SRS 1222 B 1 =
A7 12 A 22 H

#woE g R
& |REEFTRERET | FETES (R) & B
S || B S

JE A 57 8 3R [ 3 A 7 A A PR R
(2 B A K )

TTY Y RXA~wT (Blariz) WAORESERHEET A KT 14 v
(M pges) 12>\

TR I BOE = & B0FE D FEAR #2016 (AL 284 6 H 2 H BIEERIE) IZB W\ T,
FHER G OMHOREEHEEEZ D Z EAEV AT 2 L E2ZIT T, &
PrEIEG 2 B L E R B IR 2 L2 B Tl HHEED 1 K7
A BERTDHZEELTVET,

SR, TTY Y A= T (B HEELZ) BANCOWT, KRRk L TR
LHEOEEFHEZNNRO LB i HHEET A 74 L LT LD FE
L7=DT, ZOMHICY > TE ATA RTANZHOVWTHESND LY, &
BN OB K OSBRIk 2 B & BV L E T,

¥, ABHDF LIZHOWT, BIFLOMEEICHEEAET DD T, SO H
LR £,



Bl L

NERAEHTEN  BARERZ
HARESS

—RAEEVEAN  AARERRES
NEFEEIIEN BARBRRIS
—RAEETEAN AARBRKNRES
FrE B EMTEEAN AR S
—RAEEVEAN AARFER SRS
—iRAENTEN HANBES
PNERAEETEN  BAHKAIRI =
—RAENVEAN HAIRBEREAIR S
—HRAEMITEAN A ARRRRIER RS
AR A A

MNIATBHEN RS AL R e S HsAs
S5 IRA R



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 &)

(2) FrEFERETRPL

(3) HOEFIRA DI ET 203 A HEEERE (S ARIREEEIE ERPE, 23 A2l
B IEbE, S AR R HERE R B 7 &)

(4) A IALFFIEEZFRE U, SRIEB L ARIEZIER 1, S RIES L E 2R 2
ST SN FHRIE2 IR 3 Ofiak B YEICAR D | 24T > TV D ik

(5) PUEM RIS LG & BN O fi gk FEHE AR D i H 24T - T Dk

O-2 Mg DA F98E K OEINE S BLRE O KIS IZ+-53 72 Fnelk & R A RO ER (TR
DWTINTEE G T D ERN) 23, Y2 OARANCET DIGROBMES & L TRE S
NTnsHZ &,

*

[ Bl fe RS 1% 2 O PIHIFHE 21E T L72121C 5 S LLE OB ATRIR D EGRHE
EIToTCWD I &, b, 2L T, BARKYEREZ £ & UZBRIESS: O
EEITOTNDHZ &,

Rl P EAS 1% 2 AEOWMINHME Z21& T L7-1%12 4 0L EOBRREER 2 A L T
HZE, 96, 3L, BRI O 2 A SR L & B Lo A9 S DO il
KHHEZ{T> T\ 5 Z &

BRI o FEAS % 2 EOFHAHE 2 T LofR1T. MassmEmyENEEs o 23 A S ik
ZEte 5L EOMRINEFOERAI T TND T &,

@ BEEADOERMEREEOEHIZONT

R A 1 B BRICAE R 2 L DS E S, BRSO OFHRE N, A - &
BRI IR OE H R OEMSEITT DI ddett, AT FRNEE LG OmE
R FEPHLATOND BRI E->TVD 2 L,



® BHEA~OIPRIZONT
@-1 Haa AR BT 5 B

RVE AL 8 S 0 A 2R BIE A AT L7 RiT . 24 WERIRSHRIRHRI O T 4 ik X
ITEEE RIS\ T, FEEL LT BIHENCIE U OB EL R OF CT % O &I ORI 2
FZRRAEORRD Y A PTG OIL, EBICKHIGTREREHISE->TND 2 &

@-2 EHRMNEFHICL DA EFGIINICBET 5 E:

DAZIRICED 2 ML OB 2 BT 2 ERIEEEVPEMERE=41 7
EEOIZEROAYT V —=0 7 HTWEIRE & @A IH T& 55— LERES]
iESNTWAZ L, 2B, BIEEHICHOWT, BABE L ZOFRECHFIICEmENT
WhHZ L,

@-3 RITEHOZEr-CRHIIZEE LT

RIWER (FEMEMEE, SRR - TR - BEMEIRE R, RIBZK - EHEO NF, P
KoV BBEIRIE . Nribleds (HRIRARRERE . R P RERR S . T EAEERERRE ) | MK -
BifEe - TR, MRIEE (X7 v « AU—JEREEA2GT) . BIEMEIE, BEEDOK
JEREE, BHREREE RMEMEMERRSE) . Bk - BRERAAE,. Ok, hEkEas
JEERE, SoZeMEifn /MR E, Infusion reaction, VAMMEEIM, CER « OFEIRITHE - O
L R =T ALFHEEP RO R rE (G ek . REWELF P ERBAME) . BT
FE O RFORYYIESE) (23 U CL Mak ik XIXUT B = B O B P % A 3 2 AT &
HEEL (BEHOZWr-OXISICE L TIRER OB ZZIT N R MMIZH DL L), H
BT 2R LE DN TE DRGNS TnDH Z L,



5. ZREMBRLLRDBE

(G20 BId 5 FH]
BIBRANRE 2 e B ISR W T, AFN, IARTTF RO U 2 xR VOGH
TG OHIEP RSN TN D,

@

)

FREICEE Y T 2 BB 2 AFN DG K O T HEIZ DWW T AFIOAZPED
MESLSNTEDLT ., AFOTREGHR L RER0,

TR BRI

[Ze At c B4 2 FH1E]
O TRUIRY T HIREFIZIOVWTITIASIOBRE N R E SN TWD Z Enb, &5 %21T
bz &,

@

AREND 35 LisBUE O BEERE D & 5 B3

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

YD

v MOTRFRRIRBDN 2 WG EICIRY | HEICAAZHEN T LE2EETE 5,

FVEPERIR B OGO T Z OB ED & 2 B

i 5 T 2 A A C YRR % R 80 D R B ONTE B 0D S 6 i 2 <0 B e it ¢
FEOMMIZRIEMEZE LN O L BHE

H R B & 5 BF SRR L < TR B 2o & B o BE T
Ok o¥aYy:sky

ECOG Performance Status 3-4 "V 0 H3&

(ED ECOG @ Performance Status (PS)

Score
0 2 MR IRBTE D, i &R U HFAEEDHIRZR <ITZ D,
1 AR LOTEENEHIR S 228, BTRHEC, BIEHESCHE - TOMEHEITITHS 2 LT 5,
Bl BOWEE, FHIEE
2 BATARECAS DO H DY) O Z L 13T X CRFEEMAEEIT TE 2RV, AP D 50%LL Eid~Xy RALCilZ 9,
3 RONTZHDOHEDEIY O L LTERY, HHO 50%LL EE2~Xy R TimIJ,
4 LT RN, BOOHOEIY O LFaL TERY, RISy RT3,




6. BHEICERL THEE T REXEFH

O  USHHSCEZEIOIN %, WEIRGEEE DR 5 GRS 1T -5 & ARHF D Frit M OV 1Efil
HOT= DI B EFRE B L TR T 2 &,

@ JBREBIAICHES D . BE XX OF RIS fERMEE oA L, FE 25
ThoEETHZ L,

@ FEREBEWERHO~RT AL MMIZDOWT

BEMEMREN D S d Z N D DT, KFOFKGIZHT--> T, BHEIE
M (PR IRIEE, Bk, FEEVEE) ORERE K O X SR o L%, Bleiz -+
ZATH &, Fe, MBS UTHIE CT, MG~ — T —FDMRE& %S 5
ze,

AFNOPe 1L HE)JE D infusion reaction (i 2. TERAREIZ 4072 6D Tx 5
21T o7 ECBtA L, RAIE G R OARFIER G THRIT AL 24 2
ET 5%, BEDORELH0ICHIEZ3 5 Z &, 728, infusionreaction & 8L L
TS AITIE, B2 TOBBER OERDER2IZEET > TREZ o8I T5 2
s

JRERERE . 28, LMEIE RN D 5D Z ENH DD T, AFIDE 5B
PERT M O G-I R I E eI TR & (AST. ALT. y-GTP, Al-P, BV
NEEORNE) BFEETDH L,

FOR IR RE R . BIEHSRERR X OV F A RERR E R S LN D Z ERHDH D
T, ARAEIOF5-BRLART & OB G- I E RIS N WS RE A (TSH., b7
T3, b8t T4, ACTH, IfiFf 2 /v F ) — ) VEDOHIE) & FEiid 252 &,
AFNOFEGIZ LY | BEOGRERISIZERT 5 &5 2 b bkA IR BOR R
NHLPNDZENH D, BENBDONTHAICIT, B LEZFERITL U
B 72 05 & Bk 2 FF o R Rill & U Gt 2 RS W 24T\, iR D
FOSC £ B EWER D S 2355100%, AFIORIETH I, K ORIE E A
NEVEIOERGEEZEET L L, B, BIBEEERLVEOEEIZEVREIE
HOUGENFRD BV WA, BB RE R VE 2 DA O il Al oe in
HEET D,

BEETH., BEB OB ARE L COLEIERANRIT L ZENH D720,
ARFNOEGAHE T %I HEWEH OFBUA2IZEET D,

1 BUpER S (BE 1 BUBEIRIS 2 &) b bbiv, BERFBMES TV R— &
IZEDLZENRBHLOT, Ag, EL, RHEOIEROBHRCMPEE D F5H12+
SEETDHZ L, 1 BBERBEREDN -G REEZPIEL, AR ) Ul
F O 55 OME) I LEEITH Z &

@ Marble HERTIZ. BEBHMEND 24 BE TIT 6 BEFNE. 25 BHLE 52 £ Tix9
HEREIRIRE, 2T 12 BEMR CTEIMEORMEZIT> T2 L 25EIC, K
FIFe 5P IXEMMIC BB RE COHROMREITH Z &,

10
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