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Strong Epidemiological Overlap of 
Cardiovascular, Metabolic, and Kidney Disorders

(9.5 m illion)
(18.5 m illion)

(16.9 m illion)

(8.1 m illion)

(4.1 m illion)

(4.1 m illion)

(3.8 m illion)

US NHANES Survey Cycles 1999-2020

Ostrominski J…Vaduganathan M. JAMA Cardiology 2023

US NHANES Survey Cycles 2011-2020

Aggarwal R…Vaduganathan M. JAMA 2024



Increasing CKM Overlap in Trials of HFmrEF or 
HFpEF Over Time
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Could the Non-Steroidal MRA, Finerenone, Modify 
Risk across the CKM Spectrum?

• Finerenone is a non-steroidal 

MRA that has been studied in 

RCTs of patients with T2D and 

CKD and separately in 

patients with HF (with and 

without T2D)

• However, none of these trials 

were individually powered to 

evaluate treatment effects on 

cardiovascular mortality



Design of the FINEARTS-HF Trial
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Potassium > 5.0 mmol/L; eGFR <25 mL/min/1.73 m²

MRA use 30d prior to randomization

MI or PCI 30d prior to randomization

Cardiogenic shock

History of dilated, peripartum, chemotherapy induced, 

or infiltrative cardiomyopathy (e.g., amyloidosis)

Alternative causes of signs or symptomsK
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Symptomatic HF (NYHA class II-V) with LVEF ≥ 40%

LVEF ≥ 60% capped at 20%

Hospitalized, Recently Hospitalized, or Ambulatory

Elevated Natriuretic Peptide Levels (300/900 AF)

Structural Heart Disease (LA Enlargement or LVH)

Diuretics in the 30d prior to randomizationK
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Visits: Month 1, then 3-monthly for first 12 months, 4-monthly visits thereafter with telephone contact in between 

1:1

Randomization 

Finerenone 10, 20 and 40 mg based on eGFR: ≤60 max dose 20 mg, >60, max. 40 mg 

Matching Placebo

N = 6,001 randomized*

Primary Endpoint

CV death and total HF events 

(hospitalizations/urgent visits)

Secondary Endpoints

Total HF events

NYHA class at 12 months

KCCQ-TSS at 6,9, &12 months

Renal composite endpoint

All-cause mortality
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FINEARTS-HF was designed to evaluate the efficacy and safety of finerenone in patients with HF and 

LVEF ≥40%, with or without diabetes, and across a broad range of renal function

Vaduganathan M…Solomon SD. EJHF 2024 (in press); Solomon SD…McMurray JJV. EJHF,  2024*validly randomized patients



Design of the FIDELIO-DKD Trial

13,911 patients 

enrolled

2.6 years’ median 

follow-up

Post-treatment 

follow-up

Post-treatment 

follow-up

Placebo (initial dose 10 or 20 mg od)

Finerenone (initial dose 10 or 20 mg od)

RScreeningRun-in1,2

5734 patients 

randomised

4–16 weeks
Optimisation of ACEi/ARB therapy

Primary endpoint

Time to kidney failure, sustained 

≥40% decrease in eGFR from 

baseline, or renal death

1. Kidney composite 

Time to CV death, non-fatal MI, 

non-fatal stroke or 

hospitalisation for HF

2. CV composite 

3. Death from any cause

5. Change in UACR

6. Second kidney composite

4. Hospitalization for any cause
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• T2D

• CKD

• Optimized RASi for ≥4 weeks

• Serum [K+] ≤4.8 mmol/l

Key eligibility criteria

• HFrEF with NYHA 

Class II–IV

• Uncontrolled arterial 

hypertension
Bakris G, et al. N Engl J Med 2020

Secondary endpoints



Design of the FIGARO-DKD Trial

19,381 patients 

enrolled

3.4 years’ median 

follow-up

Post-treatment 

follow-up

Post-treatment 

follow-up

Placebo (initial dose 10 or 20 mg od)

Finerenone (initial dose 10 or 20 mg od)

RScreeningRun-in1,2

7,437 patients 

randomised

4–16 weeks
Optimisation of ACEi/ARB therapy

Primary endpoint

Time to CV death, non-fatal MI, non-

fatal stroke or hospitalisation for HF

1. CV composite 

Time to kidney failure, sustained 

≥40% decrease in eGFR from 

baseline, or renal death

2. kidney composite 

3. Hospitalization for any cause

5. Change in UACR

6. Second kidney composite

4. Death from any cause 
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• T2D

• CKD

• Optimized RASi for ≥4 weeks

• Serum [K+] ≤4.8 mmol/l

Key eligibility criteria

• HFrEF with NYHA 

Class II–IV

• Uncontrolled arterial 

hypertension
Pitt B, et al. N Engl J Med 2021

Secondary endpoints



KDIGO Kidney Risk Distribution in FINEARTS-HF
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KDIGO Kidney Risk Distribution in FIDELIO-DKD and FIGARO-DKD
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G1 ≥90

G2 60–89

G3a 45–59

G3b 30–44

G4 15–29

G5 <15

FIGARO-DKD3

N=7437

Overlapping 

population
FIGARO-DKDFIDELIO-DKD

FIDELIO-DKD2

N=5734 

FIDELITY

FIDELITY4

N=13,171

1. Kidney Disease: Improving Global Outcomes (KDIGO). Kidney Int 2020;98:S1–S115; 2. Bakris G, et al. NEJM 2020; 3. Pitt B, et al. N Engl J Med 

2021; 4. Agarwal R, et al. Eur Heart J 2021



Design of FINE-HEART Umbrella Program

(n=19,027 Participants)

FINE-HEART will have increased precision to robustly assess the 

efficacy and safety of the non-steroidal MRA finerenone on CV death 

and other cardio-kidney outcomes, and will be enriched for participants 

with a high burden of CKM multimorbidity.



Baseline Characteristics of FINE-HEART Integrated Population 

(n=19,027)



Cardio-Kidney-Metabolic Overlap in FINE-HEART 
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48 countries, 19,381 patients enrolled, 7437 patients randomised

The FIGARO-DKD team would also like to thank all participating 

investigators, the centres, the patients and their families
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