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SOLOIST

Sotagliflozin in Patients with Diabetes and Recent
Worsening Heart Failure - The SOLOIST-WHF Trial

Deepak L. Bhatt, MD, MPH, Michael Szarek, PhD, Ph. Gabriel Steg, MD,
Christopher P. Cannon, MD, Lawrence A, Leiter, MD, Darren K. McGuire, MD, MHSc,
Julia B. Lewis, MD, Matthew C. Riddle, MD, Adriaan A. Voors, MD, PhD,
Marco Metra, MD, Lars H. Lund, MD, PhD, Michel Komajda, MD,

Jeffrey M. Testani, MD, MTR, Christopher S. Wilcox MD, Piotr Ponikowski, MD,
Renato D. Lopes, MD, PhD, Subodh Verma, MD, PhD, Pablo Lapuerta, MD,

Bertram Pitt, MD, on Behalf of the SOLOIST-WHF Investigators
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CONSORT Diagram SOLOIST
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Figure 1. Primary Efficacy End-Point Events.

Shown are the rates of primary efficacy end-point events (deaths from
cardiovascular causes and hospitalizations and urgent visits for heart fail-
ure) in the sotagliflozin group and the placebo group. Total events after
randomization are shown as estimated cumulative events per 100 pa-
tients instead of events per 100 patient-years to graphically show the time
course of event accrual during follow-up. Competing deaths from noncar-
diovascular causes occurred in 14 patients in the sotagliflozin group and
in 18 patients in the placebo group.
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$ J“ 3 Subgroup Patients Sotagliflozin Pla.cebo Hazard Ratio (95% Cl)
-9 = events per 100 patient-yr
Overall 1222 51.0 76.3 B B 0.67 (0.52-0.85)
LVEF f
<50% 966 56.9 79.9 BN 0.72 (0.56-0.94)
250% 256 30.6 64.0 . — 0.48 (0.27-0.86)
Geographic region -
North America or Latin America 346 68.3 103.0 = 0.64 (0.43-0.95)
Europe 800 441 64.7 — 0.69 (0.50-0.95)
Rest of the world 76 48.4 78.3 .- 0.60 (0.23-1.58)
Timing of first dose ‘
Before discharge 596 52.1 76.6 —a— 0.71 (0.51-0.99)
After discharge 626 50.0 76.1 —a— 0.64 (0.45-0.90)
Sex '
Female 412 419 52.0 S 0.80 (0.51-1.25)
Male 810 55.7 89.3 —— 0.62 (0.47-0.82)
Age ‘
<65 yr 364 §7.1 71.1 —= 0.79 (0.51-1.23)
=65 yr 858 48.0 78.5 — . 0.62 (0.47-0.82)
Estimated GFR
<60 ml/min/1.73 m? 854 50.1 85.8 . 0.59 (0.44-0.79)
=60 ml/minf1,73 m? 168 53.1 58.1 . 0.90 (0.58-1.37)
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Figure 2. Primary Efficacy End-Point Events in Select Prespecified Subgroups. School of Medicine
Shown are the hazard ratios with 95% confidence intervals for primary end-point events in select prespecified sub-
groups. The confidence intervals have not been adjusted for multiple testing, and inferences drawn from the inter-
vals may not be reproducible. Left ventricular ejection fraction (LVEF) was categorized according to the randomiza-
tion stratification factor. GFR denotes glomerular filtration rate.




Table 2. Primary End Point and Secondary End Points.

End Point

Primary end point: deaths from cardiovascular causes and hospitalizations
and urgent visits for heart failure — total no. of events (rate)

Secondary end points in order of hierarchical testing

Hospitalizations and urgent visits for heart failure — total no. of
events (rate) T

Deaths from cardiovascular causes — total no. of events (rate)

Deaths from cardiovascular causes, hospitalizations for heart failure,
nonfatal myocardial infarctions, and nonfatal strokes — total no.
of events (rate) T

Deaths from cardiovascular causes, hospitalizations and urgent vis-
its for heart failure, and events of heart failure during hospitaliza-
tion — total no. of events (rate){

Deaths from any cause — total no. of events (rate) {
Least-squares mean change in KCCQ-12 score to month 4

Least-squares mean change in estimated GFR — m|/min/1.73 m?

Sotagliflozin
(N =608)

245 (51.0)

194 (40.4)
51 (10.6)
247 (51.4)

263 (54.7)

65 (13.5)
17.7
-0.34

Placebo
(N=614)

355 (76.3)

297 (63.9)

58 (12.5)

330 (71.0)

375 (80.6)

76 (16.3)
13.6
-0.18

Hazard Ratio
or Difference
(95% CI)*

0.67 (0.52 to 0.85)

0.64 (0.49 to 0.83)

0.84 (0.58 to 1.22)
0.72 (0.56 to 0.92)

0.68 (0.54 to 0.86)

0.82 (0.59 to 1.14)
4.1 (1.3 t0 7.0)

-0.16 (-1.30 to 0.98)

P Value
<0.001

<0.001

0.363

* Hazard ratios (sotagliflozin vs. placebo) are shown for all end points except change in KCCQ-12 score to month 4 and change in estimated
GFR, for which differences in the least-squares mean values are shown (sotagliflozin minus placebo).

T Rate was calculated as the number of events per 100 person-years of follow-up.

1 The hierarchical analysis was stopped after the first P value indicating nonsignificance,
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