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PASO D O BL E ; |ntroduced when 5w|tch|ng across FUdeﬂﬂiﬁ" SEIMC-GESIDA
' ' ' ' SN | - Spain.__ and ViV Healthcare - |

Phase IV Open Iabe' multlc_entre @ : Switch: 1. DTG/3TC will be non-inferior to BIC/FTC/TAF:
_,randoml,s_e_d_cll_n_l,cal__t_rl_alia?___;_,___,_,_;_ = | hypotheses | 2. BIC/FTCITAF will lead to greaterweught gam than DTG/3TC |

Screemng : : : : RandomlsAggj 1
. HIV-1RNA <60 c/m for 224 weeks : . Stratified by BL TAF use |
/" Current ART with =1 pill/day, cobi booster, EF"'.ar or TDF and sex at birth i
! No prior VF:.or knownfsuspected resmtance : : :
/  No prior DTG or BIC _ : : . . :
L L s o B,_' WEL” wﬂ'ku wﬂ'kw e ik |

Prlmary endpumt Partlcman’rs with plasma HIV—1 RNA =-50 c/mL (FDA Snapshcﬂ non- mferlorlty margln 4%)
: Key secondaryendpomt WE|ght change (study was powered to assessdlﬁerenc:es} R T

Dther secondary endpomts mc!ude eﬁlcacy, safety, tnlerablllty, immune recovery, metabolic parameters kidney functlon f :
: b!ood pressure body and bone composrtmn PROs, and genotyplc resistance analyms in case of VE, . ;

_ allowmg for a cnmprehenswe comparlson of the regimens

§ ; § .5 5 A | i § Livér
; ) | Four 5““ St“d'es Oml_cs Q Senescence ; g Fat biopsies |
l_f_____“_“:_cllckformoremfos} SteatDSIS
| | | | | | | | BT Ryan P, et al. Lancet HIV 2025:12:e473-84
2. PASO DOBLE. Available at: https://clinicaltrials.gov/ct2/show/NCT04884139. Accessed October 2025
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Baseline characteristics

ST SRR Parameter,n (%) ~DTG/3TC BIC/FTC/TAF
or median (IQR) 'N=277 N=276
_ . - Age, years 50 (41-57) 51 (39-58)
DT R ]Female sexatbirth .. 74(26.7) . . . . .73(264) .
' ' j - Caucasian 201 (72.6) 201 (72.8)
Ethnicity*f Latinx 66 (23.8) 67 (24.3)
_________________________________________ Black = 4(14) = 5(18)

| Total time on ART, years

Tlme W|th HIV RNA <50 cImL months
| months

CD4+ T-ceII count, cells/mm?3

........ CDA4"* T-cell count <350 cells/mm?
CD4+ T-cell count nadlr cells/mm?3

' - BMI, kg/m?

Overwelghtlobese (BMI >25 kg/m?)

11.7 (7.2-19.3)
103. 4 (43.0-170.2)

1.1 (7.0-19.2)
977(41 5-163.3) -

 66.2(435-97.0)  62.8(41.1-88.7)
712 (516-918) 684 (473-859)

....... 26(094) - 24@87)
203 (144-472) 302 (159-476)
25.1 (22.3-28.5) 24.8(22.2-282)

143 (51.8) 134 (48.6)

Ryan P, et al. Lancet HIV 2025;12:e473-84
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Snapshot outcomes at Week 48 (ITT-E population) HIV-1 RNA 250 clmL
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 Proportion of participants, %

: : .margln - i : : |
) &-s 4. -2..0.2. 4.6 8.

Hw-1 RNA 250 c!mL HIV 1 RNA {50 c/mL 5 No virologic data 5 Difference in proportion of partmlpants %
-~ (Primary endpomt) : . f | f | : | (95% CI) :
| | | | | | | ~ Ryan P, etal. Lancet HIV 2025;12:e473-84
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Conflrmed wrologlc fallure |
through Week 96

DTGI3TC @ W2 y

R R T T T PR T T e T

~ through Week 96 @ | | \ ¥ § | | |
*(:Jonﬁrmed virolgogic failurewa;sdeﬁned asi—lfl\."-'l RNAESdcme : i
fo![owed byase:cond c.onset:u.tive HIV-1 RNA ssssssss t ?200 c/mL
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Participants with AEs =~ DTG/3TC  BIC/FTC/TAF :
" atWeek®,n(%)  N=277  N-276  pvalue

AnyAE - 239(86.3) =  243(88.0) -  0.536

Grade 3-4AEs -  13(4.7) 18(6.5) 0.350

......... SAE23(83)30(109)0305

______ Drug-related AEs = 21(76) ~  37(134) = 0025

EAEs Ieading fo
withdrawal
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Adjusted mean change in weight from BL through Week 96 =~ i e e o v e E

W DTG/3TC

Meatj adjusted* diﬁeren¢e at Week 48:
+1.153 kg (95% CI: 0.37, 1.89)

-
— =

éMean adjusted*
difference at Week 96:

+1.52 kg |
(95% Cl:0.74, 2.29)

*Adjusted by BL weight, sex,
BL TAF, age and ethnicity
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- _Prop_ortion_ Ofparticipa_nts ;wi_t_h_wei_ght_g_ain_ >5% _th_roughg 96 w_eeks S

100 -
0] —

80 1 @ e~ | | | | | ~ Adjustedt OR (95% CI):

o1 T p=oot

Cawe

Proportion of participants with

>5% weight gain %
o .
o

o+ wemm TOW |

 Week6 = Week24 - | g | ;  Week 96
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Independent Factors Associated with >5% Weight Gain

|
|
| 1.92 (1.28-2.89)
BIC/FTC/TAF (vs DTG/3TC)} b ——
|
| 1.88 (1.04-3.41)
Baseline: TDF without EFV (vs no)} e ——
: : E : : E |
| | ; | | | | 1.78 (1.09-2.90)
o Basegl'i'n‘e':' ‘T;D'F‘ 'Wit”h' E FV (vs hb) ) : ———
. . . ) . . |
: 2.32 (0.87-6.19)
Baseline: EFV without TDF (vs no)} -_—
|
0.43 (0.20-0.91) I
Healthy diet (adequate vs not) —————¢——"|
O O |
100

Adjusted Odds Ratio (log scale)
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Absolute Mean Changes in Metabolic Parameters at Week 96 According to Weight Gain (<5% vs >5%)

407
. Weight Gain =5% (n=340) HElE Weight Gain >5% (n=151)
30}

o 0| p = <0.001
o 13.62
Q
g 10} p =0.010 p = <0.001 p= 0;03236 p=0.039 p = 0.147
& 1.15  0.71 : 1.06 0.06
o 0 — —— - E=— SRS —
= . I N = -0.54.1.13 -0.93
© 4.68 -3-60 3,71
= ~10} 7.94 p=0.747
c
m
S —20

-30

-31.80
=0 Total CHOL __HDLCHOL ___LDLCHOL _ Triglycerides Insulin Glucose HOMA

mg/dL mg/dL mg/dL mag/dL mU/L mg/dL
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CONCLUSIONS

< Efficacy: Non-inferiority of DTG/3TC vs BIC/FTC/TAF maintained.
$°CVF/Resistance: Few CVF cases (DTG/3TC 0; BIC/FTC/TAF 3), no RAMs.
N Safety: Good safety profile with both; more DRAEs with BIC/FTC/TAF.
&> Tolerability: Low discontinuation rates with both regimens.

§6 Weight: Greater weight gain with BIC/FTC/TAF; a >5% increase was

independently associated with this regimen and with a worse metabolic profile.

When used as a switch regimen, DTG/3TC maintained virological efficacy
and offered a better metabolic profile compared with BIC/FTC/TAF
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HU CLifnic HU In;fanta Leonof HUCEVailadolid :
'HU Germans TriasiiPujol - HUAkorcon - - 17.Zaragoza - -
HU Bellvitge 10. Malaga HU Lozano Blesa
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