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bo0, SR L7 AR IR S B L CMENT AE S hoBEE RIS

BOWTHBEYICEHMTELEEZONS,

woa
v

EHEE M2 % (chronic kidney
disease : CKD) BHIIBIT HAEN LA
FED1DOTH D, B MITEHEREREE 1k
w, BRI E A NREL) 2 u R T v
(erythropoietin : EPO) MAEMETF 52 &
A, EBBENEEZSRTWS, B
DERBHFE LT, AR L7ZEPO 2RI
9 Z & CTHRIMERE AL % 0k X & % R I Bk
LA N ¥ 385#) (erythropoiesis-stimulating
agent : ESA) 23RAEICH2D WS NTE 72,
ESA I X B &Mk, Ao (quality
of life : QOL) ol o LR FoE
HEHEOZ EAME STV, ESAIC
X2 HRIMEFOBRIIFHNDOD, —J)THE
PRI R AR RS 7 & DR E D IRWAESA DA
VRIS BE G2 5Z ERMONT WY,
Iz <, RAERERERGED ESA RSN &
M2, ChoOWRET 26T 2 8%
T, ESAIK§ 2 OB EAME T 525 2 & 28
HY, LT 5HAEZ T ¥ (hemoglobin:
Hb) P %38 T 5 720 ESA O 5-8EH°
WMZBHIEDEZLND,

BWERFERT 7o) v IKERILEER
(hypoxia-inducible factor prolyl hydroxylase :
HIF-PH) FHE#RIE, KBERELZEBT 2

(2 & ) NBEPED EPO A 2425721 T2
<, BAHBEOUGERRAINR S N5 BEE
MIGEHETH 5o HARTITDN A CKD
BEB I OMEEN (hemodialysis : HD) &
FhNGg L L/-HIF-PHRHER LSO F 2 X
7w b (LUF, AAD) o MAHERRERICE
W, 1ZE A EDOBERE O Hb B IZEHH
FEEPNICHERE S I, i 2 CREAII R i > -8
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BhRMG L LRI THB X OV MR
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13 HD BE % W RIAT b7 3RO MBI TH
iR SR & 5 AR o 55 T AH B R 3B 0 455 8 3k
Braxtgit L7z (Table 1), #RA7HI CKD %
BILOHODEEZNZENICBT LA O
l: 7id Table 2127R L 725

. FMEEE

1) ESA KiGHEZ B 2 AH 0L Mk
TR KT T BEE R W T oG

PRAEI CKD B o B IS 3 Rk & 7 —
% & HD & O MBA4-6REEZ hZhicB v
T, Week 4R HIZBITHR—=ZF 4 V5D
HbigEEDZ b2 HM L, HimdHsR %z
Al L 720
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DY ZRRIE T — 7 12BWT, Week 41
HICBIFAER=25 4 V95 DOHbIREDLE
{bEZH ML, ESA DS O A4 % 7l
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Table 1 BEE AT 4 B R 5l
5L SINER S =
. HERO e o R - BRI i PR 3B 1D
. Pt/ % 2/ | 500 © 65 JRCT2080222829
H] _
BT " gy | w2 | MBA3T | Akizawa T et al 2019”
TRAEI S . i JRCT2080223643
CKD M3 # MAH E=S lIES SR T 52 38 [H] MBA4-1 Akizawa T. et al. 2022"
. " i JRCT2080223814
AT It 2481 MBA%4 | A izawa T, et al, 2021"
44 e e e = ?}J,ﬂﬁ?ﬁ'—?,ﬁﬁ . 65@[35'1 .
312 A /il Aty e -
BB A | SO AR | s | oy | MBAS2 JRCT2080222839
. s usnepen | TG 6 AR JRCT2080222840
H kq HMEdEEA N - . 15)
BNV | PR ARERFBUR | e S oasmmn | MBASS | Akizawa T et al 2019
HD % ot . i JRCT2080223644
AR R 55k 52 3E H MBA4-2 Akizawa T. et al. 2022"
. . i JRCT2080223881
A HeAsR 2481 MBA4S Akizawa T, et al. 2021
EMAH | st /ARt 24 381 MBA4-6 JRCT2080223646

CKD : chronic kidney disease, HD : hemodialysis

T, MERRRDARETFAM I 1 351 % -3 Hb
REE L ARF O EE RN L, 24 8$%
SR OMFFRIRZTM L 720 2 d, HMEFRIAR
ST S0 5 P D55 T AH R R SRR C U ARoE 4 5+
203 0 O ki G- 24 1 #, 8 AR IR 3
BTt Week 2045 Week 24 & L7z,
3. B CcERT 3 EMNATF

ESA KGR EHE IZ BT 5 B MYGER) R K
T EBERNTFORE T, R, Film,
A, CKDEHEE, BILMGAHOME 7 L
TF=UEL D FE LS SREkA S M=
(estimated glomerular filtration rate based
on serum creatinine : eGFRcreat) (f#Fi
CKDEHEDO M), EHE (HDEFDOH),
intact-PTH, "—Z 54 ¥ TllE SNz T7 v
TV, R=ZAF 4 ¥ THlES 7z C- Rk
#H (C-reactive protein : CRP) &, Week
0 CHsE Sz BkBEmAME (F7 27 =
) VM (transferrin saturation : TSAT),
Tx)F Y, NTFY YY), Week 00 Hbi

& b L AZER R FIRMT 217 5 720 ESA R
BE BT BARFIA~OGER 2R T

TWEHNT oM TIX, iR IChie
S OESARIHEZ A, AH 24 B
R OMEFI RIS RIZT BB T RN T OB
T, BB H> SRS H (Rl
FOESAfAE, B ROSGH, #Esk
A, W) MGEREAD OF LN TR
ST 21T 5 720
4. fRETEEMT

RWFZETIE, BREMCKD BE 7213 HD &
FHEWRIATbN %S T X UM
KRB (GRF8HER) TNZTNDRKDHE
Wit g4 (full analysis set : FAS) % f##7T
SEAERE L7z HbIEEICKH LTIE, N—2
A4V, Week 412B T 5t iEB L O
FIGfED 95%EFHX R (confidence interval :
CI), Week 4281} %&b @il #Le =
B L OIS D 5% CI, #5505 370 91 74
(RkfEde G- 20 T A & 24 38 F 7213 A HI % 5- Bk
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Table 2 FRIRASAH AL PFEIHNT O X 55

e s b ERENETAEES | Y | ESAMHR
MBA3-1
I LN MBA41 IR | ki
MBA4-4
MBA3-1
e wRIRES | MBAST OGN |
MBA4-4
MBA31 Qe 0
QRIS MBA4L i AR
——————————————————————————————————— s
MBA4-4
ESA KHHEEEI B 2 o ‘,
L MBA4-6 WU | ki
MBA3-3
RO S MBA42 DN |
MBA4-5
HD 2% MBA32 s
——————————————————————————————————— SRERE I |
MBA3-3
QRO MBA42 e
MBA4S SEFFRE 5
MBA4-6 FRGE
GBS ¢ B AR A5 (MBAS-1, MBA3-2, MBA33) 160, % IHIHKAE
(MBA4-1, MBA4-2, MBA4-4, MBA4-5, MBA4-6) %4 ¥t
SeER 501 - 24360
HEFE 54 - MBA4-13%, MBA4-2 3Bk 13 4~488 8, MBA4-4:#Ex, MBA4-53R, MBA4-6

FRERIE 4~ 20 A [

*1 0 PREETICERT

ESA : erythropoiesis-stimulating agent, CKD : chronic kidney disease, HD : hemodialysis

20385 5 2438) O ¥ Hb i EE O Rk et
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7 24 38 [ P 5 IRF 1D 4l F5 70 S BFAMG 3] [ oD AR
HIEH AL m OB ET E B £ O EE O
95% C1 &5 L 720 4 COMEHANTIZIZ SAS
94 % 7z,
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ESA KRG #H ORI CKD B #H 2 W12,
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BEED FREDSRE WESHEO S, &
H7 T —TOHbREDF - Aw13015~
130g/dLTH Y, WFhoh T IT) — T
RIICHEE 2 513 O HbEED LA
DN holz. FOMDKETTIE, Week
AOHbIRED LABICKENTOKH T T —
BICRE RALEIX R <, ARE O MSER R
WCHO 8% RIZTRHTFIERD LA
-7z (Table 3),

ESA KiG#H O HD & (MBA4-6ER) 12
DWThH, Week 40 Hb iDL LR # 51
LT, AmERRIHELY RIFTRT %
Miat L7z& 25, HbikEED8.0g/dL KD 7
FIY —CHbiREDO FRBINKREL 25 MH
MIZH o720 FOMORFTH, Week 4D
HbiglEo FRRICH T T —BTEP oM
ERRSNAS, AT T — M OgEREEIC
WY 23H Y, AHNOE MR L TR
RIICHA BT REHAS P E TR SNE
o7z (Table 4),

2. ESABREEREZICET2RFNDYEZLR
RICRIFTEEEREFO®RE

ESA {BHE R OREN CKD B 2 5412,
Week 412BUFBR—25 4 25D Hb iR
DEALRZIRIE L L7202 3D B2 %
ETHRT 2B L2825, ESADF VA
RLF Y TVT77BIOPTRLF Y X—=%
NIV TIEATRZE M T O ESA R EARS »
HFT) —IEE, Week 4D Hb iDL T &
WREL RDEMDPRD BNz LA LeA
5, #ESADOHEOWTFIO A FITY —
IZBWTH HbiEITRE L THEFF SN TE
D, BIBIZEHIICAEH S 7 ESA o fli &
2L o5T, Week 4O HbiEEDELRIZBT
LR ERDO D 5 ERIIBOOLN LD o7,
ZFOMDNTTlX, Week 4O HbiED &
BICKN TR 7 3) —MTRE RH®EIX
%<, ESADS DY 2 RIRITH S i B
ERITTHRTIEZED 5N o7 (Table 5)

ESAB#FHPOHD EEICOWTDH, Week

412BIFHR=2F5 4 V5D HbiEEDZEAL
BEREE LB AR L2 RITTH
TERF LA, ESAO L bEfsT-#
ez 21) A0 RILF ~ (recombinant human
erythropoietin : tHUEPO) B X O ¥ )L X R
IF Y 77 7T, BiBig o=
LTI =1L, Week 40 Hb ik
DOLABIKEL A EBDFED LIz, L
NLEHE, HFESAOHEOVWT IO T
TY =T HbEEII%E L TR ST
D, WINPT & 72 ESA O RIS
Lo T, Week 4D HbiEEDZEALRIZBIT S
FIRNEROD 2R IRO LN Do T,
ZOMDONT-TIE, Week 4D HbiENZAL
WICKEHRTOK D7 T) — B TR E RAHLE
%<, ESADSDYE 2 RRICHS B
= RTTRFIERD SN h -7z (Table 6).
3. FH24 BB EEOMHIFHIRICRITTE
EE=EFO%E

PRI CKD B8 2 BT 5 AHK] 24 H % 5-
IRF O AEFERN A ETAM A H] O X Hb i BE 35 L O
AFNOFIGIT7 %2 /L & L 7 HER R R 150
BERIIZTHTFEMALZLEZA, wTFho
R -F-C 3 ¢ 2 AL T Y ] o0 P39 Hb i B 12
FHRFOEH T T) B TRE LMHEL R
<, MERFRIRICHH & 0252 % U511
RO LN Do Tz, HIHBEHHRICAE Sz
FIWVNRKRLF Y TIVT7 7 EFRF
R—=F RINVOFHEIRLZ WA T TY —I13
&, HMEFRERD AT ] ] 0 AH O I TT BE A
% e LRI H - 7258, % ESA Offi =
DWTND A7 ) — T b HEFER) A FFA I
O Hb i IS M BN (10.0g/dL L
1120g/dLLULF) TH o720 ZOMD KT
T, HERTFOKH T T — M CTHEFFR) R
A T D AK D I F5 5 VW & A s 1
A SN o7: (Table 7).

HD BT BT 5 AH] 24 3 32 5- e D #E 4§
KN AFFAM ] 5 0 3 Hb i B B & OARH 0
W) AR & L 7R R A T

(p18 (834) 1cDo0K)
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Abstract

Several factors related to inflammation and malnutrition have been reported to
affect responsiveness to renal anemia treatment. Baseline characteristics associated
with therapeutic efficacy of enarodustat, a hypoxia-inducible factor proline hydroxylase
(HIF-PH) inhibitor, were analyzed using the clinical trials data of enarodustat conducted
in Japan.

When enarodustat was switched from erythropoiesis-stimulating agent (ESA),
hemoglobin (Hb) level was maintained within the target range, whereas ESA dose
tended to affect the Hb changes after switching from ESA and prescribed dose of
enarodustat during maintenance period. Subjects in ESA-naive patients (correction
group) showed Hb increase after administration of enarodustat, whereas baseline Hb
level tended to affect the Hb changes.

Baseline characteristics such as primary disease of chronic kidney disease, estimated
glomerular filtration rate (eGFR), albumin level, CRP level, and hyperphosphatemia
treatment had no significant effect on the efficacy of enarodustat. According to these
results, baseline Hb level or ESA dose might be associated with initial Hb control,
although the Hb changes were within the target range with starting dose of enarodustat.

In conclusion, enarodustat is an effective treatment option for patients with chronic
kidney disease not on dialysis or on hemodialysis.
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