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Introduction

= Finerenone, 2 selective, nonsteroidal, mineralocorticoid receptor antagonist (MRA), has been
recenthy approved for the treatrment of chronic kidney disease (CKD) associated with type 2
diabetes (T20]) in the United States (U3), European Union, and several othier couniries including
China, India, and Japan™=
— The approvals were based on demonstrated efficacy in either the FIDELIO-DED (WCTO25402803)
study alone, or in both the FIDELIC-DED and FIGARC-DHD (NCTO2545048) studies whers
finerenone reduced the risk of adverse cardiovascular and kidney oulcomes compared with
placebo in patients treated with maximum tolerated renin—angictensin system inhibition*—=
= Finerenone is now included as a recommended treatment for CKD associated with T2D in the most
recent guidance from the Amencan Diabetes Association (ADA), the American Association of

Study participants and data collection
» Eligible individuals will be:

1 2

i GO

Diagnosed with CKD
=W yean o agr assaciated with T20

El

Inifiating treatment with
finerenone in accordance
wilh the local label

Figure 2. Countries participating in the FINE-REAL study

2amples from
approximately 200 patseni=
will e takan for ihe blobank

and Metabolizm Insliole Cleveland Clinic,

Clinical Endocrinologists. and in the ADA-Kidney Disease: Improving Global Cutcomes consensus & A summary of daia to be capiured at all wisits is shown in Table 1 Canads Sapdl Arabls
report on diabetes management in CKD™2 = Patienis will be followed up until 30 days after permanent discontinuation of finerenona gg:h :?;E;.nge
— Pabents enroied in rapdomized clinical triats may differ from those encountered in routine Tanmark Spah
clinical practice Table 1. Data collection at baseline, follow-up visits, and end of study France Swizariand
®» Long-term efficacy and safety dats from patients treated in clinical care are needed to inform T Fﬂl""#ﬂ,““ﬁh G“:;nan‘_n' L:ﬁn
clinicians and public health organizations on the most sppropriate treatment pathway for patients Inciuding tns final viait
and the management of adversa events Datsltyps of visiE % x
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= FINE-REAL will be conducted in approsdmately 20 countries with a planned enrollment of
approximately 4000 participants (Figure 2)

» Patients intialed on finerenone (10 or 20 mg} in accordance with the counbryiregion-specific
marketing authorization as part of their standard of care will be enrolled
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Analysis

s Stalistical analyses will be of an explorative and descriptive nature as the FINE-REAL study is not
intended to test a pre-specified statistical hypothesis

# The primary obiective will be analyzed using descnptive statistics

& Freguency tables for hyperkalemia-related evenis will be provided and cumulative incidences will be
provided in the form of Azlen-Johansen estimates and curves

& For the digbetic refinopathy-related endpoints, frequency tables describing the severity will be
presented

s Al analyses will be performed for the owverall population and separately for each participating country
patient numbers are sufficient and if required for local reasons. Where possible, data will be stratified
by subgroups (e.g.. age. sex, and other baseline charactenstics)

Conclusions

s FINE-REAL will provide meaningful percepbons and insights into CHD associated with T2D treated
with finerenone

s FINE-REAL will capture AEs, partculary hyperkalemia, and identify how these are managed in
routine clinical care

s Mew onset and progression of microvascular complications, specifically diabetic retinopathy, isa
prespecified endpoint due to the paucity of pharmacological treatments availabie for this
complication

& The establishrment of a bickank will support future analyses o better characierize the mechanisms
of disease and mechanism of action of finerenone

s The FINE-REAL study will help to inform decision-making with respect to inftiafion of inerenone in
patients with CHD and T2D

s FINE-REAL will provide insights into the dynamics of new therapy adopiion across different
geographies and health systems, 3 useful insight for intemational guidance and implementation
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