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HegbflE(g/dl) | 4iBRIOHgbIENE (g/dL) 1’5
Hgbh'12.5g/dLRBIC TN % TIAE
>13.0 NA Z0% 1 BIEEVASTER (1 mgiRSBICHRELIIZAI. Z0%. 1 BIIEE
DEEICHE U mg DI 5 = ER)
12.5~13.0 NA 1ERRE RIS
>2.0 1ERRE RIS
11.5~<12.5
2.0 REDREEM
>2.0 1ERRE I
7.5~<11.5 0.5~2.0 REQRREMS
<05 1ERREIEE
<75 NA KGR L U B AR IR

2 AEME7 LIV R L (201754555 % 10F204716515%; HDEE)

HgbfE(g/dl) | 4ERIDHgbIEAE (g/dlL) B5
Hgbh'12.0g/dLKEIC T BE TSR, Z D% 1 RREL AR TEM 12120,
>13.0 NA Mg SHICHREUIISA R, Z0%. 1ERRIBRBOERECHSUIEIC 1 mgD
B5%=ER
12.0~13.0 NA 1ERREHE
>2.0 1ERREHE
10.0~<12.0
<20 REDRBES
>2.0 1 RRSHE
7.5~<10.0 0.5~2.0 RED A=
<05 1Rt
<75 NA KEGHICThLE U EY) AR RS
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0 EELBEXNER
HgbRE DIRELEE

o FEIRSHIBRIF NET O VRENBFREE TREI 5F ClF. 2BIC1ORENEIT OV REZHEST

BT
O AEIRSHIF ANET O VRESFZ4EIC OEERERL. HEZU EOSMERANHSHNBVKSICH0E

B9 3T & RMEGEMRIEETFREDRKRIABRICEVTANEIOE Y DBEEZEEREUIBEIC. T,
DIEREEROBEEPORBIBEN B BOIEDRENH S,

(BEX#H)
)Besarab A, et al.:N Engl J Med. 1998;339:584-590

1
2)Singh AK, et al..\N Engl J Med. 2006;355:2085-2098
3) Pfeffer MA, et al.:N Engl J Med. 2009;361:2019-2032

HgbBE D=L L RICH T 5518
ANEZJOEVEENABELAIC2.0g/dLZ B A 5%E . RFIC LR UCBSIHRPHISHERCIFAET HFE. #EY)

BABZITSTES

ETEE (MRENEERVOERENES) (CBITDER

MBERBEROERERNBECHS VT RMREMABRFRADKZRSENEVEE TR FENDYEX
BICNEJTOEVERENME T IBEANERHESNTNDIENS FEINDYEZDNEMZ+HIREFNT BT,
FENVBRAZERF VBRI EDNEITOEVREDE FITERIT ST L,

mEDE=9UD
AEPRRSICKVIMMEN LR TR ZNHHDDTC. MEDHBICTEF=EURHLSIRSTRE,

o AEIDEERAHRICHBIT 2B MEDRRRREFZ 18 R—ICEHULEUIcD TTSIRIZE W,

HEIDIRS

EMICEHDNRETHDIEN S HRZEFCEHFDIRSZEITIE,

XEHAFINR—YZETBRZE,
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ARlIRSHGE - IHSPOFEEIR

0 BERS

RER
AFI500mg™ ZBEEKR S UIHC. IBRECBRES (Bl I8E%) h'SRH 5Nz, ARIDBRERSICIINEITD
EVEENKNEL EITEINT 28ZNH %S,

A ARIDABSW&xE AR 1 B1E24mgTH 3,

p UL
AH DFE - AEEDBEYFUBZITICE AFIFEVECREREZE T 3/cH. MREMICIIRETEST]
BEMEIFE L,

BEPRRZENIIZE DRI

o AEIDAEFTH1EDROKRS T,

o NARZSNIHZBEDIINEL T IATDRIICEEBNTHEELZS L,
* RHBNCRHWVERR T RGN (1E5) ZRAT D&,
« ROBRAKZANEVG S RSP NHDZIRAE I RORARZICT RN ZRAT ST,
 RUC—EI2E807ZRAUENC &,
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AR I NZEEREZ DR

ARIDBRE(ICK) RDEWERAN GBSO NDTENHDD T ERZETDICTITV. BENZROOSNIIBEEICF RS ZR I
I AREBUYBINBZIT>CTLEE

@ EXEHER
MR ZEAEIE

Mi£Z4LFE (0.8%)
RuitEZE (0.3%) « A ZEA2E (0.3%) | MEARAAAREAZE (0.3%)  REBERIRMAZEE (0.3%) . NAF 215 —77 7 A MiRAE
(v VN HIZES) BREAR) EOMEERENHSHNBIENH D,

IRIMEREMAHRFEF (ESA) DEHEREL T BIMKEICHVWITFASTRED LR UMREMREDORIRU X IMEINT 52N HRE
SNTHY ESADRNNE CIMEEIBEC DOV OERIMESNTVET,

ZliﬁlJU)f’Eﬁﬁ#%F ZBFERZBDEBEDORMIRERZRUCIBE . ZNICHRFEL CMEEREZRIR T UMM HUE T,
AEIDERIREAER Tl X BREE (ESARY) LB D RIREE CMIEERIEICRET 2EEERN OO NK Iz AFIDIRRFERCS T
Zo[tﬂ*%%ﬁf DHEBRRZLUCRUET,

1. FRIANR

(1) IXNTOMEEHEICRIET 2EEER
ENEMAEER35HER (20175358, 20175458k, 2047 16508%) DHEBMCHV T M2EIEDEEER (BREL DR
KERICHDDST) DFEREEF TRODESITU,

PT All ND HD PD
Daprodustat ESA Control Daprodustat ESA Control Daprodustat ESA Control Daprodustat
(an(_:f)6)9) Rate' (Nr;(;@a Rate' (an((ﬁg) Rate' (an(;%’; 0) Rate' (Nl(;%é " Rate' (Nl(;%’;& Rate' (QZ_‘Z)E)) Rate'
Any Event 17(5) 5.55 16(6) 6.28 2(1) 1.56 4(3) 3.03 11(7) 8.39 12(9) 9.77 4(7) 8.47
T NERZE 4(1) 1.28 6(2) 2.32 0 - 1<) 0.75 4(2) 2.96 5(4) 3.97 0
2o NMARTE 2(<1) 0.64 1(<1) 0.38 0 - 0 - 2(1) 1.48 1(<1) 0.78 0 -
—IBMRREIMFEIE 2(<1) 0.64 3(1) 1.15 0 - 2(1) 1.51 1(<1) 0.74 1(<1) 0.78 1(2) 2.08
ikt 2(<1) 0.64 2(<1) 0.77 1(<1) 0.78 1(<1) 0.75 1(<1) 0.74 1(<1) 0.78 0 -
REBESARIMARTE 2(<1) 0.64 0 - 1<) 0.78 0 - 0 - 0 - 1(2) 2.08
RIEEIREAE I RR 1(<1) 0.32 1(<1) 0.38 0 - 0 0 - 1(<1) 0.78 1(2) 2.1
ENEEILREES 0 - 1(<1) 0.38 0 0 0 - 1(<1) 0.78 0
FEAREAZE 1(<1) 0.32 0 - 0 0 1(<1) 0.74 0 - 0
HOPRRRAREAZE 2(<1) 0.64 1<) 0.38 0 0 2(1) 1.47 1(<1) 0.78 0
HAPRENAREAZE 0 - 1(<1) 0.38 0 0 0 - 1(<1) 0.78 0 -
DA 1(<1) 0.32 0 0 0 0 - 0 1(2) 2.08
JijiEgE2nd 1(<1) 0.32 0 0 0 0 - 0 1(2) 2.08

1)Rate/ABRENH S HPRIEHELLBEEERORRE (100N EdH V)
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EBRITNZENERAEZ DXR

(2) ”“Eﬁﬁtlﬁﬁﬂﬁ@E%Mﬁ%ﬁfl:ﬁﬁﬁ?%ﬁg$§
TBRBEEERICKEERESDRRERICOVTSENR T RS | SFHE SN MAEEASECBE T 2BEBROERIEE

(&*LIF@&BU"CLJEO
PT All ND HD PD
Daprodustat ESA Control Daprodustat ESA Control Daprodustat ESA Control Daprodustat
n(%) | n(%) i n(%) i n(%) f n(%) 1 n(%) 1 n(%) |
N=369) | R |(n=285)| RO |(N=149)| RO [(n=is0)| R | (n=tea)| R [ (n=13s)| RE | (n=se) | RAte
Any Event 3(<1) 0.96 0 - 1(<1) 0.78 0 - 1(<1) 0.73 0 - 1(2) 2.08
HRERAPAREAE 1(<1) 0.32 0 0 0 1(<1) 0.73 0 0
PuittEzE 1(<1) 0.32 0 1(<1) 0.78 0 0 0 0 -
lijiEgEnd 1(<1) 0.32 0 0 0 0 0 1(2) 2.08
REBERIRMARIE 1(<1) 0.32 0 0 0 0 0 1(2) 2.08

1)Rate /AN S ML RBLLEEETROREE (100N - Fb1h)

(3) ERRIMEEHEICRHET 2FEER
EANEMEHER T MEERECEET 2BRICEDETHFMESNTEATUZ U ULRH'S EREEFEIERER
(PHIT136335E) (CHBV T AFID RS SN MRERESE SHEAN) TRETHD 1 HIRSESNE U (RESR 2D EHE

) AER(FOEREDRSMIB28BRICHEIRELU CERPUILICESILERTHY BBREAEMICKEERELS DRREIRIFR
WEHITENTTVE T,

ENSIEHRIZBROFSEMCHN T MEEREDBELREEER (BRELODRRBRICHNDST) DRFEEF TR

DEHITUI,
PT All ND HD PD
Daprodustat ESA Control Daprodustat ESA Control Daprodustat ESA Control Daprodustat
n(%) | n(%) | n(%) | n(%) | n(%) 1 n(%) 1 n(%) 1
N=369) | R |(n=285)| RO |(N=149)| R [ (n=is0)| R |(n=tea)| RO [ (N=135)| RE | (n=se) | RAte
Any Event 7(2) 2.25 5(2) 1.92 1(<1) 0.78 1(<1) 0.75 3(2) 2.21 4(3) 3.14 3(5) 6.34
v NERZE 3(<1) 0.96 3(1) 1.15 0 - 0 - 3(2) 2.21 3(2) 2.36 0
PoitEzE 1(<1) 0.32 1(<1) 0.38 1(<1) 0.78 1(<1) 0.75 0 - 0 - 0 -
FRIHENREAZR IR 1(<1) 0.32 1(<1) 0.38 0 - 0 - 0 - 1(<1) 0.78 1(2) 2.11
—IBER AR M FELE 1(<1) 0.32 0 - 0 - 0 - 0 - 0 - 1(2) 2.08
FZ=ARIE 1(<1) 0.32 0 0 - 0 0 0 - 1(2) 2.08
1)Rate/ABREDR S PR ERBLI-AEFROREHRE (100N -FH7h)
WJe)
2. ¥JRAREIR
MREIEDIERIF E DI DMENBIET DN > TR, (FEALTDFIRMNEBLRRARET BT ENSVTENHSNT
WEd,

© MR EE | TUR DR /7 e BB E (B8, B1R. BROIEK) 8EREE. [BIL-ItEX. 58/
o DERIREE | f9. ANEEAR. DARIER, 3vD
© FRERESARINAAE | U/ A AR (ENIC_ERY) DIERR - &E - LU Rk, E=%
o fiiZRA2 | fa. SRR BTN, IFIRREE, MEk-15M. 3wy EFHA
o {EARRMiZ | ZRARDRIES
e) EERIERREERIMICY= 27/ [MAS]E (M2 FASE  FALSE, B2) ] (2007 F6AR)

3. ERNROHSNIHZE DG

o MitFIEZERIL T DIERD HONBEICE MB L TICRONICEEREZERZ T DR OREZHEEL LT
® EREN S MIEERIEDFEIRD D NS T RPN CHERMRE (DRIRE . BIRIRES) ZXEL TS0
© FHIRSIC L DMTSEDRHIBNERONIIBS(CE A DR SZDIEL, FFIEDIEEDIT CHIMEEEZ{T O TS W,
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8 ZDfthDEIEMA

1%
iR MR
BEE BEUVE (. BIEX. SMZ)
1BiRes BMmE

il

o FHESORBRAGRF OV KB BERASHIFHIFREOE ML ZN U CIEREZTTET 2T LT, HRMEH'185E I 2 04E
HEHEZISNET,

© ENSHEMAEHER3ER (201753588, 201754588, 204716588 DHEGEEN T — 5 [CHBN T MBELMOBEEER (BRELDERE
RICHNDST) DRIBEE A T2% (9/36961) . xfiaEE (ESARF) T3%(9/28561) TUIZ,

© ENSBIEEERICH N T AR EDRRBRICOVTEREEEMICKY [GERNR T AEIE S U | SFHI S N RE B MO FEIREE30.8%
(3/369%l) TLIz,

BEIE (2. KKER . EM2)

o REIDMHRARFER CBN R ZSOETE/R0HER) T3 BRUEICEET 28ZTER (FEIEORARBERICHNNST) EL T, F(CHfA
BB (79451501561 (1.9%) ). 52 (79465101081 (1.3%) ) R UERFFZ (7 9461ch 561 (0.6%) ) DBERIBHRE SNE Uz, FER U
INTOBRISIERE (EEEZEENSDPEE) CTHYJGBRERSPILCEICBRIFEAMMELERD 16IDH TUIZ.

o EAEIMEFHRICHEN T FEIEOERRBERICONTEREREEMCKY [GENRTAEM S | SFHBS NOBBIEDFHIRAE(F0.3%
(173696 MEBK | SERRRZERX) TUI,

o MT FRIFESAICKBERADENERELTASNTLET ",

o AFIDEWNEMEHRICS VLT BMERUME EFDEESER (BEREEORRBRICNNIDOE D) FZNZN. KEIBET4%(14/369
1) K2 0'2% (9/36941) . 33HBEE (ESARYE) T6% (16/28561) K2 1'2% (5/2854) [CERHDSH. MRt CARE TUIZ, o ME LF DI
BEEZEDBBENSZLEUCEREDIS(E. AFB RO IBEE (ESAR) OWE Cah o/ INDEEENRELZ201753HB TldA
BB 38% M U HRES (ESARY) 45%. HDBEZENR EUIZ201 754588 Tl AEIBE 38% K USIHREY (ESARY) 49%] Z&hS. AFIRS(C
LBBMEB DTN RS NFE LI,

o ENEMBRERRICHB VT AFEDERBERIC OV TEREEEIC K [EBNRTAE G | MBS NIcBMEDFRIREEF0.8%
(3736901 |EER - mIE. MELF) TUIK,

EASHEZS 20155 AREMERZS EMBRREEICSIIBHAMBEDHINT A
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EBRITNZENERAEZ DXR

&E

ENZEMAERER (201753588, 201 75458: K 02047 16588) (LB VW TAZIR SE TROONICEEERD S5 AFEDRA

RERICOVWTERSEEMICKI [GENRT gD | CFHE S NS R (BER) ZRANIRUE T,

BHERAEZ DRIFINRE< (2017535 8%, 2017545K5% K% U 2047 1651K5%) >

LM EHE SR EIEL 369%1®

BIVEFRIRGILL (RIRSEE) 27611(7%)

1) NS IAEEBR (201753588, 201 7545888 R 1'2047 165K ER) D AHE S5 B H 11 2R & MM RBI1E.

BiEROEE" %*f,gm Bl ROEE" %*iﬂm

BRRRE 6 (2%) —f% EBEED LSO SERIDIREE 2 (K1%)
SFERERESIENN 2 (<1%) HERK 1 (<1%)
AEZJOEVEN 1 (<1%) Y% 1 (<1%)
maLRFO—)UiEs 1 (<1%) BEES KLU MAkES 2 (K1%)
meE LS 1 (<1%) SEREER 1 (<1%)
ANESOE VED 1 (<1%) HIBE 1 (<1%)

BiEEE 7 (2%) FEIRES. MIZ8S K UHithRES 2 (K1%)
= 2 (<1%) A 1 (<1%)
PEERANIR 1 (<1%) i ESnd 1 (<1%)
il 1 (<1%) fii= MM EE 1 (<1%)
RSB 1 (<1%) MBEB LV VNRES 1 (<1%)
T 1 (<1%) &im 1 (<1%)
EREERMEER 1 (<1%) FFEERIES 1 (<1%)
IE0t 1 (<1%) FrtaeRE 1 (<1%)

IRpE= 4 (1%) REBLURBREE 1 (<1%)
AR I 3 (K1%) BHURHR 1 (<1%)
EMREAMERRE 1 (<1%) HIRREE 1 (<1%)
HEHLZE 1 (<1%) RxitEEE 1 (<1%)
HER=EERIREAE 1 (<1%)

MmEES 3 (K1%)
=mE 2 (<1%)
REBERARIMASTE 1 (<1%)

*ICHERERAEERAER/ N—a>21.1 (MedDRA/J version 21.1) DERBRIA A FER UV EAREEEH
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8 ZOMISEFENBERVRT

EICEHBEULE L. B DETNRUBR

0 BEEENREUICESADIRIRERIERNS, £ FRBIENUIEBIEIBIRECRE I 2URID LR RESINTVET,

OEICRIBURET . BEDETNUBRF HIFDERKENSBESNDBENIRITHY . EEEMOKBRAGHERT
(hypoxia-inducible factor-1:HIF-1) EDBIINEBESICS(FBDIETERD LRICEELTVS L BHDIFMKRABRT —INS
HIF-1 LK ENE L FOEREAEN EHIBIBEEEL. SEAE TN TCRIEUICRE OHIF- 1 ENE L FEY D IES D186 & TICE
EREBEETHTENRSNTLFTE ",

o JFERIREHBRICH (T2 SV 2FE IR SRR (RFIEMIES5) RUN DR 2EER SRR (REIRUIBEO M FEERBYOHAERS) LD
W IEBRYBIR SICRHEUER I DZ(LIFFRHSNE B ATUI,.

o AFDIRRARICE VW TREEEZE I 2RBEFFRNSNTEY ., FIBRHRICHIT 2AREIDER SHEIFRES 2B THofcfeh 1]
B COREUT —INSIDURITEREHDVEEET 2 EIFTEFEB A

o REIDER KRR (ERHBERKARZSOCEERORER) OHGHETT — 5 (CHVT. [RICEEUIELT. BEDETRUBFR CZAL
IcBEBRORIAEF AFIBE % (8/794%1) R UNIFREE (ESABY) 1%K7 (4/40481) TUT.

g)Semenza GL. Defining the role of hypoxia-inducible factor 1 in cancer biology and therapeutics. Oncogene. 2010;29:625-634.
h) Semenza GL. Hypoxia-Inducible Factors in Physiology and Medicine. Cell. 2012;148:399-408.

BRAEKEMZRUERE (ADPKD) BEEICH T DERET

o LHMUBMEDETICHIF-1anBE LTV B TEEMAERIET in vivoDIEF VAN REINTLES ),

o KEIDHHFEED DB/SNIEERRT — I ZREI Uic & A BB LR U AR Z R S U e CBEEIEEL (RIREE DBV EE
BDEL) (FFRHONFEHATUIC LD UIRH'S, B TRV NIEEEREY) (REET T IL TRV EN) Tld. BEIBDOFIRIEE
[FFEBICEL LEEHRTRLSNEY DR (Bl ERBIERIOPKA I RBETIL) EHBIFTERBATUR.

o [EEREERRICHIFDADPKDEE I BB COREIDERERRIFBESNT NSt ABREEFICHT 2 BRENDEE(CEH T DERISIE
SNTVET,

o RIFHIEMBRREE ZNREUENSIERE (20175353 8) [CH VT AFIB R U #EEE (ESAZH) TADPKDEBLC W zEE(F
E5ITUT G ERES (ESARY) D261 7#kRE. ADPKDEB L CTWEBEDCKDRAT —J1F5) . TNSDBEDN—2S5A V OHEERIRE
BBE (eGFR) DT EIG. AFIBE T 10mL/min/1.73m? X888 (ESAZE) T16mL/min/1.73m?Tét), eGFRDR—R 54 V552
BEFDZEALROFEE (SD) (F. AEIBE S IREE (ESARE) TZENZN-18%(8) R 1U-21%(14) TUTE,

i) Kraus A, et al. HIF-1a promotes cyst progression in a mouse model of autosomal dominant polycystic kidney disease. Kidney International. 2018;94:887-899.
j) Hofherr A, et al. HIF-1a drives cyst growth in advanced stages of autosomal dominant polycystic kidney disease. Kidney International. 2018;94:849-851.
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