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1. Background 2.1. Statistical analysis 3.2. Primary outcomes Table 2. Overall treatment-emergent AEs
e Efficacy analyses were performed In the full analysis set (all randomized patients without critical e The beneficial effect of finerenone observed for the 240% eGFR kidney composite outcome versus : :
e Chronic kidney disease (CKD) is a common complication of type 2 diabetes (T2D)’ Good Clinical Practice violations) placebo was not modified In the Asian subgroup Asian reglo ROW |
. . . . . S . . . . . - _ - - - - . _— Finerenone Placebo Finerenone Placebo
e Data suggest that Asian patients with T2D have a higher prevalence of CKD than non-Asian patients? e Safety analyses were performed in the safety analysis set (all randomized patients without critical Although a numerical difference can be seen in the HRs, the difference was not statistically significant Characteristic (N=665) (n=660) (n=2162) (n=2171)
and tend to experience more rapid deterioration in their kidney function than White patients?* Good Clinical Practice violations who took at least one dose of study drug) (Asia: HR=0.70; 95% CI 0.56-0.87; ROW: HR=0.88; 95% CI1 0.77-1.02; Piteracion=0.09) (Figure 2) e 621 (93.4) S1s (9 ) 1847 (85.4) faga 85 8)
| _ _ _ _ - ny : : : ;
e In the phase Ill FIDELIO-DKD trial (FInerenone in reducing kiDnEy faiLure and dlsease prOgression in e TIme-to-event treatment outcomes (kidney and CV composite endpoints) were analyzed using a stratified
Diabetic Kidney Disease; NCT02540993), finerenone significantly improved cardiorenal outcomes in cox proportional hazards model; results are expressed as hazard ratios (HRs) with corresponding 3.3. Secondary outcomes EEIadt'Ed ’E[O Z".Udy TUQ o 122 (255.0) 122 (;81.9) 418604(272.62) 312248(15459)
patients with CKD and T2D° confidence Intervals (Cls) and a p-value for interaction e The beneficial effect of finerenone on the 257% eGFR kidney composite outcome versus placebo was cading fo dIscontiiiation o1 stdy a9 0. L {60 B
e This post hoc analysis of FIDELIO-DKD data was conducted to explore the cardiorenal effects of e Events were reported from randomization up to the end-of-study visit. Patients without an event not modified in the Asian subgroup Acute kidney Injury 14 (2.1) 18 (2.7) 115 (5.9) 118 (5.4)
finerenone in patients from Asian regions were censored at the date of their last contact, with complete information on all components of their - Although a numerical difference was observed in the HRs, the difference was not statistically significant Any SAE 233 (32.0) 259 (39.2) 669 (30.9) 712 (32.8)
respective outcomes . - . Q50 _ . : - . QR0 ] < | : AE with outcome of death 6 (0.9) 1 (1.7) 20 (1.2) 40 (1.8)
P (Asia: HR=0.73; 95% CI1 0.55-0.97; ROW: HR=0.78; 95% CI| 0.64-0.95; pirteracion=0.71) (Figure 2)
2 Stu dy deSign and methods e Additionally, the beneficial effect of finerenone on the cardiovascular composite outcome versus placebo AE, adverse event; ROW, rest of the world, SAE, serious adverse event
3. ReSUItS was not modified in the Asian subgroup
o The FIDELIO-DKD trial randomized 5734 patients from 48 countries. Adult patients with T2D, with either 31 B i h torigdi ~ A numerical difference was observed in the HRs, however, this difference was not statistically significant Figure 3. Safety outcomes
urine albumin-to-creatinine ratio (UACR) 230—-<300 mg/g, an estimated glomerular filtration rate (eGFR) 1. baseline cnaracterisiics (Asia: HR=0.85; 95% Cl 0.59—-1.21: ROW: HR=0.86; 95% CIl 0.74—1.00; P, ieracion=0.95) (Figure 2)
>25—-<60 mL/min/1.73 m?, and a history of diabetic retinopathy, or UACR =300-<5000 mg/g and an eGFR e Of 5674 patients in full analysis set of FIDELIO-DKD, 1327 (23.4%) were from sites in 10 Asian countries A @ @ @
£20-+<Th mLimin/1.1S ov, were fancdemized (1. 1) o finerenane: ar placeta.All palisnts wens irsabed wih and territories Figure 2. Kidney and cardiovascular outcomes in the Asian region versus ROW Any AE Treatment-emergent Hyperkalemia* Treatment-emergent
optimized renin—angiotensin system blockade® (Figure 1) ~ Of the Asian subgroup, 665/1327 (50.1%) patients received finerenone e dislc‘:egr?tli“%;?ion hYpeLkEa;emla dislgoar?tli';gu;?ion sen;usms;::]:;?gﬁll_um
: i - i : : itac i : - = | | | | | || ; |
e For thls_anglyms, the Asian subgroup included patients randomized from sites in 10 Asian countries o Median follow-up was 2.7 years for patients in the Asian subgroup and 2.6 years for the patients from the (n=2833) _ | | ay. | R | | R |
and territories rest of the world (ROW) Subgroup NN nper100PY n/N nper100PY Ha;ard ratio (95% CI) Picicravtion .
. . . " . " . . . = . : EE' 1
® Thg kKey lnglu&il?dand excélusm; cnterla[ for(lgl\EJELIO—DK_D, ané:l th_etpnma:jy kldrllbeydclonllp_)osnte $ndp0|nt e The baseline clinical and demographic characteristics are shown in Table 1 >40% eGFR kidney composite . = 95
and secondary kidney and cardiovascular (CV) composite endpoints are described in Figure Overall 504/2833 7 59 600/2841 908 —m— | 0.82 (0.73-0.93) ﬁ -
: . . . . s . Table 1. Baseline characteristics and medications . . : -
Figure 1. FIDELIO-DKD study design, key inclusion and exclusion criteria and efficacy outcomes Asian region  139/665 8.83 187/662  12.21 - E 0.70(0.56-0.87) 0.09 £ 15-
Asian ROW ROW 365/2168 7.20 413/2179 8.14 —— 0.88 (0.77-1.02) 3
. - . Characteristic n=1327 n=4347 : £ 10-
e 13,911 patients » 5734 patients randomized 2.6 years median follow-up « ( ) ( ) >57% eGFR kidney composite | < _
® enrolled - T . Age, years 63 + 10 66 £ 9 E ® O- 21 2.3
o : x osi-treatment , Overall 252/2833 3.64 326/2841 4.74 —i | 0.76 (0.65-0.90 : :
_ | Finerenone 10 or 20 mg od follow-up . Sex, male 980 (73.9) 3003 (69.1) : ( ) = 0.8 0.9
Run-in (4-16 weeks) JSVEEDR > . _ _ Asian region  81/665 4.95 108/662 6.69 —_— 0.73 (0.55-0.97) 0.71 0~ : : : :
. Placebo ost-treatment | Duration of diabetes, years 16,3+ 8.4 16.9 + 8.8 : Asian ROW Asian ROW Asian ROW Asian ROW
o follow-up ® ROW 171/2168 3.24 218/2179 414 —_— i} 0.78 (0.64-0.95) aFi 2 Placeb
* : HbA1c, %, (mmol/mol) [mmol/L] 7.5+£1.3(58.5) [9.4] 7.7+1.4(60.7)[9.7] | WIS ELICHIE BLedi
s = Systolic blood pressure, mmHg 134.8 + 15 .1 1390 +4.0 Cardiovascular composite E zgveztigator-repotrtelsé\vlis uslngfﬁedDRg—p;eEiErEred teims ‘blood potassi;m increasetd‘ and ‘hyperkalemia’
—_——— . adverse event; . rest of the world:; , treatment-emergent adverse even
> ' ' = - : I
Aged 218 years with T2D Q.' o HFreF with NYRA class 11V SGFR. mLmin/1.73 me 435 + 11.3 446 + 129 Asian region ~ 57/665  3.27 66/662  3.85 - 0.85(0.59-1.21) 0.95 4. Conclusions
On maximum tolerated dose of ACEi or ARB Uniconirolled arerial Hypsrension® UACR, mg/g, median (IQR) 978.6 (498.5-1853.3) 809.8 (435.4-1567.3) R detBe 988 Skl B8 il il :
Of =7 WEEKS IK*], mmol/L 43+04 A4+05 0.50 1.00 2.00 e The beneficial effect of finerenone on cardiorenal outcomes in patients from the Asian region are
- : T g —— comparable with the results observed in the overall population of FIDELIO-DKD
gégg 22397:%08/?”?;?{97%”$2 HbA1c >12% Baseline medications, n (%) Favors finerenone Favors placebo P | | POPHIA | |
ACEIs 195 (14.7) 1747 (40.2) Cl, confidence interval; eGFR, estimated glomerular filtration rate; PY, patient-years; ROW, rest of the world Y -I,-hese d_ata proylde support for_the use of finerenone In Asian patients with 12D and CKD to reduce the
Serum [K*] £4.8 mmol/L at screening Other kidney disease? ARb 1130 (85.2) 2505 (59.7) risk of kidney disease progression and CV events
‘ ' 3.4. Safety outcomes
Beta blockers 434 (32.7) 2534 (958.3) y | _ S _ _ _ _ Acknowledgments
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¥ Primary kidney composite outcome Diuretics 398 (30.0) 2816 (64.8) oatients from ROW (Table 2) furiding from BayerAG:
Timel 10 Kdney: fallure. A sUsAined Cedaash of at leas: 4k 4 I ALk iroim Daseling; of ceatiy o Statins 897 (67.0) 3318 (76.3) - Adverse events (AEs) leading to discontinuation of study drug were low across the finerenone and Disclosures
R Potassium-lowering agents 21 (3.8) 89 (2.0) placebo subgroups (Figure 3) g 1 e Ktz Wil Unisst, fron Bpspariger i, MIiSublsfi Tansbs Prisi, Oro Phisriacsalical G0, L., il Tafsbn Phansscesticsl Hoiiigs Cp,, 118
. . . Glucose-lowering therapies 2059 (98.1) 10,661 (97.6) - The incidence of investigator-reported treatment-emergent hyperkalemia AEs was higher in patients 30 re e e researer o o e e o e o e oo T e e e B e
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| Ime to kidney failure, a sustained decrease Time to CV death, nonfatal myocardial Blguanldes 434 (36-5) 2006 (46-1 ) sul‘fg;?ocl; pe(nzcéeoc; YA ”;Ezs 1? %cc;; ;:rp; neere n?ﬁergig peI;nceert?oenres%iituvae?yr;]fompz fgﬁsWI ;:ﬁ peE:tilgn tSefrO?'ll'lan Daewoong F’haprrl:'aaceutica[ CBIJ, Dc:ng-?ik ST, Eli Lilly, LG Chem,yNDvc: Nordisk, Sanofi, Handok, ang Ypuhan Pharma. CTL repurtg nothing to dgclr_g.e. CS is a full-time employee
: = = . R . 2 . . ) fB PLC, UK. PK is a full-i l fB AG, Division Ph ticals, G :heisth - tor of fi d holds US and E tent
 of atleast 257% in eGFR from baseline, infarction, nonfatal stroke, or hospitalizatior Sulfonamides 302 (29.5) 935 (21.5) SN [15 0% va 888, repantivels’ (Fiours 3 e e e I
or death from renal causes for heart failure . i 48 #3410 P y 9 Bayer {%G, _Germany. BP rgpm’[s cnnsult_ancy fees from Ardelyx, Astr_aZeneca, Bayer, _Bﬂehr@n_ger Ingelhgim, Brainstorm Medical, Cergnn Scientific, G3 F’harmaceutica_ls,
e 557 (42.0) 965 (22.2) - However, rates of hyperkalemia leading to study drug discontinuation remained low in patients in the  €orum Sieniie o5 Sramasaneat, KoF Soncineee Sotes scEparmcaeas. 50 mosston Trees eatViorRcsmes e aos o bt S o ey
| _ _ _ | - _ GLP-1RAs 28 (4.4) 336 (7.7) Asian Subg roup (21 % vs 0.8% for finerenone and F_)|a,ce|:)|3,1 FESDECtiVGIy) and In pat]ents from ROW 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
*10 mg if GFR <60 mL/min/1.73 m% 20 mg if eGFR 260 mL/min/1.73 m?2, up- df h1if K*]<4.8 L . : 784)
and EgFl:RS?;fzznsTagb?e; ﬁme;n sir’::ingngP 21;’”D,mmlr—lnggéremean :ittinrg Dgllir’]:zﬁo nn::mll—llz talirtat;[g]?uﬁ-aii i;?t?ir?ieeanrzﬁi%oggp ::I1ggrumn:n1[49]ﬂi meglnrm:r SGLT-2is 49 (3.7) 210 (4.8) (2.3% and 0.9%, respectively) (Figure 3) L
sitting DBP 2100 mmHg at the screening visit; *known significant nondiabetic kidney disease, including clinically relevant renal artery stenosis _ - 0 - _ 0 = References
ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin receptor blocker; CV, cardiovascular; DBP, diastolic blood pressure; All values are either n (%) or mean t standard deviation, unless specified otherwise. In the Asian subgroup, 20.7% of flperenone treated and 3'9 /o Qf placebo recipients Ead a o 1. Wu B, et al. BMJ Open Diabetes Res Care 2016:4:¢000154. 4. Barbour SJ, et al. Nephrol Dial Transplant 2010:25:3663-3672.
SGFR. estiaied Glomerilar illition Ele HbAE, divcated hemoolobin: HEFEF, Keait Giliiswilh rediced ciecicn Fachon: [K°), polassilin concentiation: ACEi, angiotensin-converting enzyme inhibitor: ARB, angiotensin receptor blocker: CV, cardiovascular; DPP-4. dipeptidyl peptidase-4: treatment-emergent serum potassium >5.5 mmol/L, and in patients from ROW, 21.7% and 9.3% 2. Khoo CM, et al. Diabetes Obes Metab 2021;23:299-317. 5. Bakris GL, et al. N Engl J Med 2020;383:2219-2229.
NYHA, New York Heart Association; od, once daily; R, randomization; SBP, systolic blood pressure; T2D, type 2 diabetes; UACR, urine albumin-to- eGFR, estimated glomerular filtration rate; GLP 1RA, glucagon-like peptide-1 receptor agonist; HbA1c, glycated hemoglobin; IQR, interquartile range; had a treatment-emergent serum potassium >5.5 mmol/L for finerenone and placebo, respectively e FaIVing Pty otk Ay IR SO A ans
creatinine ratio [K*], potassium concentration; ROW, rest of the world; SGLT-2i, sodium glucose co-transporter-2 inhibitor; UACR, urine albumin-to-creatinine ratio
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