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FAMAE D —EBYUEICE > BEFHIZOWT
LT 4 T 8E 10mg M ONEISE 20mg

O XfUHZ 12 BREIRSS 2 S04 2B IHERERE] (AW 5E8
L SREX RIS 2RISRV, [T oA T v
VML EIR I T AT v v DR AR IC &
DIEWDPHE S RV EZRE . ZNLOFEFBELEIHTND
BECEET DL, 1. [RFREIZEY 6FRPETFT 52
ENBHDHZEME, eGFR A 25mL/min/ 1. 73m* A D BEIZIE,
YAZ ERFT 4w hEEE L LT, KBS 0G4 EE
WD 2 b ) RO M7 BRR AR ) OEONEEZ R L,
BRI AAN DN BB OE R (FURE, JFH3E, B
RE. TV I UPRE) ZCBEME LT LT, R A RIR
THZE, ] EENTNEOT, FERICY > TUIHEET
HT kL,

@  ARFORER OHEICBEE#ET 2EREICBW T, [10mg §E &
20mg $E D AW FHIRI MR STV RN 728D 20mg 3L S 40mg
ZGT ORI omg SEAEM L72an2 &, J LTS D
T, RS> T HOBETHZ &,

Q@ AHAE MEMHELALE] CHVDEAE, e I RICE
W, 772 L, 1B LA EORER RIGR A ST TV L EHE
RS, | EENTWLOT, RIS > TTHIHHETD

% IE w

3 FMEAED —FYIEILHE S HEFHIZOWT

(2) LT 4 T8 10mg & ONEISE 20mg

O  ARANOEE T RICBE T B ERICB N T, [T Y%

TV UEBEERNER LT AT v DR AR
FIZLDIHEDNHE S R WEAEERE ., 2o OFANREL S
TWDEBFIZEET D L), THRARGIZED eGFR 2ME T3
HZEMBHDHZ LD, eGFR 23 25ml/min/1. 73m2 A D BEIZ
X, VAT ERXT 4w hEEE L BT, RABRLG O S %
EEICHWT 52 &) KO TT17. FRIRAGE) DOEOWNE %
AL, BARRBRICHAAN S - B3 05 5 (FURHR, PRAEE,
BHERE. TV T X VIRSE) A HrICEEfE L7 T, WIRERE
BIRT 2L, LENTVWEDT, HHICY > I +ORE
THI L,

@ AREAORELOCHEICBEET HFEEIZBWT, [10mg #& &
20mg BEDAEWFIFEEIT RSN TV RNTZD, 20mg Z &5
THEITIT 10mg $EAH LRV &) L ENTWHDT, il
HIZY 7> TUI+oEET D Z L,
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DEFRRREAL WD &, 96, 3FEU LT, K
JEIE 0D 703 A SEMIRE % 5 Lo WEWL 29 °7 D BR IR E 517 - T
WhHZ kb,

U EMSFTIUGE 2 EOPIMINHE 2 T L 721210, M i
I D 23 AR 1 & G de 5 42 DL E O IR SRR O IE
ZiToTWHI L,




R % 1222 5 3 &
ASF 7 A 12 A 22 H

wITEAE (G0 RERRE
OB IR ERAETFES ()
E RAERRR TR () &
O R W i R 2 (R)
THmlmE EREER (B &

Y

J&

JEA I B A R BRR R
( &~ H & B )

P PD-L1 PUARHUEEVERRIG AN AR D B HHERE T A KT A4 DR EITLE
IR EFEDO—EBSIEIZDNT

PLPD-L1 HUAFLEMIESEAICH D 77V ) X~7 (B i z) 84l (k54 - 7
> b U 7 R ERE 840mg K VRS FFE 1200mg) | 122\ Ci, T4 PD-L1 PR
FNZAR D B HHEEE T A KT A » OFREIT E D HEFHIZOWT) (CFRk 3044 A 17 H
FHTERIZEFE 0417 35 4 5, LLF THU PD-L1 FLiRbuEMEESEAIE EHIEA ] 0o ,) IZBWn
T, RBEH EOBHRWIR O EFHZ B L TNDH E ZATT,

S, 177V ) X~7 (Bin i z) "B OGEEENHEET A F7 4 (M) (12
DWT) BIES 1 -0 74 12 H 22 BT ESEESER 1222 55 1 B4 57848 23K R 2 30
FREHMREBEN) OLBY ., FEFHMEET A N7 A VRG22 ST, AR
IR LDHEFREEZ TRLOLBVIET 520D T, & FTORBKRERER, A% X}
L CJE Fnfaes 2 BREV L E 7,

G

U PD-L1 HUAHUEMEEAE B E @O (8) DOWIZIRD L H Tz 5,

(9) UIBRASEE 7 i i ges
A BUH Z- BB AR BE 72 M g D TR R I AW B A 15 IR O T Z 32 R A Al B O i 22
Y A RS



O WIBITHEERDOI B, %4560 (MREET ] 2D THREEA) £ 7T

DD H%YET Db O ERHE)

T RETBRENIEE T D 0N V2 EEE L RIR BT (RRIE 23 A RSt L
JAbe, s A RZHREEERLORBE, U A2 IR B e £)

A FEERRRERRE

v BEFRINENEE T D S A REERBE (DS VRSIREEETR E L, 25 RS IR
B S REE, 28 AR EEHERE T 2 )

T ACRALTFERRIEE 2 E L SSRIES A RRIES R 1 | S RIS L RS
BE 2 SUTA RIS L L2 R 3 Ok FEUEICFR 2 i N &2 1T > T D ik

A GUBMEREEE AL E BENR Ok AR 5 s 2 AT > TV D Hi ek

@ WITHIT HEFHOBEMD H b AWANCET 2 BROERLE L LTRESh T
BENEUT o b0 (EMERT) o [EMEEY] $T05b%%T 550
)

7 BRI 2 4 OGEIFHE 215 T LI IT 5 4ELL_E 0 78 A VAR O B AT
EEAT-TWAHZ L, 95, 24N EIE, BASYIRIEE £ & L BRI
WHEZIT>TWNDH I &,

4 ERRTFIIRE 2 EOPHIFHE R E T LI-%IC 4 4L L OBRREE A LT
VBT E, Hb, 3L, ML 0 A SYIIRIE % G TR R O
BEARHHE 217> T 5 2 &,

Y ERSRFTIRI 5 2 FEOIIFHE &5 T L7 fIc, I IEERES 00 5% A SRR 1
& 5L OB EOERET> TV 5 2 L,



(% BT IEx )

OTH PD-L1 HUAGUEMENESE AN AR L Bl AHEE T A T A > OFIGEITHE S MEFHIZ OV T CFRR 30 44 A 17 AAHTPREESE 0417 25 4 75)
(EERER o3 I X ERR 57)
% 1E & % IE
(1)~(8) (%) (1)~(8) (%)
(9) BIBRAREZR i ftf CHTi

A BIH 2 BIBRASHE 72 M Bifs OIE R ICH W2 561 IROFHAZ
R B A S O AR BT D Z &
O KT DMiOSH 4T 26O (Hag BT | 6 T
BHEA] FTOIHEET L OEFE)
7 BEAFBKREIEET D03 ASEGEEILSRRES (BE
VRS A BB PR EE ML R LSS A S HEBL SR e, HIIER
DS AR 7R &)
A FEEEREIERT
U AGES R AR E T D S A BEGEEE T (DS AR
TREIBE, A3 A RSROEYE b J1IRBE, Y AR R EEHERE BT 72
N
T AR A R E L SSRIEEA L RS RE 1
IR RS IREL 2 TS SRR AL 12 %HS@
B s HE AR B Ji H 24T o T D Mk
A G AT R BRI O i 5} FEE I 4R D i H 21T o
TV D Jitigk

©@ WITHITLEMOELED 5, ARANCEE T D IGROEEE



AKNJX
テキスト ボックス




ELTHREISNTVDEREYTL200 (EMEHET | 220
[ERZESEY | FTOI BN T D D& FH)

7 [EMGRFFEUS% 2 FOMMBHEAE T L7212 5 FLL 1
DB IABRDEBEEHEZIT > T DZ &, 9B 2L BT,
DAY LA £ & U BRI OMEAIT> T\ 5 =
Lo

A EEGRFFIGE 2 EOYMINHE ZE T L 2% 4 FE0L 1
DEFRRREAL WD &, 96, 3FEU LT, K
JEIE 0D 703 A SEMIRE % 5 Lo WEWL 29 °7 D BR IR E 517 - T
WhHZ kb,

U EMSFTIUGE 2 EOPIMINHE 2 T L 721210, M i
I D 23 AR 1 & G de 5 42 DL E O IR SRR O IE
ZiToTWHI L,




SR T 1222 85 1 &
S F 7 A 12 A 22 H

#woE R
& | REFTERES | FETER (R) & B
ool K

JE A 57 188 [ 3R [ 3 A A A A B AR R
(2 H & M)

TTY VAT (B z) BAOEEEREET A N7 A v
(M figes) 122>

R A BOE S & O AR T #2016 CER% 28 4 6 H 2 A BERILE) IRV T
R ER S O O FGECHEEZ X D Z E KV IAENT- L EZIT T, HE
B EIR S 2 B L E R BE IR 5 2 L 2 BRI Tl e 1 K7
AV BERTHZEELTOET,

M. TT YV AT (B z) BANTOWT, M LT
HEEOR-BFHEEZIRO LBV Rl RHEET A RT A ELTHRD L FE
L7eDT, ZOHERHIZY > TE AFA RTA IOV THEESND LD, &
BN O RSB K OSSR )3 2 Bz BREV L E T,

7RI, RIBEIHDF LIZONWT, HIFLORUAEIZFEEK T 5D T, SO H
LRz E7,


AKNJX
テキスト ボックス
別添１



Bl L

NERAEETEN  BARERMZ
HARESRR

—RALEEN  AARIGRY R
ANFRAEMTEN BRI =
—RAEEEN  AARERRARES
FrE EEMTEENAN AR R
—RAEEEN AR g
—RAEHEN BANBES
PNERAEETEN  BAHKAIRT =
—HRAEEVEAN  HAIRBEREART =
—HRAEMIVEAN A ARERRIES 3
AR A

MSEATEGEN R AL R S P
5 IR SR



REERAEETA KT 4
TFYVRYT (RETHHEZ)
~ [~

SFTHE12H
JE A F A

ZURAN




B &

XL HIC

AANOKH, 1ERERT

[ IR A

el ANE
BHxtG L 70 D A
BHIZERE L TEET & $HH

AN o

P2
P3
P4
P7
P9
P10



1. IIC®IZ

S DOF N - ZEMEOHEROTZDITIE, A SCEFEICED Wl 226 23R
b, S DI, IEORAEROMESRIC L0 | PURESR A2 & OF9 208 HLE R
JPESEMPARENDH T, 2D DEEKGZ BN ERBFIRMET 25 2 L AMED
AR L 725 TRV R MBOEE & S B S $1 2016 (k% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEEZXD Z L L& TnD,
BORIEABTESR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BHZENDD, DD, AR ONZEMEIZET HERDHERT 5 £ TORM,
UHEERLOREZRZIT D 2 ENHIFINIBHICH L THERT 2 L &bz, BE
DB LB 23t e % & D 2 L A ATRE 72— O B % jii 7o 3 R R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TILHE LN TV DEFIETFH) -
BHR RN EE-S & | LUT D ESE S O feiii 72 5 A HEtE 3 2 8LA 0 b B Bk B2

RO EHEHETRT,

BB, AHA T A A%, MSATEIE NER A ERE SR OIS, AR EME AR
RERIEG =, —RAEHEN AARBRRANRES, FredeEFEETE A A AR ik 2R
B O— A AN BRI g E 2 OO b EAERR L7z,

KGR DERRS - T TV ) A~ T GBI Z)

RG L RDRETLNE « BIBRARE 72 M e

G ERDMEROAE  ZhREdiE
TV AT (BIEHEELZ) OPEIEEGRHIT 60 530 TR
EE L, PR G ORAEMED BiF Chiv, 2 BB UUBEOE S
REf)IE 30 70 fE & CHIME T & 5,

IBRRRE 72 o iy
HNVRTTF 2 RORT U 2L EOFRHICBWT, @E., ik
N7 7V IV A~7 GBa##z) & LT11[E1200mg % 3
T [ bR AT 5,

g R e ¥ E - PAMREERRRA S




2. AFOKK, 1ERBERF

TV AT (BIEEHEBZ) (LIT, TRAL &v)H,) 1%, KIE D Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 )Gl (IgGl) 7277 A0 MEE/ 7 a—FLHiRThH o,

CD274 (PD-L1) 1%, AEANIZBWTHRZMREICHI L TR | &R LY
2RER (T AR, B Ml L O = 1% 7 —T fifld) 225884 % CD279 (LLF, [PD-
1] &9 ,) KUCD80 (B7-1) &AL, ®REISELZAICHIET L B2 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7=, PD-L1 %, Flix Dff
EREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 X4
THEY., PD-L1 & PD-1 241 U728 EE 1, BB PURRR A 72 T M © O BrEESE:
T D FD—o L LTEZLHLNTVD,

AFNZ. PD-L1 OHIRSMEIICKS A L. PD-L1 & PD-1 & OfEGEILET S Z L2
LV DATURFRA 7 T MIfa OB EETEE A2 B0 U, JEE O A I 325 £ & %
5 TW5,

TS OEEN S | ARFNTENEEGZXT 2 F RIE RIS b o L HIfF S,
FafE R 2 xR & LB A Fhi U, ARk, ZatE R BB ER R ST,

AN DRI I 35 < MBI DS RUSIC & 5 RIS B b b, B UIFETIC
5 WM B B, ARIOR G PR R GRICIE, BEOBRE HHIITO, RN
&= HEITIE, BB L7 BRI U7 SEPRAY A A & B A RO PR L s L il
GIZRERIBI AT BEORIEUSIC L 5 BIER DN S 5A 1L, BB R
LA OB B OTO B & 1T 5 LB B D,



3. BEREE
YIBRASHE 72 M Bilea D 7K GRISF I C Bl 21T - 72 B 72 B R RBR O s 2 7~ 9,

(A %h1]

[E PN T AHERREER  (Marble #R5%)

ALZPRIERE D 22\ IRANRE 72 M s FRoE 148 51 & )51 A 1,200 mg, VR T
F L RO U B xR OPFREG OA N R OV M 2 Bt 2 55 IR 2 i
L7,

ARABRNB G STz 48 Bl el 2 Aokt g & Le, FEFMIEE TH 5
RECIST ver.1.1 [Z 5D < B FIHIEIZ L DR ORER Q024 FETH6 BT —2 0>
F47) 3R 1DOEBY THY ., BHHERD I5%EMXMO FIRIZ, FANCHE L= BIE
ZhHE (30%7) % ERl>72 (& 1),

*1 : OARTERITFHT « BURREEE S RRER IEM YHEIN, Va XXV ] & 2l S - s i, KOO
TRIBETFAHT » RS O B3 O MR B B3R R L Lz,

*2 ¢ AHI 1,200 mg, HARTZF > AUC 6 mg » min/mL AHE B K OV7 U & F&)1 200 mg/m? % 3 i
IR (LT, TQ3W) L0 9,) T 4~6 [l Lcth (B aid iy =il oo ric L v e
Ehiz), AH1,200mg & Q3W TH#4H L7,

*3  ALTFIEERE O I W EIBR R 2R Bl AR Ak G & U T2 RRIRARBR/BRIRTTTZE1C 517 5 CBDCA/PTX
B 5 KON CBDCA &7 AE vy L OUFAEEDOREN 21.7~359%ThH 7= & #HE I TV
% Z & (JClin Oncol 2011;29: 2060-5, Ann Oncol 2015; 26: 363-8 &%) %2 &&(C, BEZRLEE 30%
L7,

#1 BRBEBRADRKVENE
(Marble 2Bk, ARIMEMEHTRIER. RECIST verl.l, EHFRYEE, 2024FE7H 6 AF—F by +27)

BB oA A BI% (%)
Efﬁrvn\m%j]% 43 f@]
CR 0
PR 27 (56.3)
SD 20 (41.7)
PD 1 (2.1)
7% (CR+PR) 27
(ZThF [95%CT*] (%) ) (56.3 [41.2,70.5] )

CR : 582285, PR : #4354, SD : €, PD : JBHEIT, CI: [FHEXH
* . Clopper-Pearson £



[Ze21k]
NS ARG R FRER  (MarbleikR)
HEFRIT48/48%1 (100%) . 1RBRIE (KK, INRTTZF TR 7 V2 X8 0L) &
DOREEIRNEE TE RV EEGL48/48%1 (100%) (2788 BT, FBLENS%LL E
DIEERIE L DREBEENEE TERVAEFERIR2O LB THh-o T,

2 FBERD 5%ULORRE L ORRBBEPIBETERVEEER
(Marble 3BR)  (REMMEIT REH])

EEERIRSY¥H (SOC: System Organ Class) KE G545 (48 i)
HEARFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) Bl (%) Bl (%) BiE (%)
1B L ORI REPBRPEE TCERVWEFEFS 48 (100%) 36 (75.0%) 0
PR R 42 (87.5%) 2 (4.2%) 0
KPR = 2 —r T — 42 (87.5%) 2 (4.2%) 0
TR R 4 (8.3%) 0 0
B $ L OB F ARk 42 (87.5%) 10 (20.8%) 0
i BAE 40 (83.3%) 0 0
RINTR YN 19 (39.6%) 6 (12.5%) 0
ZIALEE 5 (10.4%) 1 (2.1%) 0
SIERR R S 2% 3 (6.3%) 2 (4.2%) 0
FH - RIERRA AR DREERE 3 (6.3%) 0 0
95 3 (6.3%) 0 0
H e 41 (85.4%) 2 (4.2%) 0
o 26 (54.2%) 1(2.1%) 0
LD 20 (41.7%) 0 0
Om4% 13 (27.1%) 0 0
TR 8 (16.7%) 0 0
Mg 4 (8.3%) 0 0
Mg LY o GREEE 39 (81.3%) 19 (39.6%) 0
£ 26 (54.2%) 1(2.1%) 0
A BRI E 19 (39.6%) 13 (27.1%) 0
FEENEAT TP BRI E 11 (22.9%) 11 (22.9%) 0
/N E 3 (6.3%) 0 0
I BRI iE 3 (6.3%) 2 (4.2%) 0
B 38 (79.2%) 28 (58.3%) 0
I 1 BR %R 22 (45.8%) 14 (29.2%) 0
At ek 18 (37.5%) 14 (29.2%) 0
TI=VT ) NTUART =T —BHI 13 (27.1%) 2 (4.2%) 0
RN TS 12 (25.0%) 2 (4.2%) 0
TARGRUBET I b Z A7 27 —8H 11 (22.9%) 0 0
U BRI 8 (16.7%) 5 (10.4%) 0
y =T NEINBET AT =T —BEN 6 (12.5%) 1(2.1%) 0
fmf 7 V7 F =8 5 (10.4%) 0 0
M7 V7 F oAk 2R — PN 4 (8.3%) 2 (4.2%) 0
72T —BHN 3 (6.3%) 2 (4.2%) 0
M7 VH YRR 77 2 —BH 3 (6.3%) 0 0
M e Y L e 3 (6.3%) 0 0
—i% - RHEER LR S ORE 30 (62.5%) 1 (2.1%) 0
S 15 (31.3%) 0 0
FEEN 10 (20.8%) 0 0
7 6 (12.5%) 1(2.1%) 0




ZERIRS¥E (SOC: System Organ Class) AFN 545 (48 5])
FEAFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) Bilg (%) Bilg (%) BilEx (%)
AN MV 6 (12.5%) 0 0
Rtk L OREEE 25 (52.1%) 4 (8.3%) 0
AR 18 (37.5%) 3 (6.3%) 0
K7 A7 2 e 5 (10.4%) 0 0
K7~ U 7 AsE 5 (10.4%) 0 0
KAV o AiffE 4 (8.3%) 0
B SRS L OV SRk e o 17 (35.4%) 1 (2.1%) 0
A 13 (27.1%) 0 0
77 PIJA 7 (14.6%) 0 0
MER R, TERES k OViEhm R 16 (33.3%) 0 0
Leo<D 9 (18.8%) 0 0
fitifigide 5 (10.4%) 0 0
oA 7 (14.6%) 1 (2.1%) 0
FRRIREERE AR TE 4 (8.3%) 0 0
B, B L OWE S IHE 4 (8.3%) 1 (2.1%) 0
FEAZHE S BUG 4 (8.3%) 1(2.1%) 0
B L OYRESEE 4 (8.3%) 1 (2.1%) 0
EHENR 3 (6.3%) 0 0

7K. AFBEEFNC BV CRVEMERZRE S 6] (10.4%) . FFHEREREE - fFAR - B LR
BRA8H (37.5%) . KRGk - HED THI8 il (16.7%) . HER 3 B (6.3%) . WU
(R BRpERERE T 4 6] (8.3%) . BIFHRRERET 2 5] (4.2%)). fhfkkEdE (7 - S
—IEMEREZ Gde) 42 B (87.5%) . BHEDKEREE 8 il (16.7%) . BHERERES (JRMME
MEMERREE) 1 6 (2.1%). A2k - BCm@fiE 2 1 (4.2%) . Infusion reaction 5 5
(10.4%) . A ERISD - SEBWELF R ERIAE 32 1 (66.7%) 2NFRD Hivlz, £, 17
WEIRIE . Nk (T EAMREREE) . MMk - BERES - THER, HIEME G, O
%%, MERERIEMERE, S tEf/ MaBE, WPER M, RS - DERITHE - L¥ v
R —7 K OVEYE 3580 Do 7o, AEIVERZEBLR DL X B S5 (B R A il 52
WEED) EETENERE T,



4. FEFRIZOWVWT

AHN OG- @O 7 BE 22 - FE L, AR OB G2 Y EEREERZ BB LT
BRIZKHNT 2 Z ENMERTED, LFOO~QD TN T &z sl W THERT 5
REXTHhHD,

DO #HEZRizZHOWT

D-1 Fied (1) ~ (5) OWFNNTHEYT I THD Z &,

(1) JEAEFBRENHEET 20 A FE ISR S (BB IR 25 A2 R HE L %
B, Ml As A SRR EEIL SR BE . U S A SRR 7R &)
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