infection 17 (6,7%) 20 (9,8%)
HCV infection 82 (32,4%) 72 (35,1%)
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4% CLINICAL EVENTS

non HIV-related

until 2022 until 2023

Non HIV-related infectious events 90 100
Neuropsychiatric diseases 47 51
Musculoskeletal diseases 29 30
HIV-related CKD 32 32
until 2022 until 2023 Cardiovascular disorders 36 41
B 26 >7 Non-AlDS-defining mafignancies 27 30
o _ _ anal carcinoma 7 8
AlIDS-defining malignancies / 8 Hodgkin's lymphoma 4 4
B events 2 = epatocellular carcinoma 2 2
69 /4 bladder cancer 2 2
lung cancer 1 1
other malignancies 11 13
Urinary tract diseases 15 17
Liver events 14 16
Diabetes 12 13
COPD 6 6

308 336
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ASCVD Risk

16,0%

This calculation is based on ASCVD Pooled
Cohort Risk Equations (Goff 2013), valid only
for age of 40 to /9 years old and person
without previous ASCVD events (n=156).

This index helps to predict the 10-year risk of
hard ASCVD events and its calculation was
possible using a systolic pressure of 135 mmHg

13 50/ for all MDRs.
,o%

Risk Score Severity

<5% Low Risk
5<7.5% Borderline Risk
27.5<20% Intermediate Risk
® Low Risk = Borderline Risk = Intermediate Risk = High Risk 220% High Risk

48,1%
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CONCOMITANT THERAPIES

last available

86

lipid-lowering agents

46

antiplatelets/anticoagulants
antihypertensives 88

antidiabetics
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VIRAL LOAD
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IMMUNOLOGICAL PROFILE

CD4+ [ces/pi CD4/CD8 (ratio]
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> Antiretroviral drugs

2021
(n=205)

2022
(n=206)

2023
(n=205)

Drugs DTG 159 (77,6%) 154 (74,8%) 153 (74,6%)
DRV/r 87 (42,4%) 74 (35,9%) 74 (36,1%)
DRV/c 55 (26,8%) 61 (29,6%) 58 (28,3%)
XTC 102 (49,8%) 108 (52,4%) 110 (53,7%)
TAF 74 (36,1%) 79 (38,3%) 83 (40,5%)
TDF 15 (7,3%) 15 (7,3%) 12 (5,9%)
DOR 27 (13,2%) 32 (15,5%) 36 (17,6%)
ETV 29 (14,1%) 24 (11,7%) 20 (9,8%)
RPV 12 (5,9%) 11 (5,3%) 10 (4,9%)
MVC 40 (19,5%) 43 (20,9%) 41 (20,0%)
FTR 11 (5,4%) 24 (11,7%) 34 (16,6%)
LEN 8 (3,9%) 8 (3,9%) 9 (5,3%)
IBA 5 (2,4%) 8 (3,9%) 5 (2,5%)
ISL 3(1,5%) 3 (1,5%) 3(1,5%)
ENF 2 (1,0%) 4 (1,9%) 2 (1,0%)
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ﬂ Current antiretroviral regimen

HIVRNA 250 copies/mL HIVRNA <50 copies/mL
(n=39) ( n=165)
12,8% 13,3%
' 30,9%
33,3% l
— 23,0%
@ =5 ARVs
@ 4 ARV
@ 3ARVs
@® 2 ARVs
25,6% 32,7%
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g NUMBER OF FULLY ACTIVE ARVs

HIVRNA 250 copies/mL

Including FTR, LEN, IBA and ISL Not including FTR, LEN, IBA and ISL

5.1% 7,7%

25,6% ’

20,5%

30,8%
41,0%
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NUMBER OF FULLY ACTIVE ARVs

HIVRNA <50 copies/mL
Including FTR, LEN, IBA and ISL Not including FTR, LEN, IBA and ISL
3,0% 1.2% 2,4%

19,4%
28,5%

21,2%
25,5%

\ 4

49,1% 49,7%
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NRTIs

HIVRNA 250 copies/mL HIVRNA <50 copies/mL

5,1% 4,8%

49,1%

56,4%

without these combinations
3TC or FTC without TAF or TDF
TAF with 3TC or FTC
TDF with 3TC or FTC

8,5%
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§ MAJOR RESISTANCE MUTATIONS

a1L @ baseline MDR 100I
210q 250 65R @ cumulative 230L 250 101E
1905 101P
219E 200 67N 200
150 190E 150 103N
215Y 69ins
100 100
190A 103S
5 50
215F 70E
188L 106A
210W 70R
181V 106M
184V 741
181l 138A
184l 74V 181C 138G

151M 115F 138Q, 138K
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\
§ MAJOR RESISTANCE MUTATIONS

32 @ baseline MDR 66A
90M 250 46l @ cumulative 263K 250 66l
885 46L
200 148R 200 92Q
84V 47A
150 150
148K 118R
82T 10 47v -
50 50
B3 48M 148H 138A
82F 48V \’\\
147G 138K
82A 50L
143R 138T
76V 50V
54V 54A 143H 140A
54T 541 143C 1405

54M



§ PLASMA AND PBMCs COLLECTED

Individuals with samples
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43¥ BNABS in PRESTIGIO
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Teropavimab ICq
© Plasma *sensitivity threshold <2,00 QO sensitive *
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S\\k ) PRESTIGIO
4 DELFINO Study A\ /&
Doravirine + Lenacapavir + Fostemsavir
In PWH enrolled in the Prestigio Reqgistry

I ﬂi; g

A BPI, INSTI (and NRTI) sparing strategy to improve QOL

(40 People with HIV-1: \
* age 218 years
Enrolled in PRESTIGIO Registry

Detectable or undetectable VL *
non-CRF_01AE strain DOR + LEN + FTR

no previous virological failure during LEN-
and/or FTR-containing regimens

K Susceptibility to DOR )

Primary endpoint HIV-RNA < 50 copies/mL at 26 weeks

* Plus F/TAF if HBCab pos, HBSab neg
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