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in Type 2 Diabetes and Nephropathy
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Study design
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Method
Patients (Inclusion Criteria)
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STATISTICAL ANALYSIS
The trial was designed to be event-driven, with the
enrollment of at least 4200 patients (844 events)
“w required to provide a power of 90% to detect a
jj j—g IJ \“ E¥O) /I/ /\‘ | risk of the primary outcome that was 20% lower
J / in the canagliflozin group than in the placebo
group at an alpha level of 0.045 after adjustment
0 _F r—— for one interim analysis. A single interim analy-
20 A) — a_ 5 t }ik: sis was to be conducted by an independent data
monitoring committee after the primary out-
come had occurred in 405 patients. Prespecified
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Table 1. Demographic and Clinical Characteristics of the Patients at Baseline.*

Canagliflozin

Characteristic (N=2202)
Age —yr 62.9+9.2
Female sex— no. (%) 762 (34.6)
Race or ethnic group— no. (%)

White 1487 (67.5)

Black 112 (5.1)

Asian 425 (19.3)

Other 178 (8.1)
Current smoker — no. (%) 341 (15.5)
Hypertension — no. (%) 2131 (96.8)
Heart failure — no. (%) 329 (14.9)
Duration of diabetes —yr 15.5+8.7
Cardiovascular disease — no. (%) 1113 (50.5)
Amputation — no. (%) 119 (5.4)
Body-mass indexi: 31.4£6.2
Blood pressure — mm Hg

Systolic 139.8+15.6

Diastolic 78.2+9.4
Glycated hemoglobin — % 8.321.3
Estimated GFR — ml/min/1.73 m?{ 56.3+18.2
Median urinary albumin-to-creatinine ratio (IQR)9 923

(459-1794)

Placebo
(N=2199)

63.2£9.2
732 (33.3)

1444 (65.7)
112 (5.1)
452 (20.6)
191 (8.7)
298 (13.6)

2129 (96.8)
323 (14.7)
16.0:8.6

1107 (50.3)
115 (5.2)
31.3:6.2

140.2=15.6
78.4:9.4
8.3x1.3
56.0+£18.3

931
(473-1868)

All Patients
(N=4401)

63.0£9.2
1494 (33.9)

2931 (66.6)
224 (5.1)
877 (19.9)
369 (8.4)
639 (14.5)

4260 (96.8)
652 (14.8)
15.8+8.6

2220 (50.4)
234 (5.3)
31.316.2

140.0+15.6
78.3+£9.4
8313
56.2+18.2

927
(463-1833)
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Table 2. Efficacy and Safety.*

Hazard Ratio
Variable Canagliflozin Placebo Canagliflozin Placebo (95% Cl)
events/
no. ftotal no. 1000 patient-yr
Efficacy
Primary composite outcome 245/2202 340/2199 43.2 61.2 I 0.70 (0.59-0.82) I
Doubling of serum creatinine level 118/2202 188/2199 20.7 33.8 0.60 (0.48-0.76)
End-stage kidney disease 116/2202 165/2199 20.4 29.4 0.68 (0.54-0.86)
Estimated GFR <15 ml/min/1.73 m?’ 7812202 125/2199 13.6 22.2 0.60 (0.45-0.80)
Dialysis initiated or kidney transplantation 76/2202 100/2199 133 17.7 0.74 {0.55-1.00)
Renal death 2/2202 5/2199 0.3 0.9 MNA
Cardiovascular death 11072202 140/2199 19.0 24.4 0.78 (0.61-1.00)

RRR(F]EXT U X i/ =(61.2-43.2)/61.2 =29.4

s nAP N,
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P Value

0.00001
<0.001
0.002
MNA
MNA
MNA
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