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3.3 Safety outcomes

® The incidence of treatment-emergent AEs was higher in participants with cancer
versus those without cancer; however, within each subgroup, the incidence rates
were similar between treatment arms (Figure 2A)

— The incidence rate of AEs leading to discontinuation in participants with cancer
was 12.1% if treated with finerenone versus 5.5% if treated with placebo

— The incidence of serious AEs in participants with cancer was lower in those
treated with finerenone versus placebo ® |n participants with cancer treated with finerenone, there were

Consistent with previous reports,® participants treated with finerenone had a twofold significant sustained reductions in UACR up to month 24 compared
increased risk of treatment-emergent hyperkalemia compared with those treated with with those treated with placebo

placebo, regardless of cancer status at baseline (Figure 2B)
— The incidence of hyperkalemia leading to permanent discontinuation or serious ® The incidence rates of AEs were similar between treatment arms

3. Results

3.1 Baseline characteristics

e Of the 12,990 participants included in this analysis, 289 (2.2%) had cancer at baseline
— In participants with cancer at baseline, 243 (84.1%) had a T2D diagnosis before their cancer diagnosis
e Baseline characteristics, stratified by cancer status, are presented in Table 1

4. Conclusions

e This FIDELITY analysis is the first study to show the effects of the
nonsteroidal mineralocorticoid receptor antagonist finerenone in
patients with CKD, T2D, and cancer

1. Background

® Globally, an estimated 12—53% of people with cancer have concurrent chronic
kidney disease (CKD) at the time of diagnosis’

¢ Kidney function must be closely monitored to allow accurate dosing
of chemotherapies’
Table 1. Baseline characteristics stratified by cancer status °
With cancer (n=289) Without cancer (n=12,701)

Finerenone Placebo Finerenone Placebo
(n=148) (n=6357) (n=6344)

® People with type 2 diabetes (T2D) have a 15-25% higher risk of cancer
incidence and mortality compared with those without?

® The presence of CKD often leads to exclusion in clinical trials investigating

cancer therapies,’ limiting the data available on treatment options in patients Characteristic at baseline

(n=141)
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history, study, time, treatment*time, baseline value nested within eGFR category at
screening, baseline value*time and treatment*study interaction as covariates

Cl, confidence interval; LS, least-squares; UACR, urine albumin-to-creatinine ratio AE, adverse event; AKI, acute kidney injury




