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‘The two-arm switch design
reduces any potential bias
introduced when switching

one

Switch
hypotheses

Randomised 1:1
Stratified BL TAF use
and sex at birth

30 sitesacross

1. will be non-inferior to BIC/FTC/TAF:
2. BIC/FTC/TAFwill lead to weight gain than DTG/3TC

Collaborative study between
Fundacion SEIMC-GESIDA
and ViiV

PASO DOBLE
Phase IV, multicentre,
randomised clinical
Screening

HIV-1 RNA c/mL for =24 weeks
ARTwith cobi booster, EFV or TDF-

No prior VF:or known/suspected resistance
No prior DTG or

chronic hepatitis

Primary endpoint: Participantswith plasma HIV-1 RNA c/mL (FDA Snapshot; non-inferiority margin 4%)
Key secondary endpoint: Weight change (study was powered to assess differences)

Other secondary endpoints include efficacy, safety, tolerability, immune recovery, metabolic parameters, kidney function,
blood pressure, body and bone composition, PROs, and genotypic resistance analysis in case of VF,

comprehensive comparison of the
Four sub-studies:
click info =>

DTG/3TC (n=277)

BIC/FTC/TAF (n=276)

Week 24 Week 48 Week

Liver
steatosisOmics Senescence Fat biopsies



Baseline characteristics

Ryan P, et al. Lancet HIV 2025;12:e473–84
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DTG/3TC
N=277

50 (41-57)

201 (72.6)
(23.8)

Total time on ART, years
Time with HIV RNA <50 c/mL, months. 103.4 (43.0-170.2)
Durationof previous ART regimen,

months
CD4* T-cell count,
T-cell count <350T-cell count nadir,

BMI,
Overweight/obese (BMI >25

BIC/FTC/TAF

51 (39-58)
201 (72.8)

(24.3)

11.1 (7.0-19.2)
97.7

(473-859)
(8.7)

(159-476)
24.8

(48.6)

Parameter,
or median (IQR)

Age, years
Female sex at birth

Caucasian
LatinxEthnicity*

66:2
712

293 (144-472)
25.1
143 (51.8)



Ryan P, et al. Lancet HIV 2025;12:e473–84
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Snapshot outcomes atWeek 48 (ITT-E population)
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Snapshot outcomes at Week 96 (ITT-E population) HIV-1 RNA 250 c/mL
DTG/3TC BIC/FTC/TAF
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DTG/3TC BIC/FTC/TAFN=277 N=276

Confirmed virologic failure*

Emergent resistance
through Week 96.

*Confirmed virologic failure was defined as HIV-1 RNA
followed by a second consecutive HIV-1 RNA assessment =200
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DTG/3TC BIC/FTC/TAF

|

Participants with AEs
Week 96, n (%) p-value

0.536Any AE 239 (86.3) 243 (88.0)

Grade AEs 18 (6.5) 0.35013 (4.7)

30 (10.9) 0.305SAE 23 (8.3)

(13.4) 0.025Drug-related AEs 21 (7.6)

AEs leading to
withdrawal 0.4092 (0.7) 4 (1.4)



*Adjusted by BL weight, sex,
BL TAF, age and ethnicity
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Adjusted mean change in weight from BL through Week 96

Mean adjusted* difference at Week 48:
+1.13 kg (95% Cl: 0.37, 1.89)DTG/3TC

BIC/FTC/TAF
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Proportion ofparticipants with weightgain >5% through 96weeks
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Independent Factors Associated with >5% Weight Gain
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1.92 (1.28-2.89)
BIC/FTC/TAF (vs DTG/3TC)

1.88 (1.04-3.41)
Baseline: TDF EFV (vs no)

1.78 (1.09-2.90)
Baseline: TDFwith EFV (vs no)

2.32 (0.87-6.19)
Baseline: EFVwithout TDF (vs no)

0.43 (0.20-0.91)
Healthy diet (adequate vs not)

Adjusted Odds Ratio (log scale)



Absolute Mean Changes in Metabolic Parameters at Week 96 According to Weight Gain (≤5% vs >5%)
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40
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3.33

10 p = 0.010 p = <0.001
1.15

p = 0.039
1.06

p = 0.147
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—10 -7.94
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—30
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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.
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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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.


	EACS 2025_Martinez_PASO-DOBLE 96-week_RO3.8.LB
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16

	disclaimer
	�Disclaimer


