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> b U 7 R ERE 840mg K VRS FFE 1200mg) | 122\ Ci, [THT PD-L1 PUiAPTENE
FNZAR D B HHEE T A KT A » OFREIT E S HEFHIZOWT) (CFR 3044 A 17 H
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DWT) BIES 1 - 5Fn 74 12 H 22 BARTESEIESEERS 1222 55 1 B4 57878 23 R 2 30
FREHREBEN) OLBY ., FEEHMEET A N7 A RGNz 2 ST, AR
IR DHEFREEZ TRROLBVIET 520D T, & FTORBKRERER, A% X}
L CJE Fnfae 2 BREV L E 7,

G
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T RETGBRENIEE T D 0N V2B EE L RIR BT (RRIE 23 A RS it L
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A FEERRRERRE

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

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

A GUBMEREEE AL BHNGR Ok AR 5 s 2 AT > T D Hi ek

@ WITHIT BETHOBEMD H b AWANCET 5 BROERLE L LTRESh T
BENEUT 5L (EMERT) 7o [EMEEY ] $T05b%Y%T 550
)

7 BRI 2 4 OGEIFHE 215 T LI %IT 5 4ELL_E 0 78 AVESRR O B AT
EEAT-TVAHZ L, 55, 24N EIE, BNASYIREE £ & L BRI
WHEZIT>TWDH I &,

4 ERRTFIIRE 2 FEOPHIFHE R E T LT 4 4L L OBRREE A LT
WBIE, Hb, 3L, ML 0 A SYIRIE % A TR R O
BEARHHE 217> T 5 2 &,

v ERSRRTIRI 5 2 FEOIIFHE &5 T L7 fIc , I IR 00 4% A SRR 1
& 5L OB REOERET> TV 5 2 L,
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© MERZAOHEM CEMELNE) O—EFLIEFICOWT) (G445 H 24 AT RES 0524 55 3 75) DOFLO 3 D (2)

(EERER o3 I X ERR 57)
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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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o (AEHE, eERUHR BAES) 20 c#fg L BT,
BICEFEZBIRTH 2L, | LENTWDHDOT, FHBRIEIZY
TooCid, AR EOFHAEH H & OV B SR DO & 25
WA A EORMEMIC T A Z L, 7ok, hoEFEKEE C/F
ERKH R A JE L 72 HEI2id, UIE RS R & ORI 41 &
BT D Z ETELEZR,
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1. IIC®IZ

S DOF N - ZEMEOHEROTZDITIE, A SCEFEICE D W 226 23R
b, S DI, IEORAEROMESRIC L0 | PURESR e & 09 208 LE R
JPESEMDPARBENDH T, 2D DEEKGZ EIZNERBFIRMET 25 2 L AMED
AR L 725 TRV R MBOEE & S B S $1 2016 (k% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBEHEZXD Z L L& TNnD,
BOREABTERR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 ic i
BHZENDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT 2 2 ENWFINBHICH L THERT 2 L &bz, BE
DB LTSI EE 23t e % & D 2 L A AlRE 72— O B % jiii 7o 3 Rk R <6
THZEDREETHD,

LTl o T, KAA RTA Tl FABEBELZNE TIHE LN TV DEFIETFH) -
BHFR RN EE-S & | LUT D ESE S O fei 7 A HEtE 3 2 8LA 0 b B Bk B2

RO EHEHE T,

BB AHA RTA A%, MSATEIE NER M ERE SR OIS, AR EME AR
RERIEG =, —RAEHEN AARBERANRES, FredeEFEETEA A AR ik 2R
B O— A HEN BRI E 2 OO b EAERR L7z,

R L IR DERRGS T TV ) A~ T GBI Z)

RG L BRDRETLNE « BIBRARE 72 M e

G ERAMEROAE - ZhREdiE
TV I AX~T (BIEHEELZ) OPEIEEGRIT 60 530:F TR
EE L, PR G ORAEMED BIF Chiu, 2 BB UUBEOE S
REfIE 30 70 fE] & CHIME T & 5,

IBRNRE 72 o i
HNVRT TF 2 RORT Y 2L EDOFFRHICBNT, @E., ik
N7 7YV A~7 GBaHHz) & LT11[E1200mg % 3
W [ bR AR T 5,

g R e ¥ PSRRI S




2. AFOKK, 1ERBERF

TV AT (BIEEHEBZ) (LIT, TRAL &vH,) 1%, KE D Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (LA R, TPD-L1] &9 ,) Ik 5%
a7 )Gl (IgGl) 727720 MEE/ 7 a—FLHikTH 5,

CD274 (PD-L1) &, AEANIZBWTHRETMREIZHI L TR | &L
YRER (T AR, B Ml L O = 1% 7 —T fifld) 225884 % CD279 (LLF, [PD-
11 £WoH,) KUCD80 (B7-1) &iffH L. ®REISELZAICHIET L B2 6N TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7=, PD-L1 %, Flix Dff
ERIAEIZ B L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S 4
THEY. PD-L1 & PD-1 241 LR EE I, BB HURRR A 72 T D © O BrEES:
T D FD—o L LTEZLHLN TS,

AFNZ. PD-L1 OHIRSMEICHS A L. PD-L1 & PD-1 & OfEGEILET S Z L5
LV DATURFRA . T MR O MBS ETEE A2 B0 U, JEE O A Jif 325 £ & %
5 TW5,

TS OEEN S | ARFNTENEEGZXT 2 F IE RIS Lo L IS,
FafE R 2 xR & LTI A Fh L, ARk, ZRtE R OB E R ST,

AN DRI I 55 < MBI DS RUSIC & 5 RIS B b b, B UIFEIC
5 WM B B, ARIOR G PR R GHICIE, BEOBRE TV, RN
&= BT, BB L7 BRI U7 SEPRAY A A & B A RO BERT L s L il
GIZRERIBI AT BEORIEUSIC L B BIERAEDN S 5A 11, BB R
LA OB B ORO B AT ) LB B D,



3. BB
YIBRASHE 72 M Biflea D 7K GRS I C Bl 21T - 72 B 72 BRI RBR O s 2 7~ 7,

(A %h1E]

[E PN AR ERREER  (Marble #5%)

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

ARABRNB G STz 48 Bl el 2 Aokt g & Le, FEFEE TH 5
RECIST ver.1.1 [Z 5D < B FIHIEIZ L DB RORR Q024 FETH6 BT —4 0w
F47) 1R 1DOEEBY THY ., BHHERD I5%EMXMO FIRIZ, FANCHE L= BIE
ZhHE (30%) % ERl>72 (& 1),

*1 : OARTERITFHT « BURREE S RRER IEM YHEIN, Va XXV ] & 2l S - i, KOO
TRIBETFAHT + R O B3 O MR BF B3R R L Lz,

*2 1 AHI 1,200 mg, HVRTZF > AUC 6 mg » min/mL AHE B K OVI7 U # F&)1 200 mg/m? % 3 i
IR (LT, TQ3W) L0 9,) T 4~6 [l Lcth (B ad iy =il oo L v e
Ehiz), &K 1,200 mg & Q3W TH#4H L7,

*3  ALTFIEERE O I W EIBR R B 2R Bl AR Ak e & U T2 RRIRRRBR/BRIRTTTZE1C 517 5 CBDCA/PTX
B 5 KON CBDCA &7 AE vy L OUFAEEDORFEN 21.7~35.9%ThH 7= & @G I TV
% Z & (JClin Oncol 2011;29: 2060-5, Ann Oncol 2015; 26: 363-8 25) %2 &&(C, BEZRLEE 30%
L7,

#1 BRBEBRADRKVERE
(Marble 3ABk, ARIMEMEHTXRIER. RECIST verl.l, EHFRYEE, 2024 7H 6 AF—F by +27)

BB oA A BI% (%)
Efﬁrvn\m%j]% 48 f@]
CR 0
PR 27 (56.3)
SD 20 (41.7)
PD 1 (2.1)
7% (CR+PR) 27
(ZTh% [95%CT*] (%) ) (56.3 [41.2,70.5] )

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



[Ze21]
NS ARG R FRER  (MarblesdlR)
HEFRIT48/48%1 (100%) . 1RBRIE (OKF, INRTFZF AT 7 V2 Xk 0L) &
DOREEIRNEE TE RV EEGL48/48%1 (100%) (2788 BT, FBLENS%LL E
DIEERIE E DREBEENEE TERVAEFERIR2O LB THho T,

2 FEERD 5%ULDORRE L ORRBBEPIEETERVEEER
(Marble 38R)  (REMMRIT REH])

ZEERIRSY¥H  (SOC: System Organ Class) AE G545 (48 i)
HEARFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) Bl (%) Bl (%) BilE (%)
G L ORI REPBARPEE TERVWEFEFS 48 (100%) 36 (75.0%) 0
PR R 42 (87.5%) 2 (4.2%) 0
KPR = 2 —r XF— 42 (87.5%) 2 (4.2%) 0
TR R 4 (8.3%) 0 0
B $ L OB PRk 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
SYERR R S48 3 (6.3%) 2 (4.2%) 0
FH - RIERIRA AR DR 3 (6.3%) 0 0
J95 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
Om% 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
AR 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 ) TR T =T —BHI 13 (27.1%) 2 (4.2%) 0
AN TS 12 (25.0%) 2 (4.2%) 0
TARGRUBET I b T A7 27 —BH 11 (22.9%) 0 0
U BRI 8 (16.7%) 5 (10.4%) 0
y =T NEINBET AT =T —BE 6 (12.5%) 1(2.1%) 0
fmf 2z v F =8 5 (10.4%) 0 0
M7 V7 F oAk 2R — PN 4 (8.3%) 2 (4.2%) 0
72T —EHN 3 (6.3%) 2 (4.2%) 0
P75 YRR T7 7 2 —BH 3 (6.3%) 0 0
M e Y L 3 (6.3%) 0 0
—i% - RHEER O SEAORE 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




ZERIRSy¥E (SOC: System Organ Class) AFN 545 (48 151])
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) Bilg (%) Bilgk (%) BilEx (%)
AN MV 6 (12.5%) 0 0
Rtk L OREEE 25 (52.1%) 4 (8.3%) 0
AAREEE 18 (37.5%) 3 (6.3%) 0
K7 A7 2 e 5 (10.4%) 0 0
K7~ U 7 AE 5 (10.4%) 0 0
KA o AiffE 4 (8.3%) 0
B SRS L OV SRk b o 17 (35.4%) 1 (2.1%) 0
BA i 13 (27.1%) 0 0
77 PIJ 7 (14.6%) 0 0
MER R, MERES & OViEhR R 16 (33.3%) 0 0
Leo<D 9 (18.8%) 0 0
fitifigi e 5 (10.4%) 0 0
oA 7 (14.6%) 1 (2.1%) 0
FRRIREERE AR TOE 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

72E. AFEEEFNC BV CRIEMERMZRE S 6 (10.4%) . FFHEREREE - fFAR - B LA
BRA8H (37.5%) . KRGk - HED THI8 il (16.7%) . HER 3 B (6.3%) . N WA
(R BRpERERE T 4 1] (8.3%) . BIFEHREERET 2 5] (4.2%)). fhfklEsE (7 - N1
—IEMEREZ Gde) 42 B (87.5%) . BHEDKEREE 8 il (16.7%). BHERERES (JRMME
MEMERREE) 1 6 (2.1%). A2k - BC@AiE 2 1 (4.2%) . Infusion reaction 5 5
(10.4%) . A ERID - SEBWELF R ERIAE 32 1 (66.7%) NFRD Hivlz, £, 17
PEIRIE . Nk (T EAHREREE) . MMk - BEREZ - THER, HIEME G, O
%%, MERERIEMERE, fEtEf/ MaBE, WPER M, RS - DERITHE - L ¥ v
R —7 B OUEYE 358 Do 7o, AEIVERZEBLR DL X B S5 (B R A il 52
WEED) EETEINERE T,



4. FEFRIZOWVWT

AR OG- @O 7 BE 22 W - FrE L, AR OB GIC XY EEREERZBEL LT
BRIZKHEST D Z ENMERTED, LFOO~QD TN T &z sl W THEHT 5
REXTHhHD,

DO #HEZRIzZHOWT

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

(1) JEAEFBREDHEET 20 A FEEERLSIR G S (BB IR 25 A2 R HE L %
B, Ml As A S EEIL SR BE . USRS A SRR 7R &)

(2) FrEFSRETRPL

(3) HOENFIRA DI ET 203 AHEEERE (DS ARIEEEIE ERPE, 23 A2
B IEbE, S AR R HERE R B 7 &)

(4) AFALFFIEEZFRE U, SRIES L RIEDIER 1, S RIES L IE 2R 2
ST SRMEEA L FHRIES IR 3 Ofiak B YEIAR D Jm 24T > TV D fik

(5) PUEM RIS LT & BN O fi g% FEHE AR D i H 24T - T Dk

O-2 Mg oAb 585 K OEINE S BLRE O RIS IZ+-53 72 Fnelk & R A RO ER (TR
DWTINTEE G T D ERN) 23, %2R OARANCET SIGROBMES & L TRE S
NTnsHZ &,

*

[ Flife RS 1% 2 FEOPIHIFHE 21E T L721R1C 5 S LLE OB ATRIR DO EGRHE
EIToTCWD I &, b, 2L T, BNARKYEREZ £ & UZBRESS: O
BEEITHOTNDHZ &,

Rl P EUAS 1% 2 AEOWMINHME Z21& T L7-1%12 4 0L EOBRREER 2 H L T
HZE, 96, 3L, RTINS O 23 /SR IE & B Lo R A9 S D il
KHHEZ{T> T 5 Z &y

BRI o R FEAS % 2 FEOFHAHE 218 T L7812, BassmEmyENEEs o 23 A i ik
ZEte 5L EOMRINEFOERAI T TNDH T &,

@ BEADOERMEREEOEHIZONT

R A 1 B BRICAEF 9 2 L DS L& S, BUEARZED D OFHRE N0, A0 - &
BRI OE H R OEMSIT T DI ddett, AT FRNEE LG OWmE
R FEDRHLATOND BRI E->TVWD 2 L,



® BHEA~OIPRICONT
@-1 Haa AR BT 5 B

RVEAE R 8 S 0 A 2R BRI AT L7 RIT . 24 WERIRSHRIRHRI O T 4 ik X
ITESEREIC IS\ T FEEL LT BIHENCIE U OB EL R O CT % O &I ORI 24
FRRAEOR RN Y A PO, EBICKHIGATREREHI S E ST D Z &

@-2 EHRMNEFHICL DA EFGIHINICET 5 E}

DAZIRICED 2 ML OB 2 BT 2 ERIEEEVEERE=41 7
EEOIZEROAT V—=2 7 HTWEIRE & @A G T& 55— LERES]
EESNTNWDZ L, 2B, BIEEHICHOWT, BABE L ZOFECHFIICEmENT
WhHZ L,

@-3 RITEH OZEr-CRHIIZES LT

RIWER (FEMEMEER, SRS - TR - BEMEIRE R, RIBZK - EHEDO NF, P
KoV BBEIRIE . Nrubleds (HRIRARRERE . R R RERR S . T HEABERERRE ) | MK -
BifEe - TR, MREE (X7 v « AU—JEREEA2ET) . BIEMEIE, BEEDK
JEREE, BREREE RMEMEMERRSE) . Bk - BREmRAAE, Ok, hEkEas
JEGERE, SoeMEifn /MRS E, Infusion reaction, VAMMEEIM, R « OFEIRITHE - O
& R =T ALFEEP RO R ErE (G ek . REWELF P ERBAE) . BT
FE O RFORYYIESE) (23 U C, Mak sk XTI R O B P & 3 25 AT &
HEEL (BEHOZWr-CRISICE L THRER OB ZZIT N R MMCH DL L), H
BT 2R LE N TE DRGNS TnDH Z L,



5. ZREMBRLLRDBE

(A2 BI 4 5 4 H]
BIBRANRE 2 e BB ISRV T L AFN, WARTTF RO U 2 xR VOGH
BHGOHEEP RSN TN D,

@

)

FREICEE Y T D BB 2 AFN O 5K O T HEIZ DWW T AFIOAZPED
MESLSNTEDLT, AFOTREGHR L RER,

TR BRI

[Ze At B4 2 FH1E]
O TRUIRY T HREFIZIOVWTCITIAFIOBRE N R E SN TWD Z e, &5 21T
bz &,

@

ARFN D B 53xE L BUE OB O & % B4

BRRATOFHIIC BV T TREICEZ Y T 2 BEIZ OV T AR O GIFHER S vpn

YD

v MOTRFRRIRBDN 2 WG EICIRY | HEICAAZHEN T2 LE2EETE 5,

ME MR B O XX OBEDOH 5 BE

i 5 T 2 A A C R R % R 8D D R B ONTE Bl 0D S 6 i 2 <0 B e it ¢
FEOMMIZRIEMEZE LN LN L BH

H R B0 & 5 BF SUTEMERRE U < IZFERMEO B 2 & B o BE T
Ok o¥aYy:sky

ECOG Performance Status 3-4 "V 0 H&

GED ECOG @ Performance Status (PS)

Score
0 2 MR IRBTE D, Bl & R U HFAEEDHIRZR <ITZ D,
1 AR LOTEENEHIR S 228, BTRHEC, BIEHESHE - TOMEEITITH 2 LT %,
Bl BOWEE, FHIEE
2 BATARECAN DO H DY) O Z L 13T X CRFEEMAEEIE TE 2RV, A D 50%LL Fid~Xy RALCilZ 9,
3 RONTZHODOHEDEIY O L LTERY, HHO 50%LL EE2~Xy R TimI 7§,
4 LT RN, BOOHOEIY O L FaL TERY, RISy RT3,




6. BHEICERL THEE T REXEFH

O  USHSCEEION %, WEIRGEEE DR 5 GRS 1T -3 & ARHF O Frit M OV 1E i
MO DI B EFRE B L T bERTZ &,

@ JBREBIAICHEN D . BE T OFRICAEIME R ERMEE oA L, FE 25
ThoEETHZ L,

@ FEREWERAO~RT AL MMZDOWT

BIEMEMREN D S d Z N D DT, KFOFRGIZHT--> T, BHEIE
W (PR IRIEE, Bk, FEEVEE) ORERR K O X SR O L%, #leiz -+
ZATH &, Fe, MBS UTHIE CT, MG~ — T —FDMRE&Z T 5
ze,

AFNOPe 1L HE)JE D infusion reaction (Zfif 2 TEAKEIZ 40726 e D Tx %
21T o7 B CBtA L, RAIE G R OARFIER G THRIT AL Z A 23
ET 5%, BEORELH0ICHIEZ3 5 Z &, 728, infusionreaction & FEHL L
TS AITIE, B2 TOBBER OERDER2IZEET > TREZ o8I T5 2
Eo

JHERERE . 25, LB RN D 5D Z ENH DD T, AFIDOE 5B
BERT M O G-I R I E WA I TR & (AST. ALT. y-GTP, Al-P, BV
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