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cardiovascular complications

INTRODUCTION

5

ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; CKD, chronic kidney disease; MRA, mineralocorticoid receptor antagonist; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes; UACR, 
urinary albumin-to-creatinine ratio. 
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5. Bhatt DL, et al. N Engl J Med. 2021;384:129–139; 6. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903.
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Finerenone and SGLT2 inhibitors1: 
Shared and distinct physiological effects

Complementary MoA1: 
➔ potential for additive beneficial effect in 

CKD + T2D and CVD

Finerenone1: 
 Oxidative stress,  inflammation, 

 fibrosis, improves endothelial function

SGLT2 inhibitor1: 
Kidney hemodynamic effect 
➔ glucosuria and natriuresis, 
 intraglomerular hypertension

RATIONALE FOR USE OF FINERENONE + SGLT2 
INHIBITOR COMBINATION

CKD, chronic kidney disease; CVD, cardiovascular disease; ENaC, epithelial sodium channel; MoA, mechanism of action; MR, mineralocorticoid receptor; Na+, sodium; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes. 
1. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. 2. Rossing P, et al. Kidney Int Rep. 2021;7:36–45. This figure is reproduced from Green JB, et al. under the terms of the Creative Commons Attribution-NonCommercial 
License (https://creativecommons.org/licenses/by-nc/4.0/).
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Post hoc analyses2: 
Beneficial effects of 

finerenone appear to be 
independent of baseline 

SGLT2 inhibitor use

CKD, chronic kidney disease; CVD, cardiovascular disease; ENaC, epithelial sodium channel; MoA, mechanism of action; MR, mineralocorticoid receptor; Na+, sodium; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes. 
1. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903; 2. Rossing P, et al. Kidney Int Rep. 2021;7:36–45. This figure is reproduced from Green JB, et al. under the terms of the Creative Commons Attribution-NonCommercial 
License (https://creativecommons.org/licenses/by-nc/4.0/). 
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Secondary analyses of FIDELITY 
(a pooled analysis of the 
FIGARO-DKD and FIDELIO-DKD 
trials) suggested a potential 
additive effect of finerenone and 
SGLT2 inhibitors on kidney and 
CV outcomes1

Using population 
pharmacokinetics and 
pharmacodynamics in a pooled 
analysis of FIGARO-DKD and 
FIDELIO-DKD (FIDELITY), there is 
evidence for a potential additive 
effect of finerenone with a SGLT2 
inhibitor on UACR-lowering and 
chronic eGFR slope2

However, no trial has yet 
evaluated the safety and efficacy 
of simultaneously initiating a 
SGLT2 inhibitor and finerenone in 
people with T2D and albuminuria

RATIONALE FOR USE OF FINERENONE + SGLT2 
INHIBITOR COMBINATION

CV, cardiovascular; DKD, diabetic kidney disease; eGFR, estimated glomerular filtration rate; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes; UACR, urinary albumin-to-creatinine ratio. 
1. Rossing P, et al. Diabetes Care. 2022;45:2991–2998; 2. Eissing T, et al. Diabetes Obes Metab. 2024;26:924–936.
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CONFIDENCE STUDY DESIGN: 
A RANDOMIZED, CONTROLLED, DOUBLE-BLIND, 

DOUBLE-DUMMY, INTERNATIONAL, 
MULTICENTER, THREE-ARMED, PARALLEL-

GROUP, PHASE 2 STUDY

15



16

Randomized participants were stratified by eGFR and UACR at screening

Screening

R

Stratification: 
UACR, mg/g
(≤850, >850)

Stratification: 
eGFR,

 mL/min/1.73 m2

(<60, ≥60) 

CONFIDENCE STUDY DESIGN

†Participants with an eGFR of 40–90 mL/min/1.73 m2 were recruited (Part A) prior to recruiting participants with an eGFR of 30–90 mL/min/1.73 m2 (Part B). The number of participants will be capped in parts A and B as follows: 
<80% with an eGFR of ≤75 mL/min/1.73 m2 and <20% with an eGFR of >75 mL/min/1.73 m2. Up/down titration based on eGFR, serum/plasma potassium or potassium, safety, and tolerability.  
ABPM, ambulatory blood pressure monitoring; eGFR, estimated glomerular filtration rate; R, randomization; UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License 
(https://creativecommons.org/licenses/by-nc/4.0/). CONFIDENCE: NCT05254002; EudraCT 2021-003037-11.
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Participants were randomized in a 1:1:1 ratio to one of three parallel groups

Screening

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

R
1:1:1

Stratification: 
UACR, mg/g
(≤850, >850)

Stratification: 
eGFR,

 mL/min/1.73 m2

(<60, ≥60) 

CONFIDENCE STUDY DESIGN

†Participants with an eGFR of 40–90 mL/min/1.73 m2 were recruited (Part A) prior to recruiting participants with an eGFR of 30–90 mL/min/1.73 m2 (Part B). The number of participants will be capped in parts A and B as follows: 
<80% with an eGFR of ≤75 mL/min/1.73 m2 and <20% with an eGFR of >75 mL/min/1.73 m2. Up/down titration based on eGFR, serum/plasma potassium or potassium, safety, and tolerability.  
ABPM, ambulatory blood pressure monitoring; eGFR, estimated glomerular filtration rate; R, randomization; UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License 
(https://creativecommons.org/licenses/by-nc/4.0/). CONFIDENCE: NCT05254002; EudraCT 2021-003037-11.
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CONFIDENCE comprised two consecutive parts. In Part A, participants with an eGFR of 40–90 mL/min/1.73 m2 were enrolled and underwent ABPM for 
24 hours after administration of their first study drug dose on Day 1. A decision to extend enrolment to participants with an eGFR as low as 

30 mL/min/1.73 m2 (Part B) was made following analysis of safety findings for the participants in Part A

Screening

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

R
1:1:1

Days
Visit 2

1
Visit 1

−14

ndardrt of treatment

Stratification: 
UACR, mg/g
(≤850, >850)

ABPM for 24 hours for first 50 participants recruited (eGFR 40–90 mL/min/1.73 m2)†

Stratification: 
eGFR,

 mL/min/1.73 m2

(<60, ≥60) 

CONFIDENCE STUDY DESIGN

†Participants with an eGFR of 40–90 mL/min/1.73 m2 were recruited (Part A) prior to recruiting participants with an eGFR of 30–90 mL/min/1.73 m2 (Part B). The number of participants will be capped in parts A and B as follows: 
<80% with an eGFR of ≤75 mL/min/1.73 m2 and <20% with an eGFR of >75 mL/min/1.73 m2. Up/down titration based on eGFR, serum/plasma potassium or potassium, safety, and tolerability.  
ABPM, ambulatory blood pressure monitoring; eGFR, estimated glomerular filtration rate; R, randomization; UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License 
(https://creativecommons.org/licenses/by-nc/4.0/). CONFIDENCE: NCT05254002; EudraCT 2021-003037-11.
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The treatment period spans from Day 1 to Day 180, with study visits on Days 1, 14, 30, 90, and 180

Screening

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

R
1:1:1

Days

Visit 5
90 (± 5)

Visit 4
30 (± 4)

Visit 3
14 (± 2)

Visit 2
1

Visit 1
−14

End of treatmentStart of treatment Treatment period

Stratification: 
UACR, mg/g
(≤850, >850)

ABPM for 24 hours for first 50 participants recruited (eGFR 40–90 mL/min/1.73 m2)†

Stratification: 
eGFR,

 mL/min/1.73 m2

(<60, ≥60) 

CONFIDENCE STUDY DESIGN

Visit 6
180 (± 5)

†Participants with an eGFR of 40–90 mL/min/1.73 m2 were recruited (Part A) prior to recruiting participants with an eGFR of 30–90 mL/min/1.73 m2 (Part B). The number of participants will be capped in parts A and B as follows: 
<80% with an eGFR of ≤75 mL/min/1.73 m2 and <20% with an eGFR of >75 mL/min/1.73 m2. Up/down titration based on eGFR, serum/plasma potassium or potassium, safety, and tolerability.  
ABPM, ambulatory blood pressure monitoring; eGFR, estimated glomerular filtration rate; R, randomization; UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License 
(https://creativecommons.org/licenses/by-nc/4.0/). CONFIDENCE: NCT05254002; EudraCT 2021-003037-11.
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A follow-up/end-of-study visit is scheduled 30 days after the last dose of study drug

Screening

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

Follow-up 
period

R
1:1:1

Days

Visit 5
90 (± 5)

Visit 4
30 (± 4)

Visit 3
14 (± 2)

Visit 2
1

Visit 1
−14

End of studyEnd of treatmentStart of treatment Treatment period

Stratification: 
UACR, mg/g
(≤850, >850)

ABPM for 24 hours for first 50 participants recruited (eGFR 40–90 mL/min/1.73 m2)†

Stratification: 
eGFR,

 mL/min/1.73 m2

(<60, ≥60) 

CONFIDENCE STUDY DESIGN

Visit 7
210 (± 5)

Visit 6
180 (± 5)

†Participants with an eGFR of 40–90 mL/min/1.73 m2 were recruited (Part A) prior to recruiting participants with an eGFR of 30–90 mL/min/1.73 m2 (Part B). The number of participants will be capped in parts A and B as follows: 
<80% with an eGFR of ≤75 mL/min/1.73 m2 and <20% with an eGFR of >75 mL/min/1.73 m2. Up/down titration based on eGFR, serum/plasma potassium or potassium, safety, and tolerability.  
ABPM, ambulatory blood pressure monitoring; eGFR, estimated glomerular filtration rate; R, randomization; UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License 
(https://creativecommons.org/licenses/by-nc/4.0/). CONFIDENCE: NCT05254002; EudraCT 2021-003037-11.
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Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo
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versusScreening

R
1:1:1

Days

Visit 7
210 (± 5)

Visit 6
180 (± 5)

Visit 5
90 (± 5)

Visit 4
30 (± 4)

Visit 3
14 (± 2)

Visit 2
1

Visit 1
−14

End of studyEnd of treatmentStart of treatment Treatment period

Stratification: 
UACR, mg/g
(≤850, >850)

ABPM for 24 hours for first 50 participants recruited (eGFR 40–90 mL/min/1.73 m2)†

Stratification: 
eGFR,

 mL/min/1.73 m2

(<60, ≥60) 

PRIMARY ENDPOINT: RELATIVE CHANGE FROM 
BASELINE IN UACR AT 180 DAYS 

ABPM, ambulatory blood pressure monitoring; eGFR, estimated glomerular filtration rate; R, randomization; UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).
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PRIMARY ENDPOINT: RELATIVE CHANGE FROM 
BASELINE IN UACR AT 180 DAYS 

or

Visit 7
210 (± 5)

Visit 6
180 (± 5)
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Secondary endpoints:
Combined treatment 

versus either drug alone

Days

210 (± 5)180 (± 5)1

SECONDARY UACR ENDPOINTS

Relative change from baseline in 
UACR category 

(>30%, >40%, >50%) at 180 days 
UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

End of treatmentStart of treatment Treatment period

or

versus versus
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SECONDARY UACR ENDPOINTS

Relative change in UACR between 
30 days after end-of-treatment 

visit and baseline
UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

Secondary endpoints:
Combined treatment 

versus either drug alone

Days

210 (± 5)180 (± 5)1

or

versus versus

Relative change from baseline in 
UACR category 

(>30%, >40%, >50%) at 180 days 

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

End of treatmentStart of treatment Treatment period End of study
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UACR, urinary albumin-to-creatinine ratio. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

SECONDARY UACR ENDPOINTS

Relative change in UACR between 
end-of-treatment visit and 30 days 

after end-of-treatment visit

Relative change in UACR between 
30 days after end-of-treatment 

visit and baseline

Secondary endpoints:
Combined treatment 

versus either drug alone

Days

210 (± 5)180 (± 5)1

or

versus versus

Relative change from baseline in 
UACR category 

(>30%, >40%, >50%) at 180 days 

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

Empagliflozin (10 mg once daily) and placebo

End of treatmentStart of treatment Treatment period End of study



Empagliflozin (10 mg once daily) and placebo
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eGFR SAFETY ENDPOINTS

Initial and 
longer-term changes 

in eGFR

30 (± 4)

Change from baseline at 30 days

Decline >30%

eGFR, estimated glomerular filtration rate. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

Days

210 (± 5)180 (± 5)1

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

End of treatmentStart of treatment Treatment period End of study



27

eGFR SAFETY ENDPOINTS

Change from baseline at 180 days

eGFR, estimated glomerular filtration rate. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

Empagliflozin (10 mg once daily) and placebo

Initial and 
longer-term changes 

in eGFR

30 (± 4)

Change from baseline at 30 days

Decline >30%

Days

210 (± 5)180 (± 5)1

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

End of treatmentStart of treatment Treatment period End of study
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eGFR, estimated glomerular filtration rate. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

eGFR SAFETY ENDPOINTS

Change from baseline at 210 days

Empagliflozin (10 mg once daily) and placebo

30 (± 4)

Days

210 (± 5)180 (± 5)1

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

End of treatmentStart of treatment Treatment period End of study

Initial and 
longer-term changes 

in eGFR

Change from baseline at 30 days

Decline >30%

Change from baseline at 180 days
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AKI, acute kidney injury; GMI, genital mycotic infection; TEAE, treatment-emergent adverse event. 
Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903. This figure is adapted from Green JB, et al. under the terms of the Creative Commons Attribution-Non-Commercial License
(https://creativecommons.org/licenses/by-nc/4.0/).

OTHER SAFETY ENDPOINTS

AKI; TEAEs (hyperkalemia, GMIs, symptomatic hypotension)

Empagliflozin (10 mg once daily) and placebo

30 (± 4)

Days

210 (± 5)180 (± 5)1

Finerenone (10 or 20 mg once daily) and empagliflozin (10 mg once daily)

Finerenone (10 or 20 mg once daily) and placebo

End of treatmentStart of treatment Treatment period End of study



COMPARISON OF CONFIDENCE INCLUSION 
CRITERIA WITH OTHER KIDNEY OUTCOME TRIALS 

OF SGLT2 INHIBITORS AND FINERENONE
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INCLUSION CRITERIA: COMPARISON WITH SGLT2 
INHIBITOR STUDIES
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Criteria CONFIDENCE1,2

CREDENCE3

(Canagliflozin)

DAPA-CKD4

(Dapagliflozin)

EMPA-KIDNEY5

(Empagliflozin)

eGFR (mL/min/1.73 m2) 
and/or UACR (mg/g)

eGFR 30 to 90 with a 
UACR ≥100 to <5000

eGFR 30 to <90 with a 
UACR >300 to 5000†

eGFR 25 to 75 with a 
UACR 200 to 5000

eGFR ≥20 to <45 (irrespective 
of level of albuminuria) or

eGFR ≥45 to <90 with a 
UACR ≥200

With/without T2D With T2D With T2D With or without T2D With or without T2D

Background therapy
Clinically maximum-tolerated 

dose of an ACEi or ARB

Stable dose of an ACEi or ARB 
for at least 4 weeks 

before randomization

Stable dose of an ACEi or ARB 
for at least 4 weeks 
before screening‡

Clinically appropriate dose of a 
single-agent RASi§

†There was a prespecified plan to include approximately 60% of patients with an eGFR of 30 to <60 mL/min/1.73 m2; ‡Participants who were documented to be unable to take ACEis or ARBs were allowed to participate; §Patients could 
be included, as specified in the protocol, if an investigator judged that a RASi was not indicated or would not be not tolerated. 
ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; CKD, chronic kidney disease; eGFR, estimated glomerular filtration rate; RASi, renin–angiotensin system inhibitor; SGLT2, sodium–glucose 
cotransporter 2; T2D, type 2 diabetes; UACR, urinary albumin-to-creatinine ratio.  
1. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903 ( supplementary appendix); 2. Clinicaltrials.gov. Available at: https://clinicaltrials.gov/study/NCT05254002 (accessed December 10, 2024); 
3. Perkovic V, et al. N Engl J Med. 2019;380:2295–2306; 4. Heerspink HJL, et al. N Engl J Med. 2020;383:1436–1446; 5. The EMPA-KIDNEY Collaborative Group. N Engl J Med. 2023;388:117–127. 

https://clinicaltrials.gov/study/NCT05254002


INCLUSION CRITERIA: COMPARISON WITH 
FINERENONE STUDIES
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ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; DKD, diabetic kidney disease; eGFR, estimated glomerular filtration rate; T2D, type 2 diabetes; UACR, urinary albumin-to-creatinine ratio.  
1. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903 ( supplementary appendix); 2. Clinicaltrials.gov. Available at: https://clinicaltrials.gov/study/NCT05254002 (accessed December 10, 2024); 3. Bakris GL, et al. N Engl J Med. 
2020; 383:2219–2229; 4. Pitt B, et al. N Engl J Med. 2021; 385:2252–2263. 

Criteria CONFIDENCE1,2 FIDELIO-DKD3 FIGARO-DKD4 

eGFR (mL/min/1.73 m2) 
and/or UACR (mg/g)

eGFR 30 to 90 with a 
UACR ≥100 to <5000

eGFR 25 to <60 with a 
UACR of 30 to <300 

or
eGFR 25 to <75 with a 

UACR 300 to 5000 

eGFR 25 to 90 with a 
UACR of 30 to <300 

or
eGFR ≥60 with a 

UACR 300 to 5000 

With/without T2D With T2D With T2D With T2D 

Background therapy
Clinically maximum-tolerated 

dose of an ACEi or ARB

Stable dose of an ACEi or ARB 
at the maximum dose on the 
manufacturer's label that did 

not cause unacceptable 
side effects

Stable dose of an ACEi or ARB 
at the maximum dose on the 
manufacturer's label that did 

not cause unacceptable 
side effects

https://clinicaltrials.gov/study/NCT05254002


PARTICIPANT DISPOSITION AND BASELINE 
DEMOGRAPHICS IN CONFIDENCE
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PARTICIPANT DISPOSITION
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Screened
 N = 1664

Baseline UACR of ≤850 mg/g
n = 520 (63.6% of randomized)

Baseline UACR of >850 mg/g
n = 281 (34.4% of randomized)

Not included in full analysis set, n = 17
• GCP violation, n = 14
• Randomization error, n = 3

Not included, n = 846
• Screen failure, n = 805

– Did not meet clinical diagnosis of CKD and other specified criteria, n = 314
– Met exclusion criteria K+ of >4.8 mmol/L, n = 289
– With T2D but did not meet HbA1c criterion of <11% at screening, n = 29

†Participants were also stratified by eGFR (< or ≥60 mL/min/1.73 m2). 
CKD, chronic kidney disease; eGFR, estimated glomerular filtration rate; GCP, Good Clinical Practice; HbA1c, glycated hemoglobin; K+, potassium; T2D, type 2 diabetes; UACR, urinary albumin-to-creatinine ratio. 

Randomized†

n = 818 (49.2%)



PARTICIPANT DISPOSITION
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Screened
 N = 1664

Baseline UACR of ≤850 mg/g
n = 520 (63.6% of randomized)

Baseline UACR of >850 mg/g
n = 281 (34.4% of randomized)

Not included in full analysis set, n = 17
• GCP violation, n = 14
• Randomization error, n = 3

Randomized 1:1:1 to:
Finerenone 10 or 20 mg + empagliflozin 10 mg

Finerenone 10 or 20 mg + placebo
Empagliflozin 10 mg + placebo

Follow-up

Randomized 1:1:1 to:
Finerenone 10 or 20 mg + empagliflozin 10 mg

Finerenone 10 or 20 mg + placebo
Empagliflozin 10 mg + placebo

Follow-up

Randomized†

n = 818 (49.2%)

Not included, n = 846
• Screen failure, n = 805

– Did not meet clinical diagnosis of CKD and other specified criteria, n = 314
– Met exclusion criteria K+ of >4.8 mmol/L, n = 289
– With T2D but did not meet HbA1c criterion of <11% at screening, n = 29

†Participants were also stratified by eGFR (< or ≥60 mL/min/1.73 m2). 
CKD, chronic kidney disease; eGFR, estimated glomerular filtration rate; GCP, Good Clinical Practice; HbA1c, glycated hemoglobin; K+, potassium; T2D, type 2 diabetes; UACR, urinary albumin-to-creatinine ratio. 



BASELINE DEMOGRAPHICS
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Characteristic

Total

(N = 801)†

Age, mean years 66.5

Female, % 25

Race, %‡

Asian 46

Asian Indian 17

White 44

Black/African American 8

Other <1

Ethnicity, %§

Hispanic or Latino 10

Not Hispanic or Latino 89

Region, %

Asia 45

North America 28

Europe 27

Characteristic

Total

(N = 801)†

Smoking history, %

Current smoker 15

BMI, mean kg/m2 29

Body weight, mean kg 82

SBP, mean mmHg 135

DBP, mean mmHg 77

Hemoglobin, mean g/dL 12.9

HbA1c, % 7.3

Serum potassium, mean mmol/L 4.5

†There were 17 randomized participants excluded from the full analysis set due to GCP violations or randomization errors; ‡Race was not reported for 5 (<1%) participants; §Ethnicity was not reported for 5 (<1%) participants.
BMI, body mass index; DBP, diastolic blood pressure; GCP, Good Clinical Practice; HbA1c, glycated hemoglobin; SBP, systolic blood pressure.



BASELINE DEMOGRAPHICS BY UACR SUBGROUP
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Characteristic

UACR subgroup

≤850 mg/g
(n = 520)

>850 mg/g
(n = 281)

Age, mean years 68 64 

Race, %

Asian 41 56

Asian Indian 14 22

White 48 37

Black/African American 10 6

Other <1 1

Region, %

Asia 40 55

North America 30 24

Europe 30 21

HbA1c, % 7.2 7.5 

HbA1c, glycated hemoglobin; UACR, urinary albumin-to-creatinine ratio. 



COMPARISON OF CONFIDENCE BASELINE 
CHARACTERISTICS WITH OTHER KIDNEY 

OUTCOME TRIALS OF SGLT2 INHIBITORS AND 
FINERENONE

38SGLT2, sodium-glucose co-transporter-2. 
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Characteristic

CONFIDENCE

(N = 801)

Age, mean years 67

Women, % 25

Current smoker, % 15

BMI, mean kg/m2 29

Body weight, mean kg 82

SBP, mean mmHg 135

DBP, mean mmHg 77

HbA1c, % 7.3

BMI, body mass index; CKD, chronic kidney disease; DBP, diastolic blood pressure; HbA1c, glycated hemoglobin; SBP, systolic blood pressure; T2D, type 2 diabetes.

BASELINE DEMOGRAPHICS AND CLINICAL CHARACTERISTICS 
IN PARTICIPANTS WITH CKD AND T2D BY STUDY
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Characteristic

CONFIDENCE

(N = 801)

CREDENCE1

(Canagliflozin)

(N = 4401)

DAPA-CKD2

(Dapagliflozin)

(N = 2906)†

EMPA-KIDNEY3

(Empagliflozin)

(N = 3039)†

Age, mean years 67 63 64 69

Women, % 25 34 33 33

Current smoker, % 15 15 - -

BMI, mean kg/m2 29 31 30 32

Body weight, mean kg 82 87 - -

SBP, mean mmHg 135 140 139 139

DBP, mean mmHg 77 78 77 76

HbA1c, % 7.3 8.3 7.8 7.2

†Data are shown for participants with T2D only.
BMI, body mass index; CKD, chronic kidney disease; DBP, diastolic blood pressure; HbA1c, glycated hemoglobin; SBP, systolic blood pressure; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes.
1. Perkovic V, et al. N Engl J Med. 2019;380:2295–2306 ( supplementary appendix); 2. Wheeler DC, et al. Nephrol Dial Transplant. 2020;35:1700–1711; 3. The EMPA-KIDNEY Collaborative Group. Nephrol Dial Transplant. 2022;37:1317–
1329.

BASELINE DEMOGRAPHICS AND CLINICAL CHARACTERISTICS: 
COMPARISON WITH SGLT2 INHIBITOR STUDIES
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BMI, body mass index; DBP, diastolic blood pressure; DKD, diabetic kidney disease; HbA1c, glycated hemoglobin; SBP, systolic blood pressure.
1. Bakris GL, et al. N Engl J Med. 2020;383:2219–2229; 2. Pitt B, et al. N Engl J Med. 2021;385:2252–2263. 

BASELINE DEMOGRAPHICS AND CLINICAL CHARACTERISTICS: 
COMPARISON WITH FINERENONE STUDIES

Characteristic

CONFIDENCE

(N = 801)

FIDELIO-DKD1

(N = 5674)

FIGARO-DKD2

(N = 7352)

Age, mean years 67 66 64

Women, % 25 30 31

Current smoker, % 15 14 18

BMI, mean kg/m2 29 31 31

Body weight, mean kg 82 87 89

SBP, mean mmHg 135 138 136

DBP, mean mmHg 77 76 77

HbA1c, % 7.3 7.7 7.7



KIDNEY DISEASE CHARACTERISTICS 
IN CONFIDENCE
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†Calculated by the CKD-EPI equation1 with a modification for Japanese participants2; ‡There were 17 randomized participants excluded from the full analysis set due to GCP violations or randomization errors; 

§UACR may have decreased for participants between the screening and randomization visits.
CKD-EPI, Chronic Kidney Disease Epidemiology Collaboration; eGFR, estimated glomerular filtration rate; GCP, Good Clinical Practice; UACR, urinary albumin-to-creatinine ratio.
1. Levey AS, et al. Am J Kidney Dis. 2020;75:84–104; 2. Horio M, et al. Am J Kidney Dis. 2010;56:32–38.

Mean eGFR†: 54 mL/min/1.73 m2

13%

22%

29%

33%

3%

Distribution of eGFR categories

>75 60 to 75 45 to <60 30 to <45 <30

N = 801‡

<1%

26%

46%

28%

Distribution of albuminuria categories

  <30   30 to 300   >300 to 1000   >1000

Median UACR§: 583 mg/g

N = 801‡



eGFR IN PARTICIPANTS WITH CKD AND T2D 
BY STUDY
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30 6040 50

DAPA-CKD3†

44

CONFIDENCE

54

CREDENCE4

56

EMPA-KIDNEY1†

36

eGFR, mean mL/min/1.73 m2

†Data are shown for participants with T2D only.
CKD, chronic kidney disease; DKD, diabetic kidney disease; eGFR, estimated glomerular filtration rate; T2D, type 2 diabetes.
1. The EMPA-KIDNEY Collaborative Group. Nephrol Dial Transplant. 2022;37:1317–1329; 2. Bakris GL, et al. N Engl J Med. 2020; 383:2219–2229; 3. Wheeler DC, et al. Nephrol Dial Transplant. 2020;35:1700–1711; 4. Perkovic V, et al. N 
Engl J Med. 2019;380:2295–2306; 5. Pitt B, et al. N Engl J Med. 2021;385:2252–2263. 

FIDELIO-DKD2

44

FIGARO-DKD5

68

70



UACR IN PARTICIPANTS WITH CKD AND T2D 
BY STUDY
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0 1200400 800

DAPA-CKD5†

1017

CONFIDENCE

583

CREDENCE4

927

EMPA-KIDNEY2†

348

†Data are shown for participants with T2D only.
CKD, chronic kidney disease; DKD, diabetic kidney disease; T2D, type 2 diabetes; UACR, urinary albumin-to-creatinine ratio.
1. Pitt B, et al. N Engl J Med. 2021;385:2252–2263; 2. The EMPA-KIDNEY Collaborative Group. Nephrol Dial Transplant. 2022;37:1317–1329; 3. Bakris GL, et al. N Engl J Med. 2020;383:2219–2229. 4. Perkovic V, et al. N Engl J Med. 
2019;380:2295–2306; 5. Wheeler DC, et al. Nephrol Dial Transplant. 2020;35:1700–1711.

UACR, median mg/g 

FIDELIO-DKD3

852
FIGARO-DKD1

308



MEDICAL HISTORY OF CV AND 
MICROVASCULAR DISEASE

45

Characteristic

Total

(N = 801)†

Medical history, %‡

Hypertension 88

ASCVD 28

Coronary artery disease 17

Myocardial infarction 5

Stroke 8

Peripheral arterial disease 7

Diabetic retinopathy 16

Atrial fibrillation 6

Heart failure 4

†There were 17 randomized participants excluded from the full analysis set due to GCP violations or randomization errors; ‡Coded using the MedDRA dictionary. 
ASCVD, atherosclerotic cardiovascular disease; CV, cardiovascular; GCP, Good Clinical Practice; MedDRA, Medical Dictionary for Regulatory Activities.



CONCOMITANT MEDICATIONS AND 
ANTIHYPERGLYCEMIC AGENTS

46

Characteristic

Total 

(N = 801)† 

Concomitant medications, %

ACEi/ARB‡ 98

Calcium channel blockers 61

Statins 39

Antiplatelet agents 40

Beta-blockers 35

Diuretics 36

Potassium-lowering agents <1

Potassium supplements <1

†There were 17 randomized participants excluded from the full analysis set due to GCP violations or randomization errors; ‡According to the protocol, all patients were required to use an ACEi or ARB at the clinically 
maximum-tolerated dose.
ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; DPP-4, dipeptidyl peptidase-4; GCP, Good Clinical Practice; GLP-1 RA, glucagon-like peptide-1 receptor agonist.

Characteristic

Total 

(N = 801)† 

Antihyperglycemic agents, %

Insulin 39

GLP-1 RAs 23

Oral hypoglycemic agents

Metformin 60

DPP-4 inhibitors 31

Sulfonylureas 24



MEDICAL HISTORY AND CONCOMITANT MEDICATIONS: 
COMPARISON WITH OTHER STUDIES

47

Characteristic

CONFIDENCE1

(N = 801)

Medical history, %

ASCVD or CVD 28†

Heart failure 4

Diabetic retinopathy 16

Concomitant medications, %

ACEis/ARBs 98

GLP-1 RAs 23

Insulin and analogues 39

DPP-4 inhibitors 31

Metformin 60

Statins 39

Antiplatelets 40

†ASCVD; ‡Data are shown for participants with T2D only.
ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; ASCVD, atherosclerotic cardiovascular disease; CKD, chronic kidney disease; CVD, cardiovascular disease; DPP-4, dipeptidyl peptidase-4; GLP-1 RA, 
glucagon-like peptide-1 receptor agonist; T2D, type 2 diabetes.
1. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903; 2. Perkovic V, et al. N Engl J Med. 2019;380:2295–2306 ( supplementary appendix); 3. Wheeler DC, et al. Nephrol Dial Transplant. 2020;35:1700–1711; 
4. The EMPA-KIDNEY Collaborative Group. Nephrol Dial Transplant. 2022;37:1317–1329 ( supplementary appendix); 5. Agarwal R, et al. Eur Heart J. 2022;43:474–484.



MEDICAL HISTORY AND CONCOMITANT MEDICATIONS: 
COMPARISON WITH OTHER STUDIES
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Characteristic

CONFIDENCE1

(N = 801)

CREDENCE2

(N = 4401)

DAPA-CKD3

(N = 2906)‡

EMPA-KIDNEY4

(N = 3039)‡

FIDELITY5 

(N = 13,026)

Medical history, %

ASCVD or CVD 28† 50 44 36 46

Heart failure 4 15 12 14 8

Diabetic retinopathy 16 43 - - 38

Concomitant medications, %

ACEis/ARBs 98 >99 98 85 >99

GLP-1 RAs 23 4 4 10 7

Insulin and analogues 39 66 55 55 59

DPP-4 inhibitors 31 17 26 26 25

Metformin 60 58 43 22 58

Statins 39 69 - - 72

Antiplatelets 40 - 53 48 56

†ASCVD; ‡Data are shown for participants with T2D only.
ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; ASCVD, atherosclerotic cardiovascular disease; CKD, chronic kidney disease; CVD, cardiovascular disease; DPP-4, dipeptidyl peptidase-4; GLP-1 RA, 
glucagon-like peptide-1 receptor agonist; T2D, type 2 diabetes.
1. Green JB, et al. Nephrol Dial Transplant. 2023;38:894–903; 2. Perkovic V, et al. N Engl J Med. 2019;380:2295–2306 ( supplementary appendix); 3. Wheeler DC, et al. Nephrol Dial Transplant. 2020;35:1700–1711; 
4. The EMPA-KIDNEY Collaborative Group. Nephrol Dial Transplant. 2022;37:1317–1329 ( supplementary appendix); 5. Agarwal R, et al. Eur Heart J. 2022;43:474–484.



CONFIDENCE STUDY: CONCLUSIONS

The high rates of morbidity 

and mortality associated 

with CKD in T2D highlight 

the unmet need for 

additional effective 

treatments for slowing CKD 

progression. People with 

both CKD and T2D are at 

high risk of adverse clinical 

outcomes because of the 

additive, detrimental effects 

of these conditions1

CKD, chronic kidney disease; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes.
1. Afkarian M, et al. J Am Soc Nephrol. 2013;24:302–308. 49
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both CKD and T2D are at 
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of these conditions1

CONFIDENCE, the first 

randomized trial to examine 

combination therapy 

comprising finerenone and 

an SGLT2 inhibitor in people 
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provide the evidence to 

determine the potential role 

of simultaneous initiation of 

finerenone and SGLT2 

inhibitors to better inform the 

care of people in 

this population  
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CONFIDENCE STUDY: CONCLUSIONS

The high rates of morbidity 

and mortality associated 

with CKD in T2D highlight 

the unmet need for 

additional effective 

treatments for slowing CKD 

progression. People with 

both CKD and T2D are at 

high risk of adverse clinical 

outcomes because of the 

additive, detrimental effects 

of these conditions1

CONFIDENCE, the first 

randomized trial to examine 

combination therapy 

comprising finerenone and 

an SGLT2 inhibitor in people 

with CKD and T2D, will 

provide the evidence to 

determine the potential role 

of simultaneous initiation of 

finerenone and SGLT2 

inhibitors to better inform the 

care of people in 

this population

Full details on the baseline 

characteristics of the 

CONFIDENCE study are 

published here:

CKD, chronic kidney disease; SGLT2, sodium–glucose cotransporter 2; T2D, type 2 diabetes.
1. Afkarian M, et al. J Am Soc Nephrol. 2013;24:302–308. 51
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