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=1 AERET7ILIUX L (20175355%; NDEE, PDEE)

HegbflE(g/dl) | 4iBRIOHgbIEAE (g/dL) 1’5
Hgbh'12.5g/dLRBIC TN 2% TIAE
>13.0 NA Z 0% BIEEVASTER (1 MgiRSRICHRELIIZAI. Z0%. 1 BIIEE
DEEICHE U mgDIR 5 =ER)
12.5~13.0 NA 1ERRS I
>2.0 1ERRS I
11.5~<12.5
2.0 REDREEM
>2.0 1ERRE I
7.5~<11.5 0.5~2.0 REQRREM
<05 1ERREIEE
<75 NA KGR UL U, B AR IR

2 AEME7 LIV R L (201754555 % 0F204716515%; HDEE)

HgbfE(g/dl) | 4EREDHgbIEAE (g/dL) 1’5
Hgbh'12.0g/dLKEIC FH B E TSR, Z D% 1 RREL AR TEM 1220,
>13.0 NA Mg SHICHREUIISA R, Z0%, 1ERRIBROERECHSUEIC 1 mgD
B57ER
12.0~13.0 NA 1ERREHE
>2.0 1ERREHE
10.0~<12.0
<20 REDRBES
>2.0 1RRESHE
7.5~<10.0 0.5~2.0 REDREEHS
<05 1Rt
<75 NA KEGHICTDLE U, B R A R RS

13



0 EELBEXNER
HgbRE DIRELEE

o FEIRSEIBRIF NETOE VRENBFREETREI 5F ClF. 2B[CTORENEIT OV REZHESET

BT
O FEIRSHIF ANET O VRESFZ4EIC OEERESRL. KB EOSIMERANHSHNBVKSIC+0E

BT BT L. AMBENAMETRAOBRERICBNTAES 0L Y D EEBES< REUESIC. 5EL.
DNEREER OB R ORI N Bl EDBEN B,

(BEXH)
)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

HgbiBE D&M FRICHT Bt
ANEZJOEVEENABELAIC2.0g/dLZ B A 5%E . RFIC LR UCB SR PHISHERCIFAET HF. #EY)

BABZITSTE

EITEE (MRENEERVOERENES) (CBITDER

MBEETBEROERERNBE CHSV T RIMIREMABRFRADKZRSENEVEE TR FENDYEX
BICNEJTOEVERENME T IBEANERHESNTNDIENS FEINDYEZDUNEMZ+HIREFNT BT,
FENVBRAZEF VB EDNEITOEVREDE FITERIT BT L,

mEDE=9UD
AEPRRSICKVIMMEN FRIT DB ZNHHDDTC. MEDHBICTEF=EURHLSIRS5TRE,

o AEIDEERHRICHBIT 2B MEDRRRREZ 18 R—ICEHULEUIcD TTSIRIZE W,

HEIDIRS

EMICEHDN BB THDIEN S HRZEFICEBHFDIRSZEITIE,

XEHAFIR—VZETBRZE,
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ARlIgSHGE - IHSPOFEEIR

0 BERS

RER
AFI500mg™ ZBEEK S UIBC. IBRECBRES (Bl I8E%) h'SRH 5Nz, ARIDBRERSICIINEID
EVEENNEL EITEINT 28ZNH G5,

A ARIDABSW&xm AR 1 B1E24mgTH 3,

p UL
AH DFE - AEEDBEYUBZITICE AFIFEVECRERZE T 3cd. MREMICIIBRETEST]
BEMEIFE L,

BEPRRZZNIIZE DRI

o AEIDAEIFTH1EDROKRS T,

o NARZSNIHZBEDIINEL T IATDRIICEEBNTHEELZS L,
* RHFBNCRHWVERR T RBF N2 (1E5) ZiRAT D&,
« ROBRAFZANEVG S RPN ZIRAE I ROBRARZICT BN ZRAT ST,
 RUC—EI2E807ZRRAUIENC &,
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AR I NZEEREZ DR

ARIDBRE(ICK) RDEWERAN GBSONDTENHDD T ERZETDICTITV. BENZROOSNIIBEEICF RS ZD I
IAREBYBINBZIT>CTLEEW

@ EXEHER
M2 ZAEIE

Mi£Z4LFE (0.8%)
RuitEZE (0.3%) « A ZEA2E (0.3%) | MEARASAREAZE (0.3%)  REBFRIRMALAE (0.3%) . NAF 25— 77 7 2R MiRAE
(v VN HIZES) BREAR) EOMEERENHSHNBIENH D,

IRIMEREMAHRFEF (ESA) DRHEREL T BIMKEICHVWITFASTRED LR UMREMEDORIRURIMEINT 52N HRE
SNTHY ESADRNNE CIMEREIBIEC DWW OGERMESNTVET,

Kﬁ”@f’ﬁﬁﬁ%ﬁ ZBFRZBDEBEDORMIRERZRUCIBE . ZNITHRFEL CMEEREZRIR T 2UREMN HUET,
AEIDERIREAER Tl X HREE (ESARY) LB D RIREE CMEERIEICRET 2EEERN OO NF Ulc AFIDIRRFERCS T
%)[Eﬂffﬁﬁffﬁr DHEBRRZLCRUET,

1. FERIAR

(1) IXNTOMEEHEICRIET 2EEER
ENEMAEER 35 ER (20175358, 20175458k, 2047 16508%) DHEBMCH VT M2EIREDEEER (6BRELDRE
KERICHDDST) DFEREEF TRDESITU,

PT All ND HD PD
Daprodustat ESA Control Daprodustat ESA Control Daprodustat ESA Control Daprodustat
(an(_:f)6)9) Rate' (Nr;(;éEQS) Rate' (an((ﬁg) Rate' (an(;%;) 0) Rate' (Nn=((1%2 " 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
v 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 -
—IBMRREIMFIE 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 -
REBESIRIMASE 2(<1) 0.64 0 - 1<) 0.78 0 - 0 - 0 - 1(2) 2.08
RIHBIREAE 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 HPRIEHELLBAEERORRE (100N EdH V)
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AR ITNEEEALEZ DXR

(2) ”“EQECIEESW@E%Mﬁ%ﬁfl:ﬁﬁﬁ?%ﬁg$§
TBERRBEEEICKRUERRESDRRERICOVT[SENR T RS | SFHE S N MAEEASIECBE T 2BEBROATIEE

(&*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)| R [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 -
fijiEgEnd 1(<1) 0.32 0 0 0 0 0 1(2) 2.08
IREBERIRMARE 1(<1) 0.32 0 0 0 0 0 1(2) 2.08

1)Rate /AN S PRERBLEEETROREE (100N - Fb1h)

(3) ERRIMEEHEICRHET 2FEER
ENEMEHER T MEERECEET 2BRICEDETHIFMESNTEATUZ U ULBH'S EREEFEIHERER
(PHIT136335E) (CHBV T ARID RS SN MREREE GHEAN) TRETHD 1 BIRSESNE U (RESR 2D EHE
%) . ABR(FEBREDIRSHB28BRICHEIZL TERPLEICE e ERTHY JBREEEMICKEBREEDRRERIFR
WEHIIENTVE T,

ENSIMEHRIFZBROFSEMCHN T MeEREDBELIEEER (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 |(=149)| R [ (n=is0)| R | (n=tea)| RO [ (N=13s)| RO | (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
2 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
— BRI FESE 1(<1) 0.32 0 - 0 - 0 - 0 - 0 - 1(2) 2.08
FhZ=ARIE 1(<1) 0.32 0 0 - 0 0 0 - 1(2) 2.08
1)Rate/ABREDR S PR ERBLI-AEFRORERE (100N -FH7h)
We)
2. YJHRATEIR
MREIFEDIERIF E DI DMENBIET DN > TR (FEALTDFIMNBBLRRARET HTENSVTENHSNT
WEd,

© MR EE | TUR DR /7 e RS (B8, B1R. BROIEK) 8EREE. [BIL-ItEX. 58/
o DVERIREE | [, ANEEAR. ODARER, 3vD
© RERESARINASAE | 0B/ A AL (ENIC_ERY) DRERR &R - LU, Rk, ZA=%
o fiZRAe | ja. SRR BN, IFIRREE, MEk-15M. 3wy EFHA
o ARz | ZRRDRIIES
e) EERIEREERIMICY =270 [MAS]E (ML FRASE  FALAE B2E) ] (2007 F6RHR)

3. EENROHSNIHZE DG

o MitFIEZERIL T DAERD HONBEICE B L TICRONICEEREZERZ I DL OREZHEEL LT
O EREN S MISERAEDFEIRD O NS TR O CHERMRE (DRIRE . BIRIRES) ZXEL TS0
© FFIRSICLDMEEBEDHIBIERONIIBS(CIF AR DIRSZDIEL, FPIEDIEEDIT CHIMEEEZ{T O TS L,
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8 ZDfthDEIEMA

1%
iR MR
BEE BEVE (. BIEX. SHZ)
1BiRes =MmE

il

o FHZSORBBRAFGRF OV KB LB RASHIFHIFREOEMHLZN U CIEHREZTTET 2T LT, FHRMEH'185E I 2 04E
HEHEZSNET,

© ENSHEMAEHER3ER (201753588, 201754588, 2047 1658R) DHEGEEN T — 5 (CHBN T MELMOBEEER (EBRELDHRE
RICHN DS T) DRIBEE A T2% (9/36961) . xfiaEE (ESARF) T3%(9/28561) TUIZ,

o ENSBIEEERICH N T AR EDRREBRICOVTEREEEMICKY [GERNR T AEIE S U LM S N BE B MO FEIREEF0.8%
(3/369%l) TL1z,

BEVIE (2. KKER . ZMZ)

o REIDRREER CBNRRHERZSOEE/R6HER) CTlI BRUEICEET 28ZTER (FEIEORARBERICHNNST) EL T, F(CHfA
BB (7945151561 (1.9%)). 52 (79465101081 (1.3%) ) R UERFZ (7 9461ch 561 (0.6%) ) DB RIBH RS SNE Uz, FER U
INTOBRISIERE (EEEZEENSDEE) CHYJGBRERSPILCEICBRIFEAMMELERD 16IDH TUIZ.

o EAEIMEFHRICHEN T FEIEOERRBERICONTEREFEEMCKY [GENRTAEM S | SFHBS NOBBIEDFHIREE(F0.3%
(1736961 MEBK | SBERRRZERX) TUIC,

o MT FRIFESAICKBEIFDENERELTASNTLET .,

o AFIDEWNEIEHRICS VLT BMERUME EFDEESER (BEREEORARBRICNIDO D) FZNZN. KEIBECT4%(14/369
1) K2 0'2% (9/36941) . 33H8EE (ESARYE) T6% (16/28561) K2 1'2% (5/2854) [CERHDSH. MRt CRRE TUIZ, o ME LFD I
BEEZEDBBENSZLEUCHREDISE. AFB RO IBEE (ESAR) OWE Cah oz INDEEENRELZ201753HB TldA
BIB£38% M U HRES (ESABY) 45%. HDBEENR EUIZ201 754588 TlEAEIBE 38% K USIIREY (ESARY) 49%] Z&hS. AFIRS(C
LBBMEB DTN RS NFE LI,

o ENEMERERRICHB VT AFEDRERERIC OV TEREEEMIC K [EENRTRE S | MBS NIcBMEDFRIRIEREF0.8%
(3736901 |EER - BIE. MEEF) TUIK,

EASBHEZS 20155 AREMERZS EMBRREEICSIIBHAMBEDHINT A
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AR I NZEEREZ DXR

&E

EANZEMAERER (201753588, 2017545 8: 5 020471 6588) (LB VW TAZIR SE TROONICEETERD S5 AFEDRA

RERICOVWTERSEEMICK [GENRTgEMR | CFHE S NS R (BER) ZANTRUE T,

BHERA & Z DRIFINRE< (2017535 8%, 2017545K58 K% U 2047 1651K5%) >

LM EHE SR EIEL 369%1®

BIEFRIRGILL (RIRSEE) 2761(7%)

X)) NS IAERBR (201753588, 201 7545888 R 1'2047 165K ER) DAHE S5 B H 11 2R & MM RHI1E.

B ROESE" %*f,gm Bl ROESE" %*iﬂm

BEARIRE 6 (2%) — - 2BBEES LR SIBHAIDIREE 2 (K1%)
SFERERESIENN 2 (<1%) HERK 1 (<1%)
AEZJOEVEN 1 (<1%) E=2Y/1 1 (<1%)
maLRFO—)UiEs 1 (<1%) HESLUE MEBES 2 (K1%)
mEEF 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%) = E2nd 1 (<1%)
PEERR 1 (<1%) fi= MMEE 1 (<1%)
LEEEBE 1 (<1%) MBEBLOVV/NRES 1 (<1%)
T 1 (<1%) &im 1 (<1%)
EREERMEER 1 (<1%) FHEERIES 1 (<1%)
IE0t 1 (<1%) FrtaeRE 1 (<1%)

iRfE=E 4 (1%) REBLURBRBEE 1 (K1%)
AR 3 (K1%) BHURHR 1 (<1%)
EMEAMERRE 1 (<1%) HRREE 1 (<1%)
HEHLZE 1 (<1%) RxtEEE 1 (<1%)
HER=EERIREAE 1 (<1%)

MmEEES 3 (K1%)
=mE 2 (<1%)
REBERARIMARTE 1 (<1%)

*ICHERERAEERAZER/ N—a>21.1 (MedDRA/J version 21.1) DERBRIA S FER U EAREEEH
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8 ZOMISEFENBERVRT

REICBHBEULE L B DETNRUBR

0 BEEENREUICESADRIRERIERNS, £ FRBIENUIEBIBIBIRECRE I 2URID LR RESINTVET,

OEICRIBURET . BEDETNUBRF HIFDERKENSBESNDBENIRITHY ., EEEMOKBRAGHERT
(hypoxia-inducible factor-1:HIF-1) EDBIINEBESICS(FBDIETERD LRICEELTVWS L EHDIMKRTABRT —INS
HIF-1 LK DENE L FOEREAEN EHIBIEEEEL. SEAE SN CRIEUICRE OHIF- 1 ENE L FEY D IES D186 - & TICE
EREBEETHIENRSNTLFTE ",

O JFERPREHBRICH (T2 SV 2FE IR SRR (RFEMIES) RUN DR 2EMFRSHE (RN UIBEO M FEERBYOHAERS) D
W IEBRYBIR SICREUCER I DZ(LIFFRHSNE B ATLUIZ,.

o AHDERRARICE VL TREEEZE I 2RBEFRN SN T, FIBRHRICHIT2AREIDER SHEIFRRES 2B THofcfeh 1]
B COREMUT —INSIDURITEREDDVEFEET 2 EFTEFEB A

o AEIDER AR (ERHERKARZSOCEEROER) OHGHTT — 5 ([CHVT. [RICEEUIELT. BEDOETRUBFRCZAL
TeBEBRORIAEF AFBE % (8/794%1) R USIFREE (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.

BRAEKEEZRUERE (ADPKD) EEICH T DERET

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

o KEIDHFHEFEED DFSNIIEERRT — I ZREI Uic & A BB LR U AR Z R 5 U e CBEREL (RIREE DBV EE
BDEL) (FFRHONFEFATUIC UDUIRH'S, B TRV NIEEEREY) (REET T IL TRV EN) Tld. BEIBOFIRIEE
[FIEBICEL LEEHRTRLSNEY DR (B LIS RIOPKA 1 RBETIL) EHBIF TERBATUR.

o [EEREERRICHIFTDADPKDEE T HHBE COREIDERERRIFBESNT NSt ABREEFICHT 2 BRENDEE(CHT DERISE
SNTVET,

o REFHIEMBRREE ZNREUZENSEIERE (20175353 8) [CH VT AFIB R U #EEE (ESAZH) TADPKDEBLC WL IzEE(F
E5ITUI G ERES (ESARY) D261 7#BRE. ADPKDEB L TWEBEDCKDRAT —J1E5) . TNSDBEDN—2S5A VOHETERIKE
BBE (eGFR) DT EIF. AFIBE T 10mL/min/1.73m? X888 (ESAZE) T16mL/min/1.73m?Tét) eGFRDR—R S5 A VHh552
BEFDZEALROFHIE (SD) (F. AEIBE ST IREE (ESARE) TZENZEN-18%(8) e 1-21%(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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& I EDIBHIZR
BIITBUAN EREREEESSHEGHER—LR—I"
https://www.pmda.go.jp/PmdaSearch/iyakuSearch/

o WHkFERERUEWEDE L
BT Uit <gUBERGED
T100-0004 EREHFTAHXAFE1-9-2
&56 0120-850-150

AT 9:00~17:30 (£-B-HBRUEHHREZRL)

o SIEARTEIT
TS0V AZRIT5A VAt
ERREBXIRIR1-8-1
http://jp.gsk.com

® f5TIT
B+ ATt
RRETHXAFE]1-9-2



