
La terapia nel paziente naïve: 
dai trials clinici alla real life

Antonio Di Biagio

20 min

SITA 23 NOVEMBRE 2023, PADOVA



Disclosure of potential conflicts of interest 2022-23

Consultancy for ViiV

Speakers’ honoraria ViiV, Gilead
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• M184V mutation was harboured more commonly in the recent PrEP use group (30% vs. 1%, P < 0.01). 
• The proportion of individuals recently exposed to PrEP among those diagnosed with HIV rose sharply, reaching 21% in the first semester of 2020. 
• Viral suppression was achieved by all patients intensified from PrEP to antiretroviral treatment (ART) who remained in care at week 24.

VIRUS



VIRUS



NAIVEVIRUS



ANTIRETROVIRALI

















Età all’arruolamento (media, ±SD) 37.7 (± 9.69)
Sesso (N, %)
M
F 51 (81%)

12 (19%)
Etnia (N, %)
Caucasico
Altro 53 (84.1%)

10 (15.9%)
Fattore di rischio (N, %)
Via sessuale
IVDU
Altro

61 (96.8%)
1 (1.6%) 
1 (1.6%)

Stadio CDC (N, %)
A 
B
C 
No data 

54 (85.7%)
6 (9.5%)
2 (3.2%)
1 (1.6%)

HIV RNA al baseline (N, %)
Undetectable 
Detectable 0 (0%) 

63 (100%)
CD4 al baseline (media, ±SD) 557 (± 289)
CD4/CD8 al baseline (media, ±SD) 0.71 (± 0.48)
Anni di TARV (mediana, IQR) -
Mesi di follow up (mediana, IQR) 18 (9 – 34)

CARATTERISTICHE DELLA POPOLAZIONE NAÏVE IN 
TRATTAMENTO CON DTG/3TC

SCOLTA-CISAI 2023

TN:63



Two randomized, double-blind, 
active-controlled studies

1,274 ART-naïve  
participants3

≥ 98% efficacy (M = E) after Week 48 at each study visit through Week 2403

0 cases of resistance to the components of B/F/TAF detected in the resistance analysis population3

Lancet 2017 Nov 4;390(10107):2063-2072. Lancet 2017 Nov 4;390(10107):2073-2082.



NAIVE

BICSTaR Observational Cohort: 3-Yr Efficacy and Safety 

• BICSTaR: prospective, multinational, observational cohort study of real-world safety 
and efficacy of BIC/FTC/TAF in treatment-naive and treatment-experienced people 
living with HIV

• Main study: baseline to 2 yr (Yr 1-2)
• Extension phase: participants in France, Germany, Canada given option to continue for 3 

additional yr (Yr 3-5)

• Current report: 3-yr safety and efficacy of 435 participants who completed 36-mo visit 
by August 12, 2022 (completed main study and 1yr of extension)

• Analysis population for main study: N = 781; n = 122 naive, n = 659 experienced
• Entered extension phase: N = 449; n = 67 naive, n = 382 experienced

Sabranski. EACS 2023. Abstr eP.A.081.



BICSTaR Observational Cohort: Virologic Efficacy at 
3 Yr in People Who Were Treatment-Naive at BL

• Median change in CD4+ cell count at 3 yr (n = 52): +232 cells/mm³ (95% CI: +118 to +442)
• No reported emergence of resistance to components of BIC/FTC/TAF in treatment-naive or 

treatment-experienced group
Sabranski. EACS 2023. Abstr eP.A.081.

HIV-1 RNA <50 c/mL at 3 Yr, % (95% CI) Treatment Naive at BL

Overall, by analysis
 Missing = excluded (n = 60)
 Discontinuation = failure (n = 76)*

97 (89-100) 
76 (65-85)

Late diagnosis (CD4+ cell count < 200 cells/mm³†) 
 Yes (n = 11)
 No (n = 46)

91 (59-100)
98 (89-100)

Late diagnosis (CD4+ cell count < 350 cells/mm³†) 
 Yes (n = 19)
 No (n = 38)

95 (74-100)
97 (85-100)

eGFR at BL ≥60 mL/min/1.73 m² (n = 52) 96 (87-100)

*Reasons for discontinuation: adverse events, n = 8; death, n = 2; investigator decision, n = 1; participant decision, n = 3.
†And/or ≥1 AIDS-defining event. 





Caratteristiche della popolazione PLWH, 475 TN, 48 TE, 427

Età media [anni]

Maschi, n (%)

Altezza [cm]

Familiarità cardiovascolare n (%)

Fumo n (%)

HbsAg positivo n (%)

HCVAb pos n (%)

HCV RNA pos n (%)

Lipodistrofia n (%)

CDC stadio C n (%)

CD4+ nadir, N/mmc

HIV-RNA zenit, copies/𝐦𝐦𝐦𝐦𝟑𝟑

Anni dalla diagnosi di HIV

Anni di terapia antiretrovirale

49.2

319 (67)

170.3 

83 (17)

236 (50)

21 (4)

122 (26)

11 (2)

64 (13)

50 (10)

257.5

445516.1

14.1 

11.3

38.1

32 (66)

169.2

10 (21)

21 (44)

0

1 (2)

0

1 (2)

6 (12)

339.9

939197.2

0

0

50.4

287 (67)

170.4

73 (17)

215 (50)

21 (5)

121 (28)

11 (2.5)

63  (15)

44 (10)

247.1

383806

15.7

12.7CMI_GE
2020-23

48 TN



Con numero di soggetti a rischio e limiti di confidenza al 95%
Product-Limit Survival Estimates

426 403 400 396 355 352 349 346 308 308 308 255 253 253 253
48 46 44 43 32 32 31 30 21 21 21 13 12 12 12
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LA TERAPIA ART

• Ragionata
• Efficace
• Non deve fallire
• ……Come negli scacchi lasciarti aperte le mosse future
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