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Abstract
Background: Despite anemia being associated with CKD progression, adverse CV events and
premature mortality in patients with CKD, management of these patients remains suboptimal.

Objective: Post-hoc analysis of FIDELITY investigating the efficacy and safety of finerenone, a non-
steroidal MRA, versus placebo in patients categorized by baseline anemia status.

Methods: Patients with CKD and T2D, who were optimally treated with RASI, were randomized to
finerenone or placebo. A CV composite outcome (CV death, non-fatal Ml, non-fatal stroke, or
hospitalization for HF), kidney composite outcome (kidney failure, sustained eGFR decrease 257%, or
kidney-related death), hospitalization for HF, and all-cause mortality were assessed by baseline anemia
status. Treatment-emergent adverse events were also assessed.

Results: Of 13,007 patients, 4293 (33.0%) had anemia at baseline. The risk reduction on CV
composite outcome was nominally significant with finerenone versus placebo in patients with anemia
at baseline (HR 0.76;95% CI 0.65-0.88) but not in those without (HR 0.93;95% CI 0.82-1.04;
Pinteraction=0.04). Finerenone also reduced the risk of kidney composite outcome, all-cause mortality, and
hospitalization for HF versus placebo, with no heterogeneity between the treatment groups and across
anemia subgroups. Incidence of hyperkalemia was higher in patients with anemia at baseline in both
treatment arms (21.2% finerenone vs 11.5% placebo) versus those without (10.5% finerenone vs 4.6%
placebo).

Conclusions: In patients with CKD and T2D, finerenone’s effect on the CV composite outcome was
modified by anemia. Finerenone’ s effect on the kidney composite outcome, all-cause mortality, and
hospitalization for HF was similar irrespective of baseline anemia status.



Abstract word count: 249 (max 250)
Keywords: Chronic kidney disease, Cardiovascular, Anemia, Finerenone, Kidney outcomes

Abbreviations: Chronic kidney disease (CKD), estimated glomerular filtration rate (eGFR),
mineralocorticoid receptor antagonist (MRA), renin—angiotensin system inhibitor (RASI), type 2
diabetes (T2D)

Funding:
This work was funded by Bayer AG.

Ethical approval:

FIDELITY was a pooled analysis of the FIDELIO-DKD (NCT02540993) and FIGARO-DKD
(NCT02545049). Both the FIGARO-DKD and FIDELIO-DKD studies complied with the Declaration of
Helsinki and approval was obtained from the required ethical committees and regulatory authorities.
All patients provided written informed consent.

Disclosures/Conflict of Interest:
This study was first presented at ASN 2023.

AS reports consultant fees from Bayer, GSK, Zydus, Nephrology Times, and Chinook.

SDA has received research support from Abbott Vascular and Vifor Pharma, and personal fees from
Abbott Vascular, Bayer, B-R-A-H-M-S, Boehringer Ingelheim, Cardiac Dimensions, Impulse Dynamics,
Novartis, Servier, and Vifor Pharma.

GF reports lecture fees and/or that he is a committee member of trials and registries sponsored by
Amgen, Bayer, Boehringer Ingelheim, Medtronic, Novartis, Servier, and Vifor Pharma. He is a senior
consulting editor for JACC Heart Failure and has received research support from the European Union.
BP reports consultant fees for Ardelyx, AstraZeneca, Bayer, Boehringer Ingelheim, Brainstorm
Medical, Cereno Scientific, G3 Pharmaceuticals, KBP BioSciences, PhaseBio, Sanofi/Lexicon, Sarfez
Pharmaceuticals, scPharmaceuticals, SQ Innovation, Tricida, and Vifor Pharma/Relypsa. He has stock
options for Ardelyx, Brainstorm Medical, Cereno Scientific, G3 Pharmaceuticals, KBP BioSciences,
Sarfez Pharmaceuticals, scPharmaceuticals, SQ Innovation, Tricida, and Vifor Pharma/Relypsa. He
also holds a patent for site-specific delivery of eplerenone to the myocardium (US patent #9931412)
and a provisional patent for histone acetylation—-modulating agents for the treatment and prevention of
organ injury (provisional patent US 63/045,784).

PR reports personal fees from Bayer during the conduct of the study. He has received research
support and personal fees from AstraZeneca and Novo Nordisk, and personal fees from Astellas
Pharma, Boehringer Ingelheim, Eli Lilly, Gilead, Mundipharma, Sanofi, and Vifor Pharma; all fees are
given to Steno Diabetes Center Copenhagen.

LMR reports consultant fees from Bayer.

AEF, GJ, LR are full-time employees of Bayer AG.

YMKE is a full-time employee at Bayer US LLC.

GLB reports research funding, paid to the University of Chicago Medicine, from Bayer during the
conduct of the study, as well as research funding, paid to the University of Chicago Medicine, from
Novo Nordisk and Vascular Dynamics. He acted as a consultant for and received personal fees from
Alnylam, Merck, and Relypsa. He is an editor of the American Journal of Nephrology, Nephrology, and
Hypertension; section editor of UpToDate; and an associate editor of Diabetes Care and Hypertension
Research.

TK is a Bayer employee.



