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: : E . reduces any potential bias 30 siteé Collabnrative sftudy bem}een
PASO DO BL E : - introduced when swr[chmg across Fundacion SEIMC-GESIDA
' ' ' ' S ~.Spain.  and ViV Healthcare = . |

Phase IV Open Iabel mumc_entre @ Switchi 1. DTG/3TC will be non-inferior to BIC/FTC/TAF:
__.randoml.s.e_d_cll_n_l_cal.t_rl_al.1_ 2 ... = | hypotheses | 2. BIC/FTC/TAF will lead to greater weight gain than DTG/3TC

screemng f f Rarjdomised 'j:1 _ . . _
HIV- RNA <50 cim_ for 224 weeks ' " Straiified by BL TAF use . Tdbt A U Ny @

 Current ART with =1 pill’/day, cobi booster, EFV or TDF B
Mo prior VF: or known/suspected resmtance : :
No prior DTG or BIC -

. No chronic hepatitis B B

T S S S

[ C— I — 1
BL Week 6 -Week 24 - Week 48 i Week 96

: Key secondary endpomt WE|ght change{study was pnwered to assessdlﬁerences} =

Dther secondar}r endpomts mclude eﬁlcacy, safety, tnlerablllty, immune recovery, metabolic parameters kidney functlon f :
: blond pressure body and bone compomtlon PROs, and genotyplc resistance analyms in case of VF, : -

_ allowmg for a cnmprehenswe comparlson of the reglmens

i ) i : 5 . i i Liver
| p _ Fuur 5“b St"d'es Oml_cs Q Senescence | g Fat biopsies |
CIICkarmOremfo}} SteatDSIS
| | | | | | | | 1 Ryan P, et al. Lancet HIV 2025:12:¢473-84
2. PASO DOBLE. Available at: https://clinicaltrials.gov/ct2/show/NCT04884139. Accessed October 2025
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Baseline characteristics

............................ P.ar_ameter_n.(“_/u)..._.DTGI.3TC_._..._._._._._..._.__....._.
or median (IQR) N=277 | .
. . - Age, years 50 (41-57) - 51 (39-58)
L R E.Female sexatbirth . . . 74.(26.7) ... ... ...73(264) .
| | | - 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

u‘Z:DAl+ T-ceII count, cells/mm?3

117 (7.2-19.3) 1.1 (7.0-19.2)
103.4 (43.0-170.2) 97.7 (415-163.3)

"662(435 -97.0) 628(41 1—33-7-)--5-
712 (516— 913) 684 (473-859)

________ CD4* T-cell count <350 cellsimm®  26(94) = 24(87)
CD4+ T-cell count nadlr cellsimm3 293 (144-472) 302 (159-476)

; BMI, kg/im? 25.1 (22.3-28.5) 24.8 (22.2-28.2) -
Overwelght!obese (BMI >25 kg/m?) 143 (51.8) - 134 (48.6) '

Ryan P, et al. Lancet HIV 2025;12:e473-84
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Ryan P et al. Lancet HIV 2025 12:2473-84
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(ﬂh I 1 1 1 1 1 I I I I I i maqulnl I 1
E -8 -6 4 -2 0 2 4 6 8
o
o 60 -
H HIV-1 RNA <50 c/mL
° 40 - DTG/3TC
o}
= 4.4
Ei 10 " 98
E 20 - 5—8% non-inferiority |
9.4 imlarQlln 1 I I I I I 1 I I I 1 I I I 1
0 0.4 - -8 -6 -4-2 0 2 4 6 8 10
HIV-1 RNA 250 c/mL  HIV-1 RNA <50 c/mL  No virologic data Difference in proportion of participants, %
(Primary endpoint) (95% CI)
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Conﬂrmed wrologlc fallure |
through Week 96

" orentc (@ M@ Sickronar |

R R T T T T T

Ctoughweekos  J L

*Confirmed virologic failure was defined as HIV-1 RNA =50 ¢/mL .
followed by a second consecutive HIV-1 RNA assessmen t=200c/mL .
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Participants with AEs =~ DTG/3TC | | |
T atWeek 96, n (%)  N=277 - a7E ' pvalue

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

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

______ Drug-related AEs =~ 21(76) =  37(134) = 0.025

éAEs Ieading fo
withdrawal
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S SR Adjusted mean change in weight from BL through Week 96 .~ = S S S .

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

W DTG/3TC

EMean adjusted*
difference at Week 96:

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

*Adjusted by BL weight, sex,
- _ _ _ _ _ _ _ _ _ _ BL TAF, age and ethnicity
o 1L —T—— — —— — — — — — — S I L -

0 6 ; 24 ; 48 ; 12 ; - 96
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100 4
ol S . . . . . .
80 1 AdjustedTOR(95% cn:
01 i | | i i i | | | P-°°°1 :

L X 37’35

29,9
DURPRISA .
SR e— - .
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Weeék 8 Week 24 Week 48 Week 72 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) : ———
|
| 1.88 (1.04-3.41)
Baseline: TDF without EFV (vs no) | | e e
z z ; z z z |
5 | E 5 5 | | 1.78 (1.09-2.90)
" 'Baseline: TDF with EFV (vs no) | : ———
. . . . . . I
: 2.32 (0.87-6.19)
Baseline: EFV without TDF (vs no)f e G ——
|
0.43 (0.20-0.91) |
Healthy diet (adequate vs not) —————¢——""|
N |
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
N Weight Gain =5% (n=340) Bl Weight Gain >5% (n=151)
30}

o 50 p = <0.001
v 13.62
Q
2 10 p=0.010 p=<0.001P° 0'303;';6 p =0.039 p = 0.147
v .
= 1.15  0.71 1.06 0.06
e . B &= -0.54.1.13  -0.93
© 4.68 -3.60 -3.71
-s —10¢ -7.94 p = 0.747
c
m
S —20

-30

-31.80
—40 Total CHOL __HDLCHOL ___LDLCHOL _ Triglycerides Insulin Glucose HOMA

mg/dL mg/dL mg/dL mg/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.

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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Thank you

Esteban Martinez
estebanm@clinic.cat

x.com/Esteban09090
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Disclaimer

This content was acquired following an unsolicited medical information enquiry by a healthcare professional. Always
consult the product information for your country, before prescribing a ViiV medicine. ViiV does not recommend the use of

our medicines outside the terms of their license. In some cases, the scientific Information requested and downloaded may
relate to the use of our medicine(s) outside of their license.
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