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• Adjusted mean changes in fasting glucose, fasting insulin, HbA1c, and 

HOMA-IR were generally similar between groups (Figure 4)

• Adjusted odds of HOMA-IR ≥2 at Week 48 were similar between 

treatment groups in the overall analysis (OR, 1.02; 95% CI, 0.63-1.66) 

and by baseline TAF (2.06; 0.91-4.68) or TDF use (0.59; 0.28-1.22) 

• Higher baseline HOMA-IR (OR, 1.70; 95% CI, 1.36-2.13) and BMI (1.14; 

1.07-1.23) were associated with increased odds of HOMA-IR ≥2 at Week 48

Results
Participants 

• In the ITT-E population, 493 participants were randomized to switch to 

DTG/3TC (N=246) or continue CAR (N=247)

• Demographics, baseline characteristics, and baseline TAF or TDF use 

were similar between groups (Table 1)

• Characteristics were similar between the baseline TAF and TDF use groups
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WEEK 48 METABOLIC HEALTH AFTER SWITCH TO DTG/3TC VS CAR BY BASELINE REGIMEN (SALSA)

Background
• International treatment guidelines recommend DTG/3TC for treatment-

naive and treatment-experienced PLWH1-3

• Switching to the 2-drug regimen DTG/3TC fixed-dose combination was 

non-inferior to continuing various 3- or 4-drug current antiretroviral 

regimens (CAR) in virologically suppressed adults with HIV-1, with no 

confirmed virologic withdrawals and a good safety profile4

• Here we present Week 48 metabolic health results (post hoc) from SALSA

Weight Changes

• Overall, adjusted mean change in weight from baseline to Week 48 was 

2.1 vs 0.6 kg in the DTG/3TC vs CAR groups (treatment difference, 

1.49 kg; 95% CI, 0.70-2.28); weight change was similar between groups 

in participants with baseline TAF use and was greater in the DTG/3TC 

group for those with baseline TDF use (Figure 2)

• In the overall analysis, proportion of participants with ≥10% weight gain 

was 12% (27/230) vs 4% (9/224) in the DTG/3TC vs CAR groups, 

respectively

• Proportions of participants with ≥10% weight gain were similar in the 

baseline TAF use subgroup (DTG/3TC, 8% [6/79] vs CAR, 7% [6/86]) 

and higher with DTG/3TC vs CAR (14% [14/98] vs 3% [3/95]) in the 

baseline TDF use subgroup 

Metabolic Health Outcomes

• Changes in lipid parameters overall and analyzed by baseline TAF or 

TDF use were small and similar between the DTG/3TC and CAR groups 

(Figure 3)

• Overall, adjusted mean percent changes from baseline using loge-transformed 

data in the DTG/3TC vs CAR groups, respectively, were the following: total 

cholesterol, 0.8% vs 1.9%; HDL-C, −0.8% vs 1.4%; LDL-C, 2.8% vs 3.0%; 

triglycerides, −3.3% vs −3.4%; and total cholesterol/HDL-C ratio, 1.8% vs 0.3%

Methods
• SALSA is a phase 3 randomized trial comparing switching to DTG/3TC 

vs continuing CAR (Figure 1)

• Adjusted mean change from baseline to Week 48 for weight, fasting 

lipids, insulin resistance (measured by changes in glucose, insulin, 

HbA1c, and HOMA-IR), and liver fibrosis (measured by FIB-4) were 

compared between treatment groups using mixed-model repeated 

measures (MMRM) in the overall SALSA population and by baseline 

TAF or TDF use, with the CAR group as reference for all analyses 

• For metabolic syndrome (using the International Diabetes Federation 

definition),5 HOMA-IR ≥2, and FIB-4 ≥1.45, logistic regression model 

adjusting for relevant baseline variables was used for comparison 

between treatment groups

Table 1. Baseline Demographics and Clinical Characteristics: 

ITT-E Population
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Conclusions
• At Week 48, differences in weight change from baseline after 

switching to DTG/3TC were observed among participants switching 

from TDF-containing regimens but not among those switching from 

TAF-containing regimens

• Although weight differed by baseline NRTI use, changes in other 

metabolic health parameters were small and similar between 

treatment groups in the overall and subgroup analyses 

• Comprehensive evaluation of metabolic outcomes remains important 

for management of PLWH

• Adjusted change from baseline to Week 48 in FIB-4 was similar between 

groups in the overall analysis (treatment difference, −1.6; 95% CI, −5.7, 

2.8) and in the baseline TAF (−2.2; −8.9, 5.0) and TDF use (−3.6; −9.7, 

2.9) subgroup analyses 

• In the overall analysis, adjusted odds of FIB-4 ≥1.45 were similar 

between treatment groups (OR, 1.07; 95% CI, 0.46-2.50)

• Odds of FIB-4 ≥1.45 were lower in female vs male participants and higher with 

increased age and baseline FIB-4

• Adjusted odds of metabolic syndrome events were similar between 

groups in the overall (DTG vs CAR: OR, 1.38; 95% CI, 0.63-2.99) and 

subgroup analyses (DTG vs CAR: baseline TAF use, 1.56; 0.46-5.27; 

baseline TDF use, 1.49; 0.41-5.41; Figure 5)

• Odds of metabolic syndrome events were higher among Black/African American 

(vs White) participants and those with (vs without) baseline hypertension, 

borderline high (vs normal) triglycerides, low (vs normal) HDL-C, and baseline 

HOMA-IR ≥3 (vs <2)

One year after switching to DTG/3TC vs continuing 3-/4-drug CAR, weight gain was greater among participants 

switching from TDF-containing regimens and similar for TAF-containing regimens; in the overall population and 

baseline TDF or TAF use subgroups, other metabolic health parameters were similar between DTG/3TC and CAR

Figure 1. SALSA Phase 3 Study Design 
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aStratified by baseline third agent class (NNRTI, INSTI, or PI). b5% non-inferiority margin.

Figure 2. Adjusted Mean Change in Weight From Baseline to Week 48 

by Baseline TAF or TDF Use 
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Treatment difference (95% CI) displayed above treatment groups. aAdjusted mean is the estimated mean change from 

baseline at Week 48 in each group calculated from MMRM adjusting for treatment, visit, baseline third agent class, CD4+ 

cell count, age, sex, race, baseline value, prior TDF/EFV, subgroup, treatment-by-visit interaction, baseline value-by-visit 

interaction, treatment-by-subgroup interaction, subgroup-by-visit interaction, and subgroup-by-treatment-by-visit 

interaction, with visit as the repeated factor.

Figure 3. Percent Change From Baseline in Fasting Lipids at Week 48 

by Baseline TAF or TDF Use

Adjusted mean treatment difference (95% CI) displayed above treatment groups. aEstimated adjusted ratio (Week 48 to 
baseline) in each group calculated using MMRM applied to change from baseline in loge-transformed data adjusting for 
treatment, loge-transformed baseline value, age, sex, race, baseline third agent class, CD4+ cell count, subgroup, 
treatment-by-visit interaction, loge-transformed baseline value-by-visit interaction, treatment-by-subgroup interaction, 
subgroup-by-visit interaction, and subgroup-by-treatment-by-visit interaction, with visit as the repeated factor.

Figure 4. Treatment Difference for Week 48 Change From Baseline in 

Fasting Glucose and Insulin, HbA1c, and HOMA-IR

Overall and subgroup analyses based on estimated adjusted ratio (Week 48 to baseline) in each group calculated using 

MMRM applied to change from baseline in loge-transformed data adjusting for treatment, visit, baseline third agent class, 

CD4+ cell count, age, sex, race, BMI, presence of hypertension, loge-transformed baseline value, treatment-by-visit 

interaction, and loge-transformed baseline value-by-visit interaction, with visit as the repeated factor. HbA1c outcomes also 

adjusted for presence of diabetes mellitus. Subgroup analyses also adjusted for subgroup, treatment-by-subgroup 

interaction, subgroup-by-visit interaction, and subgroup-by-treatment-by-visit interaction.
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Figure 5. Logistic Regression Analysis of Treatment Differences and 
Baseline Variables Associated With Metabolic Syndrome Events at 
Week 48 

aOther races included American Indian or Alaska Native, Asian, and multiple races.
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Other racesa: White (98: 250)

Female: Male (165: 262)

Per 100 cells/mm3 (427)

Age
35-49: <35 (176: 84)

Baseline third agent
NNRTI: INI (214: 169)

PI: INI (44: 169)

Baseline hypertension status Yes: No (89: 338)

Baseline triglycerides

Borderline high: Normal (59: 315)

High: Normal (49: 315)

Very high: Normal (4: 315)

Baseline HDL-C
High: Normal (120: 236)

Low: Normal (71: 236)

Baseline HOMA-IR

2 to <3: <2 (104: 218)

3 to <4: <2 (37: 218)

≥4: <2 (68: 218)

Variable: Reference (n: n)

DTG/3TC: CAR (218: 209)Treatment: Overall

Reduced odds Increased odds

DTG/3TC: CAR (75: 81)Treatment: Baseline TAF use

DTG/3TC: CAR (94: 84)Treatment: Baseline TDF use

≥50: <35 (167: 84)

Characteristic 

DTG/3TC

(N=246)

CAR

(N=247)

Age, median (range), y 45 (22-74) 45 (23-83)

Female, n (%) 108 (44) 84 (34)

Race, n (%)

African American/African heritage

Asian

White

Other racesa

45 (18)

31 (13)

149 (61)

21 (9)

48 (19)

39 (16)

144 (58)

16 (6)

CD4+ cell count, median (range), cells/mm3 675 (154-2089) 668 (94-1954)

CD4+ cell count, cells/mm3, n (%)

<500

≥500

60 (24)

185 (75)

63 (26)

184 (74)

Duration of ART before Day 1, median (range), mo 63 (4-240) 71 (12-253)

ART received at screening, n (%)

TDFb

EFV 

TAF

Unboosted INSTI (BIC, DTG,c or RAL)

Boosted INSTI (EVG/c)

109 (44)

66 (27)

83 (34)

27 (11)

24 (10)

109 (44)

58 (23)

91 (37)

30 (12)

25 (10)

Weight, median (range), kg 73 (43-154) 75 (36-160)

BMI, median (range), kg/m2 25 (18-51) 26 (14-69)

Metabolic syndrome, n (%)d 20 (8) 35 (14)

Fasting insulin, geometric mean (95% CI) 1.93 (1.78-2.10) 2.12 (1.92-2.35)

Fasting glucose, median (range), mmol/L 5.2 (3.7-10.3) 5.2 (3.2-18.7)

HbA1c, median (range) 5.3 (3.7-9.0) 5.4 (3.7-12.1)

HOMA-IR, median (range) 1.84 (0.40-15.0) 2.05 (0.40-65.80)

aIncludes American Indian or Alaska Native or individuals of multiple races. bIncludes tenofovir disoproxil succinate 

(DTG/3TC, n=1; CAR, n=3). cDTG regimens, n/N (%): DTG + FTC + TAF (DTG/3TC, 1/246 [<1]; CAR, 3/247 [1]); DTG + 

3TC + TAF (DTG/3TC, 0/246 [0]; CAR, 1/247 [<1]); DTG + FTC + TAF + BIC + FTC + TDF (DTG/3TC, 1 [<1]; CAR, 0 

[0]). dParticipants who have BMI ≥30 kg/m2 and satisfy any 2 of the raised/reduced factors within the baseline visit 

window: raised triglycerides, ≥150 mg/dL or treatment; reduced HDL, <40 mg/dL (men), <50 mg/dL (women), or 

treatment; raised blood pressure, systolic ≥130 mm Hg or diastolic ≥85 mm Hg, or treatment for hypertension; raised 

fasting plasma glucose, ≥100 mg/dL or previous diagnosis of type 2 diabetes.
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