é‘}ﬂﬁ 3’5‘%'

i
i

FASF

(A,

2024 F£3 H 28 H

B

= #t Z PTRATFTSAHMEBEKRAS H
< = & AREHX+tE CEO M+ & #
(OJ—R:4503.RETS1L)
(URL https://www.astellas.com/jp/)

R =] #H 38
B W& Dt % F~233225—V3IX&KIRATAH—
At E5

(Tel:03—3244—3201)

RAF-EMESAIRIVIRT RRFD
FEEREMESEERODEREMFHMETE Y Y—H
EYFRRR—SR T E ARG I

- EITIHREE EREDAEED— K EEENEE U/
NALATOUXY T EDHEREZEIC DL T-

72T 5 ZARERARH (R R U7 RT3 RBE ) [, Pfizer Inc. (4K
E=a21—3—9M. LLUF. TPfizer ) *E HE THFEZESH TV S RK-ENESH
(Antibody-Drug Conjugate:ADC) ThH 2T URILYNYT RRFUGELFHEBRZ)E
Merck & Co., Inc., Rahway, NJ, USACKEE 1 F LN TIE MSD) Dy PD-1 ifk
KEYTRUDA®(—& & : RLATOUXY T GEEFHIER)) DHBEREICOVWT, RTE
THEZITEB R LR N A (locally advanced or metastatic urothelial cancer:
la/mUC) BEICHIFT2—RAEE LT, 3 A 27 HORMER) PEEREREEEER
(National Medical Products Administration:NMPA) D EZ 5 itz >4 — (Center for
Drug Evaluation: CDE ) W& ¥R &L K| —ERZ E A& 52 A 55 (supplemental Biologic
License Application:sBLA) ZZIBU/7z EN@MZZHUELZ ARINLES.
HABEIE, la/mUC BED—RARICHITIIREABR CHIASHANZETILFR
EICRD IR DEEEIREEE R la/mUC DBEIC/INTFI LY TN ESTZ5 T a#E
MERBUET,

FREE_EREMAICIE. TEBERES (BEMP LU RRE) & LR (FREH LUBR) DEA

DHADEEN. FREE LN ADI 90%~95%(d FERERESICRELE T 12, R T &
fE#9 614,000 ADEEREON A EZBT S N FRIKT 220,000 ADFETLTVET 3, HET
(&, 2022 F(Z#7 93,000 ADEEREN A EEZHTS 1. #7 41,000 ADFETULTUVET 4


https://www.astellas.com/jp/

SEDEREEL, 55 11148 EV-302 RER(KEYNOTE-A39 &) DFERICEI<KEN T,
SBEFEDRR la/mUC BFICHVWT. IURIVWYYT RRFU+RLTOUVZAY THA
BEE(UTIHAREED) FASREF 2SO EFBEH CERU T 25 =M
(overall survival: OS) & X UHRIE RS 17HAR (progression-free survival:PFS) D 2 DM
FEMMEEZZER L. LWITNUCH VW TERETENICHER. N OBRERNICERDH DE
RBNESNFE U HFRABREROL LML, LETICIHRE Uz EV-103 REBRDERE B
THY. R Z2EDRRTHERINITEATLU,

NMPA (&£, PD-1 F£7z[% L1 FEERIS FUBAEEF Z SO FEEAICKDEBERED S
DEFMETHEEZ SEB R EENABEDBREREVTEIVRIVYY T RRF
VEBEBPRTY,

AHAREACEAL T BRINEBHATIEFEFRTHY  KETIF 2023 F 12 BICHASRE
BEULEUT=,

TATTAREL BE AT aRERR TR T E_E T 7YX YRAT 1
NV Z—ZDEWEAEI TR FEBIEREE LR ADERIC—BORIZELTL
SEN

FEICK DT AT S RAHEDEH (2024 F 3 BHA) EREFER A\ DREILHY A EH
TY,

ME

BEREIN A EBREE ERR DY AIC DT

FRE&_ LR DA KT [EBERED Al FRIE. BB FRE . B & B LU DMDEEs DRI E S RS LR Hif
TRELET % BMNANEE DR CHRICER LTV SHE. TNERMMETRESIENKT & N
ADMEDRBDERD ICEFZ UTEHE . TNISEBMEREEMENK T & FREE_ LR AL BRERAD 90%%
S BE: RESIUREBICEHSNET 3 FEFIDKI 12%7 la/mUC EEZMIENET 7,

EV-302 3#52(NCT04223856)[C DL\ T

EV-302 FBRIE.ABEDR laimUC BEZXNREULT. TURIVYNYT RRFIERLATOUVIITD
HREECACFEAE RGN T IEERBIEAILE 11 185358 T T, PD-L1 OFRIFEEICEFRR VX
TSFUFREFENIVRTSF 2BV AEEREISEIGDRAE la/mUC BE 886 ANERINEL .
FREITURIVYRYT RRFU+RLATOUIY THAREE. £ (MeEEEEFICREAICEIVAT
SNEUz. RO FEZITHHIER &, 0S EEIR MHILASRHE (Blinded independent Central Review:
BICR)IC &% RECIST v1.1 [CED< PFS TY, AIREHMHEIER(CIE. BICR [C& 3 RECIST v1.1 [CED<KE


https://www.astellas.com/jp/news/27441
https://www.astellas.com/jp/news/28801
https://www.astellas.com/jp/news/28851
https://www.astellas.com/jp/news/28771
https://www.astellas.com/jp/news/28771
https://classic.clinicaltrials.gov/ct2/show/NCT04223856

BHHZEE(ORR) =3 (DOR) . B FULREMNEENK T FHRIL FREELRNALZDMDE
ERADEBBDAT—IICEWT, COHBREZ NI SLEICNZ2T0T S LN—ETT . AR
DFERIE. 2023 FRRMNERRIBEFRTHRERINE LR,

IURIVINT RRFUICDONT

TURILYNT RRFUIE FFETOREBEENAMIRICHRIRL. MgE0EEICEET D9V /INVE
THDRIF -4 EMNETDTP—AMMIISRD ADC TY &, JEEGRARRT —9 D5, TURILYT T
RRFUDMESEEME . NAMIE ETIURIVYN T RRFUNRRIF -4 (LA U TEERHIREMIZER
VIAFEND EMIREEEMYE CH DT/ AFIVTIRIF 2 E(Monomethyl auristatin E:MMAE) HVH
TN, MERRIETEH (MR HAE L) S FUMRISE (PR —Y ) MEULDZEICL DT EAREBINTL
x99,

Pfizer, Merck & Co., Inc., Rahway, NJ, USA & DIZIEIC DT

Pfizer &7 RT3 ABE(F TERED RV GBI REE EENAEBEENRIC. PADCEVM(ZViRILYY T
RRF )& Merck & Co., Inc., Rahway, NJ, USA D KEYTRUDA®(RATOURY D) DREEEHET
27z, BRRFAR DIREZZN E AU TLVE T, KEYTRUDA®(E Merck & Co., Inc., Rahway, NJ, USA (D
F£11 T35 Merck Sharp & Dohme Corp. DESFEEIZ T,

FPAT S AREHARHICDONT

TPRTIAREE MR 70 WEUETHEREESZERALU TV SRERETT . BERD/\(A0I—PE
ST/ FT0/09—DHAENDEZIREL. PUXY AT AINZ—ADEVWEREIIXT T DEFHR
EERDEIHICERUIHATWET (Focus Area 7 TO—F), S5, EEAEZRELR (RX) BE T 2iEH
ENR—RIT BAERDERRMEED T O/ - — O Z/mE U EB#E P —EX (Rx+®) DRIEICE
ELCVWE T, PRT I RBEE(E BT DEFEDRTHICIIE . RIFEDESZEBETADMIEIICZEX
TWEET, PRTIREEDEEMIC DU TIZL, (https://www.astellas.com/jp/) & ZEBELZE L,

ERER

COTLRV—RICEEHIN TV SIRAEDEHE. T8, Blg, BEICET IR LUETDMDIBENE
KTIFRVERIE, PR T I AREDFEFICRATIFERORBL T CNSDEITEERDREA
FARRBRICED<RBYPEEICLIDENTHY BB LURAD I R ERERGEREZAT
WET TETRBRBRICEI 2T INSRRDRBUERIEDREREAT<ERDARMENHVET T
NEREULTE () EERTHICHE T IFERREDEES LURBRERHDIE. (i) BEL—bDZEE],
(iii) ST mFETTOREE, (iv) HiEm® SFUBFRORTTEEICH VW THIF U BRZF STVR VAR, (v)
BRNDHDHEEMENICEAH T ENTERVAREME., (Vi) B=ZICLDMNMEDNRESFHHY
XTI INSICRESNDED TR DY E A Fes COTLRAV—RICEENT VS EE R (FFH
DENZEZD) ICHT BRI EGLE. EFH7R/N\MRZENELTVSENTEHYEEA.

1 Leow JJ, Liu Z, Tan TW, Lee YM, Yeo EK, Chong YL. Optimal Management of Upper Tract Urothelial
Carcinoma: Current Perspectives. Onco Targets Ther. 2020;13:1-15.

2 Petros FG. Epidemiology, clinical presentation, and evaluation of upper-tract urothelial carcinoma.
Transl Androl Urol. 2020;9(4):1794-8.

3 International Agency for Research on Cancer. Cancer Today: Bladder Globocan 2022 fact sheet (01-
2024). 30-bladder-fact-sheet.pdf (who.int)



https://www.astellas.com/jp/news/28616
https://www.astellas.com/jp/
https://gco.iarc.who.int/media/globocan/factsheets/cancers/30-bladder-fact-sheet.pdf

4 International Agency for Research on Cancer (IARC). Bladder Fact Sheet. Lyon, France. 2022 (02-
2024). Available at: 160-china-fact-sheet.pdf (who.int)

5 National Cancer Institute. What is bladder cancer?
https://www.cancer.gov/types/bladder#:~:text=Types%200f%20bladder%20cancer,bladder%20cancers
%20are%20urothelial%20carcinomas.

6 American Society of Clinical Oncology. Bladder cancer: introduction (12-2021).
https://www.cancer.net/cancer-types/bladder-cancer/introduction.

7 National Cancer Institute. Cancer stat facts: bladder cancer.
https://seer.cancer.gov/statfacts/html/urinb.html.

8 Challita-Eid PM, Satpayev D, Yang P, et al. Enfortumab vedotin antibody-drug conjugate targeting
nectin-4 is a highly potent therapeutic agent in multiple preclinical cancer models. Cancer Res
2016;76(10):3003-13.

9 PADCEYV [package insert]. Northbrook, IL: Astellas Pharma US, Inc.



https://gco.iarc.who.int/media/globocan/factsheets/populations/160-china-fact-sheet.pdf
https://www.cancer.gov/types/bladder#:~:text=Types%20of%20bladder%20cancer,bladder%20cancers%20are%20urothelial%20carcinomas
https://www.cancer.gov/types/bladder#:~:text=Types%20of%20bladder%20cancer,bladder%20cancers%20are%20urothelial%20carcinomas
https://www.cancer.net/cancer-types/bladder-cancer/introduction
https://seer.cancer.gov/statfacts/html/urinb.html

