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Abstract

The academic technology assessment group (ATAG) reviewed a report submitted by the manufacturer
of finerenone (Bayer Yakuhin, Ltd) on additional benefits and cost-effectiveness of finerenone compared to
standard of care (SoC) in patients with chronic kidney disease in type 2 diabetes. This report summarizes the
results of a review and reanalysis by the ATAG. In assessing additional benefits of finerenone over SoC, the
manufacturer submitted data from the FIDELITY analysis, a pooled analysis of randomized controlled trials
(FIDELIO-DKD and FIGARO-DKD) that included Japanese patients. They reported the results for the overall
population in the base-case analysis. The results for the Japanese population were reported in a sensitivity
analysis. In the overall population, finerenone showed statistically significant efficacy for composite cardiovas-
cular and composite kidney endpoints. Also in the Japanese population, hazard ratio (HR) for the composite
cardiovascular endpoint was 0.88 (95% confidence interval (95% CI): 0.52-1.49) and the composite kidney
endpoint was 0.9985 (95% Cl: 0.70-1.42) in the finerenone group compared to SoC. Based on these results,
the manufacturer insisted on the additional benefits of finerenone over SoC in both the overall and Japanese
populations. The ATAG considered that results from both the overall and Japanese populations should be
evaluated comprehensively to determine the additional benefits of finerenone. HR for the composite cardio-
vascular endpoint in the finerenone group was estimated to be less than 1.0 in both the overall and Japanese
populations. Therefore, the ATAG concluded that finerenone had additional benefits for the composite cardio-
vascular endpoint. In contrast, from the FIDELITY analysis, the ATAG noted that HR for the composite kidney
endpoint consistently exceeded 1.0 in the Japanese population. Additionally, in each trial, HRs were consis-
tently higher in the Japanese population than in the overall population. Even in the FIDELIO-DKD trial, which
set the composite kidney endpoint as the primary endpoint, HR for the composite kidney endpoint was 0.91.
This result may indicate that the treatment effect of finerenone is not necessarily significant. The ATAG could
not determine from the available evidence that finerenone had additional benefits for the composite kidney
endpoint. Based on the additional benefits for the composite cardiovascular endpoint, as performing a cost—
effectiveness analysis was appropriate, the ATAG examined the manufacturer’ s analysis. The manufacturer
estimated the cost-effectiveness using the Markov model. Model parameters, such as the transition probabil-
ity and treatment effect of finerenone, were estimated from the results of the FIDELITY analysis in the overall
population. In the reanalysis by the ATAG, the HRs for treatment effects associated with the kidney endpoint
in the model were revised to 1.0. Additionally, because previous epidemiological studies and the event rates in
the FIDELITY analysis suggested that the risk of cardiovascular events in the Japanese population was lower
than those in the United States and Europe, the cardiovascular risks were modified to include a 25% reduction
from the values among the overall population of the FIDELITY analysis to avoid overestimating the cost-ef-
fectiveness of finerenone in the Japanese population. As a result, the ATAG’ s base-case analysis showed
that finerenone incurred additional costs of JPY 386,067 and conferred an additional 0.054 quality-adjusted
life years (QALYs) compared to SoC. This resulted in an incremental cost-effectiveness ratio (ICER) of JPY
7,130,185 per QALY gained. In conclusion, for patients with chronic kidney disease in type 2 diabetes, the re-
sults of the ATAG’ s analysis suggested that the ICERs for finerenone compared to SoC were likely to belong
to the interval between JPY 5 and 7.5 million per QALY from the perspective of public healthcare payers in Ja-
pan.

keywords: finerenone, chronic kidney disease, type 2 diabetes, cost-effectiveness analysis, health technology
assessment
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95%CI 95% Confidence Interval
ACE Angiotensin Converting Enzyme
ARB Angiotensin Il Receptor Blocker
ASMR Amelioration du Service Médical Rendu
AUD Australian Dollar
CAD Canadian Dollar
CADTH Canadian Agency for Drugs and Technologies in Health
CKD Chronic Kidney Disease
Ccv Cardiovascular
eGFR estimated Glomerular Filtration Rate
EQ-5D-5L EuroQol 5 Dimensions 5-Level
ERG Evidence Review Group
ESC Economics Sub Committee
FAS Full Analysis Set
GLP-1 Glucagon-Like Peptide-1
HAS Haute Autorité de Santé
HF Heart Failure
HFrEF Heart Failure with reduced Ejection Fraction
HR Hazard Ratio
HRQOL Health Related Quality of Life
ICER Incremental Cost-Effectiveness Ratio
IQWIG Institut fir Qualitat und Wirtschaftlichkeit im Gesundheitswesen
Ml Myocardial Infarction
NHS National Health Service
NICE National Institute for Health and Care Excellence
NMA Network Meta-Analysis
NNT Number Needed to Treat
PBAC Pharmaceutical Benefits Advisory Committee
QALY Quality-Adjusted Life Year
QOL Quality of Life
RAS Renin-Angiotensin System
RCT Randomized Controlled Trial
RRT Renal Replacement Therapy
SBP Systolic Blood Pressure
SGLT2 Sodium-Glucose Cotransporter 2
SMC Scottish Medicines Consortium
SMR Service Médical Rendu
SR Systematic Review
T2D Type 2 Diabetes Mellitus
UACR Urine Albumin-Creatinine Ratio
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MEHY T LEeGFREE=ZZY YT LD DIRED
ke« MBRHMZIT O,
L85 1 _ BEAREINFBREL T WIEAZRE, ACENHE
o BN IARB, SGLTZFAEEAEEND)
RHINAHER - CAD 18,225/QALY (H F+ X D ER%
), CAD 30,822/QALY (% LZ1EE &)
FELIEDERDR| HoMrofER © CAD 70,052~CAD 2,994,490/QALY (%
tboa WICH 2 ZTEAGRICHILS 5 2 EAHKT, ~X—
AT —RDMHEE O H - 7272012, BHOEREREN
ST EENE L 72)
#1-1-8 74— } 5 Y 7(PBAC) I $1F 2 BN RIFMEHER DM
WERFEE | NG
sk F—ZbZU7
H#E8 % PBAC
- .| https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/psd/2023-03/finerenone-keren-
ARl 73 ;
FHIEROURLEE ] i psD-March-2023
SR SR TA LS EREICEL
FEHELE, FFICIZAERRR (ACEPEE#., ARBX I£SGLT2
PEEEE) (ST 2 HEH RS DRI IS HEIE
TS R MEL, 74 2L/ Y ORKIREINRFCRRS N (HE
THDLY BRENTH S, £/, ICERZE/NERHL
TWBZENERLNT,
S BOES
ARHEEAOIE | g L ERICAL

&, ZOERHOFEM

. o S 2 RIMERE A AHT 2 BUBIFEE (G H BULE®)
1) ) A S >~ 184 EX
ST RS ?iﬁﬁﬁ%ﬂﬁb’”7‘/ﬁ%#°ﬁ*&&ﬁﬁ—ceemﬁ>%mumanm#oUMRzmmm@
mEE =
D,
7 4 L/ v 10mgX % 20mgD iR OsEH % 1 B 1 E#%
R G . BHBELMEN Y VABICEOVWCHEZRAE |BRERKLBAEHE T, 74 2L/ v 10mgXiE
o —9“;:) ACERRE# X |ZARB% & LI RE L A A D 20mgnEOSFHI % 1 A 1R ST 5,
CTERT S (BRTAWERY),
N . 754 R (ACEFRE S (ZARB. & & USGLT2 FAEE T
7 Y] Eg TR
g s B Eh B EEREER AR <)
T 7‘\ =: AN 75
ifga AEADR | Ay 5,000/QALY 2 _E AUD 15,000/QALY k% EICAL

ATAG. Rep. 2024:2(1)




1.2 FERFGEEEIC & 3 HNE OERZRMNTFFEHEEICH 1 S FHERSOL Ea—

SN E O EEAM IR O FHER S IS DLW T, RIDITICE TS L £ a2 —DfER, BUERTEEIC
L2 MEEDIRBE, F7ICNICE, CADTH, IQWIG, PBACIC & 2 fHEfERA AR I Nz, A5
FTIEINoOFEEZEML 7o,

1.3 2ANBRICHITISEEHR
FONE O ERKMTMEE DR S ICHEWT, DR TDSE LR > 2EBZ TRICINFELT,

<NICE>[1]

® (XU XITHTB28MERE(T2D) & & 2 1BIEB R (CKD) IS 3 2 1EAEBHE (C1d, ACEBREH
EARBA® Y. TG U CSGLT2BEENBMEN S, 74 L/ Vit ACEREREPARBOIHE
D ARTRIGEICENMEND, SGLT2REEEDF THHTH, HEWVIEHATEH LU,

ORARABRNDITET YV RICLDE, 74/ VIET 7 REEBRL CBEHEEZHEL, REOEL
HEEOEDINENDHD I EDNTEBEINTUVWS(SGLT2EEREDHADEEICIIH LT, ZELEL
HAL-HE), SGLT2EEEZ R F A WEERBEAD LFL L L TERLEEBEG, 71421/ E
SGLT2PEESR & DEBEN R BIIFE LA L,

® Appraisal committee(ZER)ICH T2 ERATMEDORFTORER, THEEMICEHATI2HmaE L TUT
NEIBINT,
> 74 %L/ ESGLT2BEE SR & DERER A LE D R4
> REICBITHRENTE LIRET 5 Z L 0RHMH
> 743/ Y OBENRNMRPICESBLAEVWERET 2 2 &L 0HYHE
> DMEERBOBFEELZER LI-ET IMLDORECHE
> BEDTORECH K

OEER(E, VAL /v IEERROEEREHMSGLT2EEEZ S XAV EDEERICOVLT, &
ERVERGDO R — 27 — ZDICERNMHEMIICEW T & AR L 72, 7. EEAREICSGLT2AER
EEUBA. TRTOYF U ASICH LT, ICERIZE30,000/QALY R B TH 7= LICHER LT,
L7z > T, FHEEKIIHDLOD, BB HEHRICERIE, NICEAEENHSOEROFEARLE L THA
TZHHEANATHZ ZLICAIELZ, ZEERIE. SCGLT2EEEZHA T 21FERE. Xk, AL
MWRERBE LB LT, 74 2L/ VIINHSEROBRWMROSWERLETH 2 LfEmI T 7

0—FhH. TaxlL/vik, SGLI2PHEEAEF A WZEERE~D LFESAREL L CSGLTI2IEEE L E
BEhEAERBINTWAR W, SCGLT2HEEROARF L A2 8EEKIMe L THRT S LIETER

o DI, T4 2L/ vid, ACEREREXIFARB, SGLT2EER%Z &L Sl & N/AZHEAEA
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C

2/

DEFESELTHEREEINDS,

<SMC>[2]

®2022F58, SGLT2BEEHE TH 5K /84 7A Y A, NHS Scotland|ZH LW TCKDDAER & L T
EUHEHBL LT, CORBEIRADEDTH D720, £/ ) 702 FSEO7 4 %L/ v
DM TIE BT BEAT & L THRET I N TULA L,

O FIDELIO-DKDRB R U Z DY 7 /I — FEFICED CFHEAThNI, 74 %L/ > OHEINE (28
ERFEZzAaHT2RT—Y3 - AOCKDEE)ERRL TWE EEZONZ YT I/IL—-TICHIF 25k
FRITIE. FASEEITDRER EERTH > 7ch . FRFTE SN/ D TR WD, BRYKWSEEEZEY
3 ENEBEINT,

OSGLT2IEEHENHA K7 A CHBEIN//-H. EZEICEWLWTSCLT2EEEZHABT 2 EFDE
alF. RARROERROEE LY S WAIREMED S 5 A FIDELIO-DKDEER TIF 5 1L 7SGLT2F
FEOHABEDT —RIIRONTEH Y (SGLT2EAEFEOHAEEI1314.6%). —MxL ATt (SRR A
HBEIODVWTIERELH - 7=,

O EMNMEDFMICH LT, UTOREIIEHE NI,
> RN ICBITHENTELRET 2 2 L ORYH
> 742/ okl RIANGEEDNRICET 2REDZ LM
> SGLT2BAEH L 74 2L/ Y OMED I, HALLBEOBENRICET 2 RN

<HAS>[3]

O FIDELIO-DKDEHBRO T T v RZAWFHEA ITTh N, BARNICEELEEET Y FRA >V PO
WYRZETIZEWT, 77€RICHTE7143xL/ YOBEENREINTZ, LHL. TDOEHRIZ/N
S BEIY RFRA Y P OBRERTH 24BRULFHRT 2 X—X 74 5 HeGFRAM0% U LE
TLEBEHDORLDOHRIER L. Z0OMOBRESR TH 5 RKABTEEBRILIC DWW TE, HEt
FRREREZROBD > 12,

OFIDELIO-DKDERERTld, R—X 54 VA TSGLT2MEEER A /G I N TV BEIIHSBICE EF -
TW, TD7%, AREBRTIFACEER X FARBICSGLT2EEE A M1 R /- 1Z4 KB I T 5 7 4 *
L/ v oBEEZFHES 23 DTIEA L,

@7 (L / vOREBFEPITHE, HRQOLICHT 2 EZHBTHIET » XIIRINTULARL,

<IQWiG>[4, 5]
O HMERE A AT A TILT I VREHEI RACKDEEIZNT 2 7 4 %L/ > OEINKE B MO
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IZH7=N . P REFIICKDR T =1 - 28 X7 =3 - AD2DITH B &S . LB BRI (3 E R
REL—MNBHEERELAEZE L -BRERIZEREL RESI N,
® ENNHYE A D FHEIC 5 L TFIDELIO-DKDE{ER & FIGARO-DKDEE D T — 2 HBRBE n 1=,
OCKDRT—1: 20FHITld, UTOERICKVBURT — 2B o TWiRL TN,
> 2O DERRABROBEE T 2EM(LNEA XY FOBEEX I OMEY X728 5EE)DKEBHH
PEAARIAYOTLTY XLICHE > TSGLT2BAEEN ILGLP- 12 BAEENEIC L 5 8B4 %
FTuwhnze
> FI2ERO LB RBE T, 8MEICH T 2RELEEMRIESINTE LT, BBHREPISES
AIREED H 2 B OREDEEFEEDO W ONEERATE AL 722 &
OCKDRT—V3- ADFHIE TlE, UTOEBRICK YBURT — 2B o TWiRL EHTI T,
> 20 DBRKRBOBEET 2EFOKEBONLENA P74V TERIEREIN TV SSGLT2AEE
(BT Y 7RV VICLDBEEEXZITTCLARNI L
> FFIC2ABRO BN BRI, SMEICHT 2&RELRENMRIEINTE LT, FBREFICES
AIREED H 2 B OREDEFEEDO W ONLERTE AL 722 &

<CADTH>[6]

O FIDELIO-DKDEER & FIGARO-DKDIRER D T 7 > 2 & BUWFHAATTHhN, 74 %L/ »id. EIC
eGFRMDA0%LL E(IFE5T% U L) DFF A AETICIREFET 2BEET 7V b ALl RN EICOTREIC
LBABRIHKET 2 0MBEEET 7 PHLICEWT, BENBROHIWEICTET S LAREN
7=

@7 (3L / vHHRQOLICKIFTHEICOLWTIE, AREROBIRNEETHD/-H. THHE I N,

ONR— T4 VEFICSGLT2MEFEZRA L T BE L, MARE HICPHTH > 770, ACERREE
N ILARBICSGLT2BEEZE ZHA L -IBEREIC 74 7L/ Y ZEBML - HEOBEME - Z&E0T
ET Y RIIRONTWNS

@ EMAYICHRET S N/-NMAIC L 2RO/ TIE, LME - B7 7 b HWLOBEICEWT 7 4 3%
L/ &) LSCLT2EEENEM TH > 728, IRBHABEoNTWBEZE, BTV FHLDOERD
MEFBMCTELRSL L, FEBORN—XTA4>O0ME - BTV FHLICEET Y X7 DEBVA+DE
I ThWhnZ LmEnrn, BENGERIIGEoNGD 5T,

O EUEIRFEENRH L-BRANMRFMT — 2T L T, UTD LS BRBENERINT,
>EOETIEEIL, CKDICHE T2 ETHEOMBE A BRI L TWARWATEENEL H D, M
IZlE. ZOETATIE. eGFRA15ML/min/1.73mEKBDEBENEE L BHEEICRE 5 £ TICEKE

NHET DT EH->TWD, LA L. CADTHOERKREFIRIE, ZORIBEMEIZEmS TEWEF R 7,
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22/’

18

>IREREOERESRE L TOSCGLT2EEREDOFEN B TH 5, & LSGLT2EEEAN Z OBIGIE
DIZERFEE RS THAE. 742/ Y OBNMNGRERENED LS ICHEDZNIETRETH S,

> BETRD OFENTATH S, COETILTIE, 7142/ vaE5ani-E&E. CKDRT —
UEADETRENEL, ENMEZ T 2ARENMEC A S, 5L, 7143/ vE&REHICCKDR
T—UBELZEEIEL. EMZLBELETHIIVRIEBEVERESIN, ENMERERIIISIETT
5, BIRAROT — 2 A HEORELE L OREZFL TV EHETRHTH 5,

>»ETNATIR, 7430/ v EREINFZBEOLHEE L WERNRED T 2 EREL TV D,
FTRIZE D ARISHEFICERISED L DD, DHFEEERMZED OB IIBRENTH > 7,
BEE. BERRBRLNSEBONIHOWPZLMEARY FPOHRZH LI, 742/ YT RTD
DMEARY P ZHELIBAIEEZ LI, IRTOBELDA Ry MHEAINS ERE L7,

> ARBRTHEoN/3AEIF. CKDICET 2 XMARELY b —B LT, FICBTTREFAN2
BERRLHAFEL VDL 2ERT DL, SYBWMETH -7,

> BEFEREICBIIZ2EANIA—ZHEEICBVT, BETIEEHEOEAIBRAINTVD, &
DT EF, BERERI MR L7427/ YEOBREREBATIMT 22 LIk D,

O CADTHIZ, EFABELFAMEREREZEZER L LT, LFROFTELRRFICHNT 2 EMNTET,
BERDFAEITI LD TERD 2Tz, DD, FRICKDTEEMICHILT 2720 DEHRDOERK
D& ERE L7z, ZOFER, ICERIZCAD 70,052~CAD 2,994,490/QALY DEER 1Z 575 L 7=,

<PBAC>[7]

O BUEARFEEE L Y T O RA AR SN,

> 742/ vid 2EBREEAHT IBEBRBEEOPTH. UACRA200mg/gl LD BE (K
FEHHEDET L 20N [HFEF] 2B <)ICH W T, ACEFREI X IZARB, RUSGLT2AEE THE
RENDEEREERREBROICEFEL T Z2HEICEVWCERINSE Z &

> FIGARO-DKD#t %, FIDELIO-DKDEEBRE U Z N 5 D HiE T CTd HFIDELITYRBRO T EF > R
SV, 742/ DT 7 REERTENEORTEN, ZEMEDITHDE I L

OPBACIE, 714 L/ VIZLBBEN. 77 RELRL T, EEBARY FREALINEA R
FIFE ORISR ENICEBRICEMRT 5 LICERL, BEANMEATWI EERDT, -
@AV TLIED) X7 ZERL T, REUORTEL2A8MLAH L EICAELT,

® FIGARO-DKD## 5% & FIDELIO-DKD#tBR 1F. HERBIUEBESRE I HSGLT2EEHE L GLP-17 4 A
TEEOBE R LI-HA N4 v OBEMURIICKREINZBRAARTH S Z LRI N, X
FZEBRICBITID INO DRBEECFERAXRIGFEF I/, BERRBENREKT 27 — X TIERWATRENME
ArHsE LT,
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7 (AL /%, SGLT2EER 4 S OEEAKEHAL CHEAT S EICL 5, BUEBSERRUL
W& A R MR ADTH CREECH B EIMAT, BHY I LNEORTEEEETDE. 7 4
ALY ORBERMESIHREN THS = LA N,

2. B hNEYE A 0 5T
21 2P RICBIFZCRTITa4 v Ea—
2REIRB A T DCKDBHICHB T2 74 %L/ OBINMNERMA®RITT 272012, 7% L1k
HEBESABRRCT) ZHRE LAY RTYT 4 v LEa— (SRIZERL 72,
211 DML WRPRELEVY—F /T RFav
NPT HARELIZVS—F VT RF a v %, &2-1-1IZRT,

R2-1-1 BHISHICE BV RTFITAYvILE2a—DYY—F I/ TRF 3>

IEH R
HREH 2RI E BT DI BIR B E
N T4 xSV
W ?f,ﬁ;*(ﬂﬂﬁﬁ%%iijn D74 2L/ v+ BEERER)
*fE#E LR | ACEFEE S X ARB
T Nh L BMEDIMEARY b, BlfA Ry ) - 22k
MRTHA RCT
X kiR R EA 2023%F7RA5HZET

212 EHEOROQ

SROXBBRIEZICHE W TIE, EFBERY —EX - XBREOHEFRA, BELPEXEL. HE
FHA Y RENKRPEEOLKGE2EAEDLEDL LIt RRAEBEL, BXDOTTRAES
7 MIEDCRI Y —= v ZhICk BIMNEBMFHEO 720 ORI Z HET 5 £,
2ADMI LIL E2a—T—AERTICTERL 7z, AXOREIEEICHRE LIEAANEE KR
NAEEIZHVHTES N, INOOEEBRICEVWTELAZLE2—T7—BOorR—5FZ, mEOHE
ICKVEEINT,

2.1.3 ERERROBEAANELE LR EHE
SR DEHE A ANELE & BRAELEZ LT ISRT,
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20

#+2-1-3 @REHE

FEAANEAE BROVEAE

WHHRER 2EERIF A AT 2 IBETRREE | —
A TA4xL /S —

A AR PRI SR . 74 2L/
FeEAT R v +HIZHERE) —

“EHEHER - ACEFREZIZARB
SRR E?;ﬁ(%grg;%«/ b BEEA R b
WMERTYA > RCT AR
XEROIESE BRER FEE S
B F#EE - HARGE EEst

214 FERHLET—ER—X
HRIAFZDINE (21X, PubMed, Embase/Embase Preprints, Cochrane Central Register of Con-
trolled Trials (CENTRAL). E/FitwebZ B 7=,

215 fFEALRER

SR DigHRAZ LUTDFK2-1-5-1~2-1-5-4{27R

£22-1-5-1 PubMed (¥t L THW-#®8%ER

SRR A2023F785H

BE R TERE
"Diabetic Nephropathies"[MH] OR "diabetic nephropath*"[TW] OR (diabet*[TIAB] AND (nephropath*[-
1 | TIAB] OR kidney[TIAB] OR ckd[TIAB])) OR "kimmelstiel wilson"[TIAB] OR "intracapillary glomeruloscle- 80,649
rosis"[TIAB]
2 | "finerenone"[NM] or finerenone[TIAB] or "bay 94 8862"[TIAB] or kerendia[TIAB] 326
3 #1 AND #2 226
4 | #3 AND ("Randomized Controlled Trial"[PT] OR random*[TW] OR placebo[TIAB]) 85
$2-1-5-2 Embaselxt L THW=HRERR
BRIEEHA2023F7H85H
mE RR TERE
(EMB.EXACT.EXPLODE("diabetic nephropathy")) OR ab("diabetic nephropath*") OR ti("diabetic nephro-
sl |path*") OR (ab("diabetic") AND (ab("nephropath*") OR ab("kidney") OR ab("CKD"))) OR ti("intracapillary 128,899
glomerulosclerosis") OR ab("intracapillary glomerulosclerosis")
&2 EMB.EXACT("finerenone") OR ab("finerenone") OR ti("finerenone") OR ab("bay 94 8862") OR ab("bay 94- 696
8862") OR ab("bay-94-8862") OR ab("bay94-8862") OR ab("kerendia") OR ti("kerendia")
s3 | S2 AND S1 374
s4 | (EMB.EXACT.EXPLODE("randomized controlled trial")) OR ti(random*) OR ab(random*) OR ab(placebo) 2,068,344
sb | S4 AND S3 138
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#2-1-5-3 CENTRALIZ3 L THUW=1&%R

SRR HE2023F7A5H

BE RHR fERE
#1 | MeSH descriptor: [Diabetic Nephropathies] explode all trees 1,793
(diabetic NEXT nephropath*):ti,ab,kw OR (diabetic AND (nephropath* OR kidney OR ckd)):ti,ab,kw OR
#2 " . . N - : N 14,466
("kimmelstiel wilson"):ti,ab,kw OR ("intracapillary glomerulosclerosis"):ti,ab,kw
#3 |#1 OR #2 14,466
(finerenone):ti,ab,kw OR ("bay 94 8862" OR "bay 94-8862" OR "bay-94-8862" OR "bay94-8862"):ti,ab,kw
#4 SN 139
OR (kerendia):ti,ab,kw
#5 | #3 AND #4 107
R2-1-5-4 EFEICH L THW:-®ER
RREFEH2023FE7A5H
BE i FER
#1 | FERRIRIERE/TH or ((BEERSE/TI or diabetic/T1) and (&/Tl or % 7 B/Tl or kidney/T| or nephropath*/TI)) 41,035
4 "Finerenone"/TH or "finerenone"/TA or "bay 94 8862"/TA or "bay 94-8862"/TA or "bay-94-8862"/TA or 63
"bay94-8862"/TA or kerendia/TAor 7L > 5 4 7/TAor 7 4 L/ >~ /TA
#3 | #1 and #2 37
#4 | #3 and (PT=JREH, =FHEFHHR <) 29
#5 | #4 not PT=fZa1, #8550, K&K, Q&A GEE 2

216 BREHR

SROMER., 28BERFEEHT 2CKDEZRRE L7ZRCTOREFH I 2LHRFE S iz, FIMERK
FER (ZARTS-DN(n=2) £ ARTS-DN Japan(n=1)»"%7E & 1. SBIIERAKFE I FIGARO-DKD(n=3)
£ FIDELIO-DKD(n=9), RU'Zh o DA TH BFIDELITY(n=10)AEE S 7= (H2-1-6-1),
EIN/mm YU X MERIRISRT,

ATAG. Rep. 2024:2(1)

21



22

a
D
= F— 2 R — ZRF SR L 1o R (n=332)
2 [PubMed(n=85), Embase(n=138), CENTRAL(n=107), E#zE(n=2)]
=
l
% BERASOHS (=173) |
3 !
= 27— IEM (=41 | - | RO (n=132)
l
m BROMEZR (n=16)
x| s g | Bk HRERDR L (1=1),
z ARIEFmOT R =41 BRI DN (122, IR T £
= (n=3), BAREBREFEHR(h=10)]
!
3 RCTEX DA (n=25)
= [ 148G AR5 E2:ARTS-DN(n=2), ARTS-DN Japan(n=1),
B FIEFE AR ER:FIGARO-DKD(n=3), FIDELIO-DKD(n=9), FIDELITY(h=10)]

K2-1-6-1 7R—F ¥ —F

2.1.7 EREKRFEBROBE
SRCHEBEINTEBRABD I BbEELILET X THSFIGARO-DKDEER, FIDELIO-DKDEER.
R, INSOEEERITTHHFIDELITYRERICOWT, SABRMEA2XR2-1-7-1~2-1-7-3ICENT 5,
#2-1-7-1 ERERABROBIE
R FIGARO-DKD[8]
Pitt B, Filippatos G, Agarwal R, Anker SD, Bakris GL, Rossing P, Joseph A, Kolkhof P, Nowack C,
Bt Schloemer P, Ruilope LM; FIGARO-DKD Investigators. Cardiovascular Events with Finerenone in

Kidney Disease and Type 2 Diabetes. N Engl J Med. 2021 Dec 9;385(24):2252-2263. doi: 10.1056/
NEJMo0a2110956. Epub 2021 Aug 28. PMID: 34449181.

FapR s B SIE 4R NCT02545049
AR % EHE L 725PT AA%EST 480 E
SRER D B 5 ERRY 201549 5 ~20184 10 B
HRER 2 BRI % AT 2 CKDEE
RASPBHEENRAAEDKEICH L CTHFATEAVEEREZ RS AN - 7-8F
«UACR%® 30mg/gll_E~300mg/gkis. M. eGFRA 25mL/min/1.73 nfl E~90mL /min/1.73 it
TS EAE T
*UACR#*300mg/gl £ ~5,000mg/g AT, 2, eGFRA60mL/min/1.73 MLl
X/ —Z v IEICIEAY T LEA L8mmol/LUTTH B &
o JEHEFRIEIE BB
ey bO—LENTWAWSME
eHbAlc >12%
. ) *SBP <90 mmHg
AR
EREA AR IEHFEF
e FILDCVDA Rk
e BMEBRA(C L BB
« EiBHE
I NTT = DR 10mgXix20mg 7 4 2L/ »iE% 1 A 1 BRI 5 (n=3,636)
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HES B D EEAR

7Zt#H% 1A 1ERAKS(h=3,666)

HBRT YA

BINE, SRR, BRI LESR

Btk —EER
T EEER DMEEETY FRA Y FOMEBEROBRRIC L 2T, FEBILAOHIEE, FEBIMMZEFT, L2
YN )
CBHEATY FRA Y MEBETL2ORE, 4BRAUEFRET 2 40% U EOFRFNLeGFROET, XIEE
FREIRAEFHEER BoRREIC L 5%ET)
ATORREICL T, B
743 L/ vE(n=3,686), 75 RE(n=3,666)
FEFFMER
HR(95%CI)
DINEEAET Y FRA > b 0.87(0.76-0.98)
MBS 0.90(0.74-1.09)
FEBIER L IEEE 0.99(0.76-1.31)
FEBFERI 2 0.97(0.74-1.26)
DRI & B AR 0.71(0.56-0.90)
i o .
FREIRAFHEIER
HR(95%CI)
BHEATY FRA > +(eGFR40%) 0.87(0.76-1.01)
BT DOHRIE 0.72(0.49-1.05)
KEPBTL 0.64(0.41-1.00)
4 BRI L35 5 eGFRA 15mL/min/1.73 ma#IET | 0.71(0.43-1.16)
ABE R T % 40% L E OFHRENReGFR OET 0.87(0.75-1.00)
B -
2TCORRADIET 0.89(0.77-1.04)
o SEBEEEROBEICIIEM TREREI AL 27, BH U T LMEICEELLZHABRL Y XD

FIEOFRERE, TI7EREF04%) LV 74 R L/ VEA2%) DAL ED 5T,

ATAG. Rep. 2024:2(1)

23



24

HAAERICH T 2B

74 %L/ v (n=250), 7T RE(n=253)

FEMEIER

HR(95%CI)
0.65(0.31-1.36)

DIIEESTY RFA >k

DMESE 0.64(0.11-3.83)
El0e1a: OWY-p s
FEETEHI BN 2= 0.48(0.17-1.42)

(

(
1.59(0.26-9.52)

(

(

DAREIC L B AR 0.48(0.09-2.64)

THEIRHFHEER

HR(95%CI)
1.16(0.63-2.14)
4.53(0.50-40.94)
1.56(0.26-9.33)

(
(

BEET Y FRA >~ b (eGFR40%)
BALDRAE
RYPEFE

4B R T 5 eGFRAY 16mL/min/1.73 M=K ICIET | 4.53(0.50-40.94)
4B LR % 40% U £ DR eGFR OET 1.18(0.64-2.19)

Bl -

2TCORADITE 0.46(0.16-1.32)

HAAEHICE T 272l

NA

*2-1-7-2 BRRABROHE

A4 FIDELIO-DKDI9]
Bakris GL, Agarwal R, Anker SD, Pitt B, Ruilope LM, Rossing P, Kolkhof P, Nowack C, Schloemer P,
Bt Joseph A, Filippatos G; FIDELIO-DKD Investigators. Effect of Finerenone on Chronic Kidney Dis-
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225 H ¥%-BREEEEs EERFIe ZBERORSHRFTHATNRITINTEY ., H
AANERICHT 2 BREERICOVWTIIBEATIRBEICRINTWShITTIEAL,

[85E %%%Okﬁﬁﬂ(LMMEﬁﬁ)Lﬁ?%bt:—ﬁ%]
SonfcT—RICED & FHIENREAM I B BREAMT IS L

O BMEERBEEET 2 EER DN ttb. BRMEIHZECH 2, N

O BNWERUEEET L EHTCERW D, BRRIMOTHAZYTH S,
B Z0oM(BEEZVFRA Y MIODWTEBATENMNEREAET 2 & 3HMrcx 28AELIE
HWIZKITFTTWB A,

GIMEEETY FRA Y MIOWCEIMWERMEAE T2 E L-zH, BRD

\ RAFHELTHE) Y,

3. EAXI R D FF
3.1 HERFTEEICLIERAMMRTME 2NSMICHITILE2—BEROME
311 FEGEMLUBLE-BAMRSTOBE
BERFEEE 74 2L/ Y OBERANHROFTFMICH/-Y . CKDEOLIMEA N> bTERE S
Tr<a7ETLERWE(E3-1-1-1), ETF/LTIE, 28ERRE %S0 L -=CKDEHE D2 KA
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%, CKDOEFEEZERLI6GREBICH T TERL. BEICH C7-BBEERICEVLCKDOFERELER
THIEHEBEL, BB REBIF— MIOMEA XY ~OBENR WCKDIREED S BT ZFEIA L.
AL EIC—EDHERTCOLMEARY FARETZLDE L. RYA7LE. SYURIZOEWN
DIMEA N> FEHED Y OCKDIREEICHEAITT 5 D EARE L 72,

No CV event CV event

C o

Transplant

-

Transplant

‘ CKD 5

without RRT

‘ CKD 5

without RRT

CV events

s — Non-fatal stroke
-
Non-fatal Mi
Death
R Hospitalization for HF

E®3-1-1-1 EEME SO ET VIS E GLERSEEDIREELY)
CKD: 124 & R, CV: LIME; HF: OAR2; Ml OEIESE; RRT: BREEE
BB S DR CKDIREDBEDHOCR—X T4 DU RY, BENE, BERLEXRDNNT A —%
IFFIDELITYSHBED T —2Z2AWT, 2FERRPBERAEFADOZNEINICOWTHE SN, BB,
BEMRD/INT A —ZITOWTITBEREICT AN —FILE LTUTOARY MIOWTEHESN
7=

BARY MIBETIREBEMRONFTA—%
®cGFR 15 mL/min/1.73m & D 4B L E D Ffk
O HEHT~ DT

@ ERIEADHEST

® EfEIE
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O LA EFRHR T 2 R— X7 A B H40% U EDeGFROET

DIEA NV MIBETRBEHNRD/NTA—%
OB D/LME A N>~ DFAE

O LIMEA RV FDEH

o [\ E B, OB RE DR FIE

o LMEL

=SAYYLIEANY FMIETRBEHRONTA—4
O A\[RICE-TomA ) 7 LI
O A\RICEL LA >TeEmB Y T LIIE

743/ OEFEZ, FIDELITYRHRICE T 21BHS5EN1I0mgDBEEIE L 20mgD EHEEHE
BWTIEFHICLYVHEE SN, BREAROEHEIMDVHOL 7 T — 28Tz d &I, &%
BREEVCERIIEGEZAVTHEEINT, ZOMDER/ NI A—XEMDVEDOL 7 T —2@HT% b
CICHRESNT, QOLMEIXEIZ, FIDELITY:HE D BAAERTE S N7EQ-5D-5LD L XK > R X 1
TEBARANOBREREZAVWTERT 2 ZEICLVHEEINT, BB, FimIC L7ZQ0LED R AZE
BaINtz, YA 7ILORIIZBERARICE T2 Ty FRA v FOFFMEBICHHEZ7-0I124H BRED
HAIN, FEICHIDaR— b Ial—YaryREREINT,

ETLVTERBINIRREIZATOBY TH -7,

O RDCKDAT =P ~DETIFBEDRT —JICOMRE L, BEBERIBEMORBE LHICELL
A AW

O EITBEDHEIDLMEA R YR IE, BREZERRTKREMOCKD 5BELRETHY ., BR
BEZEOIELIEA XY FYRTIFCKDRT—Y ABHFLRETH S,
OETRMWEENLMEFTY X713, CKDRT—Y 4BEDRTY X7 ERAETH 5,

O LAREIC K B ABTICH S ETEDBMIE, DHEEICHSHETEOBIMERETH 2,

ool BRRBFOLIMEANY FORBICOWTIE, TNENREBRIIGEL S,

O T DMDEERA N M, BEREAXNY M, DABAXRY FRUEFY RVICHEEEZEZ T,

0T L/ VEDBEN, TTIRNTT7 4L/ vERIELEBE, BEREOEMEEEREEE
ERAE
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BLERTEEICL 2ERADTOMERIFLUT DXRS-1-1-1XU3-1-1-20@

Tdh o7,

#3-1-1-1 RWERFTEE IC L 2 BAMNRIMOEF S OHER (FIDELITYREIT£4HEEH)

ZhER (QALY) B3R (QALY) =2/ (M) B8R (M) ICER(F3/QALY)
TARLS Y 9.39 0.14 8,912,601 274,052 1,959,516
BAER 9.25 8,638,549
#3-1-1-2 RERFTEEIC & 2 BAMNRS T OEES T OER(FIDELITYRRT HEALE)
ZhER (QALY) B R (QALY) #HA (M) BoER (M) ICER(F3/QALY)
TAFRLS Y 10.16 -0.26 8,227,142 941,652 %1 (dominated)
BAER 10.43 7,285,490

31.2 FERERMLURLA-BAMRSMICHT 2 RE
DS ICL DL B2 —DiER, &iE

DEX

DHII

R=ZRFAVDLIMEA XY PEEFERICET 5 BEZMICOWVT

TEELVAVLETILOBECQOLE - BFR/(T7 X —X
EREEIBETRZEEEZONT, — AT, AT0mRLFEToNT,

BLERITEE X, BAMNMRSMICELNT, ETVICHEAANONIZBEINLIEA N> b DOBHE

PR VWRETHLITNADCKDR T — Y Of2EEIREE

RHEEDERIRI L 72 > TWBFIDELITYEER TIX
BELTWEZEPBEEINTWS, ETILTIECVDDOEEENH
NT, CVDRBEAXRY b @AV TLIEDY X7 A S
EERET DRLENDH D,

DEBENIC

BEATYFFRA

DNTBI %

= =

172 C

Y MCBELERHNFZA—RIZD

ANBZ EEIRE L 7=,

— AT, ETILD/INT X —

A5.6%DBENR—X T A VFICCVDDOEE %

WT

TJA4xL /T LYyTAT
E#Ed %55 & L. [FIDELIO-DKD
HARATIEEF OBETE2~DERIEINEAFE L ATE
ERTEEDNROEEENH D I ENTEINTWDS, 7o,
BIFET—LTEE
il L7ce 2D EDD. ZDEDLIREHROR

2 i) ICEDE DB
NTWDEFEARWE

VEAANERIC

RERE B 20 ZRETT 2RELDH D,
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32 LE2A—RERICLIBSMOLELEFROFE

O %kl — REITRT
0 »Y - LTIk <
O Z ot )

3.3 EEHFVDELESTOBME
3.3.1 BRIV BELOWFEECNTIA—LRLEFEL[ERADEEIKEV]LD)
ANR—Z T A OLMEANY FEERICET2EESH

D)YBEANRY FEEL/NRTA—RDEBFEICDONT

3.3.2 BREAVPBELEOWFEFECNTIA—2EEG31UADL D)
B P

34 FELA (BRICEZZEEIFKEVA) ITOVLWTOESITORR
341 R—ZXFA4AvDpMEARY FEERICEHT3EERHICOVWT

#3-4-1-1 ERFTEEICL IBETOX LTS

BUERFTEEDRE LIREZEFICB TS

tovayv ~—IH BIE1TES (H 5 W IIRRES)
411 EBRENMROEHAE P62-63 X3
EEFTIL [ LT 1 7HTA_CE model v1.0] > — b [Settings] |D24-124

EETIL (7L >vF 4 7HTA_CE model JP Sub pop-

ulation_v1.0 ] < — b [Settings| |D24-124

ATAG. Rep. 2024:2(1) 37



[REEZniEiR)
SR TCAWEETIESEEN 1ISRL, TEFRMCHEAANSNI-BE (L. LMEA XY DT
PEWRETHWTNADCKDR T — L OfEEIREICA S,

No CV event ' CV event

‘ CKD 5

without RRT

‘ CKD 5

without RRT

CV events

Non-fatal stroke

Non-fatal Mi
Hospitalization for HF

1 ETMLEE
CKD: 2B MER; CV: LE; HF: DR 2, MI: OIS, RRT: BRERE.

(& EFnicid]
N=2R 74 v DEESH(EHEH)

CKD1/2 CKD3 CKD4 CKD5 w/o RRT Dialysis Kidney
Transplant
B.aselllnel patients 39.9% 53.3% 6.8% 0.0% 0.0% 0.0%
distribution

R—=254>DBENT (BEANEH)

CKD1/2 CKD3 CKD4 CKD5 w/o RRT Dialysis Kidney
Transplant

Baseline patients
distribution | | [ [ [ [
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(RAHNLBSTORE]

FIDELITYREBOSHER  HAAERIZCH IFACKDOEFEE ICEDICR—X T4 Y DBEBEHFHIZON
T, DIBARY FOBETEBIM LT — 4 2&ERTGEESVREINS, chED EICTIILOTE

TIVDERBBEREICEITEIR—ZATA VD HDEREEIT> 7,

#3-4-1-2 R—R 74 v DEZFEFH (FIDELITYRE T AEE)

CKD1/2 CKD3 CKD4 CKD5 w/o RRT Dialysis Kidney Transplant
Without past CVD 26.6% 25.1% 3.0% 0.0% 0.0% 0.0%
With past CVD 15.1% 27.3% 2.9% 0.0% 0.0% 0.0%

#3-4-1-3R—R 74 v DEEN % (FIDELITYEHFRBAAER)

CKD1/2 CKD3 CKD4 CKD5 w/o RRT Dialysis Kidney Transplant
winoutpastcvo| (N ] O O ] O
winpssto | [ ] ) ) m )
342 BARVIEEUNRIFIA—ZDEEICOVT
£3-4-2-1 HERTEZICL I HREZSOZLTS
HERGEEDRE LE-REEFICHEITS
v av R—IH BIAITES (H D VW IINEES)

S~

[HR finerenone D10,D011,D12,D17,D27

DEETIL [4L>F 4 7HTA_CE model v1.0]

EREZEZ0ER]
SHREFICE T 2 BEDRDOETE
Hazard ratios

Treatment efficacy in terms of CKD progression, finerenone + BT relative to BT

Onset of eGFR decrease < 15 mL/min sustained over at least 4 weeks 0.806
Progression to dialysis 0.819
Progression to kidney transplant 1
Treatment efficacy in terms of mortality, finerenone + BT relative to BT

CV death 0.879
Renal death, CKD 5 w/o RRT 0.534

Treatment efficacy in terms of other health events, finerenone + BT relative to BT

Sustained decrease in eGFR = 40% from baseline (over at least 4 weeks) 0.839
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(BN ABSHORR]

2A4ICEEARL7ZBY  BEAT VY FRA Y MIOWTE, 74 2L/ UYHT LLBNMNEREEZET
DM TEARVE LA T L, T e, WERFEEONTICEVTIE, 24ER
F—EHDVEAANEAT —RICB I HEEEEZZOLEETNMICAAL TV, BAAEAT - X
TIEBA XY FOHRA 1 ZBBELTWS, 74 3L/ vOBMPWBERENARO ONAEWLWSA L EWST, —
FCTHEERICBEVWT 74 2L/ U BHEEZEBLMNIEIZELIB/ELNT-VWEZIATHD, TDIEh b,
ETNICBIFEBARY MIEELIAENROHRZ TR TLOICER L TRMNO T Z EEL 7=,

DA R P OBENRCZOMOHRBELRL ELT LT —ROEEUARD SN LHDIZD LTI,
BTNV VWVARANERAT -4 E2HAVWD L ICLETHEEED LEAEA T, 2FEMT— X DfE
TRW, 272 L. FiG, HR XR—XTA VEESHBRLEOETRRFICOVTIE. BRAERT —%2 D
BlIc—3&E €7,

—A T, BLERFEEENRE L7 [FIDELITYEBITAAAER] 07 -2 Z2RAW/oTICHEET 230
DWTHLHhETEBL, [FIDELITYENEHRER] 07 — 2 AW BN(7:Z LEREFPR—2X
TAVYRIFIZODWTIHHAAEAT— R ARV D)ICDOWTIE, BERAERA~O B AEILE
UTlEhWweDltto T, ¥ FHUFore L TiRRLT,

#£3-4-2-2 RMITH T B EFDROBE
Hazard ratios

Treatment efficacy in terms of CKD progression, finerenone + BT relative to BT

Onset of eGFR decrease < 15 mL/min sustained over at least 4 weeks 1
Progression to dialysis 1
Progression to kidney transplant 1

Treatment efficacy in terms of mortality, finerenone + BT relative to BT
CV death 0.879
Renal death, CKD 5 w/o RRT 1

Treatment efficacy in terms of other health events, finerenone + BT relative to BT

‘ Sustained decrease in eGFR = 40% from baseline (over at least 4 weeks) 1
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4. HHiER

4.1 BARICEIFIERITOER

O

O Zof(

B ERAMROPTOEDERMRILZE LT D)
BERsIMEAITGIRIIAEE L TERZHET 5)

)

411 BHWICBETZEESTOESNR, BIER. EIERMREL
F4-1-1-1 BERFEEEIC £ 2 EFSROBR (FIDELITYRT2H4ER)

S (QALY) AR (QALY) #/A (M) BHER (B) ICER (F3/QALY)
T4/ R 9.39 0.14 8,912,601 274,052 1,959,516
1A B RE 9.25 8,638,549
F+4-1-1-2 HERTEZICL 2 EXSTOBER(FIDELITYERBHEAER)
& (QALY) #5352 (QALY) ZH (M) BAER (M) ICER (F3/QALY)
VA% 10.16 -0.26 8,227,142 941,652 241 (dominated)
1A B pR Rt 10.43 7,285,490

#F4-1-1-3 BAMICH T 2 EAFTOBREER )

R (QALY) #5%HE (QALY) ZAA) i i) ICER(F3/QALY)
74 E 9.16 0.04 11,006,747 240,794 6,846,308
B RE R 9.13 10,765,952
#®4-1-1-4 BAWIC BT 2 EXSHORER (FIDELITYRZTB AR
& (QALY) BHR (QALY) Z2/R(M) B EA(M) ICER(F3/QALY)
PRESVRS 9.64 -0.27 9,569,716 1,048,316 %1iz(dominated)
i 9.91 8,521,400
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4.12 BARICEITZEIUR. BIERA. BIBEAMRLO#ER

F4-1-2-1 BAWICH T 2B HR. BIERA. BIBRNRIL OB (EEFSH)

BomOARR R (QALY) BHER) ICER(F3/QALY)
igﬁ%w%%@ﬁm A DER(E 0.140 274,052 1,959,516
a Qgg%“%?é&_za4yﬁ% 0.089 166,990 1,868,959
a+b ;ﬁ‘%ﬂ;’m“'ﬁ RAEA 0.106 203,315 1,926,642
BARY FOAYF— F A 1.0 10Z
a+bc NN %ﬁ@%i%) 0.035 240,794 6,846,308
£4-1-2-2 BAWICH T RESNE, EHIER, EYBERAMEILOHEB(FIDELITYEITEAAER)
BOWTOARNR AN E(QALY) BHERM) ICER(F3/QALY)
i}\;’ji%%@ﬁw\mmi%a -0.263 941,652 %47 (dominated)
a %?ffif‘ﬂﬁ%x_xg% v R# -0.270 1,048,316 2tz (dominated)
MELERREEE D ARANERTF LA~ — 2 & LTHALEA0IT. atbBFatbrcd s (354-1-2-1) FEHE L A L,

42

4.1.3 BAMICIERBLTOAWLY, EENICESERMDRILICEEEZ25R 5 2ER

ZBURERIFRE ICH LT, BEREBEIHIT KA & L CSGLT2EEELNZE T O N5, BAMER
AF R D2RNERBE DY EED T LT, BUEBREKE AT 22BBRBEE ICK
LTld. SGLT2IEEE DR E42EBTILELNH D EHFRENTWS, [12]LA L, FIDELITY
ABRICE VT, SGLT2EEEN RS SNTIEGILIR SN TH Y (6.7%). 74 2L/ > ESGLT2EEE
DR BEREC, 74 2L/ Y ZSGLT2EERICLEFEL L TEALABSEOERMEICOVLTE
BREFTETLARL,

JILTY X LS
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4.2 BARICEITIRESTOER

#®4-2-1 —TREI T ORBREXST)

INT A =R INT A —RDOFH I ICERD &
EXTE DIRHL

HASHT DICER: 6,846,308 F3/QALY TR PR TR PR
HR: First CV event, FIN + BT vs BT 0.76 1.03 95%Cl 2,407,176 16,803,638
HR: Subsequent CV event, FIN + BT vs BT 0.68 1.05 95%Cl 1,647,574 13,720,895
HR: CV death, FIN + BT vs BT 0.76 1.02 95%ClI 3,060,015 %.M

(dominated)
HR: Progression to dialysis, FIN + BT vs BT 0.65 1.03 95%Cl 2,359,829 7,793,126
Increased mortality risk, HR due to CKD4 5.19 9.50 95%Cl 5,910,618 11,267,444

C2H
H 0, 0,
Discount rate for health outcomes [per year] 0.0% 4.0% HAFS A 5,755,157 8,033,416
Four-month risk of subsequent CV event, post- 0.059 0.075 +20% 7.586.543 6.075.552
CV event
Four-month CV death probability, CKD1/2 0.004 0.006 +20% 7,663,671 6,158,038
MFIN: 7 4 2L / v, BTAZHE B
F:4-2-2 —TRESFOFER(FIDELITYRET B AR ALRH)
INT A =R INT A=K DOHEH . WHEROEHH
; RE DIRHL
HEADHOEHER: 1,048,316 TR EBR TR PR
HR: Subsequent CV event, FIN + BT vs BT 0.32 9.54 95% ClI 465,827 3,951,131
HR: First CV event, FIN + BT vs BT 0.49 1.56 95% ClI 813,330 1,408,803
HR: Progression to dialysis, FIN + BT vs BT 0.88 7.06 95% ClI 827,978 1,285,836
Increased mortality risk, HR due to Dialysis 442 12.26 DEORE 1,317,828 917,032
(post-acute)
HR: CV death, FIN + BT vs BT 0.24 2.43 95% ClI 1,118,136 834,248
HR: Onset of eGFR decrease < 15 mL/min, o
FIN+BT vs BT 0.84 3.06 95% ClI 954,964 1,188,361
HR: Hyperkalaemia not-leading to hospitalisa- o
tion, FIN + BT vs BT 1.90 4.54 95% ClI 1,018,284 1,225,533
Discount rate for costs [per year] 0.0% 4.0% . CZl:i 1,150,391 955,163
A4 B ’

MFIN: 7 4 2L/ v, BTAZHEE B

KETHNUTH T, BHBR LEDQALYDERERTT 5.
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*4-2-3 —TRESHOFER(FIDELITYRETBEAERE HESQALY)

NI A—=Z IRT A —ZDEEH st o0 A4 BHQALY D&
- B

HAS D145 QALY:-0.270 TR ER . TR ER
:ﬁfgﬁi%ﬁfem decrease < 15 mL/min, 0.84 3.06 95%Cl -0.077 -0.553
HR: CV death, FIN + BT vs BT 0.24 2.43 95%Cl -0.182 -0.543
HR: Progression to dialysis, FIN + BT vs BT 0.88 7.06 95%Cl -0.188 -0.426
HR: First CV event, FIN + BT vs BT 0.49 1.56 95%Cl -0.195 -0.383

. 0, 0, C2H - -
Discount rate for health outcomes [per year] 0.0% 4.0% HARS A 0.371 0.201
I(rgzrsi?zijtgortallty risk, HR due to Dialysis 442 12.26 DEORE 0.158 0327
Increased mortality risk, HR due to CKD4 5.19 9.50 95%ClI -0.294 -0.230
HR: Sustained decrease in eGFR >=40% from o
baseline, FIN + BT vs BT 0.72 1.45 95%Cl -0.251 -0.296

XFIN: 7 4 2L / >, BTAZ#E AR
HKETHMTH > 710, WHEM L MHQALY DR ERTT 3,
4.3 BAWICHEITZTFIFRIROBER
431 BARY MIEELEREMRICOVWTOYFY IR
FIDELITYRBROESFHER T -2 2 Z 0 EF FAV O EERFTEE L VIREHIATWS, N
SORREZDOEFFAVTT L LEZERTOPRN-—RIA VYU RIFIIOWTIEAAAER T -4 %
Buwiz), 2o tre LToyF+ U AaaREL -,

#4-3-1-1 FIDELITYHBR2GHEE DT -2 2FAL =2 F YV F 3TORR

44

R (QALY) #HHR (QALY) ZA(M) BHEAA) ICER(F3/QALY)
TARL S VB 9.23 0.11 10,969,268 203,315 1,926,642
i 9.13 10,765,952
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4.4 SHTEEROBER
®A4-4 SRR OBER

R & AT 5 B ERREE
) J D
AHTHIREHE FEL. RIBREX AFEFETROBEER <
e T o
sl *f@AEsh © ACEREE Y (ZARB
CERD B4 B EE0RE O RASLEARE
O F2r> b (UBS BRI LRI L. Ao B A HER)
O WESHBEMIC N LHRFRETHY . HoBAHHIE
[0 200 A M/QALYXRS
_ . [0 200 AM/QALYLL E(200 AF/QALYLLE) A 2500 FF/QALY 3 (750 5 H/QALY ki)
KN
Eﬁfgfggf*ﬁﬁﬁ B 50075 F/QALYLLE (750 5 F/QALY BLE) A+ 750 75 F3/QALY F3#(1125 75 F3/QALY 53#)
i " 00 750 AF/QALY I E(1125 A F/QALY L £) A > 1000 5 FH/QALYLLUT (1500 5 F3/QALY K 5)
[0 10005 F/QALYLL E(1500 AH/QALY L £)
O PRARFEBZWVWIELY). »OEEISL
O Zofi( )
BOWICEB T 2EERADTOFEREL S, ICER (X 6,846,308 FH/QALY TH 5 Z & R&ENTz, RLEERE
okt L pmy | EENEIEL A [FIDELITYEHT B ARAKR] 07 — X £ B ITIAST 3 ANSHTHER D LTI,
- - THEEUNIKELEBRIPEETH Y, —FH T [FIDELITYRITEHEHER| OF — X ZB W@l oWn
TiE. BANEFAOEHA B LB T AL & 1L 7,

4.5 (EIERABRDEHS
ZEEL
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CKD Chronic Kidney Disease
Ccv Cardiovascular
CVvD Cardiovascular Disease
eGFR estimated Glomerular Filtration Rate
HF Heart Failure
ICER Incremental Cost-Effectiveness Ratio
Mi Myocardial Infarction
QALY Quality-Adjusted Life Year
RRT Renal Replacement Therapy

ATAG. Rep. 2024:2(1)

51



2/’

1. XERDOHMED T

AERE, BAMNMRIFMEPTEBOIBRICEDE, X=X F74 v DLME(CV)A X FEHEEICE
THETAREICOWT, FIDELITYRBROSERERICHE T 20mEHRAL. 1D, CVA > b ECVEE
TARYFDOYRZIZOWTHEZEL - HEOBIMAITHEREZTRL TV,

2. ERXI%h R D 5
2.1 BREDVBDELRSAFER/INNFIA—4
OR—XF A DCVA Ry FEERICEET2ETILETE

OCVA R hECVIEELDY XY

2.2 BOWMOFWREE>TWBNFTA—4
ONR—XF A DCVA Ry FEEREICEET 2 ETILETE

OCVA R MECVEELEDY XY

52 ATAG. Rep. 2024;2(1)



2.3 EMBHOAE
231 R=ZRFA4DCVA~RY FEEREICET 5 ETIVERE

*2-3-1-1 HERTEEFICL IMEEOZY IS

BLEIRFEEE DRI LIREEFICHBIT 2

tyav R—IH BIATTES (H 5 LW IIRRES)
L1 EBRHMROEHSE P62-63, P66 3, %15
[FREEE niiR)

AP THAWEETAEEZMIICR Lz, ET/ICHAANONIZEEIL, CVA XY FOBELR
WIREETOWITNADCKDR T — Y DEEIREICA S,

No CV event CV event

-
‘o (m
C ol =
| o |

CV events

@ Non-fatal stroke
Death Non-fatal MI
Hospitalization for HF

K3 ETIEE
CKD: 18I B R, CV: L&, HF: LR E; MI: LEFIEZE; RRT: BREEE.

®15 BEERONIA—ZR

LA | f8 | BE DR

CKDOEEEICE I AR—R T A Y DEEHT (%)

CKD 1/2 39.88
CKD 3 53.28
CKD 4 6.84

FIDELITY#iT o2 AhEROE &

CKD 5 (RRTKZETE) 0.00
BT 0.00
BHiE 0.00

ATAG. Rep. 2024;2(1)

53



54

2/

[EFMLEMA T DORE]
BLEIRGEZEICLVIRHENAETILICEITS [CV event] ORBEIREEICOWVWT, DNHDHIE [~ —
RAT7ANZEITBCV eventBIFERZET D] TH 2 ERFL T oh, WERTEZRICEINIEL [9
WTBAAERICCV eventZ EE L7cb DDA ZBELHD] THHEDI ETH o7, EBRIC, KETILDE
BHEXRZIICVDOBREOEEICEBDHL LT, FIDELITYRERICH T 22HEMT — R (T AHECVEAEEH
EELHD)DPORENMTONT W, TOZENDH, RHSTIFEERTEEICL S RBREZ I AN,
CORICEAL TRHDTHDBEDMLIcT XA —REDRFEICOVWT, WERFEEDREBICLZLDICE
TILE LT DMAITICEWTIE, FIDELITYRERTIE, 45.6%DBENR—R T A VEFIZCVDDBEE
EHLTWEZENDL, ZNHDEHFIZDNTIE, [CV event] OEEIRENSRKBEIND EREL TWL,
HE, Fin, . R—XTA VEBEMHREDBERRFICOVWTH, DA TIEARAEFOH D
E—HITBEDICEBLTVWEDY, Z0HE. BBEEEENFIDELITYHRICS T 224hEdT —4IC&
ZEVIRELEEGLBEVOT, FIDELITYRRICE T 22 4EFAT — 2 DEIC—HT B,

ATAG. Rep. 2024:2(1)



232 CVARYPECVERETARVFDYRY

#2-3-2-1 ERFTEEICL IBETOXLTS

BUERFTEEDRE LIREZEFICB TS

toav R—IH BIAITES (H D W IIREKES)
A2 CER LT/ 7 4 —4& P71-75 %#18,%28, %20
FREEE D]
*18 HEIOLDMEARY FYRIDINT A—R
papsea & X TE DIRHL

CKD 1/2 0.76%

CKD 3 1.19%

CKD 4 1.57% o )

FIDELITYfr D2 HERIC B 1T 2 EERERHOHEE

CKD 5 (RRTk ) 3.32%

EhT 3.32%

B 1.57%

CKD: {2 B &%, RRT: BREREE.

#R28 ZOMOBRANVEFVRIDNRF A%

([
e ik k=] R TE DIRHL
AV bE | Axv b

DIEA XY~ OBF - 6.68%

ABEICE B H U & LIfE 0.04% 0.25%

ABRCES LA >FSH Y Y A 1.10% 1.92%  |FIDELITY@RAF DL HERICH 1
4 BRI T 2 _—2 5 1 ED 5 40%ELE DeGFRD BIREBRE D O OHEENE

BT 1.49% 3.49%

BB,/ OB DR RIS 0.30% 1.94%

eGFR: #EA KRB E.

£20 OB - BWECEONT X —&

EH% | & | HEDRY
DIETE
CKD 1/2 0.47%
CKD 3 0.58%
CKD 4 0.78% §

FIDELITYRRIF 4 thEE 12 35 1 B IEEARR A > OHE(E

CKD 5 (RRTkET) 1.55%
BT 2.06%
BBIE 0.78%

ATAG. Rep. 2024:2(1)

55



22/’

56

(B8 AEMATDOAR]

BLERTEEE R, FIDELITYRRICHE T2 26hEAT -2 2BV T SMETILICHIFDCVA R b3
IERCEA ANV PRIER, CVRRTEX, BBHEXZEOREZIT>7%, —7 T, FIDELITYAROZRERER
ICOWTeFERE BARAEFICE IFACVA Ry b A LB LZHEE. BAAEROAPBEWNMERAZED
b7 (3R2-3-2-2),

#2-3-2-2 FIDELITYSRBRICH T 24 ~¥ P REXROZR(DOE)

2K AARANER
> FRA > b IEAE SRR IEAE SRR
(n=6,507) (n=460)
DIEEATY FHA > b DFER 14.4% 6.7%
&L 5.6% 1.5%
IERIEM LB 2.9% 1.1%
FEERTEHIRN 2~ 3.0% 3.3%
DREIC & B AR 5.0% 1.1%
EEOCKDEREICH T2k — MAKROBWEICL 2 &, FEHOUR. MRBEOEESZBEL&(F

Mb)IcEWTH, KEDCKDEE & ERTHADCKDEE IZCVDEA XY MEEXENBIFTH 72
ENS, BERDCKDEEICHITBCVA Ry FFEEXRTBAICHL TEVWZ EATREINTWS(K2-3-2-
Do

a Unadjusted (cohorts) b Adjusted (cohorts)
1.00 _ 1.00 e
_‘_‘q'_—‘x.__________‘_‘ ‘\-\\ — -=-—.____\_\___\_“—-—
0.90 W r— 0.90.
5 e g
E 080 Log-rank test T E 0.80
] P <0.001 a e
E 0.70 .E 070
g 0.604 g 0.604
—— CKD-JAC: 23.5/1000 person-years — CKD-JAC
0soll— CRIC: 38.5M000 w-yeam | . 050)— CRIC ) . .
0 1 2 3 4 5 1] 1 2 3 4
Observation period (yr) Observation period (yr)

K2-3-2-1 CKDEZICH T2 0MEA Ry P RERDER[1]
CKD-JAC: HADCKDEEZE DT —%. CRIC: XENDCKDEED T — %

ERE Y, FIDELITYRRICE 22 EMAOT -2 %2 Z DAV HE. FICCVA XY FPCViE
COFRERPAANEFOREL Y LBRICHESNTOLDAREELNE L, ZDHA, EEEERH L R
L7z7 4 2L/ VEOBRMNRITBAICICERDBENME)FHE S NS Z e ABEIND, —H T, &
DEREDA XY MY RIPMERT DNICOVTE NERELNRE L —BICHEREZR TS 22 & F# L L,

ATAG. Rep. 2024;2(1)



ZDIHBIMAHTTIE, @FREF BRI TARAEFATIECVA XY FOCVIRTDEREEIMEL LD
AR A ZERT 572010, CVARY FORERECVRRTORERICHL T, —EORMEEL THES
To eItk EEBREEOY X AFIDELITYRRBRICB T 22FEMAO T — 42 L ) HEVHEICEE
SNBICERZEH L 7=,

BE DIMETNMICENT, CVA Ry MEFEBIEMHICVA X b CVRRTIEEIEMICVA X b & X5
LTURIZ L=/ T X =R E L) DFAMTONTWEZ NS, ZBICIEFENMTObITLARWT &%
HRL TP, /-, BWERTEEDET LTI, CVARY FZRBRLIBETEFLTLIEEICBEWLT,
MERNERTHIEERELTVED, BERBOFEN _EICFGTEINZ I & xMET 272010, K
BEICODWTIHEE LA -7,

OYEDCVARY FDYRIRUVCVA N FDBFEDY X D/RT7 X —2(20.5~1.0DH%REEFEL T
IEZIT > 7=,

OCVIET D X7 D85 X —&IZ0.5~1.00D%E % T L THEZT> 7,

O LD RUVBERMAE—RICEET DI LICIEARERTEESELH > 7-H. —BDICERZEHT
B, EELE, CVA XY FOFRAEKRECVIRT OFARITHIEFRI0.75 (A8 ICH 1 5 sk
B) AT LI, ZD0.T5E WIEIRELRZIRETH D, AP, ZORERIICVA Ry bDOFRERLCVEE
TOFRERICIWT 2FEREZ ZNTN05~1.0ICEEBIB/-45 B L2NREDTOBEREED
HTTBRBEINL,

ATAG. Rep. 2024;2(1)

57



C

z’H

58

3. SR

3.1 EMBTDHER

- K L et

]

O Z o

B EAMRITESERMRIEELT )
BERsIMLOTGIRIIEE L L TERZLERT 2)

3.1.1 EMSHOELSR. EIER. BHBERAMRL

#+3-1-1-1 WERFTEEICL 2EFFTOBER

2R (QALY) AR (QALY) £ (M) BHEA (M) ICER(F3/QALY)
PEE VA% - 9.32 0.069 8,967,215 328,666 4,797,362
BERRE 9.25 8,638,549
#3-1-1-2 EMANOER  (CVA R b OFIERE=0.75,CVIRE T DHIERE=0.75)
R (QALY) AR (QALY) i) EHER(M) ICER(F3/QALY)
TARL S VB 9.65 0.054 8,459,274 386,067 7,130,185
BB 9.60 8,073,207

ATAG. Rep. 2024:2(1)




0.50

0.55

0.60

0.65

0.70

0.75

0.80

0.85

0.90

0.95

1.00
0.50 0.55 0.60 0.65 0.70 0.75 0.80 0.85 0.90 0.95 1.00

i E A R MR IEE
# 2,500,000 -5,000,000 5,000,000 -7,500,000

+ 7,500,000 -10,000,000 ® 10,000,000 -12,500,000
= 12,500,000 -15,000,000

X 3-1-1-1 BP0 2 TRREI T OFER
(CVA Rk OFIEFE=0.5~1.0,CVIET- DA EHE=0.5~1.0)

10 10 8 T 1E fiE

HEAFETF LB VT, CVA N> b FFEBIEHCYA <> b CVIETIRBBERICVA <> b &

XA L CHRIL L7/ 8T X =& & LTO), A IThh T3,

[3-1-1-1228B42 & CVARY FOEEZHTHATHLEEL, MEOMEMEAS &L Z0.95% FEHS
EICERIZS00AH/QALY A BB T A I EATRINT LS, INODIERARAENICERT 5 LIEELE

EHEBL7=7 4 %L/ »DICERIZE00AFA/QALY A# 2 H< L HABR B 4 2 2 LAWY TH %,

ATAG. Rep. 2024;2(1)

59



60

#3-1-1-3 BIMAT D 2 TRE DT DOER
(CVA R+ DRIERE=05~1.0,CVIEE DHIEREL=0.5~1.0)

CVYU R 7 RIERE

0.50 0.55

0.60 0.65 0.70 0.75 0.80 0.85 0.90 0.95 1.00

0.50|12,916,193] 12,396,379| 11,898,182| 11,418,329| 10,954,029 10,502,883| 10,062,818| 9,632,031 9,208,949| 8,792,188| 8,380,529

0.55|11,534,214|11,115,726] 10,709,928| 10,314,796 9,928,576| 9,549,740| 9,176,946| 8,809,016 8,444,906| 8,083,690 7,724,541

0.60 | 10,445,224]10,099,334| 9,760,607 9,427,732| 9,099,556| 8,775,064| 8,453,355 8,133,627 7,815,164| 7,497,322 7,179,524

0.65| 9,564,917| 9,273,000| 8,984,682| 8,699,081 8,415,412 8,132,978 7,851,152 7,569,373 7,287,134| 7,003,975 6,719,481

0.70 | 8,838,503 8,587,927 8,338,578 8,089,845 7,841,180 7,592,087 7,342,121| 7,090,876| 6,837,985 6,583,111| 6,325,948

0.75| 8,228,830 8,010,704| 7,792,193| 7,572,859 7,352,309| 7,130,185 6,906,161| 6,679,937| 6,451,242| 6,219,823| 5,985,450

HAEtts <o

0.80| 7,709,815| 7,517,691 7,324,064| 7,128,615 6,931,056 6,731,122| 6,528,567| 6,323,170| 6,114,722| 5,903,032| 5,687,922

If 0.85| 7,262,608 7,091,686 6,918,477| 6,742,746| 6,564,276 6,382,867 6,198,334| 6,010,504| 5,819,219| 5,624,329| 5,425,695

0.90| 6,873,247| 6,719,873] 6,563,662 6,404,434| 6,242,025| 6,076,280 5,907,057 5,734,221 5,557,647| 5,377,218| 5,192,822

0.95| 6,531,169| 6,392,512 6,250,628 6,105,380 5,956,641 5,804,289| 5,648,213| 5,488,305| 5,324,466| 5,156,602 4,984,623

1.00| 6,228,237| 6,102,062 5,972,389| 5,839,110 5,702,124| 5,561,336] 5416,655| 5,267,997 5,115,279 4,958,425 4,797,362

3.2 SIEROBER

TLYT AT DOBMNOTOER%, £3-2-108Y BT 5,

£3-2-1 PR
U PRRRRE AT b ERREE
AR FF L. KB B EAROBERRC,
T R
HEBE R *{@AEL © ACERREE Y [2ARB
ICERD 218 B EE0RE O EESLELGA
AN s T TN T L)
WESIBRATIC N L RARZETHY . HoBEAEIR
20075 F3/QALY ki
_ o 200 A FH/QALYLL E (200 AFH/QALYLLE) A2 500 FFI/QALY 35 (750 FFI/QALY i)
KA
ICERPTTRS 22 PR | m 500 7/QALY S E (750 73 F3/QALYLLE) > 750 7 F3/QALYA (1125 731/ QALY )
m=l

750 AF/QALY L E (1125 FF/QALY L E) A > 1000 5 F/QALY LUF (1500 5 F9/QALY &)
1000 /5 F/QALYLL E (1500 5 F/QALY LI L)

MEINEFDB D WIS YY), rOERAI’ BV

Z DAt( )

OoooOmO0n0OOod

Z D& S T L/ EH

BRNSEMTICBENT, CVARY FREARECVIETRARIIN L T, TN NMERK0.75 %
FELBMOWORR, 74 7L/ VISEERE & LB L TICERA 7,130,185 F/QALY TéH - 7=, CV
ARy P FEERECVIELRARICHT 2MERKEZNZTN05~1.0ICEEGH S/ 2 TBEDFICE WL
T. ICERA'500 Ak & 4 288 Id /& WZ & ATRE S L7z,

4. ZEH

[1] Imaizumi, T., et al., Excess risk of cardiovascular events in patients in the United States vs. Japan

with chronic kidney disease is mediated mainly by left ventricular structure and function. Kidney Int,

2023.103(5): p. 949-961.

ATAG. Rep. 2024:2(1)




T4/ LT 4 7)ICEAT2EEMMIDER

[BEEEZE | evveeeesmmmneeenasttt et e ettt et 62
I N = S YA e LT PSP 63
N R SN i 63
21 SIS IS UNT= B IRIB ) F & B +vvvveeeesammmseeee ettt e e e sttt e e ettt e e et e e e e 63
2.2 MBI ODZE 2 T IDEETE ++vvvveeeennnnnteee sttt e e e e ettt et e e et e e e e e et b bt e e e e bbb e e e et e e e e 64
3. X SAEBERIMCEITF D CV U R ITBE G BARIT - vvrreeermrrrrrtee ittt 66
3.1 CV U R 25% {ELODARML & 75 B T — DT D UNT werrrrrrreeesanmnreee sttt e ettt e et 66
32 AIREEMNEITI T D CV AR R U R DIEER veeeeermnrreeaainitte ettt a et 66
T 1 a2 63
T ST TR PP 73

ATAG. Rep. 2024:2(1)

61



62

BEEEER

B

zi
=]

ol

ERFRE

95%Cl
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Chronic Kidney Disease
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Cardiovascular
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Cardiovascular Disease
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estimated Glomerular Filtration Rate
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Heart Failure
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Hazard Ratio
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Incremental Cost-Effectiveness Ratio
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Myocardial Infarction
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National Institute for Health and Care Excellence
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Quality-Adjusted Life Year
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Renal Replacement Therapy

UACR

Urine Albumin-Creatinine Ratio

ATAG. Rep. 2024;2(1)




1. *ERDUED T

BTE2023F98 0 EAMN R IMEZEFIEBICFI VT, CVARY FECVERETEARY FDY X ZIZDWT
BIEZKE L 72356 0BINOTERE L7-2 ., BRMHETFMEFERL Y U TOFBEHFII DLW ITHEDR
SERUCEBEBMNOHEIT) LD ICBRE= T,

OCVY RV AEMET DI LIZDWVWT, NHINTICH T EEZ FDOERE
O ENNDITICHE VT, DO HAIRA L BEREAXIFT 5T — X EDRE
OFIDELITYRHBCHITMIREZ2SB L THIERHOEH % 1T 72H5B DO

BTN AR LD MER. $AHECVY R7ER%E25%E LD RIE [Dhdedb o
BREDY R VEBISERICEET DLWV ZLICEAYE Y Y RAEBOLNETHA I | VWS KETH -
TEFEZ TV 5,

SmE. BN E LT, CVY ZZERICOWTHRFNA1To72h ZOHEER. BEREAICHEIFHCVY
AIERIIEET2EEZZDHDOD, ZOERICOVTIEVWTNOT—RICHERELH Y. BIEIEFIER
KRR LEDHRERICOVWTH—EDORLUEBETI2LDEER D,

BEREOFMZ LT ISR,

2. RSB IIZER A
2.1 EMMFICWBFEDE LS

SLEIRFEEE L. FIDELITYRRICE I 22HERAT -2 2B WO EEADTE L TIRELZ(E
2-1-1),

&2-1-1 BERFTEEICL DELFDTORER
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AB-COURH MOty MACE MACE &
N pemnty N avants Roiw (95% CI) M wvnts Raiw (95% CN) N vy Roin (85% C1)
Norfy Amenca
Phase 4 (3008-2011) 2356 ags 143 (13.0-15.8) A5 17.7 (152-18.4) 820 0.2 (18E-22.1)
Phase 5 (2012-2015) 1637 an7 136 (12.1-15.1) an 166 (150-183) 412 184 (168-20.3)
Ewops
Phass 4 (20082011} 5240 1032 132 (12.4-14.1) 1188 15.8 (148-18.T) 1300 17.5 (1B.5-18.4)
Phose & (012-2018) 506 644 120 (12.1=14.2) T4 18.4 (143-165) k] 172 (16.1-18.4)
Jepon
Phasa 4 (2000-2011) 2001 204 48 (42-58) 58 8.2 (5.5-7.00) 283 B8 (8.1-7.T)
Phasa & (2012-2015) 1620 208 60 (53-E5) 255 1.8 (B.7-8.5) 273 8.1(7.2-83)

K 3-2-2 RABFLBH(MBEEREBE)ICEFECVIRY FREZDER[4]
MACE includes all-cause mortality plus hospitalization due to myocardial infarction or stroke.
MACE+ includes MACE plus heart failure and thromboembolic events (nonvascular access).
Rates expressed per 100 patient-years.
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CVARY PRAERIFEWNMEEZRL TWD(ES-2-1), 727 L, R3-2-1FHICKREHEABOER%
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DORFLIITONTVWAWI LICEEINVETH D,

$3-2-1 RIFHICKDEZICH1F BCVI Ry P FEERDEE[5-8]

Rate (per 1,000 person-years)
Study Subjects Country | Cardiovascular Myocardial Cerebrovascular|  Congestive
. . . . . All-cause death
disease infarction disease heart disease
eGFR 10-59 ml/
CKD-JAC min/1.73 i Japan 23 1.6 5.3 8.6 1.2
eGFR 20-70 ml/ | United
CRIC min/1.73 m States 38 13 6 26 31
GFR 20-65 ml/| United
ARSK min/1.73 m States 3 9 12 1 34
4. BEMD T DER
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F U ZNICE)TlE, AITEROFERENKE VHEICIE, FEEEICEIBSIBBRELDOY X7HK
LD, TOFEROBRCEMEDOBESEHICOWT, LYELVERVEWEIT) 2 AR TH 3,
[9]
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FIDELITYSREBROBAANEFH T — 42258 L T, WIERKE L T0.465% AL HERIZERL-3DEY T
H5,

#4-3 BEMNAFTOFER (@)

R (QALY) AR (QALY) =) BAEMM) ICER(F3/QALY)
TAFRL S VB 10.11 0.031 7,933,624 446,920 14,581,441
BAEBERR 10.08 7,486,704
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ST 2 EPTRENTUVAS(HR: 3.66 [2.74-4.89]), DAY — RLDOWEHEED Z & 12L& > T, BIEREK
(0.273)%BH L7z, HoMTICHEVTH, [GEBFE)CVY X7 ] & [CVIET ] DD /T X — &I
HERBMTH H0273%5F 7, 4
FlIFL4-4ITRT,
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a Unadjusted (cohoris) b Adjusted (cohorts)
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B e —
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EROABOHARANERT—42%2SBL T, BERKE LT027T32BWHERIIERL-SDOBY TH D,

R4-4 FFHARICE T S5EARDOCKDEE L RKEDCKDEEDEEFERREF

i (o107 (r3125)
Age, yr 61 (11) 59 (11)
Sex (male) 710 (65) 1,711 (55)
eGFR, ml/min per 1.73 m 28.7 (12.6) 42.9 (16.9)
UACR, mg/g 520 (135-1388) 46 (8-424)
Diabetes mellitus 461 (42) 1,529 (49)
Atrial fibrillation 28 (3) 569 (18)
BMI, kg/mi 24 (4) 32 (8)
Any CVD history 302 (28) 1,065 (34)
Coronary artery disease history 159 (14) 691 (22)
Congestive heart failure history 63 (6) 307 (10)
Stroke history 123 (11) 326 (10)
Peripheral artery disease history 46 (4) 211 (7)

eGFR: estimated glomerular filtration rate; UACR: urinary albumin-creatinine ratio

R4-5BEMPHDER (b)

& (QALY) #5R (QALY) #R(M) #HER(M) ICER(F3/QALY)
a4/ VB 10.47 0.009 7,621,793 483,637 55,081,613
RAEBRRRT 10.47 7,138,157
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