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Finerenone in Heart Failure with Mildly Reduced or Preserved Ejection Fraction
[This article was published on September 1,2024, at NEJM.org.]
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Figure 1. Primary O and Its C t

Panel A shows the cumulative-incidence plot for the composite of total worsening heart failure events and death from cardiovascular
causes (the primary outcome). Panel B shows the cumulative-incidence plot for total worsening heart failure events. Panel C shows

the Kaplan—Meier plot for death from cardiovascular causes. The inset shows the same data on an enlarged y axis. Panel D shows the
Kaplan—Meier plot for the composite of the first worsening heart failure event or death from cardiovascular causes.




Subgroup Finerenona  Placebo
no. of events

Age

=73yr 468 623

>T3yr (98] 660
Sex

Male 832 691

Female 451 582
Race

Asian 211 218

Black ] 22

COither 34 57

White 209 986
Geaographic region

Asia 211 218

Eastern Europe 312 389

Latin America 106 163

Marth America 122 118

Western Eurape, Oceania, 3n 305

or other

WYHA functional class

1l 546 741

Hhor v 437 542
Left ventricular ejection fraction

<60% 877 1061

=600 206 222
NT-proBMP level at baseline

=1041 pgfml 266 342

>1041 pgfml 782 018
Time since heart failure event at

randomization

=7 days 270 72

=7 days to 3 mo A04 407

=3 mo or no index avent 400 419
ACEl ARB, or ARM| use at baseline

Mo 288 33z

Yes 795 951
SGLTZ inhibi i

Mo 907 1049

Yes 176 234
Atrial fibrillation at baseline

Yes 521 621

Mo 562 662
oi I basel

Yes 524 638

Mo 559 645
Body-mass index

<30 586 648

=30 486 632
eGFR at baseline

<60 rnljminjl.?l m? 77 796

=60 ml/min/1.73 m? 356 487
Serum potassium level at baseline

=<4.5 mmol/liter 714 B75

=4.5 mmol/liter 360 408
Systolic blood prassure at basaline

=130 mm Hg G608 740

=130 mm Hg 475 543

=30 mgjg 429 518

230 mgjg 801 705
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0.76 (0.63-0.97)
0.92 (0.77-1.09)

0.83 (0.74-1.04)
0.78 (0.65-0.95)

0.96 (0.72-1.29)
0.98 (0.37-2.62)
0.60 (0.26-1.42)
0.82 (0.71-0.95)

0.95 (0.71-1.27)
0.83 (0.67-1.03)
0.65 (0.43-0.08)
0.08 [0.67-1.45)
0.82 (0.64-1.06)

0.86 (0.73-1.02)
0.79 (0.65-0.96)

0.82 (0.71-0.34)
0.94 (0.70-1.26)

0.78 (0.62-0.99)
0.83 (0.71-0.96)

0.74 (0.57-0.95)
0.79 (0.64-0.97)
0.99 (0.51-1.21)

0.85 (0.66-1.11)
0.83 (0.72-0.96)

0.85 (0.74-0.08)
0.83 (0.60-1.16)

0.80 (0.66-0.97)
0.85 (0.72-1.01)

0.83 (0.69-1.00)
0.5 (0.71-1.01)

0.82 (0.74-1.05)
0.79 (0.66-0.95)

0.91 (0.75-1.07)
0.72 (0.59-0.58)

0.81 (0.69-0.05)
0.91 (0.74-1.11)

0.5 (0.72-1.01)
0.84 (0.60-1.02)

0.1 [0.67-0.97)
0.23 (0.74-1.05)




Table 3. Safety Outcomes.*

Finerenone Placebo
Event (N=2993) (N=2993)

no. of patients/total no. (%)

Any serious adverse event 1157/2993 (38.7) 1213/2993 (40.5)
Serum creatinine level 3.0 mg/d| 57/2897 (2.0) 34/2888 (1.2)
Serum potassium level

=5.5 mmol/liter 413/2898 (14.3 199/2889 (6.9)

>6.0 mmol/liter 86/2898 (3.0) 41/2889 (1.4)

<3.5 mmol/liter 127/2898 (4.4) 281/2889 (9.7)
Investigator-reported hyperkalemia 289/2993 (9.7) 125/2993 (4.2)
Hyperkalemia that led to hospitalization 16/2993 (0.5 6/2993 (0.2
Hyperkalemia that led to death 0/2993 0/2993
Systolic blood pressure <100 mm Hg 538/2911 (18.5 361/2904 (12.4)

* Events that occurred in patients who had received at least one dose of finerenone or placebo and occurred during treat-
ment or up to 3 days after permanent discontinuation of finerenone or placebo are reported. All safety events that oc-
curred at any time during the trial period are shown in Table 52. All safety analyses were restricted to the 5986 patients
who had received at least one dose of finerenone or placebo. The data reported on creatinine, potassium, and systolic
blood pressure levels were further restricted to patients with at least one assessment (5785, 5787, and 5815 patients,
respectively).

(BA ) 7 AMEICBL TR 0 14.3% DFEEBHE T,

HICIEICDEELRO2 LS DETT)

Table S3.1: Number of subjects with a treatment-emergent* SAE (>=0.5% in Finerenone group), by preferred

term
Finerenone Placebo
n=2993 n=2993
Pneumonia 87 (2.9%) 110 (3.7 %)
Atrial fibrillation 77 (2.6%) 74 (25%)
COVID-19 69 (2.3%) 71 (2.4%)
Acute kidney injury 54 (1.8%) 28 (0.9 %)
Death 29 (1.0%) 52 (1.7 %)
Angina unstable 38 (1.3%) 36 (1.2%)
Anaemia 34 (1.1%) 31 (1.0%)
COVID-19 pneumania 28 (0.9%) 30 (1.0%)
Urinary tract infection 29 (1.0%) 26 (0.9 %)
Syncope 25 (0.8%) 22 (0.7 %)
Chest pain 23 (0.8%) 22 (0.7 %)
Chronic obstructive pulmonary disease 18 (0.6 %) 27 (0.9%)
Angina pectoris 17 (0.6 %) 26 (0.9 %)
Cellulitis 17 (0.6 %) 24 (0.8%)
Sepsis 25 (0.8%) 16 (0.5 %)
Coronary artery disease 20 (0.7 %) 17 (0.6 %)
Cardiac failure 18 (0.6 %) 18 (0.6%)
Sudden death 16 (0.5 %) 17 (0.6 %)
Femur fracture 15 (0.5%) 17 (0.6%)
Fall 15 (0.5%) 14 (0.5 %)
Gastrointestinal haemorrhage 17 (0.6%) 8 (0.3%)
Hyperkalaemia 19 (0.6 %) 6 (0.2%)

* Treatment emergent SAE is defined as any event occurring after a patient has received one dose of study
drug and within 3 days of permanent discontinuation
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