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3.1. Efficacy outcomes

3.1.1 Outcomes by Hb1Ac and diabetes duration at baseline

e The effect of finerenone on CV and kidney composite outcomes was consistent across HbA1c quartiles (p-interaction=0.52
and 0.09, respectively) and diabetes duration quartiles (p-interaction=0.12 and 0.75, respectively) (Figure 2)

3.2 Safety outcomes

e The overall incidence of treatment-emergent adverse events was similar between the finerenone and placebo
groups across the baseline HbA1c (Table 2a) and diabetes duration quartiles (Table 2b)

— Incidence of investigator-reported, treatment-emergent hyperkalemia was higher in patients treated with finerenone
compared with placebo, with the highest incidence observed in the group with the longest diabetes duration

3. Results

e Among the 13,026 patients included in the analysis, mean baseline HbA1c was 7.7% and diabetes duration
was 15.4 years

— Patients were stratified by baseline HbA1c quartiles (Table 1) and diabetes duration quartiles
(9.1 years, >9.1 and <15.1 years, >15.1 and <20.2 years, >20.2 years)

1. Introduction

e Chronic kidney disease (CKD) is a common complication of type 2 diabetes (T2D)’

e FIDELITY is a prespecified pooled analysis of the FIDELIO-DKD and FIGARO-DKD studies forming the largest
cardiorenal outcomes program in patients with CKD and T2D to date?

e Inthe FIDELITY analysis finerenone reduced the risk of cardiovascular (CV) and kidney outcomes without affecting

Figure 2. CV and kidney outcomes by Hb1Ac and diabetes duration quartiles _ _
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3.1.2 HbA1c variability

Prespecified pooled analysis

L Serun peEEsim (el mes + &6 431405 433404 436 + 0.4 4.40 + 0.4 e |n the overall population greater HoA1c variability in the first year of treatment was associated with higher cardiorenal risks e A greater variability in HbA1c, that is, the magnitude of the increase and decrease in HbA1c levels
N=13,026 P-2Y — Each 1 unit increase in the mean absolute residual of HbA1c from baseline to year 1 was associated with a beyond ‘expected’ values over time (less-controlled disease), was associated with increased risks of
m Baseline medications, n (%) 20% increased risk of a CV event (HR=1.20; 95% CI 1.07-1.35; p=0.0016) and a 36% increased risk of a cardiorenal outcomes
. — . 0 . . : o . : . . -
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ACEI, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; CV, cardiovascular; eGFR, estimated glomerular filtration rate;
GFR, glomerular filtration rate; HbA1c, glycated hemoglobin; HFrEF, heart failure with reduced ejection fraction; [K*], potassium concentration;
NYHA, New York Heart Association; od, once daily; T2D, type 2 diabetes; UACR, urine albumin-to-creatinine ratio

BMI, body mass index; CV, cardiovascular; DPP-4; dipeptidyl peptidase-4; eGFR, estimated glomerular filtration rate; GLP-1RA; glucagon-like peptide-1
receptor agonist; HbA1c, glycated hemoglobin; IQR, interquartile range; RAS, renin—angiotensin system; SD, standard deviation; SGLT-2, sodium-glucose
co-transporter-2; UACR, urine albumin-to-creatinine ratio

== Fitted curve for placebo = Pointwise 95% CI for placebo == Fitted curve for finerenone = Pointwise 95% CI for finerenone
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