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R AL ORLERTL > e KPS 20 mm PA_E D PRI

*2 KK 350 mg & 3 MR CReE. XUFAA] 350 mg & 3 MHRHNEC 12 B 5%, AK 700 mg % 6
W R TG Le GHIMITRE 48 1),

# 2 AR (R2810-ONC-1788 st/ — K 1, 2024 4210 H 4 BT —4% b v b4
7)

ARFHE 7T v ARt
(209 f41) (206 f31)
DFS
ARy ML (%) 24 (11.5) 65 (31.6)
HRfEH ]
B NR (NE, NE) 49.4 (48.5,NE)
(95%1E 1 X [H)
T R 0.319 (0.199, 0.511)
(95%{= HE X [#]) ’
p i (Mifal) 2 <0.0001

NE: not evaluable, NR: not reached
*1 @Rl Cox N — RET VI L D7 T BAREE L O
*2: J@plla 77 o 7 BoE, AEKYEE (M) 0.00455



100
90
80
70 4
60
50:

40 4

Disease-free survival (%)

AFE

7

TIuREE
30
20
10
0 L T T T T T T T T T T T
0 4 8 12 16 20 24 28 40 44 48 52 56 60
Number at risk Time from Randomization (months)
AKIEE 209 172 157 132 116 104 83 66 47 27 22 9 6 1 0
FSEAREE 206 161 130 94 82 69 53 42 24 18 10 4 2 0

1 DFS @ Kaplan-Meier #i#f (R2810-ONC-1788

— X F > NAT)

[Z4xtt]

B S— k1,

O WEAE T AEEER (R2810-ONC-1540 3Bx 7 L —7 1, 2 KR 3)
TN—T I~3 IZBWTARFIDE G S 72 193 il 148 6] (76.7%) (CIEERIE & K F
BN EECTERWAEESRS (BIERH) 2RO bz, BHEE N 5% EORIERIX

KIDLEBY ThHoT,

2024410 H 4 A

3 FBEIEN 5%LL FORIWER (R2810-ONC-1540 #BR 7 Lv—7" 1, 2 KON 3 D5

B (MRS

TN—71, 2 k'3 OEG

%%ﬁ%”ﬁ%iﬁ 193 {@J
FEARGE
4 Grades Grades 3/4 Grades 5
2REIEH 148 (76.7) 33 (17.1) 1 (0.5)
B2 & 35 L OV TRk B 75 (38.9) 4 (2.1) 0
% D FEIE 29 (15.0) 0 0
55 23 (11.9) 1 (0.5) 0
IS NITR 2SN 21 (10.9) 1 (0.5) 0
H R E 51 (26.4) 5 (2.6) 0
TR 24 (12.4) 2 (1.0) 0
GV 18 (9.3) 0 0
—f - 2HEERL L OBEEM O 49 (25.4) 1 (0.5) 1 (0.5)
RE
57 40 (20.7) 1 (0.5) 0
R R AT 37 (19.2) 4 (2.1) 0



TN—71, 2 KO3 OEE

%%E%'inﬁj\ig 193 @J
FAGE
4= Grades Grades 3/4 Grades 5
TI=T ) NI UoAT 2T 13 (6.7) 0 0
—-PHEHN
TANTGX BT I/ b7 A 11 (5.7) 1(0.5) 0
7 =7 —EBHn
N5 WA 27 (14.0) 1(0.5) 0
FOIR A REAR T iE 21 (10.9) 0 0
B & ks & UG A FARR R 26 (13.5) 2 (1.0 0
FAHfim 13 (6.7) 0 0
LR EN TSRO 7 =] 25 (13.0) 6(3.1) 0
il 2% 14 (7.3) 6 (3.1) 0

MedDRA version 24.1
NCI grade: CTCAE Version 4.03

72 BAAIFEIZ IV  Tinfusion reaction 861 (4.1%) . WAk (UK IRHEREREE - BI'E
FEREREE) 2761 (14.0%) . Mg 1461 (7.3 %) . A4 - IFRERERE « iF% 761 (3.6%) .
RIGISH] (2.6%) « FEED THI2E] (1.0%) . B DR EREEAR (2.1%) . BHERETE (R
M EMEERE) 46 (2.1%) . MREE (F7 2 - SU—EREFEE) 141 (0.5%). O
1B (0.5%) ., DEEZ 1B (0.5%) . M2e16] (0.5%) . BEEZ16] (0.5%) 23388 b
7o Fhde. BEMMESE, BRBUHEARIE, 1RUBEIR . DO (G R e R A
EEte) ObDBEE~OMM, FFRIMARIERAE, FEEVEL P ERBUE, fa e M i MR
DIE, R, SE D RS, MERERME Y o HARRERE, M R K O LRI 28 1378
Lo lo, AEWEHFBURDUIBIE TS (RRMEERT 2 5) +a0EHE R L
T

@ [FERLFEFE TR (R2810-ONC-1788 FERD /X— | 1)
BB L DR EBEBEAEE T RWEEES (BUWEH) 205 #ild 128 1 (62.4%) I
TOHNT, WTNDLOBETREEEDN 5% UL EORWERIZER4DOERBY ThoT-,



4 WDFNLORETRIEIA D 5%LL EOFIER (R2810-ONC-1788 7B/ <— | 1)
(% PR SRR

AFRE 7T v R
205 151 204 1]

B AR 4 Grades Grades Grades 4 Grades Grades Grades
YN 3/4 5 3/4 5

EIEM 128 19 93) 1 (05 94 (46.1) 1 (0.5 0

(62.4)

B ¥ L OB TRk 80 (39.0) 4 (2.0) 0 43 (21.1) 0 0
Z 9 FEIE 29 (14.1) 1 (0.5) 0 19 (9.3) 0 0
I35 26 (12.7) 1 (0.5) 0 13 (6.4) 0 0
SRR 2SN A2 23 (11.2) 0 0 10 (4.9) 0 0

—i - BHEEBIOEE 46 (224) 1 (0.5) 0 35 (17.2) 0 0

HIVALRIN: =
9% 5 33 (16.1) 0 0 30 (14.7) 0 0

A PR 36 (17.6) 4 (2.0) 0 24 (11.8) 1 (0.5) 0
T 21 (10.2) 2 (1.0) 0 17 (8.3) 0 0

PN 53 A P 29 (14.1) 3 (1.5) 0 5 (2.5) 0 0
FIR R A RB AR T 22 (10.7) 1 (0.5) 0 5 (2.5) 0 0
FIR R A RE TS 11 (5.4) 0 0 0 0 0

B A 23 (11.2) 5 (24) 0 10 (4.9) 0 0
TI7=T7I R0 11 (54) 4 (2.0) 0 3 (1.5) 0 0

7 =7 —EBHN

T—X7 v MAT 2024410 H4H
MedDRA version 27.0
NCI grade CTCAE version 5

72 BAFIFEIZ IV Tinfusion reaction 6451 (2.9%) . WA ibbEE (FUKIREEEEREE - BI'E
FEREREE) 2961 (14.1%) . IFA4 - IFREREREES - T 246 (2.0%) . M4 (2.0%) .
KAGZ3G] (1.5%) - TED FHFR2HE (1.0%) ., HEEOREREEFE3F (1.5%) ., Mgk (%
T v N U—IEMERES) 201 (1.0%) . BgRelES RMEREMEBRE) 161 (0.5%) .
DRI (0.5%) . A1 (0.5%) 23e8eD HiLlz, FBEAEFMEIE, SETHRAE, O
e, 1RUBEIRIA ., MMc - BEEEA . MRsnf it (EmeiilaBiEsL 5iy) Ob o EE
~OEH, FRIMARZERRE, FEEWELF P ERBUAME, SR MRIBUDE, FER, 589
e, MEREAMEY o/ SHRERE, (/8 2% M O LRSS RITERD Do Tz, AR
TERIZEBURDUIBDE RS (FRRMAER T 2 5T) 2aUEibR e =T,



4. FERRIZOWT

ARAIDTEIG & 70 D B O O Gkt OFIWHE, WEYNIATHI D ZENKD 5
N5, o, FAIOREIZL Y BELREWEHZFHBL LIZBRICHIST 2 2 & AnEEk
T, EILY 2 7 EEE (RMP) (2S5 | ARHIO EIE M 2R GIEE ~D W,
FHEHR 238 D Htiae T > T, LLFDOO~@DF R T A 72 T Hia (ZIB W TR 5~
xTho,

D HERIZDOWNWT

@D-1 TR (1) ~ (5) OWTNLITHY T Dk THDH Z &,

(1) BAEFBRENRE T 203 A EEREILSFBT S (FRE RS A RSB ISP
HiEAS AL AR E . HUEAS A BB 7R &)

(2) FrEHEREIFIT

(3) HSENTEAENFRE T 2 03 A EEEEHT (03 ARHEEEIEEHbT, 23 A RS
W 1IRBE, D AR EEHERE L 72 &)

(4) ARACF L 23R8 U SRS L P REZ R 1. SRS L L2k 2
NATHKFEA RIS 3 ORERR FEEITLR D i HH 21T > T B fitiak

(5) PrEMERE R AL B BN O fE sk FEHEIZ LR D i HH &2 1T > T 2 fitiak

-2 A AR O b FHEE K OVRINE A F8 B O et S 2 47 2 ik & # Bk & F5 D = Al
(FROWTIUNTEE YT DIERM) 23, UEZEROARANCEAT 2IHBOELE L LT
flE SN TWnD I L,

#

EENSRFEUG . 2FEOWIWHEZE T LIc#&IZ, SHLL LD AR DOERRIHE 217
S TS T &, O BAFELL RIS AR E T & LT BRIER ZONHE 21T >

WHZ &,
ERNSFFHUS, 2EOPMWHEZE T LIRS, SEELL L R E MR R O
KRR Z A LTV D 2 L,

©@ BEAOEERRFEHREHOEHITONT

R HFRE BRI 2 BT N E S, A END OFERE D, A3 - &2
EMEIERENE RO G L CEMZE IR D ERIEML, A EFLNRBE LG E oS
B, EDRESCHITITONDIEREIRE S TND Z &,

@BIER~DRZ OV T
@-1 MRS B 5 B

RVELMEAT B D TR 22 B AV LB, 24 IFRIRIR IR OO T, M ahEak X
RS IRV T, FEBL LT BIERICIS U C AR LR OF CT % ORI OB o
SR RAORE RS H A D, DI AR AR 2 > T D 2 &



©-2 EFEMUEFEHIC L DEEESIICICE T 5

N ARSI HE D D B 22 ek e O BE 2 AT D IR HEE DNRIERE =4V > 7
EEDTEROARA 7 ) —= T E2TOEIRE &G E G TE 2 F— LR 235
S TWBEZ &, B, BiAHICOWT, BDABE EZOFRICHSIZAmENT
Wb Z &,

@-3 RIEHOZE-CxHRZEE LT

RIPER (BEMMZ R, infusionreaction, KFZk, FEEED FHI, Ak - B AlfRIE -
FREAHEAE, DAHR - OIS, BHRERE (RMEREIEERSE) . NowkEE (F
RN RERE - BB A REIRE S - THRMCHERBRETE) . | BUBEIRPT, EHE O R IRE . phikhe
FHA(XT 2 NU—EEREE) | NS - B, FARA - IFHSREREE - R, IR R
(3 MBI 2 Ste) O D BE~OMH, FRMARIERAE, o2 i/ MR
S, M, FEEWEL PERE, R, 5 &K, MERERMEY o HRRERE,
{EPERRAE R %) (2kF LT Y axhtak XIS B B O B P M A 3 2 R & ad L (R
TERORZWCRIGICE L TSR OSSR AZ T o5 5 L), BEHIZHEY) 2
WLE N TE DIRGINESTND Z L,

10



5. REXBRLLRDBE
(G BE§ 2 1E]
O TREOBHEIZBWTRHADHENER RS TN D,
RIGEIBRARE 2R LT - FRE O A B
FFmE U A 7 O AR 1) 2 i B s
@ HFE Y A7 OFRHHIIEEZ 31T DUTERAMBIRIEIZE LT, i B SRIa iR D
bOBEEMNGETHZ L, £o, EHELFEEIHEHER (R2810-ONC-17887 /<
— D) IZBTD THFEEGY A7 OER CLTFOWTINOEELT-T55)
ERA L BC, BIGEFEORREITY 2 &,
Bz Ic VT, (1) BN E R T2 U o HiisB KO, 1EL
ED20mmPL ED Y UoNEEER, L (i) MELL LDV NEiEER A AT D,
In-transitfinfs (FFEEDD OFRREN2 cmZ i 2. 503, i@ Y o/ Eisaisc i &
ATWRWEE R O FTO#ER) 2635,
TAREE=HT 5,
PR JE PRI 2 3 5
WEIZOIBR SN EEOMEIZ AL, LLTFOREEZ 1L AT 5 HRA R
BRI
FRIREITLE D AR U > s 23N2bLL_E
R4 emPl EOFRIFZE, £ L ATBEOEFE L A XTI T 5 EH 7
KR RERIE ) D6 mmA 8 2 5 RHEE A 5 ERRA
I L ORI D> D B K20 mmEL b D FFRs IR 28
@  TFRACEEY T DAKIOE -3 L OE R JAEIC DWW TR, RFIOFZMEDFENL ST
BOLT, AROEGXG L 72 B0,
L DFUEMENESH & OO &5

(24 thiz B3 % 9]

O TRIZEYTLIEFIZOVWTIEIAROERGNERE SN TWDL Z EnD, BE%E
fThrenz &,
o ARAIOESTI LIRBUE OB RO & 5 B

@ JRERTOFMIZIB VT FREICE Y T2 BEICO WV TIE, AKF O G ITHELE S
WA M DOTRFEEIRIE R 2 WG EICIRY | HEICAKZHEHNT 22 L 2BETE
Al

VB PR B DS D UIBEE D & 2 B

JlER AR TRV R 2 38 2 BB M ONEENIE O R il 2 ol et i 7% 45
DI IIEMEZA N - B D B

H OSSR B OADE, SUTBMEA A U < I3FERMED B R B OB D
% B

11



o EgBAEE GEMESRBHERL &) Ob b HBE
e ECOG Performance Status 3-4 "V o

(7EY) ECOG @ Performance Status (PS)

Score | TF

0 | &<MERGEHTE S, LR U R EARENHIRZ AT 5,

PREICI LR IHIRR S 412 23, STWRE T, BAEERHE > TOEEITIT I 2 &N TE D,

R U S e

HATRIRE T A OF DB O Z 13T X CREEEBEEZT TE 2V, HFD50%LL EiZ~<y FAAClE 29,

[BHNT-ESOEDEY DZ L LTER, HED50%LL FE2 Xy Rk Tl =7,

EENN USRI )

ELET RV, BHOHOEIY OZ LT TERY, BRIy R TlHId,

12



6. BEICEL THEETREEE

O WACEFITN A, ROEMREER DRI 2 BRI D & ARH O Rt e ONE IE
R OO G E I L TR 2 &,

BRI e D B T OFIRITHE MR Otz oA L, FEx
BTroEE5ET5Z L,

FEREERO~ XD AL MZHOWT

)

®

AFNOBHIT LY | WEOREFINTER T 5 L& 2 b D Ekx 2R B0 R
DHLOLNDZENDHD, BENBDLNIGAITIE, BB LEFRIIL U
B RY 72 5% & RRBR 2 FF O R Al & U Cli bl 22 BRI M 24TV IR D
FOGE X D EWER 2 5o 25561213, AAIORESOTH 1R, K ORIB BE A
NEVHRIOBRGERZEBEETLHZ L, vB, BIBRERLVEYOFKEIZLYEIE
R OYEERTRD BIRWGE I, BB BE AV o LIS O S g il o8
bERTLHZ L,

FEMEMRER S SN D ZENRH DD T, KEIOEEIZH Tz > Tix, HIHYE
W (R8I, PR RIS, k) Ok O X Ao F s, Blgs -+
AT H Z k. Fo, KBNS U THES CT, MG~ — A —FORAE %2 FEhi 3
5Tl

A2, IFREREE, AP H LN D Z E0H 5D T, AFIOE5-HGET &
O G-I S eI g eER A (AST, ALT. y-GTP, Al-P, BV /LB %
DRE) & FEfT D L,

FR ISR . T R E R ORIBREREENH Db 2 b LD
T, AFIOF5-FERT R O G-I I3 E I NS eefR & (TSH, WE#fE
T3, EHE T4, ACTH, M =LY —VEORE) 2#Fhd 52 &,

1 BUBEIRIADN & B odv, MRS 8TV R—=Y RCEBEDLZENRHHDT, O
Vo, Bl W& ORER OB M ED LRI 2EET 5 2 &, 1 BUER
JRNEEONTZGE IR G2 PIE L, A 2 Y SR O 55 DR E) 72408 %
1792 &,

SRS, IKHEREEBREOREEENRHDOND ZENH DD T, KA
O£ G- BRI K O G- ] o e RO I R B AR A & B 5 2 &

infusion reaction 23 H 315 Z £ 723% %, infusion reaction 2358 H AL E T
X, AF OG- HILEOHE YR EZITH & LBz, FERDEET 5 £ THEE
DIRRER + BT D L,

B G T %, BOAM NGB HRGE LT LEIERDB BB T 22 Enb b7,
AR OB THIZHRER OB H2IEET DT &,

AFNOFFHERBRIZI T, R2810-ONC-15405 82 CIISHERE] (Z/—T1K/02) HD
WE9ER (7 v—773) T & R2810-ONC-17885 R D /X — N 1 CILfE 5846512
W Z ECHNEDOFHM A TN e Z & 2552, ARG HIZESIC B MR A
LETHROMEREITH Z &,

13
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ERESP ST B




Bk

SR W=

X LI

ARFN O, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P3
P4
P8
P10
P11



1. IXLHIC
SR DA INE « 22N EDOMEROD T2 DIV E, U SCESR A -l E e 23R Hid,
DI, IFORFHEANOMANT L0 | GUREIRZR & O g ERRS PSR GRS
LT, ZHODEHEMZ B VEEE TS 5 2 L W OIME L 7o T Y | RAMEGE
B LYCEOHEAT 812016 CFRK284-6 H 2 A BRI E) 128V TH, FoinyEELEDHEH D

B bHEEEZ XL 2 L EhTnb

BRI %@@ﬁ%*A&7m774w#%ﬁ®E% ELNCEARD T
eﬂ%éozmt@ BIMER OBV BT D@ 70E 8T 5 £ CTOM], YiZlEK:L D

BERLS 2T 5 2 EN SN BFICH U TERT D & & bic, BWERZRE LB
%%&ﬂm%k5_&#ﬂw@-m@%@%ﬁt?[%w%fﬁﬁﬁé:kﬁ@%f
H 5,

L7ehio T AHA R4 Tl BIBERES 2 E TITH O TV D EFFFH - Bl
FRHICEDS X | LU OEIEShO il e A HEE T 2 8LA0 b E e B B2 RO E
HIEZRT,

¥, ATA RTA AL, MSATBAENEI L ERPSRR TR, AN HETEN A AR
B, R HENE N B AESRINEHE S K OSFHETE N B AR ARHER SO0 b &Rk
L7z,

MR LEMMDERN I TV ~7 ()

RGEBDRRTIE « 23 AACFIRIER ITHIE U 7B T U R O+ 52 S

MEERDREROHE : BH . AT, ¥ 7Y ~7 (EfE#iaz) & LT, 18350
mg % 3 B REIFE T 30 70T CTREEHET 5,

OB EE S D IVE S S =NV AT i - ar oy




2. ARERN DR, 1EREF

IV <7 (BlaF##az) (LI, TAHF) X, & b programmed cell death-1 (LA
T, IPD-1)) IZxT50&E a7V G4 (IgG4) 77 7 ADe MNE /7 a—F )L
R TH 5,

PD-1 1%, CD28 7 7 X U — (T M DOIEMAL Z MBI HIE 3 2 20 F8F) 1B 2%
RIRTHY  IEELLZY o RER (THfE, BARA T TF 27 0% 7 —T /) i
FBHT D, EERNIZEWT, PD-1 1T, fuiififiaic 5842 PD-1 U 7 B (PD-L1
K&OVPD-L2) &G L, SEINELZAICHIE T2 £ B2 5 TWs (Immunol Rev2010;
236: 219-42), F7-. PD-L1 XU PD-L2 I%, Flix OEFEHFKICHBLL TW5D Z & 23HE
SN TW5 Z & (NatRev Immunol 2008; 8: 467-77) %755, PD-1/PD-1 U 4> REE&IE
MRS U A A7 T MO O BEZ BT 2FDO—2L LTHEZXLNT
(AN

AFNL, PD-1 OIS FEIRICHS S L, PD-1 & PD-1 U W REDREAZETS Z
CIZE D BAPURRRRNZ: T MROTEME( R OREEMIR T 2 s EiE M 4 T
EL, BEEOHEHZMEIT2LEX 6 TND

ARANOIEREFIZE D M DREFUSIC X DBIERENH bbb, HEX iﬁEtV
£ % H f%z’»é?)é ﬁﬁﬂ@%’#*&@\&“fﬂ& (T, BEOBRZ 47TV BE R
DO AE I, FEB LT F AU FELf:iﬁrﬁ%’attfuﬁa&fj:%%%“)l:ﬁﬂik@# L T
J@Jiﬁﬁﬁﬁﬁlﬁém%ﬁb\ W DRIESUSIZ & D RIER N gD 256121, BIF B E RV
%‘/§U®J‘Q’€L%®i@@]7‘£ﬁ&%%ﬁ5%%#3@50



3. BRRREE
DS A FPRIEL (CHEEE U 72 1T AT R O 18 SEE O AGRIRFZ RN 217 o 72 £ 722 AR
B D plAE & T,

(A %2hE]

FEI B AL [R5 I AHRER  (R2810-ONC-1676 5-i5k)

(L HAEIE D & 2 AT AT FRHE O 15 S 82608 5] (H AR NEE 56 il & & i) % xt
ST, AFI 350 mg 3 WRIREIFEE S [AKIRE 304 1] OGN LM% TRERIE Y ER
IR UTALHRIES (XA MU' RS NY LK, /X7 0B, AV /T h
CHEERE KT, AT X U, € L e AR (LSRR 304 6] &k
W5 Z & a B L LT R IS M b ik i S vz,

HFRIFRAT OFE R, EEFHEEE Th 5 AR (LLT. 10S)) (hRfiE [95%(EF X [H 1)
(395 h DA R b)) X, AFIBET 12,0 [10.3,13.5] B A, ALFHIERETS.S [7.5,9.6] &
ATHY , REBHI AR LG EICA B RIERE 2R LT (N — R [95%(5F
FEIXAT] : 0.685 [0.560,0.838], p=0.00011 (F{f) [f@hlve 77 7 fiE, A EAKE ()

0.025]. 2021 =1 H4 BT —Z v v47),

NNV AT B Z) X ABEEROAEEIZ) DT, EITUIHFEOTE
SEIRIC KT L C A RPUEMIEEA 2 &t | DLl (b FRIERO H 5 BE BHEAAN S
niz,

*2 R B RO R O (R B A ETe) BEDSHAAN BT,

¥3: XA NLFE RFRUTLAKFY, FoaoX Ui, v LLE U ABREIE. K
FRIZBW T ESEEORNEE - IR TIHAGE I TV e,



10 l\

0.9 —
0.8 1
07 ™
06 W
il Y
# 054 ey
e . U
04 - , g
- .I“.‘ \‘“%
03 " I 71 T
7 ""'6. ’lu__.lu__.E_u? ) 71‘11:
0.2 1 .“l‘... . ';_a. _____ u
01 — "“J.“"'"".t.n.....-..‘u‘_‘z..'..a‘.- L
. se=) 3ES s

0 é éll (IS é 1I0 112 1I4 1I6 ll8 ZIO 2I2 2]4 2I6 2I8 3|0 3]2 3I4 3|6
A (H)
at risk %X
EIF)<7HE 304 281 236 206 167 139110 83 65 52 35 26 13 10 9 4 2 2 0
bRt 30426422418313299 70 54 32 221512 9 5 3 2 1 0 0

X1 OS ® Kaplan-Meier #i# (R2810-ONC-1676 3BR)



(Zzatt]

FEI B AL [R5 I AHRER  (R2810-ONC-1676 5-i5k)
B EFRITAHFITE 265/300 5] (88.3%) . (LFIHRIERE 265/290 il (91.4%) ITRD LI, 1A
BRE & ORRBIRNEE CTE WA EFLRIT, Z424 170/300 1] (56.7%) K& T* 236/290 44l
(81.4%) IZRO BTz, WTILNORETREIAEIED 5% LORWEMITTRO LB TH

277,

K1 WTNHLOFETREREH 5% LOBIEM (R2810-ONC-1676 3ER)  (Z2MAITHRER)
BlE (%)
PYEBIIKAYHE (SOC: System Organ Class) —
JAZE (PT: Preferred Term) AT (e AR
(MedDRA ver.23.1) 30071 29001
“4Grade Grade3/4  Grade5 “4Grade Grade3/4  Grade5
AEIE 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7)  2(0.7)
B IBEE
G 28 (9.3) 0 0 87(30.0)  3(1.0) 0
T 20 (6.7) 1(0.3) 0 27(93)  3(L.0) 0
AL 17 (5.7) 0 0 53(183)  4(1.4) 0
ERAE 8(2.7) 1(0.3) 0 22 (7.6) 3(1.0) 0
(LA 5(1.7) 0 0 23 (7.9) 0 0
—f% - REEER X OGN OREE
9% 77 32(10.7)  2(0.7) 0 39(13.4)  3(1.0) 0
bliiyaPna 22 (7.3) 2(0.7) 0 33(11.4)  2(0.7) 0
FEEN 8(2.7) 1(0.3) 0 29 (10.0) 0 0
B2 6 & OVEE T ALk R 7
Z 5 PEIE 15 (5.0) 0 0 9(3.1) 0 0
J&3% 15(5.00  3(1.0) 0 14 (4.8) 0 0
Mg LY R fEE
g 22(73) 11 3.7) 0 106 (36.6) 62 (21.4) 0
A HR BRI E 6 (2.0) 3 (1.0) 0 43 (14.8)  25(8.6) 0
MR A iE 1(0.3) 0 0 16 (5.5) 9 (3.1 0
PR
TI=VT ) RNTURT 2T — PN 8(2.7) 2(0.7) 0 15 (5.2) 1(0.3) 0
B EREE A 0 0 0 26(9.0)  12(4.1) 0
PSR e
BRRDE 22 (7.3) 0 0 28 (9.7) 1(0.3) 0

RS R & O B LR



BilEL (%)

BRI ¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) AT LA RRERE

30041 2901

(MedDRA ver.23.1)
4:Grade Grade 3/4  Grade 5 4:Grade Grade 3/4  Grade 5

BE A 17 (5.7) 0 0 3 (1.0) 0 0
PNy AR
FOR IR BRI TR 18 (6.0) 1(0.3) 0 0 0 0

¥, ARAIBEIZIUVT, infusion reaction 20 1] (6.7%) . KM% 3 il (1.0%) . HEOT
F 1B (0.3%) o Dk - OIER 2 6 (0.7%) . BHEREREE (RIS MEMEBRSE) 4 4
(1.3%) . WS (FURIREERERE S - BB HEREREE - T I BEREREE) 24 5] (8.0%) .
HEOKEREE 56 (1.7%) . MEE (F7 2« SU—EERS) 24 61 (8.0%) . A
A - JIFREREREE - 2 25 6 (8.3%) . IEMEMIZEEE 561 (1.7%) | FEWELFH BRI IE 2
B (0.7%) FBH LTz, ik - BESUHEAE - EAEMEEAE, 1 BUBERE, ok - Bl
A (& MBI 2 2 de) | WRMARZERSE, S MEi OB E, R, 5
E D MER KON ERE &MY o SHBRERIE 1 L38O b ivie o 72, RENWER BRI B F
% (BAREERTZET) 28 0EFERE T,



4., HERRIZOWT
AFNDNEIS & 72 5 B OB OB Gk O FIWr X, WU iThbh b Z &Rk b5,
fio AANOHEEGICE W EELRBEMZRBI LIRSS 2 2 &N ERT D, ER
i U A 7 EHEEHE (RMP) ([ZHS& . ARHI ORI 2 EVEEARIEE ~O W 1R 23 5 5
figg CTh o> T, LFOO~Q@DFT XTI W CHEMATLXETH D,

O MEFITOWT

O-1 FTEED (1) ~ (5) OWTHNIELT L THLHZ &,

(1) BAEFBRENTEET D5 A2 RN SRBESE (BB RS A2 REE LSRR,
Hi S AR FEEEEHLS IR, HEAS A RSIRIRPE 7R &)

(2) KrErERBRPL

(3) FRENFIRENFDFRE T D 2 A FE T (DS A iaE iR Embe, 23 A2 i,
J1FlE. DY AisiEEEHEE R 7 &)

(4) S RACTFIIEE ZRE L, SRR HEEZ R 1, SORIEG L2 iior 2 U
SRS FIHAEZHREEE 3 DR IR D M &2 1T > TV D ek

(5) PUEEMERES AL & BINE ORiEE IR D B 21T > TV D Jifiak

-2 =G DAL FIRIE K ORIERFE BLURF OIS 47 7 ik & B A FfOEAT (RO
WTIUNCEEN T D ER) 2, YRR OARBICET2RROBELE L L TRESINT
WnHZ Lk,

#*

o [ERGFFEUSH 2 FOYPMIBHEZE T L721C 5 L0 L3 ATRIE O BRRBHE
EToT0HZ L, 96, 28D i, DAL Z L U ERIRIEE 70
WHEZIT->TWAHZ &

o [ERGFFEUSH 2 FOPMBHEAE T L72#IC 4 0L EOBRKRRBR A A LT
DT, OB 3L IR, I NRMEIE O 23 A S L 2 5 Lo 3 ATRIR D ERIR
WHEZIT->TWnWD Z &,

@ BEADOERMFREHOEHIZOVT

IR EHE B F T 2 LA AR E S, BEIRAEN O OFRED ., Aot - B4
PRSP RO E B OER ST 2 R, AHEFRPBE L LG OmEHE
B, HERESCOLITON D EHIRE S TN Z Ly

@BIEA~DRHIZ DUV T
@-1 e AHIZ B9 2 EA:
RV AT BB O BE R BIEAN R L BRIZ . 24 BERZIERHEIO T, Y3k i3



BERirR 2B\ C, BB L7ZBIERIZSG U CARRE B L O CT Z0RIWER OB LB
BEOREFIY B HICE DIV, B OISR AR AR 2N S T B = &

@-2 ERIEFEHICL HAFFGRISICEET 5 B

ARSI D 2 PR 2R ik R O Re A B 3 2 ERIEHEE DVENER =2V v 7% 5
DIZFERD AT ) —= 0 T Z2ATWEIRE L IR EZILH TE DT — L EBREKH D S T
WD Z &, e, BAFNZOWT, BABE EZDOFEFEIZHRICTEMIN TS Z &,

®-3 EEHOZWLRISIZE L T

BIVEA (RVEMERIZE B X, infusionreaction, KAZZE. FEEED T, A7k « RS RLiE
iE - EYEMEE S, GO - OISR, BHRREREE URMEMEMERE RS . WowkEEs (I
RIRESREREE - B BRAEIE S - T HE(REEREIEE) . | BUBEIRN, HEOREEE ., MikfEE

(FT 2« NU—IEBRES) . MK - RS, ITR4 - ITHEREREE - TR, IR (&
Ml Z 5 Te) Ob 5 EE~OMEM, FRIMARZERSE, M I MWasE, &
R FEEWELF R ERIRE, EAR . 58 D Sk, IERERMEY > SHEHRERIE | b rENRAE 25 5%)
W% LT, Yzt 3o BB O BEF M 2 A3 2 R AT & s U (RIVEH o2 Wroxt it
WL THRERVSHEZZ T ONDIEMEICH D Z L), BEHICHEY) 2R ALE ) T & 5 R 233
STNAHZ L,



5. EXNRLIRHBE
(BB 9 2% 1]
O DAL FRERICHE LT XUIHER O FESEREEE BT, KON R
XhTnwa,

@ TRICEETL2AHOKREG K OERATIECOWTIE, AROFGIMERHL SN TED

BN

KRN DO ERIGE L T2 B 720,

fiiv i fe BRI

EF B K DIRERE O 72 B
fl OFUEIEESA & OOF A5

(2P B3 2% 1]
O TRICEYTHIEFICOVTIAFOFRE N DL INTNWDHZ b, #5%21TH
AR

AFNO K5 LISBAEOREEE D & % B

@ HRERATOFmIZI VT FRRICHKYE T 5 BEIZ OV TIE AR O GITHELE S 72003,
OTEIBIREL D NG EICIRY | HEICARZHAT L Z L 2B TE 5,

FEMIREDO S UIBIED & % B

o 58 I (A A C RV SE 2 7R D & JBE M ONTE B M D s i i oSk g il 2 26 oD
T RIEMEZAL DI A2 AL D FBF

H A REBOA 0, UM 2 L < ITF3RMED B Q@R B OB ERO & %
B

BRI (&ML 5Tr) OboBE

ECOG Performance Status 3-4 "V 0 H

(7£1) ECOG ® Performance Status (PS)

Score | EF%
0 S MR IEBTX %, Bl & A U & ATESHIRZ <725,
: AR LUDNEBNIHIR SN B 03, HBITA[RE T, BRIEECEE - TOMEEIIITO Z LN TE 5,
B BDE I, EHIEE
2 HMTRIRET A OH DEIY O Z LIX T X TREEIZAEREIZTE 22y, HHO 50%LL B~y RAVCi 9,
3 [RoNTZBSOEDEY O L LNTERY, BHFO S50%L L2~y R+ T4,
4 LTV, BOOHFORY OZ Li3eL TERY, BRIy KR TilI7,

10




6. BEIZELTHEITRNETH

WA SCEFITIN A, ROEMRGEEE DR 2 BB 1T D & ARH O Rt M OV EAE
DI DI WA HCER L CbERT D Z &,

TEWRBARIZIENL B . B XU DOFEBETAZME X ekt z Hom L, FE 25T
NoE5T5Z L&,

FEREWER DO~ A MZHONT

o)

&)

®

@

AR OEEIZL Y | MEOREINTER T 5 & B2 B D2 2RO HEN
bobNDZ ENHD, BENRO LNIEHAICIE, BB LZELIE U250
7R FNG & RRBR A REOPE AT & EE L CH Ul R ERRIR I ATV O E RS I K
DEWER D DN 2561213, AR ORFETH UL K ORI BB R VE F O
B2 A Lo B, BIBREARLE L OREIZ L EWEAOWERZD 5
NRWGEITIE, BB BE AT DS O REIGIFIOBMb BET 2 Z &,
RIEMEEREN S LoD Z ENH LD T, KADOEEIZHTZ-> TiX, FIHER
(BG0dv, PRURIRIEE, B0KSE) ORI OWHE X SREE o Fhids, Bl82 oI
1928, Fo, BB U THE CT, MiE~— I —F0RExLFET 52 &,
P4, FFSRER S, PR H Db d Z 0135 5 DT, AAIO 5 BIART & O
SRR X E A IFRERERR A (AST, ALT., y-GTP, Al-P, B U /LB ZEDOHIE)
HERT DL,

HUR IS RERE . T RR(ABEREIEE X OREIBHEREREE R S 5D 2 R H 5D T,
AHN D 5-BIRART e O 53 M P e IR0 N ik BeRR A (TSH., b8 T3, i
B T4, ACTH, I =T — )V EoflE) #FEhiid s &,

1 BUBERRIG 2N Hodu, BEREME S b T R—=Y RACEDH Z ERHHDOT, Ak,
HL MEMEEOFER OFBLLMAEE D ERICH2EET 5 2 &, 1 BUBERF S S D
NESEAICRESZFIEL, A2 CRIROBRGSOMY) 2B 2175 2 &,
SVEEEE, RAEHEEBEREOBREN D LD I ENHDH DT, KO
5 BRAART R OB G- HAR TP X E 0 B RE R 2 95 2 &

infusion reaction 23 H i D Z & 23& 5, infusion reaction /358D HILTZH AT,
ARENOEEHFIEZE O e L@ 21T 5 & & bic, ERAEET 5 F TRE DR
AT,

PG T 1%, BRI AR L T LEWERREERT S 2L 8H 5720, K
RO G TZRICHEWER OB TEET D 2 &,

AKENOEFRFRERI BT, R2810-ONC-1676 7R Tl G- 5 24 B £ Tik 6 #
BT L . ZRUIRT 1280 2 L IO 21T » T2 A& D, ARIRS
X EHARICESRRE COIROMEREITY 2 &,
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B HEET A KT A v
IV ~7 (BsE%Z)
~ FE /N i ~

SM7THE9A (5848 AET)
B4 FEE




B &

1. [ZL®IZ P2
2. RANOK. EHAET P3
3. BEPRARAE P4
4, FEFRIZHOWT P15
5. \ERRERDEE P17
6. WHIZEEL THETNEHH P19



1. IILBIZ

PSR DN 2 M DREIR D T= OV E R SEE LDV E 22K D Hivd,
SIHIT, IFEOREEMTOMANT L0 | PURESRL 2 EOFFm 72 Bl ERRE = 3L D KRR
SNDHH T, T o DERMZBEICNE L BFITRAT 2 Z E BB L 7o > Tl Y | #&
EHHEGE & O FEARTTER016  CFR28476 H2 HEEIE) 128\ Th, FomIEIRLED
ORI HEEZ XD = & & ShTnd,

R ERR PSR, SRRSO T 1 7 7 A VDA EDIESR L LI SN R 5 =
ENDD, ZDID, IR OLEMECET HIER & T2 £ TOM, YUsZEIELO
BEZBZT 52 LG SN A BEISH L THEAT S & L bic, BWERAIER L 7ZERIC
MBIt IS A & D 2 LIS AIRER — B OB A T TR T T A Z ENEE T
b5,

LTehio T, AHA RTA Tl BB 2V E TR/ LN TV S EFIETHY - B
HRHI RS & | LU OEIEShOfci e A HEE T 2 8L b E e i B2 RO E
FIHERT,

2B ARIA RTA T, MNATBAENESRL R A FE, ASEEAN B AR
P, —MRAEEN B ARRRNAEHES, FREIEESFRNEENEN A AN M OB AN
H AR = DI D H EVERL LTz,

RPLRDHERN I TV~ Biai#z)

REERDMEUTDR - GIRAREZRETT » BRI D I/ Nl e it s

MG ERAMEROHE: WA AL, B 7V ~7 BB Z) & LT, 1\ 350mg
Z 3 JARIEIGE T 30 32 CRIEETET 5,

OB EE S D IVE S S = INIRRVE SANT i &= ey




2. AF DK, 1ERBERF

IV ~T (EEEHEEZ) (BUF. TARA ) 1%, B b programmed cell death-1

(LLF. [PD-1] ) Zx4 207070 G4 (I1gG4) V77T ADE Milx ) 7 n
— AR TH D,

PD-1 1%, CD28 7 7 X U — (T Ml OVEMEAL A MiBhRIICHIE 3 2 078 ICRT 5%
BKETHY, EEM LY 8Bk (THME, BMRLAONTF 27 0% 7 —T /M) i
HHA L, AERNIZBWT, PD-1 1%, U RMIRICIHELT S PD-1 U K (PD-LI
K&OVPD-L2) &AL, AEINE L AICHIET 5 LE 2 5 TS (Immunol Rev 2010;
236:219-42) . £7-, PD-L1 X O*PD-L2 1%, fli~x OEGHMKICHEIL L TW5D Z &b
N TWW5DHZ & (NatRevImmunol 2008; 8: 467-77) /5, PD-1/PD-1 U 5> REREKIL,
MRS IR S PUR R S 72 T IR O OB E L EHET 28 FD—> L L TEX LT
W5,

AFANE. PD-1 OHSMEEICFES L, PD-1 & PD-1 U > REDEEZILETS Z
Tk BATURRRNZ: T AR OTEMEAL K O A 59 2 ffa s EiEPE 2 T
L, EEOHEMAIHT 2 L E2 6TV,

ARANDVERIBE 255 <18 DOREERISIC X HBWEM SN H bof, HESUIELTIT
EOWREMD 5 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & Ff DR Al & @ L Tl
G722 8RR 2 ATV P DERUSIC K D RIER 2 B 2 56 1213, BIRRE AL
TR OB GAEDWEY) R ALE 21T 5 MEEDR B D,



3. BB
YIBRRBE 72 HEAT « FF38 D FE/ N R fitiJes 0D 7K GRIF (5Tt 247 o 7= B 722 B R 3R ER D il 2
N I

[ B 72hi]
O [EWNE 1 FEREB (R2810-ONC-1622 #ERD/S— 2, 2dm— Kk A LTC)
(1) ALFEERE D 72uy PD-L1 BEPE"Y OUIBRAREEZ2 AT - T8 O I/ N Ra fiifes FB 3
(aAdR—FA:60#]) KO (i) [LFHRIERED 72 W R BE 72 AT « F-38 O FE/ N it
EEE (ah—hC:506)) 2&xtgic, e (1) AH350 mg % 3 HEMET
FRAN &5 KON (i) AHI 350 mg % 3 AR CTEIRNPE G AL FREES L oftHO
AN, HMYEREE AT 5 2 A S LI IEERmIERHRERER N £l S 7=,
BIREHMMIE H O—> & &7~ RECIST ver.1.1 (23S MNP HER B S EIC L A2
R (R R XATEB D) X, aFm—F A KOC TENEI 60.0 [90%[EHEX [ -
48.6,71.4] %™ K1) 42.0 [90%1ZHE X : 30.5,53.5] % CTdh-o7=", B, a/-—hCT
I, FRNCRESN-ZHHROBMIZ 28%TH V. ak—k A Tk, FERIICEDRD
BUEILRRE S e o7z,
*1 : JEEMIAD 50%LL 112 PD-L1 BAEH L TWAZ & RHERINT-BESHALAAN SN,
*2 . ERHEN 2 AR (LT, TEGFR) ) Bin A58, RObY) v oYEx - —¥ (LIF. [4LK))
A B 513U c-ros oncogene 1 (LA, TROSI| ) GBI TBEMED BT ISR & Shviz,
#3 VRBRHDYERIIC LD . LR OWTRMEIR S,
o HLHH| (ILRFITFLULLATTFL) L7 U k% 3 HERET 4 Bk
N5
o ALK HNARTFSFLUUITATSTFL) EXA NI RF N A% 3 BRERME
T4 ARG L7218, =AMLt R R U 7 A% 3 EE R RN S
*4 o PR T PD-L1 BEIRMN 50%LL ETH D Z L BRI N7 10 HlAEER< 50 FI23 A0k
iR sts & Sz,

*¥5 0 kR — M AIX20234FE9 A ST —H Ay bAT7, ak—bFCIE2023%F 10 H 18 BT —¥H v
Nz

@ S E IR (R2810-ONC-1624 FR5R)

{EZFRIERE D 720 PD-L1 Bt OYIBRARE/RHEST « FE3E O I/ NI i 382710 {3l
ZXPRIT, AAI350mg % 3 FH MR CEARNE G CRFIRE : 356 ) L bFRIE™S (b
SERRIERE 354 ) ORI O et A it 5 2 LA HE LI BEALIEE R
R ER 2N FE b S ATz,

FEFHMIHE O—2 & SN 2EFHM (LT, TOS) ) @ 2[5l H O EfEHT DR F

X, BIEOK1IDOEELY THHoT-,
*1 BRSO 50%LL EIZ PD-L1 233 L T\ 5 2 & RER SN ZBE AN BT,
*2 . EGFR T AR, ALK &85 7 XX ROSI B & & a1 5k D BB 135 %4k & Sz,
#oJRBRIHYEMIZE Y, LLFOWT AR ERI N,
o HEHA] WNANRFTFUXITTATTF ) L0 ) XXt % 3 BERET4~6 [EF
MR 5
o HERE WNRTTFUXIITATTF ) ERAMLFRRFRNY ULE 3 ARG
T 4~6 BIFFIRINEE G L=tk XX h Lt R Y o a% 3 BB CEIRNE S
o 3BEME1IVAINLELT, ALK (WVRFIFLoUIV AT TFL) E1HE, &
LA FEUEREEZE 1 RO8 A BIT 4~6 [BIFFIRN 5



#£1 A2MESEE (R2810-ONC-1624 3Bk, 20203 A 1 AT —¥ v b4 7)

AFIEE (LR IERE
(356 #1]) (354 #31))
oS
A M (%) 108 (30.3) 141 (39.8)
HoffiE (I A) e
(0592 4 ] 22.1 [17.7, #EEARKE 143 [11.7,19.2]
AN R
Co5%% (<A B 0.676 [0.525,0.870]
p fE" 0.0022*3

*1: @RI Cox LB NP — RET /AT K DALFEIERE & O Ll
:JERm 7T v U RE,. BEAKE (D 0.00255
*3 0 JRNCHE STV RV OS ORI Rtk (2 2 5 S 7= SRt s 12 25 < AR i =

104
0.9
08
074
0.6

054

044

034

(Lo

0.2

0.1+

Probability of Overall Survival

0.0+

0 2 4 6 8 0 12 14 16 18 20 2 24 2 28 30 32
Time from randomization (% f)
Number of patients at risk

AHITE 356 304 254 223 198 147 120 87 71 48 37 27 18 8 3 1 0
L FFEERE 354 303 254 205 172 126 193 73 52 41 27 12 7 4 3 0 0

X1 OS®2I[EH O EENTEF O Kaplan-Meier phfg
(R2810-ONC-1624 3BR, ITT £H. 20203 1 BF—% Vv b4 7)



® VESMEIFEEER (R2810-ONC-16113 &R D/ <— | 2)

{LFFEIE D 72 W BIBRARRE /R HET - PR O IE/ IR e BB 1466 B2 XF5HT, K
350 mg % 3 WM CEIRN G S L7 RIE2 OO (LLT, TRAI/b55E) ) (312
#) &7 TR EAFIRIE? LA (LT, 77 'Rk ) (154 61) of
kR N2 MR 5 2 L A M E LR EEA L T B MR IEGRER Ehit S iz,

FEFHMIEE & 7z OS @ 2 [FIH O OFEFITE 2 KO 2 D& B TH
0 7T v AR /ALFRIERE & i U COARA /ML FRIERE TR IS BERIERE 2R LTz,

*] : EGFR Ein+2E R, ALK BE 85+ ROSI A EInF Bt D BE TR & ST,

# JRBREYERIC LD . LTOWT @R s 7,
o BHAMA| (WNRTFTFLRIIVATTFL) X7 U A2XEA% 3 HERRT 4 Bk

%5
o ALK HNARTFSFUUITATSTFL) EXA LI RF N A% 3 BERME

T4 IR S L2k, <A MLt R P R T L% 3 AR CHIRNER S

#2 HHMHRE (R2810-ONC-16113 RERD/S— |k 2, 2021 6 H 14 HF—F v hA7)

A /A R 7T v R MR ERE
(312 #i) (154 1)

oS
AR b (%) 132 (42.3) 82 (53.2)
o (7 A) e
(05 (= < ] 21.9 [15.5, HEEARE 13.0 [11.9, 16.1]

NP R

(050 (Z 451 1] 0.706 [0.534, 0.933]

p fiE"2 0.0140

*1: BRI Cox HefI N — RET M L D 7T R /ML ikt & Ok
:JERe 7T e, AEAKME (WA 0.01631

1.0 A

0.9

AT R
/

0.8

0.7
0.6 /

05 77 B R AR
04
03 M

024

Probability of Overall Survival

0.1

0.0

0 2 + 6 8 10 12 14 16 18 20 22 24 26

Time from randomization (% H)
Number of patients at risk
AH) b A 312 289 269 256 233 199 162 131 86 52 18 8
T RALFREE 154 141 126 112 98 85 65 46 26 14 5 2 0 0
X2 OS®2[EEDHHEFENRD Kaplan-Meier Eifg
(R2810-ONC-16113 B, ITT4£H., 2021F 6 A M BT —F v b27)

<
(=]



(PD-L1 ZEBLIR IR DA 5t K OVZE 4)

WA ETIAEEER (R2810-ONC-16113 FRERD/S— K 2) ITHAANONT-BED I B,
PD-L1 BEE R BT ARE TH - = BB DT — X |2 HE-D % PD-L1 FEERBNIRRHIC

FEMT ZAT > Te A IME R L B DFERITILL T D LB Th o T,

BHEMEIZ OV T, PD-L1 FEELEEN 1%A0M D512, OS DIERZhFA3 /N S U ME T A3 FE
Dol (FI3IKROX3I) . 2B, PD-L1 BRI Nb LT, RKAlOZEHT a7 7

A VIR CTH o T2,
* o RSN 2IARIZ 1T D PD-L1 2383 L 7= A 5 o 2 B4

%3 PD-L1 ZBRHAID 0OS D 2 [B] B DS ARATHRE 2
(R2810-ONC-16113 FBRD/X— 2, 20216 A 14 BT —F v b A7)

— AN — R .
PD-L1 %3 L s YLl [95% 5 48 X M ] [05%[Z fE % /y:ﬂ’ﬁ)j%
(B H) - D p fE"
1kl AN /AR AR 95 12.8 [9.6, 16.5] 1.006
7" Z R /LR 44 142 [9.1,18.0] [0.633, 1.600]
1%LL E AHN /AP 114 21.9 [15.9, #EERHE 0.518 0.0959
50% AT 77 v R /AR IR 61 12.1 [8.3, HERHRE] [0.323, 0.830] ‘
0%l |- AHN /A FFRERE 103 17.9 [15.3, #EEAEE 0.613
’ 7 7' R/ IER 49 13.8 [9.3, #EERHE [0.367, 1.024]

*1 1 JEEH Cox LN — REFNMIC L D7 TR /MUFRRIERE L Ok

*2  BEFECINZ T, PD-L1 BEURGLR O 5 & PD-L1 BRI & O A/EM 4285 & L72IEEHI Cox

BN — FET L



1.0
09:
08:
0.74
0.64
05
04:
03]

0.2

0.14

Probability of Overall Survival

0.0+

T
o 2 4 6 8 10 12 14 16 18 el 22 24 26 28 30 32 34 36

Time from randomization (% /)
Number of patients at risk

AN AR 95 8 73 69 61 52 45 33 24 15 4 30 0 0 0 0 O 0
T 7R AeEiERE 44 41 39 35 30 27 26 19 11 5 1 1 0 0 0 O 0 0 O
109 4,
oo Cw
LAY " 0 g 8y
05| - AH AR
07 Ty
0.6 "‘mﬁ_‘m
05 4
+ . 4+
04 ﬂ"”? S b -t
0.3 . / N
] 7 TR AR
0.1
0.0 , i i i
0 2 4 6 & 10 12 14 16 18 20 22 24 26 2 30 32 34 36

Time from randomization (# H)
Number of patients at risk
A A R LR 114 107 101 98 89 78 64 53 36 24 8 3 0 0 O 0O O O 0
FILaRAeeEsERE 61 53 45 41 35 31 021019 07 4 2 1 0 O O O O O o0

N .
091 (s PN

08 "-...._,_Wﬁl/m%ﬁ&ﬁ
0.7
06+ k-

+-- /
! ¥ (™
0.5+ -

+, .
0.4+ 7H o e e 3 i
03 /
= N [T

02 7T R
0.14
0.0+

T T T T T T T T T T T T T T T T T T T

1] 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36

Time from randomization (77 A)
Number of patients at risk

AR A 103 97 95 89 83 69 53 45 26 13 6 2 O 0O O O O O O
SaeAALESERE 49 47 41 36 33 27 18 14 8 5 2 0 O O O O O O O

X 3 PD-L1 EZIRHAID OS @ 2 [BH @ H TR D Kaplan-Meier EifR
(R2810-ONC-16113 RERD/X— 1+ 2, 2021 4E6 H 14 BT —F v + A7)
(BER : 1%RF. BB : 1%LAE 50%ARm. TE : 50%LL L)




[Ze4tk]
O ENE TR (R2810-ONC-1622#BR D /S — k2, = — FAKTC)
adR— h AICBWT, AFEFGIL 5960 i (98.3%) (258D Hiv, TREREK & DKL
BNTETE RV EFLRIL 5560 1] (91.7%) 1238 bz, FEHEIED 5%LL Lo
ERIZTTEDOEBY ThoT,
#4 FEHRBEN 5% EOBIER (R2810-ONC-1622 RBRD/X— b 2, 2R — K A)

(Z 2T xS ER)
B (%)
60 11
SAsR=d YA«
gi/;;gﬁm H 4= Grades Grades 3/4 Grade 5
RIEH 55 (91.7) 18 (30.0) 0
FZJEE L O TRk R 32 (53.3) 2 (3.3) 0
D FENE 14 (23.3) 0 0
FIB 10 (16.7) 0 0
B R Rz A 6 (10.0) 1 (1.7 0
SIERR G %% 5 (8.3) 0 0
iR INR SN 5 (8.3) 2 (3.3) 0
% 3 (5.0) 0 0
5E higk LOE S DHE 19 (31.7) 1 (1.7 0
ENITPE D BUR 19 (31.7) 1 (.7 0
B E 15 (25.0) 2 (3.3) 0
T 6 (10.0) 1 (1.7 0
CVIN 6 (10.0) 0 0
N 5 (8.3) 0 0
e R, MEREs & OVElR bR 15 (25.0) 3 (5.0 0
Fiifigi e 12 (20.0) 3 (5.0 0
PRl 13 (21.7) 0 0
FOIR IR REAR T E 9 (15.0) 0 0
BI%E B BRI AR V| o RABUE 3 (5.0) 0 0
—W% - EHEER X OGN ORRE 13 (21.7) 1 (1.7) 0
sy 7 (11.7) 0 0
RIYPETIE 3 (5.0 0 0
B IR A A 10 (16.7) 1 (1.7 0
TIS=UT I TR T =T —EEIN 4 (6.7) 0 0
TARGEUBT I ) F T AT 2T —E 3 (5.0) 0 0
M7 /LH U RAT 7 & —FHNN 3 (5.0) 0 0
REHER L OERE 8 (13.3) 4 (6.7) 0
BAER 5 (83) 1 (1.7) 0
PSR R E 6 (10.0) 0 0
R N 4 (6.7) 0 0
B R & OSSRk e 5 (83) 0 0
RA A 3 (5.0) 0 0
BB LR E 5 (8.3) 2 (3.3) 0
AR 3 (5.0) 2 (3.3) 0

72 %3, infusion reaction 20 5] (33.3%) . KA 2 5l (3.3%) . EEED NI 1 61 (1.7%) .
HEREREE R T EMBRE) 401 (6.7%) . NWREE (FAIRIHEREREE - #IFE
FERERRE - T HRRAEEREREE) 1361 (21.7%) . 1 BUBEIRE 2 5] (3.3%) . FEEDKERE
F2 6] (3.3%) . MMk - fllEESE 11 (1.7%) o R4 - IFREREREE - 2% 4 651 (6.7%)



BIREPEIRSR AR 12 51 (20.0%) . 5225184 1] (179%) 733800 Biviz, Mshiss (5
Vo SU—SERRRES) | Y - BRUGRMARIE - TORIGRE, D5 - DIRZE, IR
W GEMSHIBHIEE 510 Ob 5 BHF~OWH, BRI, IRk
WD SEHEMEILIMEIAE R B OFLER B Y o SHLARERAE 12380 B 7 > 7o

2= RCIZEW T, AHHGUIEH] (100%) (25D D, IR & OIRRBIROTET
TRV EFLIIAH (100%) (2B v, FEREEGD5%U LORWERIXZ TR & ¥
D THoT=,
#5 FEBRBIGH 5% EOBIER (R2810-ONC-1622 BBRD/— |k 2, aF—k C)

(Z MY xISER)
B (%)
50 131
Ll LNH
& E%}?é;ﬂ H 4= Grades Grades3/4 Grade5
2RIEH 50 (100) 31 (62.0) 1 (2.0)
FERG ¥ UL TRk 35 (70.0) 3 (6.0) 0
Wi B AE 11 (22.0) 0 0
SIS 7 (14.0) 0 0
iR NRZ S IN A 6 (12.0) 0 0
T2 5 (10.0) 0 0
& 9 FEIE 5 (10.0) 1 (2.0) 0
EZiz N 4 (8.0) 2 (4.0) 0
HGEE 26 (52.0) 4 (8.0) 0
55K 15 (30.0) 0 0
VTN 13 (26.0) 1 (2.0) 0
T 7 (14.0) 2 (4.0 0
mESE7S 7 (14.0) 0 0
g 3 (6.0) 0 0
[[FAun 3 (6.0) 0 0
ERIR R A 24 (48.0) 13 (26.0) 0
I R ER SO 13 (26.0) 10 (20.0) 0
M R 9 (18.0) 2 (4.0) 0
H ifn BRE D 6 (12.0) 3 (6.0) 0
5= N AN 5 — 4
;7’“/7\/ hT7rA7=7—EH 4 (3.0) 2 (4.0) 0
TARTXUVBET I ) VTV AT =T
e 4 (8.0) 2 (4.0) 0
M7 v = B 3 (6.0) 0 0
Mg LY R fEE 22 (44.0) 10 (20.0) 0
E=giiil 20 (40.0) 5 (10.0) 0
F i Bk e 3 (6.0) 2 (4.0) 0
i TP ER D E 3 (6.0) 3 (6.0) 0
— - RHREER L O GEN ORE 20 (40.0) 2 (4.0) 0
(=R 10 (20.0) 0 0
E Nl REA 5 (10.0) 0 0
FEEL 4 (8.0) 1 (2.0 0
R L OsekEE 19 (38.0) 4 (8.0) 0
RARIHEE 13 (26.0) 3 (6.0) 0
w2 U T AfE 3 (6.0) 0 0
KF N Y U A E 3 (6.0) 1 (2.0) 0
R IR E 16 (32.0) 0 0
KRR = 2 —a/F— 8 (16.0) 0 0
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BilEx (%)

50 1
B ZNH
A Eﬁg{éﬁg}a A 4= Grades Grades3/4 Grade5
B R4 4 (8.0) 0 0
K= 2 —m XF— 3 (6.0) 0 0
MRk 2. HERs K OMElmiEE 12 (24.0) 1 (2.0) 1 (2.0)
fififigi e 5 (10.0) 0 1 (2.0
Lo b 3 (6.0) 0 0
HE R R L OE A Rk ke = 10 (20.0) 1 (2.0) 0
BE 8 (16.0) 0 0
77 Y9 3 (6.0) 0 0
JRYMER & OV HUE 9 (18.0) 5 (10.0) 0
fifige 4 (8.0) 2 (4.0) 0
BE, hEB L OLEAIHE 6 (12.0) 2 (4.0) 0
ENITHE D RS 6 (12.0) 2 (4.0 0
PO MARE 5 (10.0) 1 (2.0) 0
Rk g e e 4 (8.0) 1 (2.0) 0

72%5. infusion reaction 3 5] (6.0%) . K% 2 # (4.0%) . D T2 1] (4.0%) |
SRS RAME MR %) 341 (6.0%) . WoywkEs (FRIREERS -« BIE
FERERRE - T HERAEEREREE) 5 B (10.0%) . EEORZERE 2 F] (4.0%) . HkkEE
(F T2« NU—IEBREE) 12 6] (24.0%) . Wk - B6EK 161 (2.0%) . A4 - AT
BEREREE - P 2 61 (4.0%) . MVEMEMZERE 6 6] (12.0%) . FEEWELF R ERIBVE 1 41
(2.0%) MFRD BT, TR - BETHRAE - BIEEEIE, DK - OB, 1 B
JRIE. NEes i Q& MapMiaBiEZ ZTr) Ob b BE~OMFH, HlRImARIEFRIE,
S VE M IR E . S 5 E D S I QNI ER B A ME U o/ SERARERIE 1358 D B 72 )
-7,

ARWEMRIURDLI S (RMEER T 2 at) 2abEiHR 2R,

@ WIVEIARRER (R2810-ONC-16247-54%)

A EFRITIARAIRE 313/355 131 (88.2%) . {LFEEIVERE 322/342 5] (94.2%) (258D B AL,
IR & OREBUEDEE CTERWVAFERIL, EEH 204355 il (57.5%) KXY
303/342 51 (88.6%) IZFRD BTz, WO DOEECTHRIEIE D 5% EORBIWERIZ T
DEELBHTHoT,

F6 DTN ORECHEREFEEEH 5% EOBIEA (R2810-ONC-1624 3RBY)  (ZZMEMRIT XM REM)

AFNEE (L AR
355 {3 342 3]
o e VA
o Eg;g;ﬂ = 4 Grades  Grades 3/4 Grade 5 4 Grades  Grades 3/4 Grade 5
2REIEM 204 (57.5) 41 (11.5) 9 (2.5) 303 (88.6) 127 (37.1) 7 (2.0)
e F KOV T sk 69 (19.4) 5 (1.4) 0 104 (30.4) 2 (0.6) 0
D FEE 22 (6.2) 0 0 11 (3.2) 0 0
95 18 (5.1) 3 (0.8) 0 8 (2.3) 0 0
fife R R A 58 (16.3) 10 (2.8) 0 109 (31.9) 35 (10.2) 0
TARTIELRT IS M7 0y (62) 5 (1.4) 0 12 (3.5) 1 (0.3) 0

A7 =T —HEN
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AFHE LA BRIERE

355 342
[=l=pr=mn | /\}EE
o 5%/11;)7 e 4 Grades  Grades 3/4 Grade 5 4 Grades  Grades 3/4 Grade 5
TI5=2vT I ) NI UAT =
5 g 21 (5.9) 3 (0.8) 0 12 (3.5) 0 0
R L O EE 41 (11.5) 7 (2.0) 0 86 (25.1) 14 (4.1) 0
BABE 18 (5.1) 1 (0.3) 0 49 (14.3) 1 (0.3) 0
PR 32 (9.0) 0 0 3 (0.9) 0 0
FROR IR R T 1 20 (5.6) 0 0 0 0 0
iR SRRV INIAEA 29 (8.2) 4 (1.1) 0 189 (55.3) 89 (26.0) 0
S 18 (5.1) 2 (0.6) 0 152 (444) 51 (14.9) 0

7ok, ARHFIFEIZI VT, infusion reaction 23 5] (6.5%) . KEGZ 6 5l (1.7%) . EED
TR LB (0.3%) . Mgk 261 (0.6%) . BEAEFEAE 1 6] (0.3%) . L%k - DIEK 2
B (0.6%) . BEEREREE (RAEHRIEMEERE) 4061 (1.1%) . WHOWESE (FREE
REREE - BIRHRRERE S - T IRAHEEERE ) 32 1 (9.0%) . BEE DO RJERE 5 #] (1.4%) .
kRS (7 2« SNU—IEREEE) 6 B (1.7%) . IFA% - IFisReREE - ITk 8 f
(2.3%) . MVEMEREE 1361 (3.7%) . REEFIRMARE 1 61 (0.3%) . SEEIRIERE
15 (0.3%) . HZERRSE 1 61 (0.3%) 238 Hiviz, BRRME, 1 BUBEIRIH. AN -
BEMED . s Rl GEMEIfBRE 2 5 L) Ob 5 BEHE~OMH, FEEWPELF HERIR
DE, SRR RRAME . BER . S E D BER L O ERERNE Y o SHERRERE 1 TR &
W holz, REIWERFBBURDUIBEEFESR (RAREMERT 2 58) 23 0EHERE
Y,

@ WIMHEIAHRER (R2810-ONC-16113788R D/ — 1 2)
BEREGIIAREBINACARIERE 299/312 5] (95.8%) . 77 B ARALFHEIERE 144/153 B
(94.1%) 1258 B L IR & ORIRBIR G E TE RWAFERIL. TN L 275/312
B (88.1%) MO 129/153 15 (84.3%) IZ#®O LTz, WTFNDDRETRILEIG S 5%LL
FORWERHIZTRDEBY THoT2,
#1 WTNDORECHREBIED 5% EOBIEA (R2810-ONC-16113 3ERD/X— | 2)

(ZEMfEPTxI R ER)
AHN /AR R 7T 'R/
312 3 153 f31
[slap==4 3
w E%}?:;fj B 4> Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
2FRIEA 275 (88.1) 86 (27.6) 4 (1.3) 129 (843) 27 (17.6) 1 (0.7)
MiER LY /R EEE 161 (51.6) 45 (14.4) 0 68 (444) 20 (13.1) 0
=gl 127 (40.7) 30 (9.6) 0 52 (34.0) 10 (6.5) 0
I ER kA E 45 (14.4) 17 (5.4) 0 19 (12.4) 9 (5.9) 0
MR A i 39 (12.5) 7 (2.2) 0 19 (12.4) 1 (0.7) 0
H if BRI A iE 18 (5.8) 3 (1.0) 0 10 (6.5) 2 (1.3) 0
&8 L OB MRk 142 (45.5) 3 (1.0 0 75 (49.0) 0 0
JHEE 114 (36.5) 0 0 65 (42.5) 0 0
K95 16 (5.1) 1 (0.3) 0 4 (2.6) 0 0
ER IR R A 132 (42.3) 27 (8.7) 0 47 (30.7) 5 (3.3) 0
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AR /ACFHRERE 7T R RRIERE

312 153 31

B ZNH

aw Eﬁg{éﬁgﬂ A 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
;Z%ébi‘ S RTIAT = s (1aa) 6 (1.9) 0 19 (124) 1 (0.7 0
;;;;i&g@? SSRT Y 58 (12s) 1 (03) 0 15 (9.8) 1 (0.7) 0
7 v F = 880 27 (8.7) 0 0 7 (4.6) 0 0
i BRE R 23 (7.4) 10 (3.2) 0 5 (3.3) 2 (1.3) 0
i HR R SR HE N 21 (6.7) 0 0 6 (3.9 0 0
75 —EHm 18 (5.8) 1 (0.3) 0 4 (2.6) 0 0
T FLER I K SR B SR N 18 (5.8) 0 0 5 (3.3) 0 0
M R 16 (5.1) 3 (1.0 0 6 (3.9 0 0
ENEER 16 (5.1) 0 0 6 (3.9) 0 0
ﬁgj?;?ww IRAZTT I ) 4 0 0 10 (6.5) 0 0

HGEE 118 (37.8) 6 (1.9) 1 (0.3) 39 (25.5) 0 1 (0.7)
L 71 (22.8) 0 0 25 (16.3) 0 0
Mgt = 33 (10.6) 0 0 14 (9.2) 0 0
155K 28 (9.0) 0 0 12 (7.8) 0 0
T 26 (8.3) 3 (1.0) 0 4 (2.6) 0 0

A PSRN E i 104 (33.3) 11 (3.5) 0 40 (26.1) 3 (2.0 0
BRI 42 (13.5) 1 (0.3) 0 16 (10.5) 0 0
8 ifn 33 (10.6) 2 (0.6) 0 12 (7.8) 0 0
K77 2 o fE 18 (5.8) 0 0 4 (2.6) 0 0
(iR RYN ik 17 (5.4) 3 (1.0) 0 4 (2.6) 1 (0.7) 0

MR RIEE 78 (25.0) 1 (0.3) 0 34 (22.2) 0 0
KRR =2 — /R F— 28 (9.0) 0 0 15 (9.8) 0 0
K= 2 —nm 8 F— 17 (5.4) 0 0 6 (3.9 0 0

Y. A Bl S N Rl

%{g BHEED LORGEMLO (o0 8) 6 (1.9) 2 (06) 23 (150) 2 (1.3) 0
bliiyaPna 28 (9.0) 2 (0.6) 0 10 (6.5) 1 (0.7) 0
it 26 (8.3) 3 (1.0 0 9 (5.9 1 (0.7) 0

BB F KOS A ks = 53 (17.0) 3 (1.0 0 26 (17.0) 1 (0.7) 0
RE A 29 (9.3) 1 (0.3) 0 11 (7.2) 0 0
VU e 8 (2.6) 0 0 8 (5.2) 0 0

PO MARE 36 (11.5) 1 (0.3) 0 5 (33) 0 0
FOIR IR AR T E 24 (7.7) 1 (0.3) 0 3 (2.0) 0 0
FRODR BRFS RE TUIEESE 16 (5.1) 0 0 2 (1.3) 0 0
il 35 (11.2) 0 0 8 (5.2) 0 0
RHRSE 27 (8.7) 0 0 8 (5.2) 0 0

2B AAINEFRIERECF WO T, infusion reaction 7 1 (2.2%) . K4 3 61 (1.0%) .
HED TH 3B (1.0%) | DBse - DIER 2 6] (0.6%) . BHERERTE (R R MR
RKE) 8 Bl (2.6%) . WHWES (FURIRBEREREE - B HERERE T - N HABERERES)
36 B (11.5%) . 1 ALHESRIS 1 3] (0.3%) . EEFEDRZEREE 3 6 (1.0%) . fPReREE (%
T v NU—IEERESE) 69 1] (22.1%) | AFAA - IFREREREE - TR 10 61 (3.2%) . fH]
EPERTR R 13 6] (4.2%) . FHZERRIE 1 1 (0.3%) . RAEFRIRIMARAE 1 6] (0.3%) . I
FEMERRARSE 161 (0.3%) | FEEWELFHERBE 4 B (1.3%) 23788 Hivlz, ik - BEEC
R ARIE - EE AL I, IR - BB, IEas R & MR L 5Tr) Obh
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D A ~OMEH, SEVEi/ MBEAE, R, S E O BER KL OMERE RN Y > SHRkER
JEITRRD DR o7z, RBWEMFERRIUIEESRS (RARAERRE 25T) 280
ERHE R AR,

14



4. FERIZOWNT

ARFN DI & 70 D B ORI OB G/ O HIWT X, BUINIThiLs Z L3R Hi
Bo Flo, AFNOEEIZ LY EELRBRWER 280 LIZBRICRHET 2 2 L RnEi =, &
U A 7 EEEHE (RMP) (ZHD& | AFIDEIE MR SEE ~O W ) IRH 25 &
L TH > T, LTFOO~QDT X T AT HZIZBWTHEHT A REZTH S,

DO MERIZTHOWVT

D-1 TrEd (1) ~ (5) OWTINITEEY T DX THDH I &,

(1) JEATEKREFEET D23 A PFaEEILRRETE BE IR DS A2 R LR
BE, HUES AR HOEEERL SR BE, U AR 72 &)

(2)  FREHSREIRRL

(3) HEMRAENFRET 208 AREEERE (B AREEEE TR, 23 A
BEV J19mBE. S AU HEHERE R 7 L)

(4) FRALFHIEREZHE U, SRIEB L FRER R 1, S RIEE LRk e Wkt
2 UTANSRIEISA G FIRIE R 3 Ok B HEICAR D Jm 21T > T D filiak

(5)  BPUEMEREREAI G E BN O ik LR D B 21T > T D fiEk

-2 fififeg DAL IE S OBINE A FE B O RIS 20 720 ik & iR 2 RO =R (F&R D
WFNCRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

PERTRRFIFE . 2FEOPIWHEZE T LTZRIC, SEELLEDD AIRIRODEFIRIHE 21T - T
WHZ L, 9 B2EL T, NAEMIRIEE L LIZBRRIER 2OHE 21T > T 5 2
&o

EERISORFIUSE ., 2FEOPIHEZE T LIRS, 4ELLEOIRRFREA L THD 2 L,
2 BIELL I, W07 A SEMRE e S TR G ORRIHE 21T > T D Z &,

@ BRADOERMEFREEOEHIZOVT

PRI A PRI AE T T 5 B TE O ELE S, RGO OFRE N, Aot - L4
PESSE A O B ONERTSE ISk 2 1R E, AFFRPBAE LGS oMmEE
BERNHECOIATOI D IEHINEE S T D Z &y
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@RITEA~DRGIZ DN T
@-1 g Al B3 2 Z

[VEPENZ B O B 2R B E 2N A2 L 72 BRI, 24 IRpfRIR2IRIRHI O T, 3%z X
FEEE IR 2BV T, FEBL L 72 RITERNCIG U CABRE LK O CT S5 D RIEH O#E RN 2
BRREORERZ Y ARG, BEHIHISTREREHINE - Tno Z L,

@-2 EFREFEIC L 20 E FEISI BT 5 Zht

N AT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4 T & 55— LR 2%
s Tnd Z &, 2B, BHEHICOWTRABRE & ZDOFIEIC oI EAm ST
5k,

@-3 BIEHOZWroxSIZB LT

RIER (MEMEMZE L, infusionreaction, KAZAK « EHEED TR, Aok - BT RUARE -
HEEM B E, DK - DS, BREREREE RN EMBRE) . NowkEs (F
WIS RERE S - B M RERE T - TERAREERT) | 1 AR, O EREE, PR
e (7 2 - NU—IEBREE) | NS - BRI, TR - ITRRREREE - ITR. st
T GEMEMBRERE 2 Gle) O D BEEHE~OMR, FlRiiieZERE, ffE Mk MR
PUDE A8 2%, FEENEAT HRERIBDIE , R 52 &9 A, MEREBMEY v/ SHRRRERE |
AL MERRAE 22 58) 1Txf UC, Haghtiak ST BRI R O BEFAME 2 A 9 2 Al & 845 L

BIEHOZWLRIGICE L CTHRER R EZIT o O5MEICH D 2 L) | BEHICHE
B2 LB N TE DIRHINE S TN D Z &,
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5. REMBRLLRDBE
(A2 L B9 % F 1]

@

(%
@

)

TROBEIZBWD TAFIOEMZE S OFZENRIILTND,
o AbLFEIERED 2 EGFR Bin A REM:, ALK @A 82, RO ROSI
Eh S B TarED . PD-L1 Bt (PD-L1 FEELEN 50%LL E) "OUIRAGE/ 2 1

AT« BRI O I/ e JE
* o ARF|D =B L LT, PD-L1IHC 22C3 pharmDx [ # =] (WR5E4) 374
ST,

TRLOBE TR W TARA & O PSS & OO H# G OFMER RS LTH

A

o BB (WNRTSFSFUUITATTF ) RO 7 U ZXE L&D
5. IAERA DA RTTF oI AT TF o) FONRA MLFE R
NU T AEOGRES ALFERIERE O 72\ EGFR Bn 1A RIEME, ALK e
B2, KO ROSI G BIE T2, YIBRRRE/RELT « B OIE/ N
i3 B

HEAVEIAEFABR (R2810-ONC-1611338BRD/X— 12) 2BV T, PD-LIZEHRIZ LY
AHN /M CFERIE DB INEN R HEADRIBENTND Z & (p7~8Z M) Mo K
EMOHUEMAESEA] & OB GICE L T, PD-LIRBRER LR L- L CTE 0w
BEHWTT 2 Z ENEE LV, PD-LIZBLEN %A CTH D 2 &P RSB
BWTIEL, AFILSNOIREEIRIE G ZE S5 2 &,

* o RFNOBWE L LT, XU ¥ F0ptiViewPD-L1 (SP263) (5e4) DAGRESN T\ 5, 72

#5. PD-L1THC 22C3 pharmDx [ =) (JR5845) (2 L HPD-LURHIFR AW E 2 T, AHID
BB DTSRI S = b b TR B,

TREICEES T HARFNOEGAZ DN TIEL, AFIOFERHEL SN TE LT, AAID

BehHxtGe L 72 B0,

o HfFRI - IR AHELREE

o ALFEERE D720 PD-L1 [ (PD-L1 FEELERN 50%A0m) OBRE I+ 54
o i 5

o QTAHBIDOAHNMEIN RS TWARW L OFTEMEIEER & o ft 5

MY 53]

TFRLCEEY T 2 EBEF I OWTIEIAROEEN R E SN TWD Z b &EE21T
bipnz &

o ARHIDOR TR LIRBUE OBEEED & 2 FBF

TRREATORMIZ I T FREICEZ S T 2 BE T DOV TE, AFI OB IHERE 3723,
TGRS 2 WG AITIRY | ERICAFZHEMN T2 2 LE2FBETE 5,
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FYEMERRREDO S UIBHED & 5 B

JR A I AR A C RV 5 58 6D D FBAE B ONE B 0D TSR R it ¢ <0 S e it ¢ 25
DI RIEVEZAL TR BV D B

H OO REOADE SUTIEMAAE U XD B CAE RO ERO & 5
B

et CEMPIIAERE L Zte) DHLHEHE

ECOG Performance Status 3-4 "V @&

(7£1) ECOG ® Performance Status (PS)

Score

=
FEFR

0

< AR JEBTE 5, FWETL [F U HH A HIRZ2: <ATA D,

1

PIERBZIE LWEENIHIR S 525, BTHIRE T, AR > TOERIITO 2N TE D,
Bl O, FEEE

ATARECH A OI DI O Z L 3§ S THRELEMMERIZTE 2, HFD50%LL Bid~y FATil 2,

[BHNTESOHEDEY DI E LTERY, HFED50%LL EE2 Xy R2sF1- il =9,

EEN AR S

ELENT RV, BAOHEOEY DOZ L34 TERY, BEICy R+l Id,
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6.
@
@
®

BEICERL THEE T REFHE

AT SCERE TN 2, B IR 3 D RS 2 BB 1T 3D & ARH D etk K OV 1E i
DT OIZ B HZ I L TR 5 2 &

TRIRBARICIENL S | BB XX E OFIRICAHINE R EREZ +o3 L, RE x5
TmbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

ARG LY | WEDORESUNTER T D &5 2 HiL Dk A R RELRRED
HobNDZ ENH D, BENFED ONGAITIR, 3 LI FHRITS U572
ik & AR A Fr o[ hl &aldE U CE bl BRI A 170, W O )E UG L
BIWERDSSEOIL D IHAIZIE, ARIOERESUIH IR, K OEIREE R VE L HlO# -
FLERT D&, 728, BB REANE L ORGIZ L BWEHOUGED T8 B2
Lo lZld, BRI EE AR E DS OEEIHIFI OB EBET 5 2 &,
MEMERREN S b D Z LN DD T, AFIOFGIZHT-->TiE, WIHIE
e (BGIIv, PR R EE, k) O OMEES X SR A 0 FEhESE, Bleis +
SICATH 2k, Fo, MBS U THE CT, Mg~ —7 —% Oz Ehind
HT L,
R4, FEREREE ., HFRBH SbND Z ENRBH DD T, AFIOE5BLART L
BRI E IR IERERAS (AST, ALT, y-GTP, ALP, BV /L B ZEDH|E)
BFEMTH L,
FOR RS RERE 5. T RAHEREREE X ORIBHEREERNH LD T EnH LD
T AHIO B H-BAMART M O G- X @IS N IS RER A (TSH, 8
T3. WEAET4, ACTH, M =aLF Yy —VEORIE) 23T 52 &,
1 BRIG5> & otv, MRS, h 7Y K=Y RICEDLZENHHDT, H
B, O, MEMESFEOFEROFHLMBEEO ERICHEET 2 2 8, 1 BBER
RO NTEGEICITEEEZRIE L, A R Y VRFIORGEOEY) /e /L E %
152 &,
SPEEREE, RSB REOR R ENH Db 2 LB DD T, AFIDEE-BR
BEHT R O G-I T X E RO I B RE M A &2 FE 95 2 &
infusion reaction 73 HI15H Z &3 5D, infusion reaction 3FRD HALTZH AT
X, AHNOEGHIEEOMEE) L LEEZIT S & & bis, ERBEET 5 E TERE
DIRREZE +HET 5 2 &,
B 5T 14, BB BHEO ARSE L T BEWERNEIRT D Z L 03B D72, AAKID
G TRICHEWER ORBUCH2ITEET 2 2 &,

KA DOEGIRFBRIZ BT, R2810-ONC-1624:858 TIXoH M = & . R2810-ONC-16113
HER D — P2 TIIR GBI B 54 E TIXOMEM = & . F LI 12/ Z L 1A%
MOFHIL T Z & 2B, AFIERGHIXEBMICEERE TR OMR
11952 &,
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= SRS S g% 0824 & 3 &
A fn 8 £ 8 H 24 H

#woE g R
& |REEFTRERET | FETES (R) & B
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TP EEKERE), BEE (MEMEBKRS%E) . infusion
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BRIUDE, THIEE 2R L. BESR. RFFERES, /B RSE) 1TX LT,
M EE MR ST R B O BEFIME & A9 S [EAR & L (RIE
R OZWCXIG IR L THRER R EZ T oD E&MEICH D
Z L), EHISHEYIRAEN TE DEHENE S TWND I L,

H
4. FEFXIZHOWT
(%)
©®  EIWEHA~ORHSIZ OV T
(%)
@-3 FIERHOBZE-CxISIZBE LT

BIVER (MEMEMER, IFeEREE - JIF5 - fbERE &, W
Syl (FRIRPERERE S, RIBRRERES . N EAMREREDE) |
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L 1 BUHEIR IS . Ak - BREAUT RMARIE . Ok, EIERN I,
BEMR S . S ME I/ MRBUAE . INAE . BRSO B R, it
(FZ v - NU—JEfEREZ B T) . ALFIRIEDE IR OB ELF
ERIE, THIRAE 2R AL, R, ARFEREESE) ISR LT, Mg
AT B ERAE R ORI Z A3 2 AN & dEE U (RIVEH o2
XIS L THRER VIR EZ T OoNL&MHICHH &), |
BTG ZRLE D TE DIEHINE > TS 2 L,
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1. ITC®IZ

E3E A DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
Bd, LI, IHFEOREREIFOEARAC LY | FUREIKG 72 & OFH0 72 8T BLVE %
JPESEMPARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L BB
AR L 725 TRV R MBOEE & S0 BT #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBEHEZXD Z L L& TNnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BRHZENDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZ R ZIT 5 2 ENHFINLBEICH L THERT 2 L &b, BIE
DB LB 23t e & D 2 L AR 72— O B % jii 7o 3 Rk R <
THZEDREETHD,

LTl o T, KAA RT ATl FABEELZNE TILBG LN TV DEFIETFH) -
BRI EE-D & | LUT O BESE S O Fiii 70 8 A HEtE T 2 8L & B 8k B 2
HROREEFEEERT,

I, BAA R A A%, MATBUENEREK L ERE R O, A rEHEAN B A
BRR M o . — At ENE N B ARBRIR NEHE S K O— AL BN B ARWREG R 2 O
HDH EERR LT,

WL AR AERKE  Fa w7 BT
R LR DMREUTHE - BEBRIE 35T D ATHT - IR MBI E

i U A 7 i E IR MR s
B LHRDMEROHE
(BB 23 T D0 - TR BRE)
WTRIBNIEIE T, 7 AV X EVHBBEN N AT 7 F v L OB T, EH,
FRNIZIET 2 v v~ 7 (B x) & LT, 118 1500mg % 3 B [E G T 4 8]
F T, 60 LA B THRIEEET 5, T Ok, IFRMBIEIETIE, T 21~ T
(Efz 7 z) & LT, 18] 1500mg % 4 BT 8 [B1E T, 60 RILLE2T T
RERET 5, 7272 L, KE 30kg LLFOSED 1 B G E1T 20mgkg ((K&E) &7
"y
(B U R 7 W FE FER s g )
HNA k7T UHE (BCG) &EDOPFHIZEWT, @, RAIZIET 2 v v~ (i
Infffz) & LT, 1181500 mg & 4 MR T 13 BIE T, 60 4Ll BT TR
WfET 5, 7272 L. KE 30 kg LT OGE O 1 Bl 5813 20 mgkg ((KHE) &35,
BAE N E ¥ H T AN T RIS




2. AFIORE, ERIBEF

T a7 (EeR#z)  (BUF. TRA ) 1X. & b programmed cell death
ligand 1 (PD-L1) (Zk[92%%E 7/ n~7 V> Glx (IgGlx) V727 7 A0k Mt/ 7o
—FTAHERTH %,

CD274 (PD-L1) &, AEENIZEWTHREIRSMEICHEB L THY | EHE LY
VoNER (T ARG, B AR OV F 2 7% 7 —T Hifd) FIZHEBLT 5 CD279 (PD-1) &
NCD80 (B7-1) L fhA L M & 2 AIZHIET 25 &5 2 541 TW % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , F£7=. PD-L1 I%, fE 4~ OEELIC S5
BLLTWAZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 231 X4 T
Y. PD-L1 & PD-1 ZJ1 L7- B8R, MEEFHING S HURRF A0 72 T Ml & O BB E %
RS 2HFDO—2 L LTEZLN TN,

AHIZ, PD-L1 OFFAMERICHES L, PD-L1 & PD-1 OfEA & HHET D 2 L %IC X
D BAPURRRRAO 7 T AR OIS EIEE 2 08 L, B O Z I35 &5 x5
nTW5,

AANOVERRSFZ LS BEEORIERISIZ X Z2BWERZER H &b, HE LTI
EDLAREMEDN D D, AAIDOF G MO E#ITIT, BEOBIZEZ 02TV, BENR
D BV AT, FBL L T2 RUTIE U7 MR 22 Fik & R BR & RO E AT & i HE L il
G172 8RR W 2 ATV M O SIERNC X D EIER N SO 256 101E, fIBRER LV
EUAIOBGEOREY) I AE Z 1T O BLERD D,



3. BB
JBE I L2 F5 1T DR - TR A BT K OV U R 77 i JE FE IR P o s oD 7K RR RE | 2 A
AT o T2 B2 WK RBR OGS 27~ 7,

[G2hE]
O [ERELFEFEIAEFER (NIAGARA 7R5%)

i IR PR D (MIBC) (2% 2 5 (b PR IERE SO TARIERIERE D720 ARIGHY

BBt 2RI OGS & 72 5 BRI T2-T4aNOMO Xt T2-T4aNIMO & MIBC H#H™

(WHO/ECOG Performance Status 0 3% 1) 1,063 5l (HAN 121 flzETe) ZxIBI,
WRHBEE & L TARI? 27 Ao 2 R (LT, 1Ay ey )) 3 A7
F U LR L, EO%OMBMERE L UCORAM 2 B 5 L7354 (RAIDF
MEES33 B [AARN 62l ZGie]) &, INATMUIFRIEL LTI LAV 2B+ AT T F
VR RO LA G EEE 530 ) [HARN 59 il 2 &de]) OFAMMER VLM%
REt L7z,

FEEHIEH O —-2>Th 2 B NS H e 7w 33 S ym B A B 1o K 2 B8
AN MBI (BUF, TEFS)) ((FRE [95% (58X ]) (433 koA~ k) D2
[6] B o> R EAT O F1d . AFIGHHEET NE™ [NE~NE]. %MBEET 46.1 [32.2~NE]
A THoT (NP — R [95%EFEX ] : 0.68 [0.558~0.817] "¢, p<0.0001 [J&5!] log-
rank fRE, AEAKUEE (W) 0.04123], 2024 4F4 H 29 AT —& v b A7) 7,

*1 : ESARIFE Y American Joint Committee on Cancer J 0% (58 8 i) (2D <, FMRMRA S ITHla
THER SN (B ERLOIRE 2 FR<) OIRKE R G AR B F Rz & QR B R o #i
W7 24 7) BEENRE L,

*2 : HTRIAEBLEEE 3 A 1A 7 & LT, 1 HBICAA 1,500 mg & 4 1 7 V5 LTz,

*3: L7 F=27 VT 7 A 60mL/min BLEDEEITIX, 3HEME 1AL LT H1HBBIZS
LT ZE L 1,000 mg/m? & AT T F 70 mg/m?, B8 HHIZY AT B 1,000 mg/m? % 4 A
NG L=, 7 VT F =22 YT F A 40 mL/min B 60 mL/min A0 BF 1L, 3 BB 1
AL ELT, H1 KOS AR ATHZELY 1,000 mgm? & AT TF L 35 mg/m? % 4 A
I NG LT,

4 PR ABNEE 4 WA 1A 2 v LT, B 1 HBICAR 1,500 mg &k 8 Y1 7 V5 Lz,

*5 : HEERRE (DL, [EAR)

*6 1 A EIKYEICKIIG LT 95.877%E 48X 1% [0.554~0.824]

*7 : BFS @ 1 [8] B O W RfENTZ ICCLET S 72 IRBR SR RT3 33 < AT s R



10 - EFSch sl (B [95%C1]
FFHEE  ME[NE~ME]
R 460 [32.2~~NE]
FvHF—FER(55% CI) 068 (0.558~0.817)
0.8 1
:?
~ 0.6
oy
-
=
= 0.4
=l
P
=
0.2
0.0 1
| | | | | | | I | I | ]
o & 12 18 24 30 36 42 48 54 &0 66
i1 Nl =)
At Riski WIEARUT SO (5)

FEMFARE 533 454 3Be 348 330 32 255 180 115 32
ofEEE 530 416 343 300 281 259 214 159 94 24 2

1 BB TSP RHIE T SRR ERESBEIEEIC L 5
EFS ® Kaplan-Meier Hifg
(202424 A 29 BT — % W v A7)

@ EEERE RSB (POTOMAC R5R)

i 8 FE IR MRS (NMIBC) 1Zxd 5 S IERE T BCG BEBENE AL D 72
Wi U A7 NMIBC #2547 (WHO/ECOG Performance Status 0 1% 1) 679 il & %512
AHI %2 BCG™ LOFH L7256 (RFIDFHEE 33961 [HARAN 58 flEde]) & BCG™0%
B G U238 GFRREE 340 ) [H AN 58 Bl & de]) OFARIER LM EE R
776

FHFMIE H T o 2 IR5RH Y R E S K 2 BH A7 (LT, DFS) (H4fE [95%
FEEEXRE] (165 DA X2 ) 1, AAIPFHEET NE® [NE~NE], %## T NE [74.0
JIH~NE] Th U | RAPFHARHI SRS UGG EICEBRIER 2R LI (NP — R
b [95%fE%EX[H] : 0.68 [0.50~0.93] “'| p=0.0154 [JEH!| log-rank fRE, A EAKUE (il
) 0.0317], 202544 H3 HT—X 1w A7),

*8 RH 30kg ETH Y HHFEMICHER S NLE Y A7 NMIBC OFBEFEEXRE Liz, @ U A2 NMIBC
L%, OT1, @high grade #5 L < I3 H BAELFE DS Grade 3, @ LR, SUT@Z A DA
OERIEEEN 3 ecm UL EOWTNMNIZEZEYS T 5 NMIBC & & L, BEMNEAREEZZ T v
RVWEBE LT, BEIC BCG BEENTEAERELEZ 2T T WU EIC BCG #5231 TR
B o il 78 & AFRER A~ OFAALE TIT 3 FERBRIE L7 B L ER L,



9 4WE 1A 7 E LT, B 1 HBICAA 1,500 mg 2K 13 91 7 VS5 LT,

*10 : BCG # (HARTIZHzM8 BCG BEBEN A [HARE] 2 M) OBARRARZEAFE S LCHE 1 [,
6 HMBEMENEA L7 th, MERRRIEE LT3, 6, 120 18, KU 24 7 HIRER T 1 [Bl, 3 3 MIERE
WNEA LT,

*11 : A EAREEICKIE LTz 96.83% G HEIX 1L [0.48~0.96]

1.0 o
0.8 9
&
g 0.6
=
2
& 0.4 - DFSesfE (A) [95% ClI
— R E R NE [NE~NE]
gt NE [74.0~NE]
0.0 4 NF—FE[95%CI] 068 [0.50~0.93]
0 +
I 1 Ll 1 |l 1 1 LI | 1 1 1 |l LI Ll I 1 1 LI
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80
i3 H|{FH i
s e AR S OB (5)

FAIGHATE 339 312 297 289 282 274 262 252 248 235229 226 220 199 166 145 103 64 26 9 0
POEEES 340 316 298 283 275 266 258 252 246 237 233 230 225 204 166 150 92 53 20 8 O

2 IR EMOFAMIZ L D DFS @ Kaplan-Meier iR
(2025 4H3HT—% By b4 7)



[Zpt]

O EELRFEIAHRR (NIAGARAGER)

B EFRIIAAIOEES27/530061] (99.4%) K OKFHEHEES25/526051 (99.8%) (278D Hi
oo WTNDDOIRBRIK L ORREBEARN B E CE WV EERS (FER) X, ThEh
502/530%1 (94.7%) e 1M487/52645 (92.6%) ([Zi8& B AL, £ D 5 HLILT il (Grade5) (3,
ZNZEN3/53061 (0.6%) &U3/5260] (0.6%) Tholz, WTINOEGRETRILEN
5%LL EORIERIZTERD LB Th o7z,

Kl VDT LOREH TRARNS%ULDORIER (REMMITHRER) (NIAGARARER)

FEBIRSIE | HEAGE Bk (%)
(MedDRA/J ver 26.1) AFIGEREE (530 451) STHERE (526 451)
4 Grade | Grade 3/4 Grade 5 4> Grade | Grade 3/4 Grade 5

2REIEH 502 (94.7) | 215 (40.6) 3 (0.6) 487(92.6) | 213 (40.5) 3 (0.6)
MEF LV /R REE

Uit BRI E 132 (24.9) | 74 (14.0) 0 160 (30.4) | 87(16.5) 0

1. 125(23.6) | 32(6.0) 0 138 (262) | 49(9.3) 0

M N E 51 (9.6) 10 (1.9) 0 55(10.5) 16 (3.0) 0

H ifn BRI iE 29 (5.5) 3(0.6) 0 35(6.7) 5(1.0) 0
PN UsRRE

FOPR IR REA T E 52(9.8) 1(0.2) 2(0.4) 0 0
Rt X Ok E

BARDGE 107 (20.2) 1(0.2) 110 (20.9) 3(0.6) 0

ins g SSAVIN ¥ 33(6.2) 1(0.2) 37(7.0) 0 0
PR R E

R A4 34 (6.4) 0 28 (5.3) 0 0

Ktk = 2 —m /35— 27 (5.1) 1(0.2) 25 (4.8) 0 0
His L Ok EE

Hg 33(6.2) 0 39 (7.4) 1(0.2) 0
MR 2R, MaElds K ONERR IR E

Loo< Y 31(5.8) 0 33 (6.3) 0 0
B IR E

G 258 (48.7) | 5(0.9) 0 229 (43.5) | 5(1.0) 0

(LA 97 (18.3) 0 0 84 (16.0) 2 (0.4) 0

M - 78 (14.7) 5(0.9) 0 62 (11.8) 0 0

T 47 (8.9) 3(0.6) 0 37 (7.0) 1(0.2) 0
B ¥ K OV T AR kR

E52 50 (9.4) 2(0.4) 16 (3.0) 0 0

% 9 FERE 48 (9.1) 0 8 (1.5) 0 0




FEBIRIE | HEAGE Bk (%)
(MedDRA/J ver 26.1) AFIGEREE (530 451) STHERE (526 451)
4: Grade | Grade3/4 | Grade5 | 4 Grade | Grade3/4 | Grade5

i EIE 46 (8.7) 2(0.4) 0 55(10.5) 0 0
—f% - BEFEERS L OGN ORE

it 164 (30.9) 6 (1.1) 0 148 (28.1) 9(1.7) 0
) RE 68 (12.8) 2(0.4) 0 72 (13.7) 2(0.4) 0
le¥sY=3 30 (5.7) 2(0.4) 0 21 (4.0) 2(0.4) 0
R A A A

U HRER B 74 (14.0) 36 (6.8) 0 69 (13.1) 34 (6.5) 0
Az v F =N 48 (9.1) 3(0.6) 0 47 (8.9) 2(0.4) 0
1R A 31(5.8) 13 (2.5) 0 35(6.7) 14 (2.7) 0
TI=vT 2 hTUA | 30(57) 4(0.8) 0 28 (5.3) 3(0.6) 0
7 =7 —EHN

I I ERE e 23 (4.3) 7(1.3) 0 33(6.3) 6(1.1) 0

F7o UUTICEEE S A2 S T RITERRBURI OEEHE R 2~ AFIDFHBRIC BV T,
MM 7 1 (1.3%) . KIGZR 6 B (1.1%) . EED FHI 2 1 (0.4%) . FFEERERE
JHF2 30 il (5.7%) . FRBRFSREAR TE 52 1] (9.8%) . FUIRIREEE TLHESE 22 1] (4.2%) .
R RERE TS 2 6 (0.4%) . FEEMEHEERETE 3 61 (0.6%). EEE (REME-ERE) 561

(0.9%) . 25 3 %1 (0.6%). L2 141 (0.2%) ., BEIEFHIEIE 141 (0.2%) . FhkefEE

(T2 « NU—JEEREEZETe) 76 (1.3%). infusion reaction 7 51 (1.3%) . F#EZ 1 4

(0.2%) . FEAMELFHERIBE 1 6] (0.2%) 238D b, £-, w{bMEEER, 18
PEIRIPT . fos M/ MR E . e, BRSO R R ARIFEREE . WAL 22 fL, BRI
FRARIE M OB TER D e o Tz,

@ [ERELFRFIFEREE (POTOMACHER)

A EFGITARANOHEE325/33661 (96.7%) K OSKEHREE307/33961 (90.6%) (278D HiL
2o WTNOAOIRBRIE L ORREBERENGTE T R2WEEES (BIER) X, 2hEh
298/336f1 (88.7%) M U245/339%1 (72.3%) ([ZiB®H BV, £ D H BIET ] (Grade5) 1%
WTNORETLIRD LR o T2, WT D& GEETHREENS% L EORIERIZT
RDOLEY THoT,



F2 VTP OREH TREARDS%ULORBIER (REMMITIRER) (POTOMACRHER)

FEBIRSIE | HEAGE Bt (%)
(MedDRA/J ver 27.1) AFOFHEE (336 ) *FIRRE (339 )
4 Grade | Grade 3/4 Grade 5 4 Grade | Grade 3/4 Grade 5

2FIEM 298 (88.7) | 71 (21.1) 0 245(72.3) | 13(3.8) 0
FEYIE RS K OV AR IUE

e JE 50 (14.9) 2(0.6) 0 55(16.2) 3(0.9) 0

PR B Y 35(10.4) 4(1.2) 0 35(10.3) 0 0
PN 3 AR 7

FRCDR M e YT 31(9.2) 1(0.3) 0 0 0 0

TR BB A T E 34 (10.1) 1(0.3) 0 0 0 0
B4 L OV ARk E

Z 9 FEIE 23 (6.8) 1(0.3) 0 3(0.9) 0 0

#%% 26 (7.7) 0 0 2(0.6) 0 0
B R ds O ALk I

RA i 19 (5.7) 1(0.3) 0 4(1.2) 0 0
B3 L ORI E

FE IR I b ¢ 21 (6.3) 1(0.3) 0 8 (2.4) 0 0

Pl IR A 111 (33.0) 8(2.4) 0 107 (31.6) 4(1.2) 0

1 fR 79 (23.5) 3(0.9) 0 80 (23.6) 5(1.5) 0

SR 71 21.1) 0 0 69 (20.4) 0 0

PRE&IR 17 (5.1) 0 0 14 (4.1) 0 0
—i% - RHFEED L ORGSO REE

) 9E 17 (5.1) 1(0.3) 0 8(2.4) 0 0

957 28 (8.3) 0 0 13 (3.8) 0 0

FEE 40 (11.9) 1(0.3) 0 59 (17.4) 0 0
B A A A

Y oR—PHIN 24(7.1) 14 (4.2) 0 0 0 0

F 7o LTSS S A2 E T RIER R BURI OEEHE R 2~ AFIDFHBRIC BV T,
WVEMERR R S B (1.5%) . KGR 6 il (1.8%). BHEED T2 ] (0.6%). ITFHERERE -
JF4% 38 4l (11.3%) . FARARFEREAR FJE 34 41 (10.1%) . IR BRAERE TUHEEIE 42 1] (12.5%) |
R B HERERE T 3 B (0.9%) . 1 BLBEIRIF 1 451 (0.3%) | B (RIEMEE£%) 3 41 (0.9%) .
g 161 (0.3%) ., BHEDREREE 146 (03%). MfRfEE (7 - SALU—JEERES
7¢) 3 #1 (0.9%) . infusionreaction4 i (1.2%). B 9 %l (2.7%) MO HLNT=, Fi-.
FEALPERRAE 6 T EfARSRElm S . Ok, BEEM M AE, g MR MIBAE, K2k,
IREFERES . THALE 22 FL, BRI ALARIE . RIS I OV BRI BRIBVDE 1358 D B v 72 7

277,



4. FERIZOWNT
PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGE WY BHZZW - FrE L, RAIOFTEGIC LD EHEE
SREWER 2Bl LT BRICRHS T2 2 E BN ERT-D  LLFOO~@ DT % 72 7 i
;K%wfﬁﬁféﬁﬁfkéo

O mEFITHOWVT

D-1 FiEd (1) ~ (5) OWVTNNITHEYT Dl ThHDHZ L,

() EAEFZBRENRET D03 A HERERL SRS (FRIE RS ARSI HE L SR
HiE A A RSB LSRR, MUY AU BSIRIERE 7R &)

(2) FrEMRERPL

(3) FRESFRAED R ET 2 03 AT (DS AR ERbT. 03 AR
W 1IEBE. 2 AR R e &)

(4) S RACFERIERE A2 % E L, S RIERC AR 1, A RIER L FRER R 2

TSNS SR R 3 Ol B YE AR B B H 24T > T B ik
(5) PrEMERE A AL G & BRANGE O i 3% FUE I 4R B Jm 21T - TV D fifiak

O-2 BEMeEE Db F5E Kk ORIWE BN O XIS IZ+- 77 72 505k & R A FrolEfl (P&
DWTINCEZE T HERM) 2, YR OARANCRET 21RO ETE & L ThE S
NTNW5AZ L,
#
- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EONR ATRR O EERHE %2
fToTWBHZ L, 55, 28D EIT, BAKRYIFREZ L LRSS OMHE 217
STWNWHZ &,
- ERIG RS 2 FEOMMBHEZE T L7212 4 L EOWREBZ DO RGARREER
AL TWDHZ L, 96, 2400 BIE, BRSO A SEWIRE %2 5 Lo D3 ATE IR D RRIR
HHEZIT->TWAHZ &,

@ BRENOEEHEFEREREOEHIZOWNT

EEMEREFRICIEE T 2 TE PR E S, REEEENS OFRE D, ﬁxﬁi @7
R i%ﬁ’]fﬁ?&@”‘sffﬁ&()\l:ﬁﬂﬁfr Ixbd D IR ML, A EFRNRBAE LA OWE
EBFEDHCDIATON D ERHINFE S TND Z L,

® BHWER~DRIHIZOUVNT
@-1 fEgkAkHIZBE 4 5 B4

F‘ﬁ’f’fﬁﬂﬁr BEOEBEZRBEWEMANIA LIBRIC, 24 REHZEEHIO T, Yikiisk X
[T XS T 4 b S 1AM %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREH KON CT 20 IEH ORI
E?‘ﬂs@@rﬁ%%‘%#é HHIZE G, B BICRISATRE AR 3 - T D Z &y

10



@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 ik B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOIERDOAT V—= T E2ITOERE & HREZ LA TE 57 — ARG
s TWbZ L, k. BHEKEICOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHER ORI ICBI LT

RIWER (FEMEMZR R, IHSREREE - TR - MR 2k N WS (R EE
P, EIEHRRERES . MERAHERERET) ., BEE (REMEX%) . infusionreaction, K
W% « EEEO TR, | BUBEIRIFE, A - AR RVRIE . (O 2, EEAN M I0E, BRI
oI IR iK%, BLEE O B IR | IR E (7 - NIRRT |
(LT HEOF R O BWELF P ERIBUDE . HALAE 22 L, R, JRIFERES, MAE RS 1Txt
LU, Yazhtiak T B R O B 2 A 9 4 Al & s U (RITEH O ZWr-oxt it
WL THRER X EREZZITONAEMEICH D Z L), BHHITHETZRALE N T E D40
NEESTNDHZ &y

11



5. REMBRLLRDBE
(A2 B+ 5 F ]
@O  IRIBEAIREBE SRR 23S & 72 D5 MIBC BBEIZB W T RKAIE S A 2 e vy
AT T F v & OO X DINATAB RIS M OAH B $ 5-(2 & 2 i i Bh ik o
BEMEN RSN TS,

@ \YAZNMIBC BEIZE T, AFlE BCG L OG- OEMMEI N REI LT

Do

*: POTOMAC FRERIZEBNT, LTOWT NN T ILENEY R LEEINT 5 ~—UF
W) o

e TI

e high grade XAk FHIFAEE S Grade 3

o L

* L3O FFE DI KIELEEEAS 3 em L E

® FRACIEN T 2 AR OB OB I TS Tl AR DG SWEASHE S ST H

59, RENOEGRIGR L 725720,
. OXIZQTABIDOH N R KTV MO HLEMEER] & O 5

(2t BE+ 2 5]
D TRICELYTIBEEICOVTIHAFOERENEER L SN TNDEZ 0D, B 5E21T
DN b,
. AN DRIk LIdBUEDBEIERE D & 5 BF

@ RFEATOFNIZI DT FRACEE S T 2 B I2 W TR, AR OB I HESE S e
M, AMOIRERIRE D 72 WG AR Y . EEICARZERT 2L 2BE T 5,

. RV MEE B (g 2 &de) Db D HBE UIF OO H 5 B
. JROE PR R A C R R 2 3R 6 D FBE M OV i 2% 55 D Jifi | 2 RJEME 2B 23

Y (+¥5¢ 3
. H O R OA B U IR 7223 U IXFFEIEO B LR R 8 ORBEERED
% MAE

. ECOG Performance Status 2-4 1 @ g3

#1 ECOG @ Performance Status (PS)

Grade

0 4= < [ TEBN T X 5. FHRT L R U B HAEEAHIIRZR <ATZX 5,

1 PRRICI LOTEBYNEHIBR S 543, ATWRE T, BEERIE > TOMERITIT S &N TE D,
Bl VR HE, EHIEE

2 HATAIRE CH YD F DEIY O Z L3 R TRBELEMERITTE 2V, B D 50%2 BT~y R Tl 27,

RONTZHSOHEOREY OZ L LT, HFD 50%LL EE Xy R+ Cilm =9,

4 E<ET RV, BOOFDEY O LFES TERY, Ry FhR Tl I,

12



6. BEICELTHEETREXEIE

O WA CES TN, JERTEEE BIREET 2 B RHE |2 IS & ARRK| O e K O 1E
RO DI B ERE I HME L TR+ 52 L,

@ IBEBMBIZHESL D, BE UTF OFBEICA IR a2+ L, FE 525
TG THZ L,

@ FREWEADO~X T AL MZHOWNWT

VB MEE R (TR 2 & te) 3 Hbd Z ENH 5D T, WIHER
CEEIAU, WROR IR Ik, FEENES) OREEE N O XA o s . Bl
PHSICATO 2k, Fo. MEICS UTHECT, i~ — 7 —%DOME % i
TAHZ L,

infusion reaction?3& Hi 5D Z LN H Y | 28] H LA O ARHKIF 5-KEIZ § infusion
reaction3 & H iV D Z & b D O T, KK GRHIZ I EREIEE OREEZ 4512
BlZ24 5 Z L, infusionreaction3 i 8 LIV G A ITHE U 2L E 21T 9 & & BT,
FERDNEE 3 2 £ CHREDREBL +0ICRT 22 &,

FOR BRI RER . BB RERE E N O T BARERERH D DND Z LB H DD
T ARHIE G- B AART K OB 5B P I E IS N WS RERRAE (TSH., #EHET3,
WERET4, ACTH, [Ha/vF Y —VEORIE) 2170, BEOREZ 75128
BY5Z b, ¥, MESUCEBRESOERLEET D L,

AFNIOBH I X0 | WEORIEICTER T 2 &3 2 bk~ 7R BN e
BHOLLNDZ ENRDHD, BlELEHmITITV, BENFEO bNTGEITIE.
JED RN L HEWER O%BLZBE L, @URENZW 21T 2 &, BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULEI
ERERNVE CHIORGELZERT D L,

FGAET % BORRK OB AR L TbREWERN I T2 Z L0 H 5720,
AR O THIZORIER OB H2IEET DT &,

AST (GOT) . ALT (GPT) . y-GTP, B U LB VD %211 5 IR E
2, BEALYEIRE RN B D Z &2 5O T, AFIE 5 BIGHT & O 51
FIIZEBIRI T R A 21TV, BEOREL T2 B8 T2 2 &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PG BRAGET K O G- T E BRI B RE A 21TV A DR E 531
BT L,

VRIBEIR TSN & DAL, FERIFIES T F—=Y RIZELZENHLHDT, H
e, ELD, RIS DORER O FEE M E O BRI TR T 5 2 &, RBERIN
WEEDNIZGEIZIE, A A B 2B 53 5% OWU R LEZIT S Z &,

" R

Ho|

@ NIAGARARBRIZIBN T, RIGABER SRBRIT O Itk . HwlD24H H X128 4,
367 HICE D £ TIE24lME., = DOHBILS2BEICH MDA T > T2 L 2S5
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BT, AREE G I ESCEG R COHIROMEREIT O &, B, AFlo#ES
IXITRIAHBIIRIE & L C4ll & C, IR MiBhEEE LC8RlETcEd5H2 L,

® POTOMACEBRIZISVN T, MAELEIM T HAxH36 0 A £ TIE3 0 A, £ Ok
TRIIZHE > Com A BICAIMEDFTM 21T > T e 2 L 255, AFIERGHFILE
BRI esim A, IR . R A, FHERAE CHOROMERZITHI Z L, b,
AFlOEEGIZ13EIETETH T &,

14



i 2

REFERHEET A N1
Fan~T (BIEEFHEBZ)
~JE /N ~

TRk 3 048 (41848 AT
LA



Bk

AN e

X LI

ARHN DR, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P4
P5
P15
P17
P20



1. iXU®IiC

SR DF NN « ZARMEDFEMR O T2 D121, IRA SCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSRZ 2T 1 7 7 A VSBEF DESE & B 5 i
B BB D, 20D AR NZEMICBET 2 IERDH0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E T LR TV D ESIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

BB ABTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, — A EETE N A ARRIRNBHE S FEdREFTEEE A B ARE 22 &k O
—MRFEETEN B AR ER 2 DO/ EERL LT,

Kt L R AEIRS T a w7 (GEIE TR Z)

KR ERDPEINE + GIBRARE 7R SR FTHETT O FE /NI AT |2 33 1T 2 AR L B R 1k 14
DHERHFRIE
BIBRAREZeHETT « FEIE DI/ NI filipE
e NIRRT (2 S VT D ARTRT - AR AR IE

KEERDAMERORE : (BIBRAREZR R FTHEST O FE/ INHBEATIE (2 35 1 2 ARTEII L - U AR 1514
DHEFRHFIE)
W RANCET 2 v <7 (Bia i z) & LT, 1A 1500 mg
% 4 BT 60 5 EILL LT CRiEEET 5, & 5T 12 7 A
EFTET D, 1220, 1KE 30kg LLTFOHED 1 EEEIT 20 mgkg
(KE) 95,
(OIBRAREZ2HELT « T8 D IR/ N T
ML AU A=T (BEETHIEZ) KO BGRYUEEREEA 2 5 oo bt
MR A & OPFRICIBW T, BH . RAIZIET 2030~ 7 (BIa T
FHLz) & LT, 18] 1500 mg % 3 BRI T 4 [0, 60 53EILLE2T T
SEEET S, TO%, FTalolwT GBETERZ) LT 1A
1500 mg % 4 FFMET 60 /3HILL B2 CrififE+ 2, 2720, K
30 kg LT OEAO 1 BIEE &% 20 mgkg ((KE) &35,

2




(FE/ N TR 2 33U BN -+ I Bh )

TATRBNIRIE Tl M OFUEMEIEE A & OPFHIZI VT, BHE, A
37 2 =7 (B fz) & LT 11E 1500 mg % 3 3@ fHf#RRE
T4 LT, 60 7ML ET TRIGFHET 2, TO%. IFERAMIIRIET
X, T oAb T (B Mfz) & LT, 11E 1500 mg % 4 #H
fRT 12 [B1E T, 60 LA BT CHREEET 5, 72720, IRHE 30kg
LLFOSAEO 1 a5 E1X 20 mgkg ((KE) &35,

B W 2 ¥ H T A NI ERAMASH

(2%E)

LAY A~T B OZRESUIZNE, FHELKOHE
SRE TSN - GIBRAREZeHEST « TS DI/ N A ia
FEROHE : 7 a5 v~ 7 GBRIG B Z) & O EAROUEMEIELA 2 & Tefh o HiErE
JESA] & OPFFICRWTUBE  RAIE L A Y A~ GBI F##ez) & LT, 1[0 75 mg
Z 3 JAMMNET 4 [8], 60 ML LT TRIEFHET 2, 20k, 7T HMOMREA %227 T, |k
LAY AT (Efnf#Hiz) &L T75mg % 18] 60 5Ll LT CRfliiET 5,

HRARRBRIZ B 1 D A AN O FTE - BT 13, ERIKRGE) o (P5~) &R




2. AANDOR:AK, VERBF

T a7 (Bl z) (BUF TAA)) 1%, & b programmed cell death ligand
1 (PD-L1) &9 5%%& 7 a7V Glk (IgGlk) 77 7 2pe Mt/ 7 a—F L
iETH D,

CD274 (PD-L1) . AEANICE W THURRERMIEFIZHBLL TRV | EHkLcY
YSER (T HERE, BAIIEK OV F 2 7 0% 7 —T fild) FICBL4 25 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 AUCHIE T 5 & & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F7=. PD-LI %, ffix OEEMIIC &I
LTCWAZ & (NatMed?2002; 8: 793-800, JImmunol 2003; 170: 1257-66) M#iE 41 TE
V. PD-L1 & PD-1 Z4 L7 #RBKIE, NG HIRL S HURRF A 72 T Al & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 72 T AR O MR BT VE 2 08 U, IR O 2 I35 & 525
TV D,

AFNOVERMEFIZ IS B ORERISIZ L HRIERZEN & b b, EE LTI
EDHAREMEDN D D, AANOFE R R OB E#IIT, BEOBIEZ 01TV, BENR
D BV AT, FBL L T2 RUTIE U7 MR 22 Fik & R BR & RO E AT & i HE L il
)72 BRI 2TV B ORIERISIC X D EIERA N SN 2 HA 10T, IR RE RV
EUAIOBGEOREY) I AE 21T O BERD D,



3. ERPRARE

YIRS RE 72 R FTES T O FE/ N BRI 12 38 1 D ARTERI L2 i R 1 D #ERRIRE . 1)
FRANHE 72 ETT « FFIE O I/ N fitides K ONFE/INHAR 3R (2 38 U DARTRIT « A4 i B oD &
SRR R 24T - 7= B2 B R R BR O g 2 R 1,

[ 2]
O [HEEEHERIF AR (PACIFIC 55%)

D bl 2 YA 7 D EAERA W T ARG L B S R 115 | DR B T 3R
D B T UIFRANEE 72 R FTEST D FE/ Nl ia i 25 (WHO Performance Status 0 X
1) 713 B ORAIRE 476 B, 772 REE 237 61) (AARN 112 6] [ARAFIEE 72 51, 75
TAREE 40 ] 2 ETe) ARRIT, ALFHONBIRIER T4 42 B UANICAA] 10 mg/kg £
X7 e RokG2E L, 2 HEME GO, TQ2W)) TRIEFEHE L & & DF %)
PR OLEMEZ G Lz, FEEEE Th 2 PO fEIc L 2 B EAR RN (LLF,

PFS)) (Il [95%IEHIXH]) OFERIZ. AFFET 16.8 (13.0~18.1) B H. 77
TARBETS5.6 (4.6~78) WA THY , AANTT 7 B RICKH LA ANICHE R IER 2R
L7z (N — RE0.52 [0.42~0.65], p<0.0001 [J&%! log-rank #7E]. 2017 452 A 13 H
T8Ny A7),

b Median PFS (95% Cl)
0.9 ES ] 16.8(13.0, 18.1)
0.0 F5uR 5.6(4.6,7.8)
s A — FE(95%CI)  0.52(0.42, 0.65)
m 0.74
F SRS
4 o054
# 0.44
Q
0.3+
= = '~ao._° -
8.8 e T e e
0.1
0.0 o
T T T T T T T
1 3 12 18 10 2 24 7 30
READSHISOHM(B)
Number of patients at risk
Month 0 3 6 9 12 15 18 21 24 27 30
35%‘] 476 377 301 264 159 86 44 21 4 1 0
A4 237 163 106 87 52 28 15 4 3 0 0

1 HIHEEIZ L D PFS OHEEMTRED Kaplan-Meier HifR

T, b OOEEFHMEER Th 5 EAFHM (LU, T0S)) (hdef [95%(51H
X1 @ 1\ 8 OFREN (299 ED A X ) OfERIL, AFIFET NE® (34.7~NE)
A, TTRAEET28.7 (229~NE) A THY, AFNLT 7 BARICK LI FRICH
BRMER 2R Lz (0N — RE0.68 [0.53~0.87]. p=0.00251 [J@5] log-rank #E. A&



KYE ([dfE]) 0.00274], 20184E3 H 22 HT —% > A7),
o HEEAREE (BAF. KR

11 Median OS (95% Cl)
KH| NE (34.7, NE)
0.1 5 I5+R 28.7 (22.9, NE)
. /NH— Kt (95%Cl) 0.68 (0.53, 0.87)
08 1 -
= T
£ o7
7
2 06
a T unsm,,
0.5 - Poa
) Hk'..'a
L LI O J TPCT y A [PY R R D |
0.4
0.3
0.2 1
—FH
0.1
----- PARHN
0 . r . - . . - . : . . . . - .
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number of patients at risk 4 2 B Hh S0 #AR(B)
A5 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0
JS5tR 287 220 198 178 170 155 141 130 117 78 2 21 9 3 1 0

X 2 OS D EIEITE D Kaplan-Meier B

AANBEEM 112 6] CRAIRE 72 61, 77 BREE40 1) O PFS (HFRfifl [95%(5H4
X)) IIAKIEETNE [109~NE] B H, 7Z7BAREETT72 [2.0~18.6] B H (~HF—
R 0.49 [95%ZHEX M : 0.26~0.89], 2017 4£2 H 13 BF—& v b4 7). 0S (F
JAE [95%(FHEX M ]) 1%, AAI#ETNE [NE~NE] # H, 77 ¢ #ETNE [NE~NE]
WA THoTe (NF—RE 096 [95% (XM : 0.48~1.92], 2018 4E3 H 22 HF —#

1y hAT),
1 Median PFS (95% Cl)
AFH NE (10.9, NE)
08 PAEE 7.2 (2.0, 18.6) 09
N — FH (95%Cl) 0.49 (0.26, 0.89)

08 08
£ 0 ¥ 0
1 #
% o8 # os
p A
"‘ e e
5 05 05
“ o4 04

03 0.

0.2 02 Median OS (95% Cl)

p— p— H NE (NE, NE)
oyl i 01 o 5K NE (NE, NE)
&kl AL NH—FH (95%C1)  0.96 (0.48, 1.92)

0 0

0 3 6 9 12 15 18 21 2 2 0 0 3 6 9 12 15 8 20 24 27 30 3B B I 42 &
Number of patients at risk EEAR o0 MR (B) Number of patients at risk B D50 W (8)
#H 72 59 51 47 A 27 19 10 3 0 0 £ 7 1 68 67 63 63 61 58 57 49 2 21 N 0 0 0
7544 40 2 21 17 14 9 6 1 1 0 0 7704 40 38 3% 34 3 R 3N 30 20 23 5 9 5 (] 0

X3 BARABELEEICEKIT 5 PFSKU0OSO FEAEHTR: D Kaplan-Meier HfR
(EMX : PFS, £K : 0S)



(PD-L1 FEHLR DR O A0 Je OVZ2 4 )

VNN

R4

A5 IAHEER (PACIFIC #RER) I[THLAANLLNTZEE D S B EEHR Iz

T PD-L1 Z%81 L7 @A 5 281E (LUF, TPD-L1 388L=R]) 2R 215 Hm T
BT OERE DT — XIS & PD-L1 RBBRBNIRB AN 21T > T2 90ME &
OLZEMORERITZLLTO LB Th o7,
HEHMEIZEI LT, PFS X TX0OS DWW T HULUZEBWTH PD-L1 FBEEMIWNEE T 7R
BT 2 ARKIBEDO N — RN KR E L RDBEAARD B/ (K 4), PD-L1 B
D3 1%A & Y PD-L1 FBLEN 1%L EoBFEMIZIS 1T 5 0S @ Kaplan-Meier HifR 1T
K 5DEED ThHoT,

728, PD-L1 ORBERIZL 5T, AFOLZEMT a7 7 A VIZFERETH - 7=,

A BRI ER (%)
M I5tR
EX: 3 1Gi) B == 214/476(45.0%) 157/237(66.2%)
PD-L1 TC 225% ——— 48/115(41.7%)  31/44(70.5%)
PD-L1 TC 1<-<25% —_— 38/97(37.1%) 28/47 (59.6%)
PD-L1 TC <1% —_——— 49/90(54.4%) 40/58(69.0%)
PD-L1 Unknown ——y 81/174(46.6%)  58/88(65.9%)
T T T v T
0.2 0.4 0.¢ 0.8 1.0

HR (95% Cl)

0.52(0.42,0.65)

0.41(0.26,0.65)

0.49(0.30, 0.80)

0.73(0.48,1.11)

0.59(0.42,0.83)

AN BRIP4 (%)
7@ I3tk
21E%60 - 183/476(38.4%) 116/237 (48.9%)
PD-L1 TC 225% —— 37/115(32.2%) 23144 (52.3%)
PD-L1 TC 12-<25% [ — 33/97(34.0%) 22047 (46.8%)
PD-L1 TC <1% e | 4190(456%)  19/58(32.8%)
PD-L1 Unknown —— T2174(41.4%)  52/88(59.1%)
T T T T
0.5 1.0 1.8 2.0

Xl 4 PACIFIC BRBRIZIIT D PD-L1 HBEURHUHITD PFS KR OS D7+ VR FFua v b
(Z£K : PFS. AK : 08S)

o © © o o
o ® 4 o o©

—

e o o o
= N ow

154

it

0

A
T3k

Median OS (95% CI)
NE (20.8, NE)

NE (27.3, NE)
/N — FH (95%Cl)  1.36 (0.79, 2.34)

........
......

0 3
Number of patients at risk

88
56

E=4)

IR

90
58

84
47

9

81
45

12 15

72
44

65
43

X 5
(X

18 21 24 27 30 3 36
E DB S0 EMECA)

56 50 45 35 20 T 3

40 36 35 21 1" 8 3

39

1

2 4

1 0

HR (95% CI)

0.68(0.53,0.87)

0.46(0.27,0.78)

0.60(0.35,1.03)

1.36(0.79,2.34)

0.62(0.43,0.89)

Median OS (95% CI)
ESi NE (NE, NE)
08 Ny PR 4 29.1 (17.7, NE)
.., NF— KH (95%Cl)  0.53 (0.36, 0.77)
08
-
£ o7
7
# os
e "l-AnaA-.a._‘ ”
05 T
A‘l.u
-
04
03
0.2
— &
01
S R e
0
0 3 6 9 12 15 18 21 24 27 30 33 % 39 42 45
Number of patients at risk EEDRADSO MW H)
A7 212 208 193 187 178 17 165 156 134 105 62 34 12 1 0 0
ISR 91 81 75 67 64 58 52 46 41 29 17 7 2 0 0

PACIFIC BEERIZI1T 5 PD-L1 ZELRBLEITD OS d Kaplan-Meier HifR
: PD-L1 BHER<1%DOBELE., £FX : PD-L1 EHER=1%DEBELEH)




@ EEILFESIFERE (POSEIDON #ER)

B2 PRIEIE D 72 W EIER A RE 7o 4T - P& o0 /MG i 2T (WHO/ECOG

Performance Status 0 X% 1) 675 ] (AHAI2+ FL AU A~T (B f#az) (BLF,

R AU A~T ) 24 Aaif 2 S i b7 RE™ IRFIOFREE 338 ], AaefmaE
T bR B PR 337 f511] (A AR 49 51 [DAAKIOFRRE 21 B, e 28 5] %
aie) AR, AKHL ML AU AT ROESRA L ST FRIEEZ IR E LT
B D MR V2B E G LT,

0S (Pl [95%IEFEX M) (536 tEDA X ) OFEFIL. ARFIPFHEET 14.0 (11.7

~16.1) A, *HEET11.7 (10.5~13.1) B H TH Y | AEIGEHARET S BREEC 5 L
FHNCHRBRIER 2R LTe (N — R [95%(E#EX[#] : 0.77 [0.650~0.916], p=0.00304
@5 log-rank ¥ 7E . A B /K% (W1H) 0.00797]. 2021 43 H 12 HF—% h v b4 7)),

op 2 Jf K K

*1

*2

*3:

ARE 30kg @ THY . ERHGER T2 AK (LT, TEGFR)) BaEREMENORSEY ol

X —1 (LAF. T4ALK])) BhEBIETEEOBRENKTR E SN, 7272 L, R LR IE/ AL
BE YT Kirsten 7~ MY A L AFEEIGFRE T 7 (KRAS) Ein2 B0 8# 1T EGFR &
(B ERE VALK A BB TEROBRE L I LW 2 & DR I,

AFN1500mg KR LAY AT 75mg #55 0, 3, 6, 9HEBIZK 1 BIRE L, £20O%H 12 A
D HARK] 1500 mg & 4 HEFE (LLT, [Q4W)) TEE Lz, /-, F16HAIZ LAY AT
75mg & 1 [E#E L,

SHEAE 1Y A2 E LT, OZ7 U EZXEL (T7 I B (41, 8. 15 H BIZ 100 mg/m?
HRE) + VKT TF (1 HBIZAUCS L6 ##5), @7 avZey (1, SHHIC
1,000 mg/m? X1 1,250 mg/m?> % 5) +> A7 7 F > (51 B HIZ 75 mg/m? Z#5) #HLIFH
NRTZF v (1 BHICAUCS it 6 ##Y5) RELEEDOR), XT@<A FLXtE R (5
1 HHIZ 500 mg/m? Z85) + A7 ZF > (1 HEIZTS mgm? 285) HLUIAIAVRT T
Fr (1 HABICAUCS L6 2##5) GERYLEEDOHR) OWTNdE 4 A 7 5 Lz,
KBRETIE, REEHWIESNTHESBIZ 2 P4 7 AVETEIMAE Lz, @A RLFER+H
SRIFP GHITIRENEIT L TV ARVERIL, NA FLd B R (500mg/m?) MEERRE ORAIGHH
FETIZ QAW $e 5. SPHRRETIZ 3 B UL QAW 5 1ITBIT L=,

08+

06

024

00+

OS$kfE (B) [ 95%Cl ]
KF|+ FL XY LT

+ BENAHRLEEN 140 [11.7~16.1]
——————— BENA R EH 48 117 [10.5~13.1]
~HF— K (95% Cl) 0.77 (0.650~0.916)

*

=l

...............

at risk3
R+ bL XY LT+ BEEAGRLEEER

o : 6 ° 2 o1 w owm 2w o » 0w w w» @ &
SEREGH > 0ERM (B)

338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0

BERAFRLSFESRE

337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0

Xl 6 OS ? Kaplan-Meier Fh#g

8



@ [ERRILFEF AR (AEGEAN )

BRI I, A & HIB (N2) OUIER Al ReZe 36/l fa i 25 (WHO/ECOG
Performance Status 0 3/ 1) 802 5 (HARAN 79 &2 &) Z xSz, HiTRimEREL L
TAANE QA2 ST L FRIEZ G L, 0% OINEBMBIEE L L TARKZ B
Mieh L7ea ORAIDFEE 400 6] [RARAN 37 Bl2ETe]) &, anic 7 78R E as
R & GTefbFRIE ORI S L, INRIC 7 7 R 285 La GHBEE 402 41 [H
AN B ZGTe]) ™SO E Zata B Lz, 7k, BB IC EGFR BisF
IEERGE T ALK RlEEAR B E DS HERR S AV 72 B3 OB ek & RiEkE & 9 5 FHEZS B 23
Thodv, FHEZERTNHEA A OV 5L B E TR IMERRAT R G20 b Rtz O bk
fiEpTxtge [EEITT £H] « ARAIOFARE 366 B, xtFREE 374 ), REMEMITIIZIE, 1k
BRI SE e G- S a7z 799 Bl (CAAIOFHIEE 401 i, s HEEE 398 i) Toh o7z,

FEHREE O—2>Th 2 EM MNP RAHEI L DA~ MK (LT,

TEFS1) @ 1[5 B o FRifitr ofs & (F Il [95%E X M) (236 R A~ 1) I,
AFPFHEET NE 31.9~NE) 7 H. xtHEET 259 (189~NE) # AThH V., AHIGFH
BRI R LG RMICH B RIEE 2R LT (N — Rk [95%EEIXH] : 0.68

[0.53~0.88] "7, p=0.003902 [J&H!| log-rank fE. A EAKAE (FH) 0.009899], 2022 4
IMAWHT—%Dy hE7),



EFS FR{E (A)[95% Cl]
— KGR NE [31.9~NE]

1.0 poiickia 25.9 [18.9~NE]

OpBERIHF 7\ 2\

at risk 4%

NY— KL [95%CI] 0.68 [0.53~0.88]
(202211 B10BT—4 Ay b7F7)

1 | 1 1 1 1 |

0 6 12 18 24 30 36 42 48
EELBEIOHE (A)

AHIGEARE 366 271 140 78 49 30 11 1 0

IR

*4
*5:

*6 :

*7 .

374 257 136 74 50 25 13 1 0

X7 SRTHIHRYEEIZL D EFS © Kaplan-Meier Bk
QIRENAI0BET—Z by v47)

TR #11% American Joint Committee on Cancer J& 438 (58 8 i) 12k <,

METIC, BeAZ S bRk L O T T AF 1 [E 1500 mg X177 A% 3 M@HEMERET
BR 4T A7 NFE L, iR, AH 1 E 1500 mg X7 T R % 4 BRI TR 12 1 2
NEEH LT,

(LSO A - AR, 3EMEZ 1A 2708 LTUTOWTha»RIREN T2,

R EREICR LT,

OZ7 U Zx®/L (1 HABIZ200mg/m?) +HARFFF (81 HEIZ AUC6)

@7 avHEY (1 K08 HEIZ 1250 mg/m? (HATIEL 1000 mg/m?)) +> A7 Z7F > (51 H
HZ 75 mg/m?)

R ERFEICR LT,

@A RLFE R (1 HHIZS00mg/m?) +> A7 7F > (51 HHIZ 75 mgm?)

@A MLEER (1 HBIZ500mgm?) +H/VR77F > (51 HHEIZAUCS)

7B, QRUAIZHOWT, BEMNPRERGE. VAT TFnbHNVRT T F O A T
L &N, QoW T, FRREND DBEBEIIT AT T F U CHEMEN 0 Ll Sh - B
. PA 7 VI MBIV RTTF L (1 HBIZAUCS) IZEEAREE Shi,

STHREHCEI VT DT b DD, R HBIERIED ROV A 7 MTBNTHE- TAHFIN 1 B 5
ST 1 B, BT REM TIIARIOFRAREE LTl fbiiz,
HEIKUEIT SIS LT2 99.0101%EE X 1% [0.48, 0.96]

10



(24 1]

O [FERILFEFMFEFER (PACIFIC #R5R)

BEREGIIARAIRE 460/475 B (96.8%) M ONT T & AEE 222/234 5] (94.9%) 1258 &
iz WP OIERIEE ORREBENGE TERWAEEFR EIEH) X, 2hth
322/475 B (67.8%) KON 125/234 fil (53.4%) (23D B, =D 9 BT A (Grade 5)
I, FNER 747561 (1.5%) KOR3/234 6] (1.3%) Tholc, WTIDORETHRELE
D 5% EORIWERIZTRDO LB Thot,

#£1 VTR OBETREED 5% EOBIVER (REMMITXRER) (PACIFIC RER)

EERIRE ) FHEAREE BIEE (%)
(MedDRA/J ver 19.1) AFIHE (475 1) 77w R (234 f)
4= Grade Grade 3/4 Grade 5 4> Grade  Grade 3/4 Grade 5

2REIEH 322 (67.8) 56 (11.8) 7 (1.5) 125(53.4) 10 (4.3) 3(1.3)
PO WARE

IR IR RE T U 30 (6.3) 0 0 3(1.3) 0 0

FOPR IR REA T 50 (10.5) 1(0.2) 0 1 (0.4) 0 0
B RS

T 46 (9.7) 2 (0.4) 0 19 (8.1) 2 (0.9) 0

GBI 26 (5.5) 0 0 14 (6.0) 0 0
—f% - REEER L OGO IREE

1 779 28 (5.9) 3 (0.6) 0 15 (6.4) 0 0

T 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
AV PSRN <& i

AR 27(5.7) 0 0 7(3.0) 1(0.4) 0
M2, MERFs & OVERR e

A4 25 (5.3) 0 0 4(1.7) 0 0

IS R 3 28 (5.9) 3 (0.6) 0 8 (3.4) 0 0

fitiliiss 43 (9.1) 6(1.3) 4 (0.8) 8 (3.4) 2(0.9) 2(0.9)
R 3 LUV TRk R

2 5 PESE 33 (6.9) 0 0 5(2.1) 0 0

355 37 (7.8) 1(0.2) 0 13 (5.6) 0 0

¥, UTICEEFEREZE0RIEHREBUROESERE R, AFFEIZBWT, M
BT R U Rl 2 5 Te) 66 il (13.9%) . HRAREREMR TE 50 51 (10.5%) .
FR I e TUEESE 33 151 (6.9%) | ITHEBERE T 20 151 (4.2%) | infusion reaction8 1] (1.7%) .
K2 2 1) (0.4%) . BEEED T2 1] (0.4%) . BIEE (FEEBERE) 1461 (0.2%) |
1 BUHEPRIA 161 (0.2%) . RIBHEREREE 1 61 (0.2%) 23RO LN, £lo, Bk - B
RRRE . DR 2, EVERFEEE, TEEAREREREE . Bk, SeE M/ MiaEDE K OF
RFERBIIFR DO Lo T,

@ [EPSILFEFEMFERE (POSEIDON #Ek)
HEFEZIIAFIGERE 321/330 1] (97.3%) S OSFBREE 320/333 41 (96.1%) 12388 5
iz, IRBIE L OREBRPEE TCE WA EFS EIER) X, £ Z1 306/330 fi
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(92.7%) JTr298/333 f5il (89.5%) IZ@BD HAL, £ D 9 BLILTH (Grade5) 1%, EhE
AU 117330 Bl (3.3%) KLY 8/333 5l (2.4%) T o7, WTINDOEETIHELEN 10%LL =
DEWERIZTTRDO LBV TH -T2,

K2 WTNHIOBETREEN 10% U EORIER (BT IREH) (POSEIDON k)

FEBIRHE | HARGE B (%)
(MedDRA/J ver 23.1) AHN0F A EE(330 151) ST HRRE(333 B)
4= Grade  Grade 3/4 Grade 5 4 Grade  Grade 3/4  Grade 5

EIEM 306 (92.7) 171(51.8)  11(3.3)  298(89.5) 148(44.4) 8(2.4)
MiRF LY 3R kEE

Syl 144 (43.6)  57(17.3) 0 145 (43.5) 68 (20.4) 0

B BRI iE 96(29.1) 53 (16.1) 0 75(22.5) 40 (12.0) 0

IR i 53(16.1)  18(5.5) 0 53(15.9)  17(5.1) 0

BRI E 42 (12.7) 9(2.7) 0 36(10.8) 12 (3.6) 0
Moy Wk

B B A REAR T 35(10.6) 0 0 3(0.9) 0 0
Rt L Ok mE

BHHR 69 (20.9) 5(1.5) 0 70 (21.0)  4(1.2) 0
Bk E

GV 124 (37.6)  4(1.2) 0 115(345)  5(1.5) 0

e 47 (14.2) 4(1.2) 0 40 (12.0)  4(1.2) 0

T 46 (13.9) 5(1.5) 0 35(10.5)  4(1.2) 0

R 27 (8.2) 0 0 49 (14.7) 2(0.6) 0
Be g ds K OV TRk

F3% 52 (15.8) 4(12) 0 10 (3.0) 0 0
—f% - B FEER L OB G OREE

%57 65 (19.7) 5(1.5) 0 62 (18.6) 7(2.1) 0

1 9 41 (12.4) 8(2.4) 0 26 (7.8) 5(1.5) 0
BRI A

TT7=vT 7 hT AT 34(10.3) 4(1.2) 0 41 (12.3) 72.1) 0

= 7 —BHm

I R ERERD 35(10.6)  24(7.3) 0 57(17.1)  25(7.5) 0

723, LTI EFE S 2 & T RIE AR BUIRI OEFHE R 4 7, AAIGFHRICB VLT
AHIUEL R LAY A=T L OREBERAEE TE 2O EEMEMZEE 15 6] (4.5%) . K
52 16 5] (4.8%) . FEED FHI2 #] (0.6%) . WHILEZL 16 (03%) . HURAIREEE
K TAE 34 1511 (10.3%) . FURAREEBETTHESE 21 6] (6.4%) . BB HEREREE 6 61 (1.8%) .
THEEAEREREE 5 6] (1.5%) . 1 BUBERRAS 1 1 (0.3%) . AFRERERETE - AT4 - f (kiR
BR A (14.5%) . BhEE (FEMBRE) 2060 (0.6%) . Fik - BEUH BT 2 5]

(0.6%) . DA 14 (0.3%) . S/ MrREAE 1 4] (0.3%) . infusion reaction 11
Bl (3.3%) . FEEWELFPERIE 1 B (0.3%) . EEORREREE 1 #] (0.3%) . fifkkE

12



E(XFT L NU—SEEREZ ST 1] (03%) . e 17 (0.3%) . BES 761 (2.1%)
DR LT, F£7-. BEIEMMEIE, SR K OURFERBEITR O Lo T,

@ [EBRILFZ N AHFRER (AEGEAN #BR, 2024 5 H 10 HTF—# B v h47)

B EFGIIARAIOEHEE 387/401 ] (96.5%) K& OKFHERE 379/398 il (95.2%) (278 H
iz, 1RBEE L ORI RBEBRAGE TERWAEEFFER (EIEM) X, £ £h 224/401 4l
(55.9%) T 180/398 f4il (45.2%) IZ@BD HAL, £ D 9 BILTH (Grade5) 1%, EhE
AL 6/401 B (1.5%) KON 0/398 il Toh o7, W DORETRILED 5%, EORITEA

IITERDOEBY ThoTo,
K3 WTNHIORETRERN 5%ULOBHER (ZEMMITREM) (AEGEAN 3ER)
TRERIRSHE | HARTE BIE (%)
(MedDRA/J ver 26.1) AHKI0F R EE401 1) T RRE(398 Bi)
4= Grade  Grade 3/4 Grade 5 4 Grade  Grade 3/4  Grade 5

2EIEM 224(55.9) 59 (14.7) 6 (1.5) 180 (45.2)  47(11.8) 0
MEE LY R REE

21 22 (5.5) 3(0.7) 0 25 (6.3) 2(0.5) 0
NS IR

FIR IRBE AR T E 45 (11.2) 0 0 6 (1.5) 0 0
R L OeskEE

AR 20 (5.0) 0 0 12 (3.0) 0 0
H b

LD 25 (6.2) 0 0 32 (8.0) 1(0.3) 0

T 22 (5.5) 0 0 14 (3.5) 3(0.8) 0

fERS 11 (2.7) 0 0 20 (5.0) 0 0
Be g $s K OV TRk b 75

B 37 (9.2) 2(0.5) 0 21 (5.3) 1(0.3) 0

& 9 PEIE 29 (7.2) 0 0 6 (1.5) 0 0
—% - REFEER L O G OREE

1 77 i 20 (5.0) 0 0 22 (5.5) 2(0.5) 0
B PR AT

TI=VT ) RT VAT 22(55) 2(0.5) 0 15 (3.8) 1(0.3) 0

= 7 —EHN

20ES5 A 10T —4hy v A7

¥, TNICHEEER A2 S 0RENBBR L OEFE R4 ~T, AFOFHECBD
T, VMRS BRIl 2 & de) 26 B (6.5%). KGR 2 6 (0.5%). Bk
(FIEMER ) 261 (0.5%) . HTREREREE - P2 - BE(LMEARAE 2% 47 61 (11.7%) . HIK
HRBEREA TE 45 1] (11.2%) | FURBRFSRE TTHESE 17 61 (4.2%) | BB HEREREE 2 1] (0.5%)
TEABEEERETE 2 61 (0.5%). 1 ALHESRHS 1 61 (0.2%) . LAk 161 (0.2%) . FEAER;

13



J1E 11 (02%) . 2% 1 61 (0.2%) . MRS (F7 2 « NU—JEBREREZ G Te) 4
(1.0%) . infusion reaction 4 {51 (1.0%). B DO FZJEREE 1 6] (0.2%) . B 2 651 (0.5%)
WO BT, £lo, BEEDTHI, FHR - BEUHRIAIE, FEEEL rPERAE, H0E

Zefl, BEMREIE. SR RIS E R ORZFFERES 358 8 B Lo 7,

(i - H&E]

ARHN O RHE BN REFRNTET V2 W2V I 2 L— 3 2 X D | PACIFIC iRk D
BEEMNCAH] 10 mgkg 2 Q2W 3UF 1500 mg & Q4W THAG L7z & & D i iR EH
BEtEnrz, £, AFORE — KISHTrET A2l I —3 a2 kb,
PACIFIC 35k 0 BE LI AAK] 10 mgkg 2 Q2W XiE 1500 mg 7 Q4W TH L Liz & &
D 0S DEFt Sz, TORER. AA| 1500mg Q4W BEEFFD Cohings 1. AF 10 mg/kg
Q2W B GHFD Cuings & BB L TIREZ R T & FRISHIZH DD, 10 mgkg Q2W #x5- &
1500 mg Q4W % 5-& DT, OS ICHfER AR TR D b PRlah, £/, K
#1500 mg Q4W $E5-HFD Coaxss 1T, AN 10 mg/kg Q2W R 5-FFD Craxss & FEHKE L T
R ETHIENTZH DD, PACIFIC AREBRIZEB W TAA] 10 mg/kg QQW #e5- L 7= B
o B OISR BT DAL o 7o 2 & K OERAL N i B
([ZAHE 1500 mg Q4W £ 5 U 7= BRONRFE & & 222 & ORI R 72 BIEIIRE S Di/en
Sl Z s, FENHIRE BF BT HAA] 1500 mg Q4W 5 13AH] 10 mg/kg
Q2W Bt 5 L RIBRICERFRE L B 2 bz,

# 3 PACIFIC RBOBFEEFMICBWTTFHIENT=EAHFD PK/XF A —F

A& - A= BEH AUCss (ng-day/mL) Cmaxss (ug/mL) Crin,ss (ug/mL)
10 mg/kg Q2W 473 7633 (4695-11581) 365 (251-511) 160 (91.0-250)
1500 mg Q4W 473 8055 (4996-13326) 567 (400-827) 130 (65.4-238)

FAE (90% TR . AUCs : EHAREICIS T 2 H 54 28 H R o> ML i FE — IRpf] AR T IRIAE . Coningss
TEHARIBIZ I D BARMLTE TR AL Cimaxss @ AETAIRBBIC IV D i il PR (R T IR
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4. FEFIZOWVT

S U 2 7 EEEHE (RMP) (ZHED & | AHI O BEFE 22 MR BIE B~ 1 14T
N LR T > T, AFNOTG P EG)REE Z2W - FrE L, AFIORGIZL D EE
IREWER 238 BL U T2 BRI T2 2 L A 272 LT DO ~@ D~ T Z i 72 7 it
FRICBWTHEATHXETH D,

D Mgz oW T

O-1 FED (1) ~ (5) OWFINIZET DM ThH DI &,

(1) BB KREDGET 203 U Fa NSRS (HE IR DS A2 s HE L A
Bt, B AR EERL SR PE . HUBS AU 72 &)

(2) FrEHEREE T

(3) HBEAFREEDEE T 2 M AZIEFESEIREE (DS AR TR E BT, 23 A
W 199, 23 AR IS HEE R B 72 &)

(4) IRILTFRIEEZE L, SRS L RIEZIER 1. AORIES LR IEZ2 R 2
SATH KSR 3 OfEaR EIAR D i H 21T > T D fitiak

(5)  PUEMEREE AL T & EINE O R EICAR D B H A 1T - TV D fiti

-2 s DAL R % & o H3 A SRR 15 K OVBIE F 38 BLHE O sef I+ 40 72 0
ik & RRBR A R OERD (FROWT IS T AER) 23, Y2BEROAFNCEET 5
BEOBRMTEE L TRHRESINTWSZ &,

7

o [EHithEFFEEE 2 EOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BEARIHE %
{THoTWBZ &, 9, 28D R, NARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAE T L72RIZ 4 FELL ELOBRKRRZ A L TS
Z&o ob 3L, DD AVERMIRE A S T PR SR S O BRIRIHE 24T -
TWnsZ &,

@ BN DOEFEMIEHRE BOKHNIZONT

K G A BRI 2 BT R E S v, BUEKAE D OFRE D, Ao - %
PSR TRE RO G E R OERE ST 2 @I, AFFGNRBAE LG E oW
EW, ERHEONIATONDEHIRESTNWDE Z &,
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@ BIEH~OXISIZ DN T
@1 s Az BE 3 2 Bk

VR M R OB SRR 25 2 & de) S0 BB ZRBINEH 23R4 L 72 BRI, 24 BEREI2 IR
RO T, Mazhiak XIEE IV T, BB L2 EWERIZIE U CABRREE KO CT
LORIWER OB LB RAORERY A IS S, B HIZKHG rTEE 22 A 233 -
TnWbH ZE,

©@-2 EFEMEFHIC L DA EESIHGCICET 5 E

DA D D EMI ik OB 2 AT 2 BFIEEEDPRERE=%Y 7/
EEDHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
HENTWDZ &, BB, BIIAHICOWT, BDABRE L ZOFFEICHYEmEN TN
HZ L,

@-3 EHEHOZWRLRINITE LT

BIVER (MR (RO B mEZE 2 5 de) . IFHRBRE S - ITZE - A L MRARAE 2%
WS (RSeS| B RERERE T, M EiRpRaerE) | BhEE (B
%) | infusionreaction, KHZ - EEED THI, 1 BUBEIRIA . FiJ¢ - BT AARIE . L%k,
FEIEF MR, B, IR f RIS E, R, RO R EREE, MREE (7
Ve NU—IEERE A B T) | ALFIRIEDF R OFEEMELT R ERIBAMIE . THALAE 2R AL, RS,
REFEREE . M %) 1Tk LT, Yakhaak ST B R R O B 2 A3 5 [ Al & s
L (BHWERHOZKOXISICE L THRER R EZ T ONLOEMHICH L L), BED
(S Y] ZRALE S T & DIRHIATE - T D Z &,
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5. BEXR LR DBE
[BZhIEIC B3 5 FIA]
O TROBREIIEY T A HTEICBWO TARRSOFIMENREN TN,

H 4 A % & TR TR WL S B R 1R D% IR BT RO B Ze v - 72 4)
BRASRE 72 RPTETT O FE/INHIRRTRE (Stage T (2% 9~ D HERHRIEN THOL S B
FIZBIT D ARHN OB
{EIRIERE D 72\ EGFR 8RR L O ALK & AR T RRPE O YIER A HE
TRMEAT - RO NIRERTER R ISR T D AAL LAY AT RO RS
% & Tefth OHUEMAER A & OOF 5
GIRRATRE 72 JE/ NARBO R (Stage I1. IIMA XX 1B [N2]) (7272 L. EGFR #Eix
TGN X ALK B A B THETH D 2 EBHER STV D EEIERS)
W 5. A& Ba i A S T FRE & OO G- K DITRTHBIRIE.
T OAAI BB 512 X DI i Bk
 OEA SNIALFRIEEL T O L B0, 2T 13, BRpRE. [E 1] @ EBSLL(H 4 M5
(AEGEAN #BR) | DHR*S5 2,
<V bR >

HVRTFF L RORY Y 2 FE L

VAT TF U ROT AR e UG

HNKRTZF VR OT Ay ¥ e R
<FERF bR >

VAT TFURORA M LFE RS Y YL

INKTTF U RORXA ML FXE R R T A

@  TREICEEM T 2 BEITHT 2 AR O 5K O 5 EIZ OV T, AFI DA 2
LS TE LT, RADOEGG L 72BN,

14 B 2 5 Lo AR VB BOAL S BUR BRI D TR IR D 72 W IR RN RE 72 R PIT AT
F/INHI R T B (SR D ARF D G-

14 B 2 B o AR VB L S U BRIRTE D 3% TR B T 358 80 & 7= WIBR R B
73 JR T AT D FE/ N i JE A ek 2 AR D Fe -

O TARBIDOHZIED R LTV RO HUEME RS A & o OF &5

@ AFNZEEELFES AR (PACIFIC fBR) (ZBW T, SFEN T 7 R
L CHEEFMMER & & 7- PFS LT 0S OEEENSREES LTV D, 7272 L, 5%
HIZRRHTRE R CTlEdH D B DD PD-L1 FELFRIC L O ARMEN R D Z L BRE S
HRERVBEHEOLN TS Z ENnG (P7TER) . YIBRAREEZ RETEST O I/ Nl s 12
BT DIRIBE B BRI OMERFRRIEIZ B W TARZ & 59 556 121%. PD-
L1 BBRLHER LT LT, &5 AIGOHW 23252 L2 E LV, PD-L1 FEBLFR
D 1%RMTH D 2 EDHERSNIZEREICE VLT, AFOFRE5OLEM A HEIC
W52 &,

17



72%. PD-L1 HEBLRZ MR T 5720 DARFDOZWrEKIT~ %7 OptiView PD-
L1(SP263) ToH 525, LLF DXk %2312, PD-L1 IHC 22C3 pharmDx [# =] X
I% PD-L1THC 28-8 pharmDx [ % =1 | {Z X ¥ PD-L1 BERZ R L. AFOFK L 0]
BERTHZEHTED,

SCHREE)

e Marianne J Ratcliffe et al. : Clin Cancer Res 2017; 3: 3585-91
*  Antonio Marchetti et al. : J Thorac Oncol 2017; 12: 1654-63

*  Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11
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[tz B4 5 F1E]

O TRICEYTIHIEEICOWVTEHAROERGNEZDE INTWD Z D, B 21T
Oz &
o ARENOEITIT R LIBBUE D BEERE D & 5 B

© BIBRAREZ RPETHEAT O FE/ N ITIE 12 38 1T D ARTEHI L 2 U SRR OHERRREIC
BWT, TRICEET 2 BE T 2RO GO TR, RFI DL MDA
ENTELT, FAORGHR LRGN,
o RIGHULFEHEIHEIEIZ X U Grade 2 DL EORVE MRS (BBl 2 &
Te) DIBINTRD b B
e WHO Performance Status 2-4 “*V o B3

@ YIBRAREZRELT « FIEOIE/INBEITREE ICI W T, TREICEEY T 2 BF 12k 2 A%
DFEEANZOW TR AR OGRS TR LT AR ORGSR L2 B0,
e WHO Performance Status 2-4 “*V o B3

@ FE/AHIIRE I 1 DANAT « ERAHBIRIEICIR VT, TRRICHEYE T 2B KT 5
AHNOEGIZONTIL, RRNOZEMEDHELSNTE LT, RAloTGRG L5
AAN

e WHO Performance Status 2-4 “*V B3

® BERATOFMIZIB VT FRRICIEY T 2 BEICOWVWTEL, AFIOEGITHELE S e

D, M OVEFEEIIE DR 2 WNIGEIZIRY | EEICAFIEZEHT 2 2 L 2EZETE D,

o [FEMMEE (BUHRIIRE 2 5ie) Ob 5 EEXTIZOBMERED & 5 B
([Z VBT 52 HIH] OIZEY LARWGAICRD)

o JuEBEiGR A CHE R 2380 % B M QUM 28 55 O il i RRAEMEZEAL7S
s ERE ([LEICET25H] OIY LAaWEAICIRD)

o ACSRERBOAIUTIEIER 2235 L < ITFRMEO A CAE R BOBEERED
oD HBE

5D WHO 0 Performance Status (PS)

Grade

0 Fo L MR IEETE 5, SREOMHEZLE L9, AT L [ U R AL HIRZ <ATZ 5,

1 PIARROICE LOIRENAHIIR Sh 225, BATHRET, BAEELAIEITIT I Z LN TE D, WML Es
V— RO LRUCSHERFED TS 2BELEEND,

2 BATARET, ADHEOEDY DT LIFETARELA, EEEFTE RV, HHO 50%LL B3~y FA Tl T9,

ROENTZHSOHEDEDLYDZ L LNTERY, HFO S50% &2y R+ Tl 24,

4 FoLKETR, BODHDOEDLY DI LITE-72L TERY, BRIy RO+ TiI7,
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6. HEICERL THETRNEFHE

O WA CEFIIN A, SEREER DRI D RS T HED & ARHI O RpME K OV EAE
DT OIZ B H A2 T L TS5 2 &

@ IREBRMAICIENI D, BE UXE OFERICHE IR OERRIMEZ A L, FE %25
ThoHEETH L,

@  UIBRASRE R SR ATEA T o0 FE /NI IR (2 36 1 2 AR TR AL 2 O BRI TE % DO HERFIR TS
2B W TIL, PD-L1 BELR L fERE L7z ECARBIOFR 5 al B2 lrd 25 2 EnNZEE L
W23, PD-L1 FBLED R T X R WIGEITIE, AFI O O 5 2 @ Uk L7z
ETRETDH L,

@ FERBMEHO~F Y AL MZOWT

W PEIGE B O iilE R 2 &) B bbb Z E03H 25D T, HIHER
(EO0F, MR IR, ok, FEEVEE) ORER I OMER X AR o sk, #Bls2
EHoIcATo 2k, Fim. MBS U THRE CT, MiE~—»h —%0kmiz %
fid 52 &,
infusion reaction 23% 515 Z E 3 H 0 | 2 [ H LA O AFI$E 5-FF 2 H infusion
reaction 3% LD Z ENHDH DT, AEIBGRHIZITERIEE OREEZ+5
(#1524 5 Z L. infusionreaction 3FR® LAV AT YR ALE T & & b
2, JEREIE T 5 E CTHEDREEZ +DICHERT D 2 &,
R IRAR e | R RERE R OV T IRAIERE N H S b b Z ERHDH D
T ARHI B G- Bl b ai K OV 5 ] R 0 BRI s ek e i A (TSH. 1078 T3
WElfE T4, ACTH, MfhaLvF Y —VEDRIE) 2470, BEOREE 51281
BIHZ b, T, MEIEUTHEBRESZEOELEET 52 L,
AFNOEHIZ XV | BEORPE ISR T 5 £ 3B 2 5Dk~ 7 B e
NHLONDZ ENHD, BEETHIATV, BEPRD LN HGEITIE,
FEOGRERISZ X DRIEMORBLZER L., EURENZK 217> 2 &, @
DEIERISIZ L HREWERRGEON 256121, AFIOREGORIE, Hik XX
ERERNE CHOBRGEEZESTDH L,
BeHA&TH, BOEM 5D ARGE L COLRIERANRET D Z R H 5720,
AR OBEHETHIZHRIER OB 3 ITEET D,
AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH &M 5 AFghEREE . T
K, WALMEIRE RN O i d Z EX3 D 5 DT, ARFIHG-BAERT & O 51
FIEHRC TR A 21TV, B OWREBE H0ICBI5RZT 52 L,
PRABE HEMEE R, REREBREDOEREENH LONDL ZLBHDLDT, AHAl
P 5-BRAART R O G-I I E I B A A 1TV, BEOREZ 451
Bl oz &,
1 BUBEIRIB N B D bodu, FERFMES N7V R—V AZEDLZ ERHHDOT, O

EGr

B B
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VB, EEL mﬁ%mrﬁm%ﬁ%mﬁmmiﬁ IHSEETHI L, 1 BEIR

MDD HEITIE, A A VKRGS 50U RAEEZITH Z &,
ARF DGR R kwf:Mamcﬁﬁfiﬁﬁﬁﬁﬁglzﬁﬂﬁig I,
POSEIDON #BR T3 5-BA4672 6 12 #[FIE 6 W fE, € D% 1% 8 M fEIZ, AEGEAN
AR CIIIRRTAIBN A T ER ., fiTie 5 %, 48 IR £ Tl 12 BRI HEMED
Pl AAT o TV 2 & BB, AFIRGTIESICEGRE TOROMRZAT
9T &, . YIBRAREZR R PTHEAT O FE INHIR T |2 35 1 2 ARTARI L A Sk
% OHEFFRIEICRT T 2 ARFN OB 5 12 7 A £ ¢, /a2 0 Bl -
M A BREI R 2 ARFI OB G-I IR BIEE & LT 4 [0 T, T ibhiis &
LTREETETDH &,
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Bk

AN e

X LI

ARHN DR, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA
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1. iXU®IiC

SR DF NN « ZARMEDFEMR O T2 D121, IRA SCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSRZ 2T 1 7 7 A VSBEF DESE & B 5 i
B BB D, 20D AR NZEMICBET 2 IERDH0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E T LR TV D ESIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

BB ABTA BT A %, MAIATEIE NERE N EREIR O, AEETEAN B A
BRI 7o, — A EETE N A ARRIRNBHE S FEdREFTEEE A B ARE 22 &k O
—MRFEETEN B AR ER 2 DO/ EERL LT,

KR ERHEREN  Fa N~ T (BT Z)

KB L T2 DRI UIBNR « T RN R e
R SR P/ INHE R BT L2 36 0 2 ARTR R L U B A% D MERF IR L

R ERDMER O E - GH R NI i)
A& R PUEMIEEA N O h AR Y K& DOFFRIZBW T, @i, JA
[T 2\ w7 (B Hx) & LT, 118 1500mg % 3
MRS 4 8], 60 /RILL Bz CTHEEEET 5, D%, T2
=T GEG B Z) L LT, 1R 1500 mg % 4 RIS T 60
OYREILA BT CRifiEiET 5, 72720, (KE 30 kg LLFOHFAED 1
[l#% 5813 20 mgkg ((KE) &35,
(BR SRR/ ISR e L 33 1 2 ARTE B b A S R 1 1% D MERRIR KD
WE RN T 2 v v~ 7 (EAE /2 ) & LT 1 A 1500 mg
% 4 BT 60 23R LA B CHRdiET 5, &5 24 &
AMlETET %, 72720, 1KE 30 kg LATOHAD 1 [HliEGEX
20 mgkg (KEH) &7 5,

e AR 58 ¥ F 7R M I B RAEH




(%)

VAT T F U OMBEX TR, HIEK O E

IR A ESoIE SN ol

FEROHE : VAT 7F L LT 70~90 mgm? (KFEMHE) 210 1EELEL, D
EH3HEMKREST S, Zhid 17—t L, HEEBYIRT,

HNRT T F > OREIIZ R, LR O &

SHRE SN AR « it/ N el

RERORE @, RAZIEIAVRTZ7F L LT, 1 H 1 [E 300~400 mg/m? (K
fH) &G L, Pl tb 4lRETD, Zhal 7—ni L, &5%
MO, 7, BEEIT, S, A ERICK D EEEET 5,

T hARY ROZHRESUIZN R, AR OV &

SHRE SN AR « it/ N e feR

FEROHE :: = FARY FE LT, 1 HE60~100 mg/m? ((KFMEE) % 5 B RHHEG s
EL, 3EMERETS, chialr—b L, BEERYIET,
ks, BEEITHEE, RIS KV EEHEET S,

FRRTRERIZ 31T 22 FA o ik - MET 13, BRG] OHE P5s~) 2



2. AANDOR:AK, VERBF

T als =7 (Bla i) (LT IAAD) X, & b programmed cell death ligand
1 (PD-L1) &9 5%%& 7 a7V Glk (IgGlk) 77 7 2pe Mt/ 7 a—F L
R TH 5,

CD274 (PD-L1) . AEANICE W THURRERMIEFIZHBLL TRV | EHkLcY
VRER (THERE, BREL OV T = 7 /0% 7 —Tfila) FIZHE4 5 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 AUCHIE T 5 & & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood2010; 116:1291-8), F£7-. PD-LI %, F& & QRGN & FEH,
LTWAZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 Z4 L7 #RBKIE, NG HIRL S HURRF A 72 T Al & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 72 T AR O MR BT VE 2 08 U, IR O 2 I35 & 525
TV D,

AR VIR 35 < B DS IIC & B BIEFI S8 & b, Bl U1
B WA & . AFIORGH R ORI RICIT, BEOBBE THIATO, B 5
0 AT AT, R LT FRICTS U PR 7Rk & RCBR % R DTN & s L
GVRSERIRBIT 21T\, MBI DRIERISIC L B BIEA A SN BB aICIE, BN R
IO GEOWE RALE 1T 5 LEDR BB,



3. ERPRRR

HE R N R e M OSSR R N R e L 33 1 2 ARTB RO L - U SR 15 1% D MERFRVE D

TR G 24T o 72 E 2R B R R O il &2 o~ T,
(A %h1E]
O EEEHLRZF RS (CASPIAN #ER)

(bR O 70\ R N s R (WHO/ECOG Performance Status 0 3 /% 1)

537 5] (KA & AERPUBEMIEER (W LVR T T7F U IV AT TF )+ bRV R)

[AFIOFRE 2268 Bl ], B RPUENEESA] (DA RTTF I AT TF ) +x
AR R D IREE269 f511) (RAN 34 61 DAFIORHIHE 18 B, IR 16 1) Z&1e)
ERIGUC, AH, AERIEEELEA] DA RTTF oI AT TF V) ROT bR
¥ RS LTcd O MR OV etk 2 it Lz,

AT OFE R, FEFHEEE TH D 0S (H9fE [95%FHEXHE]) (336 {1~
YR E. AREIGERRET 13.0 [11.5~14.8] A H . HEET 103 [93~112] W HTH
0. AAIDFREI RO LG PICA BERIER 2R LT (N — R [95%(518
X[#] 2 0.73 [0.591~0.909], p=0.0047 [J&%| log-rank &, A EAKYE (M) 0.0178],
20093 A 11 BT =%y MAT),

*1 : (K8 30 kg /> >DAmerican Joint Committee on Cancer (55 7 i) DIV IIQE#FAIZ 7= 5 Hi%k
DOFfFEEA D B35 U < ITJEE /RN K E W2 LI X0 A TTRE A2 i SRR FE 5H il © B — R4
BFNICIE W & 570 T3~4 OBEDHEAAN LI,

*2 0 AKN 1,500 mg KA NVART T F 2 (AUCS~6) XL AT TF 2 (75~80mg/m?) DOWTNd%E
EYH AL 701 HEIZ, EHIZ=MRYF (80~100 mgm?) &% A 7D 1, 2, 3 HEIZ3HE
IR TR 4 A 7 VB, A4 1,500 mg % 4 BRFEFRC&RE LT,

#3: WNAVARTZF 2 (AUC 5~6) XLV AT TF 2 (75~80 mgm?) OWTNNEH{EFA 71D 1 H
HiZ, E5IZ= FARTF (80~100 mg/m?) &KV A 74 1, 2, 3 HBIZ3BEMMRTHRK 6 ¥

A T NVBE Lz,
1 de 0S4 {E () [95% CI)
S — AFEIGHAR 13.0 [11.5~14.8]
0.9 -\\ SRR 10.3 [ 9.3~11.2]
08 ™y NHF— KL [95%CI] 0.73 [0.591~0.909]
£ o7
i
# o6
ki
& 05
0.3
0.2
0.1
0
0 3 6 9 12 15 18 21 24
at risk3% EEBDEHSO MR (A)
AHI AR 268 244 214 177 116 57 25 5 0
ERE 269 242 209 163 82 4 17 1 0

1 HRIENTRE D OS @ Kaplan-Meier Hiff (CASPIAN 7i%)
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@ [EBILFEFMFEGER (ADRIATIC 35%)
FRVE A TR RE AL 22 O B 1™ 12 (SR AR EEAT 2338 80 & AU 72 PR R/l e fr e R
(WHO/ECOG Performance Status 0 X% 1) 530 %] (AFIEE 264 i, 77 & REE 266 1)
(BAN 50 6] [AFIEE19 6], 772 REE 31 Hl] 28Te) 2RI, (LR
BT 42 HUNICARRIXIEL T 7R a2 #h LG8 O IMER O fiat L,
k- AR, AF1,500mg X377 v AR % 4 BB CEIRNE S5 2 & & &,
PRABIETTHE U < IXBEHFIEEEHEIZEE Y T2 TR K 24 T A Q6 17 0) el
BT D L & &N,
AT O R, EEFIEE O—2>TH 2 B PN PR3 E 1 X 2 Mg
AR (BLF, TPFS)) Q08 EDA X k) DFERIZONT, RFIFEX T 7 &AL
K USEHFRINCAH BERIER 2R LT (O — R [95%(5 1 IX[# ] 1 0.76 [0.606~0.950]
p=0.01608 [J&}!] log-rank &, AE/KHE (M) 0.02805], 202441 H 15 A7 —4% 7
v N4 7)., PFS OH A [95%FHE XM X, AAIBET 16.6 [10.2~282] B H, 77
YAREET9.2 [74~129] WA THH-T-,
Fo. b9 OO EEFMEE Th H LA (LT, T0S)) (261 :dA <X )
[ZOWT, AFIBEL T T B ARBESR LG PRNCH BERIER 278 LTe (O — REE[95%
{EHEIX[#]:0.73[0.569~0.928] ., p=0.01042[ & 5!l log-rank % i& . A E /K 4E (1) 0.01679]) .
20244 E 1 A IS HT =Xy A7), 0S OFRAE [95%FHEIXM] 13, AAI#ET 55.9
[37.3~NE™?] #H., 77 ®ARREET33.4 [255~399] ZHTH-7=,
*1 : {KHE 30kg #B7>> American Joint Committee on Cancer (AJCC) / (UICC) (% 8 ) 123 < BN
W ~MORE (1 UTTHOBAILELOICHRRERBE) RHAAN DT, (LR L
LC. AGRIBMLESEH L ATTFLUXINARTTF L) bx by REOPHRE% 4
AV NAROIR LUEES Uz, i & LT, 6 BB CRBRE 60~66 Gy ##% 595 1 A 1 [al0i@
HABIRENE L 3 B THRERE 45 Gy 28575 1 A 2 [RIONNEE 3 EIRRENE D W A% IR
U7ze TR ARG 1 TR P Y [ 0 W C SEHE TR & S, (LSOO B M T 0412 206 L
MV R OVEBREO W% 53T 1~42 BEANICSE TT 52 & & Lz,

*) . HEEAHE



i PSR &4l (B) [95% CI|
— AR 16.6 [10.2~28.7]
09 e AT AR 92[ 74~129)
s = FH[95%CI] 0.76 [0.606~0.950]
® o7
= g
#oo.
% 0.5
“ 04
03 LI PE— B == ==l === ===
0.2
01
0.0
L] L] 12 1% o) 0 36 42 48 54 60
at riskEr M F B BT SO M D
=ae 264 161 13 101 B Ll 1 % 10 4 ]
FFesn 185 100 T il 4T 4 F-3 14 5 ]
s . < =P
2 HREfENTEED PFS @ Kaplan-Meier Hi#% (ADRIATIC #5#R)
10 OS2l (A)[95% Cl|
— FHIE 559 [37 3~ NE]
wd T EER 4 33.4 [25.5~39.9]
o MHF— FH [95%CI) 0.73 [0.569~0.928]
% 07 4
*
Zl 06 o
& 05 ‘ﬂ"ﬂnuh
""lb«.“_m
04 4 \y.
W
AETE TR T e TET e
0.3 -
02 -
0.1 -
0.0
0 6 12 18 24 30 36 42 48 54 60
at riski EEAESHLOBMA)
ES-lo 264 248 223 189 172 141 80 51 27 1 1
T5tAKE 286 247 214 176 151 123 80 44 23 8 1
= . Y =
3 HRfENTEED OS @ Kaplan-Meier #i#t (ADRIATIC 7




[Z4tE]
O [ERIFEFMFEFER (CASPIAN 5R)

B EFLIIARAIGEHEE 260/265 5] (98.1%) K USHHREFE 258/266 5] (97.0%) (278D 5
iz, AAGERAEEICIBE N T, AF L ORRBEGEAGETERWAEESES RIER) 11X
156/265 151 (58.9%) (2B B, D H BLILLH] (Grades) X, 1/265 fil (0.4%) TH
STz, ARAGHARETRIEN 5% U EORERIZTERDO LB Tho T2,

&1 KA CREAED 5%L EORIER (REWMATHRENR) (CASPIAN RR)

H% (%)
AFIOEHRE (265 1)

IRE IR | HATE
(MedDRA/J ver. 21.1)

4= Grade Grade 3-4 Grade 5

ERIEM 156 (58.9) 40 (15.1) 1(0.4)
Mg LY o _REE

E<yiil 21 (7.9) 2(0.8)

At BRI E 21(7.9) 9(3.4)
W W

B A RE TUAESE 21 (7.9)

FRIR IR REA T 23 (8.7)
R L OvesErEE

BAHIE 21 (7.9) 0 0
Bl

T 14 (5.3) 2(0.8)

L 32(12.1) 0
% - EEEER X O G ORE

) E 20 (7.5) 1(0.4)

957 16 (6.0) 0

723, DL ICEEFES 2 3 T RIS BURDL LG R 4277, AAIGHHREC B VLT
FIREPERRE 761 (2.6%) . KGR 16 (0.4%) . HEO FH 2 6] (0.8%) . AFinreks
1461 (5.3%) . FRIEREIK TE 23 611 (8.7%) . HUIRIRBERE TCHEIE 25 B (9.4%) .
RIBHEREREE 2 1] (0.8%) . 1 BUKESRYE 2 151 (0.8%) . infusion reaction 3 i (1.1%) .
FEENELF P ERIUVDE 2 151 (0.8%) DFBOH v, £, BhEE (WEMBRSE) | Bk -
REACT AE . ORZe, BERIEE, P EAMSRERTE ., BERES . Soy M MR e
K OIRIFERB LR b 7e o T,

@ FERBILFEFH IR (ADRIATIC 75k)

AEFRITIARAIRED 247/262 B (94.3%) KT T EARRED 234/265 5l (88.3%) 1Z7#
D HTz, RFFEICBWNT, KA E ORREABRPEETERWAFES (RBIER) X
176/262 15 (67.2%) 2§D B, £ D 9 LI (Grade5) 1%, 2/262 ] (0.8%) T
ST, ARFIBETHRILEN 5% EORWERIZTFERDO LB ThoTz,

8



2 AFBETREALD 5%U LORER (REWMITARER) (ADRIATIC FRE)

B% (%)
ARFIEE (262 )

PRE IR | HATE
(MedDRA/J ver. 26.1)

4 Grade Grade 3-4 Grade 5

2EIEH 176 (67.2) 23 (8.8) 2(0.8)
PR A=

BRI RE T HESE 23 (8.8) 0

FOIR BB R T E 39 (14.9) 0
R L OveskhEE

BAHGR 22 (8.4) 0 0
Mg, Mosnds K OMiEfmrEE

L3 24 (9.2) 3(1.1) 1(0.4)
B ke E

T 13 (5.0) 2(0.8) 0
KRG ¥ XUV TRk b

& O PEIE 25(9.5) 0

W5 21 (8.0) 1(0.4)
—i% - RHEER L OB SEALORRE

e 9 13 (5.0)

Ty 21 (8.0)
AR AR A

TI=UT ) R TUAT 2T — B 13 (5.0) 1(0.4) 0
il

7%, UL FICEEFESR 2 5 T RIEMZBURI OGS R 2 Rd, AAIRECIWT, M
B O il 2 & de) 4561 (17.2%) . BEEDO FF 2 6] (0.8%) . FFHERERE
F oo PR - BALPERRAE 2% 25 Bl (9.5%) . FUIRIREREIR TIE 39 1] (14.9%) . AU RE
JUHESE 25 B3] (9.5%) . EIBMEREREDE 3 61 (1.1%). FIEMAHEREREE 2 61 (0.8%). 1 7Pk
PRI 1B (0.4%) . Lfnge 161 (0.4%) . Mdge 161 (0.4%) ., #FRdfEE (F7 0 - Nb—
JEEREZE&Te) 341 (1.1%). infusion reaction2 5] (0.8%). WK 161 (0.4%) 7338 5
Nic, o, KBk, BEE (MEMBRE) . Mk - SUHRADE, BEREMREE, &
FE D R IR B ERIEE . THIRE 2R L. BERR IS SR Mk MR S K OVR
EEREF IR DN o Tz,



4. FEFRIZOUVWT

S U 2 7 EEEHE (RMP) (ZHED & | AHI O BEFE 22 MR BIE B~ 1 14T
W DHHiaR Tl o T, AR OEEN U 72 EE Z2W - FeE L, AFIOHEGIC LY BHEE
7REWER Z 3B LT BRITXIS T 5 2 & BB R 7o D LU DO~@ DT T A&l 72 i
RIZBW AT 5 X&ETH D,

D HEFIZONT

@-1 TR (1) ~ (5) OWTINIIFEN T Dlisk ThHDH Z &,

(1) BB KREDGET 203 U Fa NSRS (HE IR DS A2 s HE L A
B, HidekAs A HOEEENL AR, Mg A AR RERE e &)

(2) FREBEREIEPT

(3) HEIFREFEDIRET 2B ABREEEFRPE (23 A FOEE ERPbE. 23 AU iiElE
W 1IEBE, DS AR R EEHE R 22 &)

(4) ARAFFRIEEZRE L, ARERCARIEDRE 1, SRERE L RIE2 R 2
SATAN SRR LA R 3 Ofisk EEIAR D R 24T > T D ik

(5)  HUEVEREEAILL S E BN O sk AR D M 21T > TV D fiak

O-2  fififeg DALFHRIE K OBIE I FE B O RIS 53 72 50k & #EBR & RO ERT (TR O
WIS T D ERM) 2, MBI OARANCET HIEROBMLE L L CRE S
TnnHZ L,

*

o [EHithEFFEEE 2 EOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BEARIHE %
{THoTWBZ &, 9, 28D R, NARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAE T L72RIZ 4 FELL ELOBRKRRZ A L TS
Z&o ob 3L, DD AVERMIRE A S T PR SR S O BRIRIHE 24T -
TWnsZ &,

© PBEADERLFEREBEDOEHIZOWNT

RIS I A B FE T D BMEA NI E S, BERZE O om0, A - %
IR I OB P ORISR 5 E iRt AFFRNELE LB E OWE
. FRESDITT DN D IEHINE > TN D Z &,

10




® BIER~DOXRIZONT
@-1 FERREHICE T 5B

FEVELPE I KR S5 0 BB AR IR I AS R84 L7 IRIC, 24 ISR O T, Yakhiak X
(TE R R\ T, FEH L2 BHERICE U CABRE B O CT S ORIER ORI
FARA OFE R Y A RIS O, B BISHIS AR AR EH N - T D Z &,

@-2 EREEEIC L A EFRATICHET HEM

I AR HE D 2 P 22 il e O RE A A 2 R E N RER e =2 Y v/
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
fHENTND Z &, Aok, BIFEEICOWT, NABRE EZOFRICHSICAmENT
[AY R

@-3 BIFERDOZUTLRINIZE LT

BIVER (MR (ROHB R 2 3 de) . IFHRBRE S - ATZE - A L MRARAE 2%
WS (FRRIRAERERR . RIBPRREIREE . T RARERTE) . BREE (MEMEE
%) | infusionreaction, KIHZ - EEED THI, 1 BRI . FiJ¢ - BT AARIE . LAiZk.
FEIEFMEAE, B, VR IR, R, EEO R ERE, PREE (¥
Ve NIRRT ) | ALFIRIEDF R OFEEMELT TR ERIBAMIE . THALAE 2R AL, RS,
REFEREE . M %) 1Tk LT, Yakhaak ST B R R O B 2 A3 5 [ Al & s
L (BEHWERHOZKOXISICE L THRER R EZ T ONLEMICH L L), BED
(S Y] ZRALE S T & DIRHIATE - T D Z &,

x®

11



5. B#Extp L s BE

(G2 BE§ 2 F1A]

O TRROBEIZBWTAA, ASRPEMEEES (DARTTZF IV AT T
) KO= FARY R L DOFREGOHEHEN RSN TND,
o ALIRIRIERE O 7\ i TR NI A iR FR

© TRLOBEIZBWTAAOFEMBE LD FIEPR RSN TN D,
o B RPUEMEIEE A2 & ORTE R L B B E R TR BT 35RO b
RSB N [ 1~ (1 U3 D OSHA X E L UIBRRRER S A) ]
Wk U CHERFIRIE DM T D BB

@ TRUUCEZY T D BE KT D ARAN O KO FIEIZOWTIX, RAEIOA 2hE

MHENL SN TEDLT . AFOREHR LR,

o DTHAAIDOAEZMEDR S TVRUMEOFTEMIEEA & Off %5

o B RPUEMEIE A 2 5 Lo RIE AL U B E O TR REE D 72 W R R N
e it A (kb D ARA D5

o B RPUEMEE A & 5 O ARIE AU LT SO ER (R BT R b
R SR IR e frfieds R Lok 2 AR D e -

o /IR R TS DT A B IE & L CORAI DK G-

(2t BE4 2 5]

O FTRICHEETL2EEFZOVWTIEARORENEZR L SN TWDL Z b, &EEIT
Dz b,
o KA LiBUE DB D & 2 B3

@ BRBBL ISR 2 36 0 2 ARTEHI L U BRIR G OFERRIEIC IV T, FREICH
WM 5 BEICKT DARANOEGIZONTIX, AAIOLZEERHELSNTELT, K
H OG5 & 72 B 7R,

o IRIRHULFIIHRIRIEIC XV Grade 204 EORIEVERR B (i il 2 &
T9) OFRBINTRD LB

© ?“f?ﬁﬁﬁ@ﬂfﬁﬁ (CRWT RIS Y 5'55%‘ (ZOVTIE, AR ORGIFHELES
 MOTEFRRIL D WG EITIRY | HEICAFZHENT 5 2L 2BETE 5,
L @%f$(W%ﬁ%%%%ﬁ@)®%5$%Xﬁ%®%&@@%éﬁﬁ
(LB 2% H] OIS LaWEaIcRs)
o JERE R A TR S \bEﬂéﬁﬁ&U@%ﬁ%%%®%K%Eﬁ%M

12



MHHNDLEE (LRI T 2HFEH] OIS L2V EITRS)

H AR B OA D UTIEMER 708 U < IXFEZMEDO B g %R B OB ERE D
b5 IEE

WHO Performance Status 3-4 “V @

GED WHO @ Performance Status (PS)

Grade
0 F ol {WERIEHTE 5, BUREOFERZ LI LT, FFai L&A U HEAES IR <ITR 5,
1 PARRIIZI LU NEBNERIBR S 228, AMTAMEE T, BYEECAEITITH) 2N TE 5, BMELERTIUZS
L— RO LFRILMEREH TELBE LR END,
2 BATARET, B OHOE LY O Z LI TRBEEA, EEITTE e, A O 50%LL Eix~y RAciliZ 9,
3 [RONTZHOZOHEDEDY O L LTERY, BHHFOD 50%LL EE~Xy Ko+ Tl 27,

FollBHF RV, BROOHDEDLY DI LIFFESLITERY, FBRICy Rk Tl 24

13




6. HEICERL THETNEFH

O WA CEFIIN A, SEREER DRI D RS T HED & ARHI O RpME K OV EAE
DT DIZLE R ERE I L ThBERT 52 &,

@ 1REBRLAIZIENI D BE UL OFIEICHINER OfERMEZ ot L, [E x4
ThobETLHZ &,

@ ERBEHO~RT AL MIDONT

9
@ CASPIAN #BRICEBWTITEERBS 12 BEX 6 #HE, Fo%i% 8 Hal

MM B (BB IRR 2 B ) b obihvd Z E03H 5 DT, FIHER
(EBDhu, PRURIRIEE, ngmk, FEEVE) OB OMIE X M o FEhEsE, 8142
EHoATO 2k, Fo. HEIDS UTIE CT, My~ —» —FOMmA % 5%
s 5 &,

infusion reaction 23 & H I H Z L3 & 0 | 2 [A1 H LI ARH|# 5-FFZ 4 infusion
reaction 23% LD Z EDNHDHDOT, AFFEGRAIITHEEIRE OREELZ+5
\Z#BI%29 % Z &, infusionreaction 23589 LN A XU R LEEZITHO L &b
2, JERAEE T 5 E CTREDREL HICRET 52 L.

FOR IR RERRE | R REE S R N T RAEEEESZE N H b5 2 EndH 5D
T ARA G- B AR M O G- 31 ) 30 IR N it e i A (TSH., 1078 T3,
Wl T4, ACTH, 1 2L F Y — VSEOHIE) 21TV, BFOREE -+ 8
By HZ L, ¥, LECSUTHGRESEOEM L ERT L&,
AFNOEGIZ XY | WEORERISTER T 5 & 3& 2 B D Ek % R IE
NHLONDZ ENbDb, BEELTHIITY, BEPRDOONTHEITIE, @
FEDRIE N K DEWEH ORBLABE L, @mURENRZm 41T 2 & WE
DHPE N L D BWER DRG0 555 121E. AFIOG- ORI, ik U3AE
ERERNE CHOBRGEEZEST D L,

BT, BOAM N OE I ARE L CHORIERR BT A2 Z XD 5720,
KRN OE G T RIS RIER ORI 712 EET D,

AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 AFRhErEE . T
R, BACHEIBE R H B D Z LMD DT, AFIFEGBGRT & OG- H1H
FIEHRCHTR R A 21TV, B ORELZ H0ICBI5RZT 5 2 L,

PRAMGE VA MR 2. RERABREDOEFEENHLOLND Z ENBH DD T, KA
B 5 BRAART K O 5 HART TP X E BRI OB RE A 21T\, FRE ORBE 2 451
BET DL,

1 BUBEIRIG D o Do, BERFIMES R TV R—=V RCELZ ERHLHOT, O
B, D, WEMFOIER O BB CMAEED LRI H01ET 52 &, 1 ABER
RREEONT AL, A R VREIZ RS 5EOBURAEZITH 2 L,

ADRIATIC BRICB W CII& 554G 5 72 ML 8 ., 96 £ TiX 12 @A,
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T DH%IL 24 BRICEDIMEOFMM 21T > T2 Z & 2580, AFIEREGFIX e
(B IRE TR OMEREITO Z &, 2B, RFA/NIIE 23T D RIBLF
T RIS DHERFIE & L COARB OB E/IMIZ 24 W AFETETHZ &,
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1. [ZL®IZ P2
2. RANOK. EHAET P3
3. BEPRARAE P4
4. BRIz DOWT P8
5. \ERRERDEE P10
6. WHIZEEL THETNEHH P11



1. IZILBHIT

L DA N « L EVEDTEARDT-DI21F, T SCEEITH S W E 2 A3k
HHND, S5, FEORFEMOENRIC LV | FUREEKL 2 & O 281
FFERLPAREINLT T, ZHHDOERNZEICHERBEEICRET S 2 &N
MEXDFEE & 70> TR Y | RIFMEGER & QOO IEAT #2016 (FRk 284-6 A 2 H
MIEE) 12 W Th, BEHER NSO HORBELHEELZ XS Z L L ST
%o

PRV ESR L, REERSCL SN T 1 7 7 A VRBEE D EIRS & B 5 iz
BIpDbZENbD, 20D, AR OZEMEICET 2 E RN H0E-T 5 E T
W, YZERGOBELMSZIT D ERMHBSNDIBEFICH L THERTL LY
2, BIERIASSEHL LTZBRIC B2t & D 2 & DNATRE 72— DB % Jiti 7o 3= e i
BTHEMATAZENEETH D,

L7z o T, AHA RTA4 Tk, BBEMSCINE TIZG LR TV D EFHKSE
1y« BRI IS & | DUF OESR G O feili 72 2 HEE T 2 8l D L B e
T, B2 R OEEFEERT,

I, RHA RTA 0%, MAATEOE NESR G ERER O, ASHMEANR
AR 2 —FE N B ARBRRANRES L Ok A B A= O W
HDH EAERR LT,

WL AR AERKE  Fa w7 GEEEEL)

R ERDMEUTHE - BIBRARE 72 AR A

S RAREROHE SEE . AT 2L~ T GEE ) & LT, 18] 1500
mg % 4 B RIFE T 60 /L LT CREEHET 2, 7272 L, K
H30kg L FOHE D 1 [EIE G- BIE 20 mgkg (KHEH) & 95,

Hl3E MR 5% ¥ FH 7 A T ER RS

(%%5)

R AU AT GBI L) OBEEUIZNE, FEKOHE

BHRE SN AR« UIBRASRE A T Ml e

FEROHE : T a3 v~7 GBE ) EOPFRIcBW T, @%, RAZIZ
AV A~ BB Z) & LT, 300mg % 60 43 FILL AT CHAE] AL
Wi 2, 72720, KHE 30kg AT OSGAO 1 B 5-8IE 4 mgkg (K
#H) 75,



2. AF DK, 1ERBERF

T a7 (B z) (BAT IRAD 1%, & N programmed cell death ligand
1 (PD-L1) Izxtd 26& 7 a7V Gl (IgGlk) 77 720k Mt/ 7 a—F/L
R TH 5,

CD274 (PD-L1) 1%, AEENIZEW THRRSMREICHE L TR Y | EHfEL2Y
VRER (THEME, BHIRAE T F 27 0% 7 —T/Mla) FI2HBLT 5 CD279 (PD-1) K&
' CD80 (B7-1) &fEA L., ®EINELZAICHET 5B 2 6411 T % (Annu Rev
Immunol 2008; 26: 677-704, Blood 2010; 116: 1291-8), £7=. PD-L1 %, &% @A
ICHFEBLL TV D Z & (Nat Med 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 72345
ENTEY, PD-L1 & PD-1 4 L7ZRREKIE. BEGAIE S FURAR A 72 T M) 5 03K
A A AT AR D —Ho L LTEZ DN TN,

AFNE, PD-L1 OFEAEIRICHES L, PD-L1 & PD-1 OfEE &2 HET 5 2 L%k
0. DNAPURRRRN e T RO MR EETEME 285 U, BSOS &2 T2 525
nTW5b,

ARFNOVERBE 2D < E O RS X 2RISR S b oh, BESUIELTIC
EDLWREMD D 5, AANORGH KR OEEGRIZIT, BEOBIEL TITATV, BE DR
O HIVIZEEITIE, FEH LIRS U B PR 2 et & BB 2 FF D BEfT & L i
SN2 8RR Z2 ATV P DERISIC K D RIER 2 B 2 56 1213, BIRRE AL
TR OEGAEDWEY) R ALE 21T 5 MEDR D D,



3. BB
YIBRRNRE 7 FF MR O A GBI Z GTAG 2 1T - 72 3= 72 B AR 5RO il & 7~ 37,

[ 5hE]

[EFR I RS 1 AR (HIMALAYA #U%)

B PRIERE O 720y Child-Pugh 238 A OYIBRAREZR PR B E " (ECOG
Performance Status 0 {% 1) 1,171 5] (CK&FI+ FL AU A~7 (B f#z) (BLTF,
TR AU L~T)) "2 DRAIGEEE 393 fi], AFIEME L [ARKIEAMEE 389 Fil],
T 7 x=7 [RIRHE389 fi]) (HAN 108 B [AFIGFHEE 34 6, AHKIHEAMEE 45 61, %t
FREE 29 B]] ZEdp) ZXRIRIC, KA FL A ) A~ T 20 E LT-5ha R OAHS %
BMP: 5 L7236 O A M M OV a2 /Gt LT,

FEGHMIHE & S (LU, ToS)) (Sl [95%E X)) (836 D
AR B) R, KFIGERRET 164 [142~19.6] H A . AFIHEMEET 16.6 [14.1~19.1]
A XIREET 13.8 [123~16.1] WA TH V. ARAIGHHEE LSRRI LHERHFIC

BIRERZ 7R L. (A — R [95%(E /X : 0.78 [0.66~0.92], p=0.0035 [J=%I]
log-rank &, AEAKUE (W) 0.0398]), F7-. AFIEMEHZHOWNT, NPF— FEDf
BKMEIZHRHE LI E XM O _ERNSFEFNCHE LT IELE~—T T D 1.08 % FE
ST Z LD ARFEMEEO R RERI R 2 IELMER R I e (N — REE [95.67%
EFEXM] £ 0.86 [0.73~1.02]) Q021 4E8 H 271 BT —4h v v47),

1 RPEE (RIS ) —AEASGE, T OAMBEIRE, ~ A 7 REEERGE, FFBIRER
W/ RFBINR L JERR s, AR IES) OGS & 7 5 B IEBRA ST,
#2 0 RAI1,500 mg KOVR LAY A<7 300mg & 18, Z0D% 4 B ORMREEZ 22T T, AHI 1,500 mg

% 4 W RRERE CERN B G,
*3 : RHA 1,500 mg % 4 W [E RIS CHARNEE S L=,



1
os#=fE (A} [95% CI
0.9 4 — +F/i M 16.4 [14.2-19.6]
MW 138 [12.3~16.1]
0.8 4 A= (95% CI) 0.78 [0.66-0.92]
2 0.7 4
% 06 -
[
0.5 4
#
» 04
=
0.3
0.2
0.1 4
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 48
RSP H > OMME (A)
At risk s

AFTFI 393 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1 0 0O
FTITE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0O

1 -
osHiskft (H) [95% Cl]
0.9 - — AF|HmEE 166 [14.1~19.1]
— N 13.8 [12.3~16.1]
081 A=Kt (95.67% CI) 086 [0.73~1.02]
20.7—
E 06 4
=
05
#
& 0.4
03
0.2 A
0.1 A
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 4
EERETHO>OHRE (B)
At riskZ

FHHAhE 389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20 16 6 2 O
A{83RE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 O

X1 OS ® Kaplan-Meier Hifg



[Zpt]

[EFRIC[EZE 1 AR (HIMALAYA %)
B EFLITARAIG R 378/388 5l (97.4%) . AFHIHAMHE 345/388 il (88.9%) MK UNxf
HRFE 357/374 1511 (95.5%) 23RO HITZ, WTFNDIEEREK & DR EEURNGE TE 72
WHEEHRES (BRWER) 1. 221 294/388 151 (75.8%) . 202/388 il (52.1%) KX
317/374 B (84.8%) ZRB® HAL, €D 9 BLILTH| (Grade 5) X, T L4 9/388 Hl
(2.3%) . 0 BIR T 3/374 6] (0.8%) Tdh-ol=, WTNDEERETHIIRN 5%LL L
DOEIWERITTFTERD EBY ThHoTe,

1 VT ORESHETREENS% U LOBEN (R RER) (HIMALAYARRER)
FRERIRHE / B (%)
FEARGE
(MedDRA/J ver 23.1) AFIDEAEE (388 ) AFIHAMEE (388 #1) SHHERE (374 1)
4 Grade | Grade 4 Grade | Grade 4 Grade | Grade
Grade 3/4 5 Grade 3/4 5 Grade 3/4 5
2EIWEM 294 95 9(2.3) | 202 50 0 317 138 | 3(0.8)
(75.8) | (24.5) (52.1) | (12.9) (84.8) | (36.9)
A
PR IR B RE TCAESE 31 1(0.3) 0 8(2.1) 0 0 2(0.5) 0 0
(8.0)
FOR IR RE AR T RE 42 0 0 15 0 0 8(2.1) 0 0
(10.8) (3.9)
R L O S
EEX T BIES 21 1(0.3) 0 10 1(0.3) 0 45 2(0.5) 0
(5.4) (2.6) (12.0)
B IBIEE
T 64 13 0 23 5(1.3) 0 145 15 0
(16.5) | (3.4) (5.9) (38.8) | (4.0)
N 20 0 0 13 0 0 36 0 0
(5.2) (3.4) 9.6)
& - 10 | 2(0.5) 0 7(1.8) 0 0 19 1(0.3) 0
(2.6) (5.1)
[0 4(1.0) 0 0 4(1.0) 0 0 21 3(0.8) 0
(5.6)
N2 4 (1.0) 0 0 2(0.5) | 1(0.3) 0 27 1(0.3) 0
(1.2)
G E KOV Rk E
7 9 FERE 66 0 0 28 0 0 21 1(0.3) 0
(17.0) (7.2) (5.6)
% 76 6 (1.5) 0 29 1(0.3) 0 47 | 4(L1) 0
(19.6) (7.5) (12.6)
[ESng 1(0.3) 0 0 3(0.8) 0 0 48 0 0
(12.8)
FE - BERFMEAR | 2(0.5) 0 0 0 0 0 164 33 0
BIEERE (43.9) | (83)
—% - EHEEES OGN OREE
L 30 6 (1.5) 0 25 0 0 55 5(1.3) 0
(1.7 (6.4) (14.7)
10 S5 11 2 (0.5) 0 14 1(0.3) 0 27 9(2.4) 0
(2.8) (3.6) (1.2)
1A PR
& I 3(0.8) | 1(0.3) 0 2(0.5) | 1(0.3) 0 56 20 0
(15.0) | (5.3)
MER R, MERES K OViEhRF
TS 1(0.3) 0 0 1(0.3) 0 0 19 0 0
(5.1)




IREBIRGH / BilE (%)
EARGE
(MedDRA/J ver 23.1) AFIGEEE 388 6) | AKIEMMEE (388) | xIHEEE (374 #)
BRI A

TI=rT I hTv 18 | 4(1.0) 0 22 | 5(1.3) 0 8(2.1) | 3(0.8) 0

A7 =7 —EHN (4.6) (5.7)

72T —EHN 21 10 0 7(1.8) | 2(0.5) 0 4(1.1) | 1(0.3) 0
5.4 | 2.6

T ARG EUEET X ) 22 [ 9(23) 0 25 | 9(23) 0 10 | 6(1.6) 0

FovAT7=T—8H | 57 (6.4) 2.7)

i

U —F N 25 17 0 12 | 8@ 0 10 | 8@ 0
64 | 44 (3.1 2.7

IR R 7(1.8) | 1(0.3) 0 2(0.5) | 1(0.3) 0 27 2 (0.5) 0

(7.2)

7B, AFIGFHBHCB VT, FEMEMRE 8 6] (2.1%). KIFE 86 (2.1%). EED
THI13 1] (3.4%) . NFHERERESE - A& - A LMENRE 2 57 6] (14.7%) . AR IEREIR T
iE 43 B (11.1%) . HURBRBERETTHESE 39 1 (10.1%) . RIEHEREREE 6 1 (1.5%). T
RBERERETE 2 B (0.5%) . BFFERE (MM K 361 (0.8%). ik - B EAEIE 4
fl (1.0%) . infusion reaction 8 5] (2.1%) . ‘Ll 2% 2 il (0.5%) . ELIE % HESIIE 2 61 (0.5%) .
EEORZERE 1 6] (03%), ffkkEE (F72 - SU—JEEEEZET) 56 (1.3%).
ek 4 B (1.0%) 2338 Haviz, 1 BBERIA . FEEVELF P ERIBAE, IMde. THILE 2R L.
BERR IS . St MRS E 2 OUR FEERIE 137880 B e o 72,

T, AFIEMEEZRB T, BN BB (1.5%). K26 (0.5%), EEDT
FISB (1.3%) . AFREREREE « T4 « BEALMEARAE 255461 (13.9%) . FUIRAREEBEIR TIE 156
(3.9%) . FUIRIRHERE TCHESRE 12451 (3.1%) | Bl RERm E 4451 (1.0%) . 1AL IR % 1451 (0.3%)
infusion reaction 551 (1.3%) . ‘L:HZ& 1B (0.3%) . FEAEFHIEIELH] (0.3%) . BEE DKL E
B E141(0.3%), FPRRETE (X7 v« NU—JEEREE ET) 141 (0.3%) . FER15] (0.3%)
DBRO BT, BEE (MEEBRE) . Mk - BRUHRMEE, TEAERREE, FE
PEAFH BRI E, e, AR ZRFL. BRI, Sa M MBI M OVIRZFER S 1138 0
LALLM T,

AENWERFBRIUI B E RS 2 5 OEFE R 2 T,



4. FERIZOWNT

PSS Y A 7 EEEHE (RMP) (1THE-D& | A 0D 15 38 it 22 A M BG AYE B~ oD i ) ARl
D Dk T o T, RANOFE G WY 72 BH 2 2W - FrE L, AAIOFTEGICT LY BHEE
7REIER ZRBL L 72BRICx T 5 Z E DB 72728 LLF OO ~Q@ D3 T Z i 7= 7 Jiti
FRICBWTHEHATIRETH D,

O mEFITHOWVT

D-1 FrEd (1) ~ (5) OVWTINITEY T HMEXTHDH I &,

(1) EAFBRENEET 203 Ve EERL SRS (BRE T IR DS A S HE L R .
BN A2 EEHL RpRT . HlEAs AR HRIRRE e &)

(2) FrEHHREIRIE

(3) #EMNIRAENRET 2 0N AREEERE (BAREEER TR, 2 A
W IIEBE. D3 AR EEHEE B /e &)

@) ARALFIIEE 2 FE U, ARG L RIEZIEL 1, RIS L RIEZ R 2
SATAN RIS G R 3 Ok FUEIAR DR H 21T > T D fiak

(5) PUEEMERE AL BN OBt sk FYE AR D i HH 21T > TV D Jitiak

-2 bR Db F5EE K ONRIVE R BN Ot IS Is 43 72 Hak & R & Fr oAl (F
ROWTIDITEZ YT HER) A, Y2 BB OARFICET 51RO ETH & L CEE
ENTWBHZ L,

#*

[ Bifi 60 2P EUAS 1% 2 FEDHIHIIHE 2E T L7212 5 ELL E OB A IRE O IERHE %
fToTWBHZ L&, 9b, 2 L EIT, DARYEEEZ T L UEHRIESZOWHE
EIToTWNDH T &,
P Bt AP EUAS 1% 2 SEOFIIIRHE 21E T L7212 4 UL EOERRBREZ A LT D
ZE, b, 3 FELLRIE, R O 0 A SRYRREE & G e TR SR O R RBHE &
THoTWVWAZ L,

@ BENOEKMFHREHDOKHIZOWNT

I EHRE BUCEE T 2 FEE DR E S, BEEBEN O OERED ., BRI - &
YRS PRE RO E B OERZE ST 2 @i, AEFFGNBE LI2GEomE
¥, FERESDIATON LRGN ESTWNWD Z Lk,

® BHWER~DRIHIZOUVNT
@-1 M AHIC R 2 B

VR MEGRE R D B R BIER S I8 4 L-BRIZ, 24 BERESIRIAHIO T, Mi%hiaR X
TOEEE R (23BN T, BEL L 2 BIECS U CABREHE L O CT & O FIVER ORI 2
TRRAEORERNY B IS, B HICKIGATEEREHIRTE > TND Z &,



@-2 ERMEFE L DAEERMNCICET2EMS

DA 2 B 7 ik K OB RE 2 A 9 D IR FE NEIEH =2V v 7
EHEOIERDOAT V—= T E2ITOERE & HREZ LA TE 57 — ARG
s TWbZ L, k. BHEKEICOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHER ORI ICBI LT

RIER (FEMEME R, HHSREREE - JTR - MR 2 N WS (R EE
[, EIEHRRERE S, MERAHERERET) ., BEE (REMEX%) . infusionreaction, K
W% « EEEO TR, | BUBEIRIFE, A - AR RVRIE . (O 2, EEAN M I0E, BRI
oM IR iK%, BLEE O R IR R E (7 - NIRRT |
(LT HEOF R O BWELF P ERIBUDE . HALAE 22 L, R, JRIFERES, MAE RS 1Txt
LU, Yazhtiak T B R O B 2 A 9 4 Al & s U (RITEH O ZWr-oxt it
WL THRER X EREZZITONAEMEICH D Z L), BHHITHETZRALE N T E D40
NEESTNDHZ &y



5. REMBRLLRDBE
(AL B9 % F ]

@

)

AL SERIERE O 72\ Child-Pugh 4738 A O UIBRARE 72 I BB 12 B W TR
E RNV AU LA=T L OO BE R ORAIHEIMER 5 OGN R I TV 5,

TRLCEZ Y T 5 BT D ARKI OB G- K O IEIZ OV TR AFIOAF LD

ELLTE LT, AFIOEGRHR LB,

o DOTABIOAHNEN RS TV OFTENEEEA & O ff k5

o RPETEE (R ) —NENRE, T VAL, v A 7w R EE
%5, IFEhIREEAR S/ TR L 28R L . B RRIES) WG & 72 5 IFHl R
R

AFN O G Tz > Tix, AFE F LAY A=T EDOPFREEICHOWTIZY T 7 =
= TNTHRT D EEERRRGE S LTV D — T, AFIHEMBE GOV TRy T 7 ==
TN T DIELMEDO BRI ENTND Z &% HIMALAYA kB Rkis & 45 1B
fig L7z B¢, BEORELEE L, HIE - HEZERT OIULERH D,

(ZzefEicBd % HH]

@

@

TRUCEY T HREFIZOVWTEIAR OGN E SN TNWDH I G, BE AT
DipnZ &,
o ARHNDRIT KR LIBBUE DAL D & 5 B

IRIFERTOFHMIZ I W T FRRICE S T 2 BEF T OV T, AFIOFGITHESES 7

VIR, ORI R AT IR Y . MR AR A TS = b 2 BT

s

o MVEMERER (UK 25T Ob 5 BEIZOBERO & 5 B

o BT CRYETE & b B I T OV HME R 46 % 00 I 1 SO PEZE (178 7
HiLD B

o HCRERERBOSIUTEMERNE L IEHERBED A CaEEBOBEERED
RN ey

e ECOG Performance Status 2-4 "5V D H

(1)

ECOG @ Performance Status (PS)

Grade

0

F o MR STRETE 2, FWATE [F U B HAERLHIRZR <ATA D,

1

PRI LUETNIHIBR S D23, BMTHTHE T, BIEERMAIEITATH 2 LR TE D,
Bl BEWF R,

2

BATARETT, HODOHOE DY OZ L3 THEEEN, EEEFTEn, B O 50%LL B3~y RG24,

[EHONTZHDOHEDOEDLY D L ULMTERY, BPO 50%LL EE Xy RpR1 il 27,

FoKBFR, BODHFDEDLY D LiTE 572 TERY, BRIy R+ Tl =4,

10




6. BREICEL THEETREEE

O WA CEFICN A, MERFEED DAL 2 B BHE I EED & ARH O Rk K OV 1R
DO E R ERE IR L T EAT S Z L,

@ JRIEBIAICYEL . BE XUTF OFIRICARE R a2 43 L, FE25
ThObRGTHZE,

@ FREWEHD~FR Y AL MIZHOWT

MM B (Rl 2 &) Db obhvd Z E0nH 5D T, HIHE
W CEEIFL, PEURIREE, nxuk, FEEVE) O & O XFfR oo s, 8l
LhEFATO 2 &, Flo, MBS UTHIECT, MiF~—h—% 0t %
Fhid 5 &,

infusion reaction?3 & H 4L D Z L3 H D | 2[8H LLRE DO AAFIF 5-0#1C b infusion
reaction?S & BN D Z LM D DT, AFIEGRHITEEEE OREE +5
\ZBl529 % Z &, infusion reaction3 73 80 LAV AT R LEEITO L &b
2, JERDEIET 5 TREOREZ HICHRT 52 &,

FURIRSERERR S . BRSOV T RAEREE R H DN DL 2 LR H D
DT, AHFINF 5B AGHT & O G- ]I o e W N o sbgaB i A (TSH., ifF
HET3, EHET4, ACTH, L =/LF Y — A EOHE) 17V, BEOREZ
T8RS AL, Fo, KBS U THBREFOFEE L EBET 52
&

AROEGIZED | WEORESUSITER T 5 &5 2 5D Ek% 2B
BRHOONLZLRbD, BEE ToIATV, RENBO NS EIC
3 WEORIERISIC L DRIEH ORI L EE L, BEURENZE 2175 2
&o WEDRIEISIT & DRIEH RO D 5621, KA DOFE DIREE,
PR IFRIE RE R NVE R ORGEHFELZBRTDHZ L,

B TH, BRI OH AR L T LEWERN BB T2 2 03b 57
D, AFNOFGAE T HIZHEWEH OFBU A3 ITIEET D,

AST (GOT) . ALT (GPT) . y-GTP, B U /LB D EH 25 [FHRERE
= OJFR, ECERERR D S D Z ERH DD T, AEIFEG AR LD
B HIFEE BT R A 21TV, BEOWREL + I8R5 2
&

PRAE AR R, REKEBREOBEERHOLONDZERHHDT, K
FI$ 5-BRGA T X O 531 H I IR IS B MR A 21TV, BB OdREEA 1
BT D L,

1B IRIE S & S o, BERIFIE T h TV R—Y RCELZ 0N HHDT, H
B, Bl MRS ORI ORBLLMBEED FFIC+H0EET 52 &, VR
AR ONTIGEIZIL, A A VRFI AT 2 F O R AELZITH 2

11



&o

HIMALAYA SRBRICEBW T, GGG 48 HMIX 8 Mg, ZUIREIL 12 BEICH
IMEDFHL 21T > T2 Z L 2B B, AAER G FIXEHMICEBRAE TR OM
BEITHIZ &,

12
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4. BRIz DOWT P8
5. \ERRERDEE P10
6. WHIZEEL THETNEHH P11



1. ITC®IZ

E3E A DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
Bd, LI, IHFEOREREIFOEARAC LY | FUREIKG 72 & OFH0 72 8T BLVE %
JPESEMPARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L BB
AR L 725 TRV R MBOEE & S0 BT #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBEHEZXD Z L L& TNnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BRHZENDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZ R ZIT 5 2 ENHFINLBEICH L THERT 2 L &b, BIE
DB LB 23t e & D 2 L AR 72— O B % jii 7o 3 Rk R <
THZEDREETHD,

LTl o T, KAA RT ATl FABEELZNE TILBG LN TV DEFIETFH) -
BHFR RN EE-S & | LUT D ESE S O fei 7 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEERT,

B ARITA R A 0%, MSATBOE NEF RIS, AMETE AN B AR
BRI o . — A EE N B ARBRIR NRHE S K O— At FIE A B ARNFIBESA R 2
WD b EAER LT,

WL AR AERKE  Fa w7 BT
KGR DMBEINE - T OIBR N RE 722 L E
RHEERDMEROHE : 7L 2 ERBER O AT 7 F & ORI W T, .,
FNIIET 2 v v~ 7 (iR ) & LT, 3 EHRERE T,
1 [8] 1,500 mg % 60 43 RILL o) CEsEST 5, 3 BREMET
DRV IR LEEE%, T2l v~7 (BiaT##iz) LT, 1
6] 1,500 mg % 4 H[FEFE T 60 7ML BT CTRTEFET 5. 72
72 L., RE 30kg LL FOHE D 1 B 551X 20mg/kg ((KEH) &
T 5,
Hl3E IR 58 ¥ FH T A T RIS
(%)
T B Y B ORI R, HIEK O &
DI AR E SRR
FER O & ., BRAIZIEZ A2 e & LTI E 1,000 mg/m? % 30 432> i
FE L, B 1RGS2 3EERE L, 4 B IKRET D, el a—X
ELTEEZEY KT, ok, BEOREBICEVEERET S,




VAT T F U ORIRE IR, HIEL OHE

BRESUTZN AL « MHIE
FER O & IRIERICIT, 7 A2 EUIERRIE & OfFRRIE L LT TEEZRIRT 5,
{5 VAT T F oL LT 25mgm? ((RFREFE) % 60 737/ T T aiifiifiE

L., BA1E&G%2B8EKL, 3B IXKETS, 2had 17— L
TG &0 KT,
B, 1EOBGBITEEOREICLVEERET S,

FRIREER (C 1 D45 35 A O L - ET T3, BRIRRRE) OIH P5~) &M

I



2. AFIORE, ERIBEF

T a7 (EeR#z)  (BUF. TRA ) 1X. & b programmed cell death
ligand 1 (PD-L1) (Zk[92%%E 7/ n~7 V> Glx (IgGlx) V727 7 A0k Mt/ 7o
—FTAHERTH %,

CD274 (PD-L1) &, AEENIZEWTHREIRSMEICHEB L THY | EHE LY
VoNER (T ARG, B AR OV F 2 7% 7 —T Hifd) FIZHEBLT 5 CD279 (PD-1) &
NCD80 (B7-1) L fhA L M & 2 AIZHIET 25 &5 2 541 TW % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , F£7=. PD-L1 I%, fE 4~ OEELIC S5
BLLTWAZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 231 X4 T
Y. PD-L1 & PD-1 ZJ1 L7- B8R, MEEFHING S HURRF A0 72 T Ml & O BB E %
RS 2HFDO—2 L LTEZLN TN,

AHIZ, PD-L1 OFFAMERICHES L, PD-L1 & PD-1 OfEA & HHET D 2 L %IC X
D BAPURRRRAO 7 T AR OIS EIEE 2 08 L, B O Z I35 &5 x5
nTW5,

AFNOVERBEFIZ D BEORIERISIZ L DRIEME R & b b, BEXIIETIZ
ELHARMENRD D, AFOKGH R OREG%IZIT, BEOBIEEEZ 751270, B
D BTG E I, FEBL L T2 ZITIE U7 S M 22 Jak & iR BR 2 B R AN & s L O
DI BRI 22 ATV I DS RUGIC X D EWE S8 2561213, I RE RV
RO GHEDWY) IRALE 24T 9 ER D D,



3. BB
1B BIBRASHE 72 RHIE 8 O KGR IR IZ R Al 24T o 72 B2 R R e 0 ilhs 2 o9,

[ 5hE]

[E PR LR S M AHRER  (TOPAZ-1 #5k)

AR O 72 B YUIBR AR RE 22 IHE ¥ 85 (WHO/ECOG Performance Status 0 X |
1) 68561 (CKHFIL 7Ly B e thigth+ 277 F 0 [AFIGERRE 341 B1], 77 &R
ET LB R+ AT T F o D HEEE 344 511]) (RN 78 Bl [AHIOFHHE 37
B, PRERE 41 ] 2 5Te) ZXRIC, KAl FLAVFEUEBER N AT T F o %
OEREEE Lo 58 OB M R OV M2 fEt L7122,

HFRIAT OFE R, EEFHMEER Th > 24 (BLF, ToS)) (Ffl [95%(54E
X)) (424 DA < ) 1X, AFPFHBET 12.8 [11.1~14.0] B H ., <tHHEET 11.5
[10.1~12.5] #HATH Y . AAIGFHBIR B LTS PRIICA BRRIER 2R LT
(NP — R [95% (218X ] : 0.80 [0.66~0.97], p=0.021 [J&%! log-rank & . A E K
$e (WD 0.03], 202148 H11 BT —X b > b4 7)),

1 IREEIRAMT ORI AT, 6 7 A MARE L %ICHER L BERRE Shiz, £/, ik
L0 U B ORI IE M T OB 81T, T 6 7 A RE LI %ICHER L
THREDRRZRE SN,

*2:3 @ ME 1 A7 E LT, AF 1,500 mg X7 7 REE 1 BHIC, 7Ly X EUHERE
1,000 mg/m? & AT T F 25 mgm? &5 1, 8 HAIZHEK S 1 7 L EE#, AHFI1,500 mg X
117 T R & BT 4 BRI TS L,

OSHR{E(R) [95%Cl]

sl - KHEIHEE 12.8011.1~14.0]
0.8 - XEREF 11.5[10.1~12.5]
£ g7 INF—REE(95%CI)  0.80[0.66~0.97]
£ 06
7 05-
gu 0.4
~ 037
B 027
0.1
0.0+ T T T T T T T T T ]
0 3 6 9 12 15 18 21 24 27 30
BIEAZIFITHSOER(B)
at risk#¥
AFIGFREE 341 309 268 208 135 79 49 24 9 1
FPEREE 344 317 261 183 125 65 29 10 4 0

X1 OS ?® Kaplan-Meier B



[Ze 2]

[E BRI RSB IIFEFER  (TOPAZ-175%)

A EFLIIAAIOEE336/338651] (99.4%) K OKTHEHE338/342051] (98.8%) IZ7BH Hi
oo WTNDDOIRBRIK L ORREBEARN B E CE WV EERS (FER) X, ThEh
315/338%1 (93.2%) K U310/34201] (90.6%) (Z#BD B, £ D 9 BLIELH (Grade5) 1,
ZNEIN2/338%1 (0.6%) KUN/34261 (0.3%) THolz, WINNOFGEETHRIREN

5% EORIWERIZTTRO LB ThoTz,

Rl DTN POREH TREARNS%ULDRIER (REMMITHRER) (TOPAZ-1FAR)

ZRERIREE | HEATE BiE (%)
(MedDRA/J ver 24.0) AFIGEHEE (338 #i)) xTHEHE (342 fi)
4= Grade | Grade 3/4 Grade 5 4 Grade Grade 3/4 Grade 5

RIEM 315(93.2) | 211(62.4) 2 (0.6) 310 (90.6) | 221 (64.6) 1(0.3)
Mg LY v SREE

i 134 (39.6) | 64 (18.9) 0 123 (36.0) | 64 (18.7) 0

U PR E 99(29.3) | 65(19.2) 0 98 (28.7) | 69(20.2) 0

i/ N E 35(10.4) 12 (3.6) 0 40 (11.7) 18 (5.3) 0

P Bk E 19 (5.6) 7(2.1) 0 15 (4.4) 2 (0.6) 0
N 3 i B

FOR IR AR T E 22 (6.5) 0 0 8(2.3) 0 0
AR L Ok E

BARIE 43 (12.7) 2 (0.6) 0 55(16.1) 2(0.6) 0

K~ 7 %7 AE 24 (7.1) 5(1.5) 0 15 (4.4) 1(0.3) 0
PR REE

A4S 20 (5.9) 0 0 16 (4.7) 0 0
B IR

L 118 (34.9) 3(0.9) 0 103 (30.1) 3(0.9) 0

Mg - 37 (10.9) 3(0.9) 0 44 (12.9) 5(1.5) 0

(B4 34 (10.1) 0 0 33 (9.6) 0 0

N 29 (8.6) 1(0.3) 0 25 (7.3) 2(0.6) 0

A% 17 (5.0) 0 0 15 (4.4) 0 0
B KOV AR ARRE

B 24 (7.1) 0 0 23 (6.7) 0 0

Jii B 24 (7.1) 1(0.3) 0 14 (4.1) 0 0

O FEIE 23 (6.8) 0 0 16 (4.7) 0 0
—i% - EFEER LU S ORE

57 74 (21.9) 9 (2.7) 0 74 (21.6) 8(2.3) 0

) E 37 (10.9) 4(1.2) 0 37 (10.8) 7 (2.0) 0

FEEN 22 (6.5) 1(0.3) 0 16 (4.7) 1(0.3) 0
BRI A

U R ER B 89 (26.3) | 70 (20.7) 0 104 (30.4) | 87(25.4) 0

RN 64 (18.9) 27 (8.0) 0 71 (20.8) 26 (7.6) 0

I 1 BRE 34 (10.1) 14 (4.1) 0 45 (13.2) 20 (5.8) 0

TI7=vT ) TR 17 (5.0) 4(12) 0 18 (5.3) 1(0.3) 0

7 =7 —E8hn

M2 L7 F =N 8(2.4) 0 0 26 (7.6) 1(0.3) 0

ek, AFIGERBEHCI VT, FIEMEMRE 4 61 (1.2%), HEO TR 1 H1 (0.3%), T
P2 - BAEPERRE 2% 21 6] (6.2%) . HUIRBREEREIR TIE 23 641 (6.8%) . HHRR

PEREFR &




BERETUHESE 7 51 (2.1%) . BIIEFEAERREE 4 1 (1.2%). 1 BUBEIRIE 1 4511 (0.3%) . infusion
reaction 3 ] (0.9%). FEEFEE (T « NL—JEEREAZST) 14 (0.3%). S 2 4
(0.6%) BF@BO LT, £z, KiK., BREE (WEMERE) . R - BT RAE .
O 2%, BEAERL M E, T EEASEEREREE . MO, FE O R REE | REEMALT TP ERIE
AL 2L, BERESE . S i/ MRS E M OVIRZFER B I8 DL hvo T2, AREIVEM

SEELRPUI B 5 A SRS R 2 R T,



4. FERIZOWNT
PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGE WY BHZZW - FrE L, RAIOFTEGIC LD EHEE
SREWER 2Bl LT BRICRHS T2 2 E BN ERT-D  LLFOO~@ DT % 72 7 i
RIZBWTHEHT 2RETH D,

@ HEFITOWVT

D-1 Fied (1) ~ (5) OWTNNITEYT D ThbH Z &,

(1) BAEFBREDTET 20 V2 REOEENL RS (BRE A RS A2 RaE LSRG
I A3 A2 B EEIL AR T, HUIEDS ARSI BT AR &)

(2) FrEMRERPL

(3) EBENFIRAFNFEE T 2 05 i BREEEHPE (D3 ARSI EWPL. 7S A2
W IIEBE, 8 s HERE R R )

@) IR b FRIEEZRE L, SRIES L FRIEZ R 1, SORIEE L RIEZIRE 2

SIS KNG LR IERSRORE 3 OHisk FEIT/R D | 21T > T 4 Jitiak
(5) PrEEMEREEE AL & BRI OfEa% FAEIZFR 2 | 21T - TV D Jifiak

D-2 NEE¥E O K ORIE AR B O XIS+ 7e ik & B 2 Re oAl (R
DWTINCEZE T HERM) 2, YR OARANCRET 21RO ETE & L ThE S
NTNW5AZ L,
#*

- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EONR ATRR O EERHE %2
THoTWVWDHZ &, 96, 28D EIF, BAEYREEZ L LBRESESOHE 217
STWNWHZ &,

- ERRETFEUS% 2 FOMMIHEZE T L7-1&I1C 4 FLLEOBKRREREZ A L T\ 5
ol b, 3MEDL T, NEERE DD AL S T S ATRIE D EEIRIHE 21T > T
WnHZ kb,

@ BRENOEEHEFEREREOEHIZOWNT

EEMEREFRICIEE T 2 TE PR E S, REEEENS OFRE D, ﬁxﬁi @7
VSRR O FE R ONERE ST 5 iRt A EFFRNRAE L GE oW
HEH. FERHSHIATONDIEHINE S TNDH T &,

® BHWER~DRIHIZOUVNT
@-1 fEgkAkHIZBE 4 5 B4

F‘ﬁ’f’fﬁﬂﬁr BEOEBEZRBEWEMANIA LIBRIC, 24 REHZEEHIO T, Yikiisk X
[T XS T 4 b S 1AM %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREH KON CT 20 IEH ORI
E?‘ﬂs@@rﬁ%%‘%#é HHIZE G, B BICRISATRE AR 3 - T D Z &y



@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 ik B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOIERDOAT V—= T E2ITOERE & HREZ LA TE 57 — ARG
s TWbZ L, k. BHEKEICOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHER ORI ICBI LT

RIWER (FEMEMZR R, IHSREREE - TR - MR 2k N WS (R EE
[, EIEHRRERE S, MERAHERERET) ., BEE (REMEX%) . infusionreaction, K
W% « EEEO TR, | BUBEIRIFE, A - AR RVRIE . (O 2, EEAN M I0E, BRI
oI IR iK%, BLEE O B IR | IR E (7 - NIRRT |
(LT HEOF R O BWELF P ERIBUDE . HALAE 22 L, R, JRIFERES, MAE RS 1Txt
U C. Yaxhtiak T BB O B 2 A9 4 Al & s U (RIVER OZ Mokt
WL THRER X EEZZITONAEMEICH D Z L), HHITHEIZRALE N T E DA
NEESTNDHZ &y



5. BEXNRLRDEE

[Hptic B % B2

D ALHHREIED O EREIR e R IEH B BT, AR 7404 & R
ROV AT T F > L QYRR EOEIED RSN TS,

@ TRLCEEY T D AREFN O J OMEH I OW T, RAIOF IS S TE
BT ARANDOEGXG L 72 B0,
o OTAKIDOAHINEN RSN TV ML OHFUEMEIREH] & OfF %5
o IR L

[“Zz 4l BE 3 % FH]
O TRICEYTLIEEFICOWVWTUIARFOERGENERE SN TNWD Z b, &5 E21T
DN by
. ARFN DRIk LIsBUE DBEERE D & 5 B

@ WBRATOFHHIZIB W TTFREICEZ S T 2 BEIZOWTE, AR O GITHELRE S vpn
P, MOIEFERIRE D RN EICIRY | HEICAF ZER T L 2BETE D,

. R MENGZE . (BRI 2 & de) Do 5 EE XTZ OBIERO & 5 54
o G A CRHVE S 2580 D BB K OV 98 55 D il (S JAEME AL 23 2

s EBE
. H R B OE I XITE MR e 3 L <IEEFEMEO A SRR BOBERED
% MAE

. WHO Performance Status 2-4 "V o fBE

(1) WHO o Performance Status (PS)

Grade

0 F o MR GBI TE 5, SREOMH AL L9, FFaTE [ U R AL HIRZ <ATZ 5,

1 PRSI LUEBNERIR S D23, BATARE T, BARNECAEITAT O J LN TE %, SREA T E s
V— RO LRCKHBEREDTE2BELEEND,

2 BATARE T, AOHEOELY OZ LITA&THREEN, EEIXTE 20, HEFO 50%LL FIZ~Xy FAATIE T,

RONTCEIZOHDEDY DI L LMTERY, HPD S0%AEES Y R TilRId,

4 FoLKETRY, BODHEDOEDLY DI LITE-72L TERY, BRIy RO+ TEI7,

10




6. BEICELTHEETREXEIE

O WA CES TN, JERTEEE BIREET 2 B RHE |2 IS & ARRK| O e K O 1E
RO DI B ERE I HME L TR+ 52 L,

@ IBEBMBIZHESL D, BE UTF OFBEICA IR a2+ L, FE 525
TG THZ L,

@ FREWEADO~X T AL MZHOWNWT

VB MEE R (TR 2 & te) 3 Hbd Z ENH 5D T, WIHER
CEEIAU, WROR IR Ik, FEENES) OREEE N O XA o s . Bl
PHSICATO 2k, Fo. MEICS UTHECT, i~ — 7 —%DOME % i
TAHZ L,

infusion reaction?3& Hi 5D Z LN H Y | 28] H LA O ARHKIF 5-KEIZ § infusion
reaction3 & H iV D Z & b D O T, KK GRHIZ I EREIEE OREEZ 4512
BlZ24 5 Z L, infusionreaction3 i 8 LIV G A ITHE U 2L E 21T 9 & & BT,
FERDNEE 3 2 £ CHREDREBL +0ICRT 22 &,

FOR BRI RER . BB RERE E N O T BARERERH D DND Z LB H DD
T ARHIE G- B AART K OB 5B P I E IS N WS RERRAE (TSH., #EHET3,
WERET4, ACTH, [Ha/vF Y —VEORIE) 2170, BEOREZ 75128
BY5Z b, ¥, MESUCEBRESOERLEET D L,

AFNIOBH I X0 | WEORIEICTER T 2 &3 2 bk~ 7R BN e
BHOLLNDZ ENRDHD, BlELEHmITITV, BENFEO bNTGEITIE.
JED RN L HEWER O%BLZBE L, @URENZW 21T 2 &, BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULEI
ERERNVE CHIORGELZERT D L,

FGAET % BORRK OB AR L TbREWERN I T2 Z L0 H 5720,
AFN DA T RIS G BWEH ORI H3ITHEET D,

AST (GOT) . ALT (GPT) . y-GTP, B U LB VD %211 5 IR E
2, BEALYEIRE RN B D Z &2 5O T, AFIE 5 BIGHT & O 51
FIIZEBIRI T R A 21TV, BEOREL T2 B8 T2 2 &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PG BRAGET K O G- T E BRI B RE A 21TV A DR E 531
BT L,

VRIBEIR TSN & DAL, FERIFIES T F—=Y RIZELZENHLHDT, H
e, ELD, RIS DORER O FEE M E O BRI TR T 5 2 &, RBERIN
WEEDNIZGEIZIE, A A B 2B 53 5% OWU R LEZIT S Z &,

M E O

Ho|

@ TOPAZ-1ZRERIZI T, S EERE) H 24 T6E 5. F N LLEII8E EIC B 2D
P T o TV Z & BB, ARG TILEHIRIC SR TR OMER AT

11
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HIHs 6

BEEREETA RFA4 v
Fa A V=T (BREFEBZ)
~ TR~

6411 A (5Ffn 84 8 AkET)
B4 FEE




B &

1. [ZL®IZ P2
2. RANOK. EHAET P3
3. BEPRARAE P4
4. WiRIZHOWT P12
5. \EXRERDEE P14
6. BeHITEE L THHET X FIH P15



1. IIC®IZ

E3E A DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
Bd, LI, IHFEOREREIFOEARAC LY | FUREIKG 72 & OFH0 72 8T BLVE %
JPESEMPARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L BB
AR L 725 TRV R MBOEE & S0 BT #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBEHEZXD Z L L& TNnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BRHZENDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZ R ZIT 5 2 ENHFINLBEICH L THERT 2 L &b, BIE
DB LB 23t e & D 2 L AR 72— O B % jii 7o 3 Rk R <
THZEDREETHD,

LTl o T, KAA RT ATl FABEELZNE TILBG LN TV DEFIETFH) -
BHFR RN EE-S & | LUT D ESE S O fei 7 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEERT,

B ARITA R A 0%, MSATBOE NEFE RIS, ARETEAN B AR
BRI oy . — A EE N B ARBRIR NEHE S K OA SR FIE N B AR ANBHIE R 52 D
WD b EAER LT,

WL AR AERKLE  Fa o wT BT

RMNELRDMEXINE AT - BFROTEIRE

HEEBDREROCRE : INAVRT T F 2 RO 54 o RPUEMIEEA] & O ICB W T,
W RNZIET 2 v <7 GBI Z) & LT, 1E1120
mg % 3 WERIBE T, 60 /ML BT CREEET D, TOHD
HERRIE I B W, T al <7 (EBEF#ikz) L LT, 1
[1] 1500 mg % 4 A FEF R T 60 0 HILL BT TRIEFET 5, 7=
72U, 1RHE 30kg UL FOGE. HEFRRIEICEK T 5 1 Bl G-&I,
20 mg/kg (KE) &35,

il IR 5E ¥ T A NI PRI SH




2. AF DK, 1ERBERF

T a7 (B Z) (BLF, TARA) 1%, & b programmed cell death ligand
1 (PD-L1) &9 5%%& 7 a7V Glk (IgGlk) 77 7 2pe Mt/ 7 a—F L
R TH 5,

CD274 (PD-L1) 1%, AEENIZEW THRRSMREICHE L TR Y | EHfEL2Y
VRER (THEME, BHIRAE T F 27 0% 7 —T/Mla) FI2HBLT 5 CD279 (PD-1) K&
U CD80 (B7-1) &y L. Al A RAUZHIE 2 &35 2 57T % (Annu Rev Immunol
2008; 26: 677-704. Blood 2010; 116: 1291-8), F7=. PD-L1 I%, Ff~ OEEMIIZ IS H,
LTWAZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 241 L7 R IX, TSI HUR R A 72 T AR & O BB % (]
BT HHFD—o L LTEZBNTNS,

AFNE, PD-L1 OFEAEIRICHES L, PD-L1 & PD-1 OfEE &2 HET 5 2 L%k
D S AHURER R T MR OIS SR 2 58 U, S OBE A2+ 25 L &2 5
nTW5b,

ARFNOVERBE 2D < E O RS X 2RISR S b oh, BESUIELTIC
EDLWREMD D 5, AANORGH KR OEEGRIZIT, BEOBIEL TITATV, BE DR
O HIVIZEEITIE, FEH LIRS U B PR 2 et & BB 2 FF D BEfT & L i
SN2 8RR Z2 ATV P DERISIC K D RIER 2 B 2 56 1213, BIRRE AL
TR OEGAEDWEY) R ALE 21T 5 MEDR D D,



3. BRERAE

[H5hE]

[E B[R ZE AR SR (DUO-E #tbR)

{LFFAERED 720 AT - BRO-ERERE? 718 #l (DAKI+A 73 7 +{by
FRVES T 239 B, @AH + AL 2R 0005 B 238 i, QfbZFEIES BE 241 f511) (AN 88 f
[Zizn@26 i, @30 fil, @32 #1]) Zxtgic, ERROK VO & Q@DHEIEK VL4
PEARRE LT,

TFEEMMIEH & &u72 RECIST ver 1.1 (2 E-3 < TRBRHE Y ERTHE 12 K 2 HEH A 17
W (BUF, TPFS)) (Ffli [95%EHEKH] (LT, ICL)]) OfEHRIEL, AKAl+4 78
U 7 HEFEIEREC 151, AFI LA T 102, {EFEERET.6 WA THY . K
Fl+ A Z S0 7 AL R O F R I R IE ISk LRSI A B 72
EZ7R LT (D(ERIEREC T D ARA+ 4 7 )0 7 LR IEREO N — Rk
[95%CI] : 0.55 [0.43~0.69], p<<0.0001 [J&5! log-rank /& ], A EAKME ([H18) 0.025,
OALEPRIERE 6 DA L ZRIERE O Y — R [95%CI] : 0.71 [0.57~0.89]. p
=0.003 [J&5!] log-rank f&7E, A E/AKE (M) 0.025, 20234F 4 H 12 HF7—% v b A
7).

*] RSSO REBIRETE & U C HUB RS 2N 5 S NI, BB 0 Bt 5 A
HBFEREE TOMMN 12 4 A ML EOBE RS L Shiz,
¥ UTOWTNNTHEYTLBEPHRL S,
> International Federation of Gynecology and Obstetrics (UL, [FIGOJ) 43%8 (2009 4Eff) MDD
BED DB, T UL AR RECIST ver.1.1 (255 < HIE WREIRZ 3R b7 B
> FIGO 4¥¥ (2009 4EH) IVHIOBE (T T EMB OEIEREOH BT H A2 \)
> B EETIREIC L 0 RIAET S AR ARV R O B
3 k- AREUTFO LB & Shi,

BeGEE (b2 RO HERRRE A
KAl A7) %B%?CA%;KT ;220 fnz)ﬁg © AHI 1,500 mg % QW THHIRIAEL:
LRI Q3W\“C“§%Hﬁilj:ﬂ§“€”3 o« FF %0 7 300 mg % BID #& 0 #% 5.
1.2 7

SRR | T, A L0 e £ e
Q3W THRN -T2 '

(eriEn %$?g§i¥;i£@ " ARDTTEAHE QAW THIRAEL
R T © $55U FOFFER% BID ARG

CBDCA : VRS FF o PTX : X7 J ZF+¥/L, CBDCA/PTX : CBDCA & PTX & O,
Q3W : 3 HRIFEIMG. Q4W : 4 HREIMME. BID: 1 H 2[E, T1: CBDCAAUCS Xi% 6 mg * min/mL
FH Y 5 OVPTX 175 mg/m? % Q3W THIARWN L G-, T2 : CBDCA/PTX £ 512 L 5 i BUE KOG 23
EH L-HA%121E, OCBDCA KU@PTX #ENEFNDOV AT TZF RO/ T U XXk
(TNT I RER) I R X2 KFIcETRREE Sz, T3 &K 6EEE



1.0 B R AU e —
FAHCEEERE  — —
0.9 {2 int
08
w 97
ﬁg 06
%
% 05
E|
& 04
- 0 - ——
.
03 .t — —»
H
.l'l'llH.""
0.2 | Sr—
- B -
01
00
0 3 6 9 2 15 18 21 % 27 30 3
T U BMe B O (A)
at risk %
KA+ AT
Lemere 239 214 198 169 139 95 51 30 16 7 3 0
ARATACTRERE 53g 211 188 138 105 69 45 % 13 5 0 0
(EATERE 941 213 184 125 86 45 2 10 3 1 1 0

(PD-L1 FEBUR LB DA Zhitk K O 41k)

ERE LR NAERRER (DUO-E #BR) ISHAANONT-ZEBED I B, JEEHRRBR A

BUF % PD-L1 O3B (TAP) IZBET 2 1HEERNE LN —HMOBEDOT —F|THS X

PD-L1 FEBLRBNIRBANCIFNT 21T > WA DIMER L EVEOFRRIBZUT O LB TH

D72,

BEMEICE LT, TAP=1 4 & Heiflg LT TAP<1 #[H T, (bFBEIEICARI TR
FROA TR T LT HZEICED PFS OIERZNEI/N S WEBGED STz
(£ 1), TAP=1 M KO TAP<1 MO EEEMIZI1T 5 PFS @ Kaplan-Meier Hifji%

1DOEBY THoT,

723, PD-L1 ORBRIZL BT, AFOLZEMT a7 7 A ViLFEETH -T2,
* o (DMINRLC Yt 5 I5 AN ER D B A B IS AI R % XM S M0 L | 2 e (S 2830 D B L 2 NN
B G I N TEAE T 2 BEI O Al & . IS AEIR 2RO RS TR L C 100 2 5 U7 (%)




1 PD-L1 OFEIIRIAID PFS DOFEMNT#E R
(GEBREMSEMHEE, 20234 R BT —F Iy b4 7)

KEN+F TR T AH s s .
ZE- 150 170 163 <KHF+ AT %Y
TAP A2 M (%) 68 (45.3) 97 (57.1) 114 (69.9) 7 fprpeiEmt L
=1 i [95%CH (W H) 208 [15.1, &i#E] 113 [9.7,154] 9.5 [7.9,9.9] (b SRR >
AP — R [95%CT] "' 0.42 [031,0.57]  0.63 [0.48,0.83] - 0.005
%K 82 61 75
TAP AR (%) 55 (67.1) 38 (62.3) 57 (76.0) <AH L FRIE
<1 HfefE [95%CI) (B A) 10.1 [9.5,15.0] 9.7 [7.0,14.7] 9.9 [7.6,12.5] >

ANY— REE [95%CI] "1 0.80 [0.55,1.16] 0.89 [0.59, 1.34] — 0.147

— CEMAR L. ¥ FEERI Cox eI — FET L, %2 OFE5EE. @PD-L1 OB 0@ 58 & PD-
L1 ORFHIRI E OAZBAEM 2 ILER L L= Cox fFINF — FEF L
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w00
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0.0

Hazard ratio (95%CI)
—— AFH+ AT 50 T AHACEFRERE vs ALFFRIERE 0.42 (0.31 - 0.57)
AHNHACFHERE vs LFHRIERE 0.63 (0.48-0.83)

Median PFS (months) (95%CID
SEREERE 9.5 (1.9 - 9.9)
) - 15.4)

[z 3=
AAN AL EREERE
AFH+ AT %Y T LR LR

at risk %

fepmisge 163 155

— 1 1 T T T T T T T T T T T T T T T T T T T T T T T T7T
23 4 5 6 7 8 9 10111213 141516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32

7o g afemn oW (1)

149 141 139 125 122 92 85 B0 58 57 53 35 33 29 22 22 17 13 13 8 7 7 3 3 3 1 1 1 1 1 0

JE+psegesne 170 162 158 153 152 145 142 122 109 103 80 77 75 53 53 53 43 43 38 33 33 22 21 20 12 11 11 4 3 2 0 0 0
KA+ AT 7 epgekpe 150 147 144 136 135 127 126 118 116 114 101 97 95 68 66 65 45 45 40 38 37 24 23 22 13 11 10 5 5 3 3 3 0

1.0 Hazard ratio (95%CI)
o HH+ AT 80 T HAEFERRERE vs (LSEREERE 0.80 (0.55 - 1.16)
tﬁg AFN IR vs ALZEFRIERE 0.89 (0.59 - 1.34)
" 0.8
i
N Median PFS (months) (95%CI)
s LRI 9.9 (1.6 — 12.5)
17 AA+A 9.7 (7.0 - 14.7)
%| 0.6 KA+ 7T 8 T bR 10.1 (9.5 - 15.0)
PN
=

0.4

:—'-ﬁ.—,—-—‘rq-——hq_________p
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(L FRiERE
— s ARF A ACERRERE
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—

at risk

fepmisr 75 71
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Afl+AT Y 7 HeEHRERE 32 T8
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(BB ERHIE, 20234E4 H R BT —Z Ay b4 7)
(EX : TAPZ1 £, TR : TAP<1£H)

&)
%)
<




[Ze21]

[E B[R 2B AR SR (DUO-E #kb%)

AERZIIARF+ AT )0 7 L FRIERE237/238%1 (99.6%) . AH|+{bFReIE#E
232/235%51 (98.7%) . {bFHE1ERE236/236%1 (100%) IZFEH BTz, WT N DIREE &
DOREBENEE TERWEESSR (RWEM) 13, £ E41234/23861 (98.3%) . 219/235
il (93.2%) . 228/236%1 (96.6%) IZF8H H L, £ D 9 HITH] (Grade5) 1T AR
Mol WTNNAORETHBLIEIG 5%, EORWERIZITRDO LBV ThHoTz,
£2 WThH OB TRETSD s% U LORIER (Z&MMxtgER) (DUO-E Rk, £HBRIIH)

BERIR R — Pk (%)
Jsukm | T 7 ’(‘2;)87@;‘“5"?"5 A+ LR (235 ) (L2E5IERE (236 1)
(I\\/,I:f ];?'A{)/J 4 Grade | Grade3/4 | Grade S Grade Grade e Grade Grade
5 Grade 3/4 5 Grade 3/4 5
ARIWEM 234 128 (53.8) 0 219 101 0 228 96 (40.7) 0
(98.3) (93.2) (43.0) (96.6)
MEHR LY R EE
2 i 133 53(22.3) 0 91 32 0 108 27 (11.4) 0
(55.9) (38.7) (13.6) (45.8)
[ i Bk ek 14 4 0 10 2 0 8 2 0
S (5.9) 1.7) 4.3) 0.9) (3.4) (0.8)
IR ER A | 45 (18.9) 23 0 34 18 0 30 13 0
e 9.7) (14.5) (7.7 12.7) (5.5)
/B | 32 (13.4) 8 0 29 7 0 16 3 0
s (3.4) (12.3) (3.0 (6.8) (1.3)
PN
FHOR iR B 11 0 0 15 0 0 4 0 0
JUHESE (4.6) (6.4) (1.7)
FOR IREERE | 31 (13.0) 0 0 34 0 0 5 0 0
KT E (14.5) 2.1
B L OseEkEE
BRI 45 (18.9) 2 0 32 0 0 36 0 0
(0.8 (13.6) (15.3)
BhU YA 13 4(1.7) 0 12 0 0 10 1 0
e (5.5) (5.1) 4.2) 0.4)
K~ 7% 22 0 0 21 1 0 25 1 0
Nk 9.2) (8.9) 0.4) (10.6) 0.4)
TSR PR
FEIE D F 23 0 0 15 0 0 21 0 0
" 9.7) (6.4) (8.9)
R A4 22 0 0 22 0 0 24 0 0
9.2) 9.4) (10.2)
SR 12 0 0 9 0 0 10 0 0
(5.0) (3.8) (4.2)
R SR 12 0 0 8 0 0 10 0 0
(5.0) (3.4) (4.2)
KM= = | 57(23.9) 4 0 61 2 0 62 1 0
—pg T 1.7) (26.0) 0.9) (26.3) 0.4)
SRR 5 0 0 13 0 0 8 0 0
2.1) (5.5) (3.4)
KA MR | 54 (22.7) 2 0 54 0 0 61 6 0
—a—mu (0.8) (23.0) (25.8) 2.5
%_
IR 2, MOEREs I ONHERR =
ST ] 8 1 0 17 1 0 9 0 0
(3.4) 0.4) (7.2) 0.4) (3.8)
H R5hEE
P& 13 0 0 11 0 0 3 0 0
(5.5) 4.7 (1.3)




AR PR )
K5 S % PRI
AR *ﬁ“g;’(zggiggm%ﬁ‘f AR (235 B) (L2EmERE (236 1)
(I\‘/,I:f ];?.A{)/J 4> Grade | Grade 3/4 Grade 2 Grade Grade = Grade Grade
5 Grade 3/4 5 Grade 3/4 5
i 39 (16.4) 0 0 35 1 0 41 1 0
(14.9) (0.4) (17.4) (0.4)
T 47(19.7) 2 0 49 3 0 42 2 0
(0.8) (20.9) (1.3) (17.8) (0.8)
N 121 7 0 78 1 0 96 2 0
(50.8) (2.9) (33.2) 0.4) (40.7) (0.8)
MN% 21 0 0 12 0 0 17 0 0
(8.8) (5.1) (7.2)
AU 49 (20.6) 1 0 35 4 0 34 1 0
0.4) (14.9) (1.7) (14.4) (0.4)
& ¥ XU TR RRRRE S
B AE 112 0 0 113 0 0 114 0 0
(47.1) (48.1) (48.3)
Z 5 PEIE 26 (10.9) 2 0 24 0 0 19 0 0
(0.8) (10.2) (8.1)
55 21 1 0 32 1 0 20 1 0
(8.8) (0.4) (13.6) 0.4) (8.5) 0.4)
R INITRZEIN 13 1 0 10 3 0 5 1 0
o5 (5.5) (0.4) 4.3) (1.3) @.1 0.4)
B # R E & OE A FRRREE
RAfH 33(13.9) 1 0 40 0 0 38 0 0
0.4) (17.0) (16.1)
B 9 0 0 11 0 0 16 0 0
(3.8) 4.7) (6.8)
5 Al 22 0 0 27 (11.5) 0 0 37 1 0
9.2) (15.7) 0.4)
IO AR 13 1 0 17 0 0 19 1 0
(5.5) (0.4) (7.2) (8.1) 0.4)
— % - REEEER X O 5RO IREE
e 35(14.7) 6 0 19 2 0 17 3 0
(2.5) (8.1) (0.9) (7.2) (1.3)
P 81 (34.0) 5 0 68 5 0 68 3 0
.1 (28.9) (2.1) (28.8) (1.3)
1B E 10 0 0 12 0 0 14 1 0
(4.2) (5.1) (5.9) (0.4)
ARG ML il 9 0 0 12 0 0 7 0 0
(3.8) (5.1 (3.0)
i AR AT
75 =7 | 25(10.5) 4 0 23 3 0 13 2 0
NIV N (1.7) 9.8) (1.3) (5.5) 0.8)
AT =T —
L HIM
T AT X 15 2 0 17 1 0 12 0 0
VTR (6.3) (0.8) (7.2) 0.4) .0
cNF AT
=7 — ¥
o
Lz vy 15 0 0 3 0 0 8 0 0
F= N (6.3) (1.3) (34
y— A 13 0 0 9 4 0 8 1 0
ST (5.5) (3.8) 1.7 (34 0.4)
AT =T —
L HIM
I ER B | 50 (21.0) | 32(13.4) 0 42 26 0 61 34 (14.4) 0
N (17.9) (11.1) (25.8)
/N | 40 (16.8) 6 0 36 8 0 34 9 0
s (2.5) (15.3) (3.4) (14.4) (3.8)
M1 BR R | 36 (15.1) 9 0 28 (11.9) 8 0 40 11 0
N (3.8) (3.4) (16.9) .7




s ey ¥E B (%)

TTHE S % JEYRTE

suerig | PAEATO T TR i qepmsne 235 ) {Lopisme (236 1)
(I\f:rd];??)” 4 Grade | Grade3/4 | Grade e Grade Grade e Grade Grade

T 5 Grade 3/4 5 Grade 3/4 5

BE, THB L OESHHE
FEANITHED 13 1 0 14 0 0 24 3 0
R (5.5) (0.4) (6.0) (10.2) (13)
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RE. AFN+ A4 T3 T HEERERICB W T, AH & ORBEBMRNEE TE 220
B ER 11 ] (4.6%) . KK 461 (1.7%) . FTkgReREE: - T2 21 41 (8.8%) . HIMR
BRBEREAR TE 31 1] (13.0%) . FUIRARBERETCHESE 16 51 (6.7%) . infusion reaction 6 i

(2.5%) ., MRRFEE (XF7 0 « NU—JEGEREZETe) 96 (3.8%). ik - FREUH AlfRIE
1 5 (0.4%) . ZRIFEREE GERFREEIEND 3 61 (1.6%) . wifiEEm (4730 7 HFHEE)

(MERPRIEI) 3 61 (1.6%) . FEEMAELFTRERBME 2 61 (0.8%) i bz, -,
HEEO TR, ACHEIRE K, R HaERE S, 1 BRI, B RS (MM RS | R,
D26, BEAER M AE, TEMAERERE, Mk, HEEOREREE, HLEZEL, BERK
K OS2 P I/ OB ME X780 B v 7e o 72,

F 7o, ARAIHACFRIERIC BT, AH & OREBRNEE T E 2O EEMERMEE 4
B (1.7%) . KIBZE 4 61 (1.7%) . BJE D T 2 41 (0.9%)  AFHEBEREE « BT 48 26 61 (11.1%) .
FEALPENRAE 28 1651 (0.4%) . FRBAEEEAR TE 34 5] (14.5%) . FUIRIRHERE TESE 18 4

(7.7%) . 1 FUPERRIE 1 61 (0.4%) . infusion reaction 4 il (1.7%). ffEFEE (7o -
NU—JEGREZETe) 116 (4.7%) . Fidk - SRR RARIE 6 1 (2.6%) . FEAER HE ) 4E 2
B (0.9%). FEEORJERE 1 6] (0.4%) ., FEEWELRERBAE 1 F] (0.4%) ., gt
INHBUDIE 111 (0.4%) a8 BT, E-RIBHEREREE, BREE (WEMEBR%E).
e, D, TERMEEREREE . MM2c, IEILE L. BEIRER K OURIEEREE X8O b7
mol-,

AREIWEHFRBUR DU IBIE R 2 SRS R~ 7,
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4. FERIZOWVT
PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
D Dk T o T, RANOFE G WY 72 BH 2 2W - FrE L, AAIOFTEGICT LY BHEE
7RBEIMER ZRBL L 72BRISx T 5 Z E DB 72728 LLF OO~@ D3 T Zii 7= 7
RIZBWTHEHT 2RETH D,

O MEgRicHONT

O-1 TEED (1) ~ (5) OWTNNICHEY T HMX THDHZ &,

(1) BB REDTEET 203 V2 HOEEEIL IR B GBS E T RS A2 OE LSRR
sl 23 AR SR T, M ARSI R )

(2) FrEMRERPL

(3) FBENFRFNFDFEE T 20N A EEEERE (DS A2 EWPT, 25 A2
W IIEBE. D3 AR EEHEE BT /e &)

4) ARALFIIEEZHE U, SRR L FREZRE 1, S RIER LR IEZ R 2

I KRE G L FEIE2 R 3 ORiak HEIT R D M 21T > TV B fiigk
(5) PUEMEREEAILL G & BN Ot sk FUEIAR DR H 21T - TV D itk

D-2 & (98 DAL FIEE K ORIVE A FE Bl O b S I 443 22 Faik & R BR 2 R oAl (T &
DWTIPCTEEE T HER) 23, U2 BB OARFNCET HBREORME & L TRE S

NTWNWBHZ L,

<

o [EAMFFEUSE 2 FONPIIHEAE T L72&IC 5 FLLEO R VIR OERKRIHE %
fToTWAHZ &, 96, 2L EIX, DALY £ & UIERRIER - ONHE 2
IToTWVWBH Ik,

o [EAMFFEUSE 2 FOWBIHEZE T L2 4 FLLEOBRAKRREZ A L TW\5D
Z L, 96, 3R, W ABHEL O N AW Z S Te DS AR DEFRIHE %2
THoTWVWAZ L,

@ BREADOERLFREHOMEHICOVNT

PRSI BT A YL N E Sh, BRSNS OFRE D, Ao - &
el i%mmw®£ﬁﬁozﬁé I D IE IR, AEESNRE LIZGEOWE
EH, HENEHSLNITITON D EHINE S TWE Z L,

® BHER~OXRIZONT
@-1 R HIZBE 3 2 B

VMR R BB O BB 2 BIEF 233842 LT-BRIC, 24 FERIZZHRIREIO T, Yakliss X
VOEEE R (23T, BB L2 BIERCS U CABREHE L O CT & O FIVER ORI
FRRADORE R Y AHPIZE LI, BEHICKHSATRERAERHI > TN Z &,

12



@2 ERFEFEE L DHEFENRICBIT 5 EH

NIRRT B B R R O RE 2 A B ERREFE D RIER T =4 U > 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
HENTWAZ &, BB, BEERENCZHOWT, BDABRE L ZOFRICHSICEmENT
WH L,

@-3 BHER DZMWroR M L T

BIVER (FVEMEME R, HAEREREE - TR - Bi(LMENRE 28, Nk (FUR R
P, EIRARREREE . THEEAHERERTE) | BREEF(EEMEXF) . infusionreaction, K
525 « EEED T, 1 BUBEIRIR, A% - BRI AUEE . (AR 28, EAERS M 0E, B,
MR M IR E | 48 BB D R RS ISR MR SE (57 v - N U—EEREE BT |
(LD RO RSB AT TR BRI E . TEALE 224l BER . JRIFERES . WWitEam (4
Zo8 TORHKE) | MERE) ICx LT, Yekiiak LB ERER O FEMMEE AT 5
PERT &oadE L (BHER OBZBr-ex I L THRER O EAZ T N5 H D 2
&) L ELICHEE R AEN TE DEHINE S TNWDHZ &,
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5. ‘EXRLRDHBE
(A%l B3 2 F1H]
O AbFHRIEREO I WET - RO FEREREICB T, (1) AF+A7 30 7+
B EE O (i) ARFHALFEIE O IMER RS TWND
2 WK T T F U RS F Y U RGUEEMERAl, VR T TFRORT Y ZXR O
IZBW TR ZBAT 2,

©  TFRUCEEM T D BE KT D AKI O G K OE T EIZ OV TR RFIOH =D
ENLSINTELT, AFlORERSRE 25720
e FIGO 7 I i O EF, I ONS FIGO FEIIH D EFE D 5 6 Filf 3T
ERBIIRGFET DR E LA I RVEE
o DOTAFIDOAHMIENI /R Z TV WO FUENEREEA] & O fF 5
o iTRMIBIRIE

@ EEELFRFEIAAERR (DUO-E RBR) (28T, PD-L1 OFHER (TAP) [k A%
@ﬁﬁ&éﬁﬁﬁﬁﬁéhfwé(mbxﬁ%);kﬁ% AR & 5T D551

X, TAP LR L7 ECHREFEOHW 2T 25 Z EDREE LUV, TAP N 1 Kl Th

é EDHER SN BHICB W T, AR O VLM EEIHRTS 2 &,

[Z2 4P BE§ % 1]

O TRICHYTIIEEFICOVTUIAFI DRGNS L SN THWD 2 Enh, &5 %217
bipnz b
o ARHFNOFSIR LiBBUE OBEERE O & 5 BE

@ JRIRAETOFHIICE W TTRICHKE T 2 BA IOV TE, AR OHFGIFHELRR S ey
D, AOTRIEERED R WG EIZIRY | HEICARZEHT LI L 2BETE D,
o EMEMRE (BSERImER 2 &) O 5 BEXIZOBEREDOH 5 BE
o MER AR TRIE S 238 00 2 A M OMESME T2 5 DI S SIEPEZEA L 23 22
bivs A
o HORERBOEO UM 2235 L <IFHFEMED B ERZ R BOBEERED
b % B
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6. BHEICERL THEEBE T REEFIH

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEIZ I & ARAK| O Feik J ONiE 1F
OO B2 ERE HICEE L ThBEAT D Z &,

TRIEBRARICIENE D | B XX Z OFIRITAHIE R EREL +a L, FE %5
ThoRETHZ L,

FREWERA O~ R T AL MZDOWNT

@

)

M PEMR B (HEHRIR R 2 &) BN Dbid 2 Endh 0T, HIHER
(BO0Au, MR REE ngmk, FEEVE) ORERE & O X fiRds oo s, #8152
EHoATY 2k, Fe. BN UTHES CT, Iy~ ——F0mi s
T HZ L,

infusion reaction 23& H L5 Z L3 0 (2 [B] H LA O AF|# 5-FFZ 4 infusion
reaction 23 LN D Z &N B DH DT, RFEGRAZIZERIEE OIREE 147
2815295 Z &, infusionreaction 3388 H AV AITE U R EEZITHI E L b
(2, SEIRAEIET D E TREDIRELZ IR THZ L,

RO IR RE R . IR RERR T N OV T IR E DN D GO DL 2 &R HH D
T AP 5-BilAA T & OV G-I ) H e IR IS N 0 B RE R A (TSH., 158 T3,
FERE T4, ACTH, L 2L F Y —VEORE) 2170, BEOREE 43128
BIHT b, ¥, LECS L THBREFOFEM G ZR™THZ &,
AFNOFHAZ X0 | W OREE ISR T 5 &5 2 B HEk & 72 IR B RE
DHOLOLNDZ ENRHDH, BEEZT2ITATV, BEPED NG EITIE, @
FEDORIERINC L DRIER OB A EZE L, mORERZW 21T 2 &, MmE
DEPE N K D EWER 2 5o 255 121E, AR OG- ORZE, F1 1k S LE]
ERERNVECHOBREEEZET D L,

BeHHET %, BRI OE T HBSR L T LEIERBRET 22 nb 5720,
ARFN OB G TS EWEH OB IZEET D,

AST (GOT). ALT (GPT). y-GTP, B U /L E %D L7 %5 FFHEGREREE, AT
K. WALHEIRERDNH LI D Z L0 d 5D T, KA G-BIGHT M OG- R
FITEMIRIC I EER A 21TV, BEORELZ 01285375 2 &,

PRAIE RVE MR K, REKEKBREOBREENHLDONDZ ENHHDT, KA
e 5-BRARRT M O G-I R R E I I B RE R 21TV BB OIRREE 1471
BEETDHZ L,

1 BUBEPRIF S & & oL, BEIRIFMES T R—Y RAZELZ ENHHDT, O
B Bl WM OIER ORBLLMPEED EFICH0EET D2 &, 1 BBER
AR ONTGEIZIE, A A VR R T 5 EOMUREZITH Z &,

5

DUO-E RERICEBW T, #ERME D 18 WML 9 Mm., Z LML 12 BE THR)
MEOFZIT > TV Z & 2SE12, ARANE G-I E I B RS TR R O
BEITHZ &,
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1. iXU®IiC

SR DF NN « ZARMEDFEMR O T2 D121, IRA SCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSRZ 2T 1 7 7 A VSBEF DESE & B 5 i
B BB D, 20D AR NZEMICBET 2 IERDH0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E T LR TV D ESIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

BB ABTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, —AXFEENE N B AR IRNBHE S, —MRAEEN B AR BTSSR OFEEIE
EBRNEENEAN B ARIEFEZOW IO EERR LTz,

KB LR AEES T a7 GBIE L)

AL RAMEIE - BT DTET - iR BLE

MNEERDAEROHE: 7vAdu T, LREVF—b, AXH IV FITF RN R
XA LDOHHIZENT, B, AT 2 v~ 7 (BisF
FAHAZ) & LC. 18] 1500mg % 4 @RI CHRTC 2 BE T, &
Ot 2 [BIE T, 60 23BLL BT CREsET 5, T0%., 7
2 V=T (Bia R z) & LT, 118 1500mg % 4 #ERKINE
T 10 [EF T, 60 LA ET CREERET 5, 7272 L., A 30kg
LT O%E® 1 Bl 5 &1% 20mgkg ((KE) &35,

: T A TR A SHE

e
3
5
S
M
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2. AANDOR:AK, VERBF

T als =7 (Bla i) (LT IAAD) X, & b programmed cell death ligand
1 (PD-L1) &9 5%%& 7 a7V Glk (IgGlk) 77 7 2pe Mt/ 7 a—F L
R TH 5,

CD274 (PD-L1) . AEANICE W THURRERMIEFIZHBLL TRV | EHkLcY
VRER (THERE, BREL OV T = 7 /0% 7 —Tfila) FIZHE4 5 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 AUCHIE T 5 & & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood2010; 116:1291-8), F£7-. PD-LI %, F& & OEEHALIC & FEH,
LTWAZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 Z4 L7 #RBKIE, NG HIRL S HURRF A 72 T Al & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 72 T AR O MR BT VE 2 08 U, IR O 2 I35 & 525
TV D,

AR VIR 35 < B DS IIC & B BIEFI S8 & b, Bl U1
B WA & . AFIORGH R ORI RICIT, BEOBBE THIATO, B 5
0 AT AT, R LT FRICTS U PR 7Rk & RCBR % R DTN & s L
GVRSERIRBIT 21T\, MBI DRIERISIC L B BIEA A SN BB aICIE, BN R
IO GEOWE RALE 1T 5 LEDR BB,



3. ERIRAHE

BRI T DA - TR Al Bh A DO A GBI FEAMG 21T o 72 25 72 B PR AR O pli i & 71
R
[ 2]

[E BRI RS M AHFER (MATTERHORN 35k)

BRIR IO ~IVA OFEIH O E ITREE#ESHEELEET (WHOECOG
Performance Status 0 XX 1) 948 f5 (AHI+FLOT [AKIGFHEE 474 1] 2, 7T 8HR+
FLOT [xtHEEE 474 6] ") (AAN 86 il [AKIOFHHE 40 B, XTHEHE 46 B]] 2 3Te) %
SFGIT, INRTAENIRIE L L CAAIE FLOT ZOFH&S L. IFEmBRiE L L TARA L
FLOT & OffH#GICh] i & AH & Bl 5 U 72 BEOFMER Vet 2 st LT,

ST (2024 12 H20 BT —# 1y NAT) OfER, FEFHMIEE Th 5 A
N MEGFHIR O R IAE (95% (8K (385 fED A X R) 1%, AFIPFHEET NE™

(40.7~NE) # H. x##ET32.8 27.9~NE) # A ThH-o7= (NH— Kb [95%[FHEIX

] :0.71 [0.58~0.86] ™. p<0.001 [J&H log-rank #iE, A EAKUE (FEM) 0.0239]) ™5,

*] : ARIBHIFEH AN S & 72 5 American Joint Committee on Cancer (5 8 i) D I ~IVA H10 HBE 37
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2 WA 7L E TEARAN T2 AT NVETHR
el 12 RPN ¢ 572
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[ B[R 55 M AHGER  (MATTERHORN 55%)
BEFGIIARAIOIEE 471/475 51 (99.2%) KOS HREFE 463/469 5] (98.7%) 127D 5

Nize AFIPFHBEZB VT, W ORERE K & OREBERNGE CE WA ESF

513 453/475 4] (95.4%) \ZRBD B, FD 5 HLIETH] (Grades) 1%, 6/475 5] (1.3%)

Th o i, RFIPFABECTHIL LW T OIRBRE A & ORREBERAGE TE WA

EEG (RBES%LLE) ITEOEEY THoT,

#£3 AFEARTRELEZVTOOERENAEK L ORRBZEABETERVWEEES (BEEK5%DL
+) (RetfEfratg4EM) (MATTERHORN #REk)

. B (%)
ARV | AR RAIBEFIRE (475 1)
(MedDRA/J ver. 27.1) o
%= Grade Grade 3-4 Grade 5
WD OTRERAE FHZE & o K IRBIHR NG E 453 (95.4) 283 (59.6) 6(1.3)
TERWRFERR
MR LY 3R EE
I R ER R E 144 (30.3) 97 (20.4) 0
25 if. 72 (15.2) 8(1.7) 0
1 RIS i 26 (5.5) 1(0.2)
PG WA
R A RE AR T E 31(6.5) 1(0.2) 0
AR L OvseskhEE
BEXONIBIES 103 (21.7) 8(1.7) 0
R IEE
R = 2 — /T — 95 (20.0) 1(0.2) 0
PSRN 70 (14.7) 0 0
KM= 22— F— 69 (14.5) 7(1.5) 0
BERGRE 35(7.4) 2(0.4) 0
ZH = a— T — 24 (5.1) 4(0.8) 0
R E N IS SRR e
S i, 28 (5.9) 0 0
B IBkEE
T 258 (54.3) 25 (5.3) 0
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M - 100 (21.1) 6(1.3) 0
A% 58 (12.2) 3(0.6) 0
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[y 31 (6.5) 2(0.4) 0
B R KOV TR
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95 47 (9.9) 3(0.6) 0
% D FERE 41 (8.6) 0 0
B iz s 26 (5.5) 0 0
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B (%)
AHIOEHRE (475 1)

PRE IR | HATE
(MedDRA/J ver. 27.1)

4 Grade Grade 3-4 Grade 5

it 113 (23.8) 9 (1.9) 0

I ) e 74 (15.6) 12 (2.5) 0

FEER 47 (9.9) 3 (0.6) 0

FEREE D S SE 26 (5.5) 2 (0.4) 0
R AR AR A

I HRERER D 116 (24.4) 92 (19.4) 0

A if Bk HaR D 43 (9.1) 25(5.3) 0

MR 30 (6.3) 2 (0.4) 0

IRE D 25(5.3) 1(0.2) 0
BE, PEB L OWLESIHE

HEATLE D RS 33(6.9) 5(1.1) 0

723, LT ICBEFES 2 5 eI E R BUIRI OEFHE R 27, AAIGFHRICB VLT
AHN & RRBARN G E TE W EMEMZEE 14 61 (2.9%) . KBk 66l (1.3%) . &
FEDTHI 3 B (0.6%) . THILEZFL 161 (0.2%) . FRIMEEEIL TE 31 61 (6.5%) .
FOR B RETUEESE 21 1] (4.4%) | RBIBHREEREE 6 B (1.3%) . THEEREEREREE 3 4

(0.6%) . 1 BUFEIRIE 4 1511 (0.8%) . NFH&RERETE - T2 38 4 (8.0%) . &FEd (ME
PR %) 361 (0.6%) . e 161 (0.2%) . Ok 16 (0.2%) . FESR 2 61 (0.4%) .
HEDORERE 16 (0.2%) |\ MREE (F7 2 - SU—EEREZET) 6 61 (1.3%) |
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R AEJE . S I MRBAE . Mg FEEMEAT T ERIEUDE . BERR I M OVRZF BRI TEE
oYY WA RN
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I Y 2 7 EEGEHE (RMP) (M0 & A O B 3K G 22 R S B~ oD 1 ) (Al
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RIZBW AT 5 X&ETH D,
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(3) HEIFREFEDIRET 2B ABREEEFRPE (23 A FOEE ERPbE. 23 AU iiElE
W 1IEBE, DS AR R EEHE R 22 &)

(4) ARAFFRIEEZRE L, ARERCARIEDRE 1, SRERE L RIE2 R 2
SATAN SRR LA R 3 Ofisk EEIAR D R 24T > T D ik

(5)  HUEVEREEAILL S E BN O sk AR D M 21T > TV D fiak

O-2 FREOAFHRIEK ORIVERFEBRF O RIS 503 72505k & #BR & FroERl (FRO
WFNZREE T D ERN) 23, U2 REORANCET HEROEEE L L TREIS N
TnnHZ L,

*

o [EHithEFFEEE 2 EOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BEARIHE %
{THoTWBZ &, 9, 28D R, NARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERIFEE% 2 EOWHIFHE ZE T L7212, TELERE DN A EKYRIEE &1 5
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® BIER~DOXRIZONT
@-1 FERREHICE T 5B

FEVELPE I KR S5 0 BB AR IR I AS R84 L7 IRIC, 24 ISR O T, Yakhiak X
(TE R R\ T, FEH L2 BHERICE U CABRE B O CT S ORIER ORI
FARA OFE R Y A RIS O, B BISHIS AR AR EH N - T D Z &,

@-2 EREEEIC L A EFRATICHET HEM

I AR HE D 2 P 22 il e O RE A A 2 R E N RER e =2 Y v/
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
fHENTND Z &, Aok, BIFEEICOWT, NABRE EZOFRICHSICAmENT
[AY R

@-3 BHERA o2ZHxtICE LT

BIVEH (MBI, IFRERERRE S - TR - SE(LMERRAE 28 Nl (FRIRIREEGE
PR, EIEFREREREE . TEAREREIETE) . BEE (MEMERRS) . infusionreaction, K
NB4% « EEED T, 1 BUBEPRIA ., A - BERUTHRUARAE . (DR 2k, BEMEEAE, BEBIA.
eI VI VRS L iM% . B D R IR MR (X7 - N U—EEREE T .
(LFREDTE R O R B AF P BRI E . THARAE 2R AL, R JRIFERES . A R5E) 1Tkt
LT, Yikhak ST B B O P 2 A3 2% Al &l U (RITEH o2 Wrextii
IR L THER VSR AT ONLIEMEICHH Z L), EHITHEYI R AED TE A4
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5. B#Extp L s BE

[(B2hEIC B3 % ]

O FERFH I ~IVAOERTHI O B EE (FiE B ES MRS EE RG0S L2205
L) kT L, AKAE, Irde T o, LRKRY =K AXHVTITFUR
O REX XL (FLOT) & OPFRBEIC L DR - ik E &R N D% DA
F P 512 K DI MBIEIE DG MEN RIS TV D,

@  FREIZREYS T D ARK|OFEE K O F FEIZ DWW T, ARANOFZIMENRHESL S TR
59, AFlOEERE /2B,
o D TARHBIDOHNED RSN TR W OFTEMIEEH & OO 5

@ [EEILFEE AR (MATTERHORNGRER) (28 C, BEARI T AL OV T BOKEM
2R T, RFRREE & bl U CARKIOF A RE CEFS X DOSHME K3~ DM 23788 H 72
MoT=Z b, BERFHA TAR O IBOBE BN TR, AHIF G LIS 1h%E
DEEH+aET 5 2 L,

[Ze Atz B3 % 3]

O TRICEYTIHIEEFICOWVTIEAFOERGNEZD L ENTWD Z D, B 21T
Hrpnz &
o ARFIDEATT R LIEHUE DBEERED & 5 B

@ WRATOFHHIZIB W T FRICE ST 2 BE IOV T, AAlOFGIFHERE S0
D3, MLOTRIEERIE A 2 WG EIZIRY | HEICARZEN T 52 L 2EETE 5,
o AEMRE (BEREE 2 5T) Db 5 -BE T OBERD H 5 BH
o JEREG IR TRIE R 2580 2 A K ONEINERT 2 55 D il SAEPEZEA L AN 72

Y (+¥5¢ 3
o ACKERBOA U SUTIENMER 223 L ITFIRMEO B SRR B OBEERED
% MAE
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(ED ECOG  Performance Status (PS)

Grade

0 =< [ TEBY T X 5, FMRT L R U B HAEAHIIRZR <ATZX 5,

1 PIRROIC I LR TN RIBR S D23, AMTITRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R,

2 | BATTRECAROI OB O = L3S S CTATRESERZTE AV, AP0 50%h LI~y FATBIT,

RONTZHSOHEOEID OZ L LT, HFEO 50%LL EE Xy R+ Cilm =9,

4 LTV, BOOHORY OZ L 3aL TERY, BEICy R THRId,
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6. HEICERL THETNEFH

O WA CEFIIN A, SEREER DRI D RS T HED & ARHI O RpME K OV EAE
DT DIZLE R ERE I L ThBERT 52 &,

@ 1REBRLAIZIENI D BE UL OFIEICHINER OfERMEZ ot L, [E x4
ThobETLHZ &,

@ ERBEHO~RT AL MIDONT

MM B (BB IRR 2 B ) b obihvd Z E03H 5 DT, FIHER
(EBDhu, PRURIRIEE, ngmk, FEEVE) OB OMIE X M o FEhEsE, 8142
EHoATO 2k, Fo. HEIDS UTIE CT, My~ —» —FOMmA % 5%
s 5 &,

infusion reaction 23 & H I H Z L3 & 0 | 2 [A1 H LI ARH|# 5-FFZ 4 infusion
reaction 23% LD Z EDNHDHDOT, AFFEGRAIITHEEIRE OREELZ+5
\Z#BI%29 % Z &, infusionreaction 23589 LN A XU R LEEZITHO L &b
2, JERAEE T 5 E CTREDREL HICRET 52 L.

FOR IR RERRE | R REE S R N T RAEEEESZE N H b5 2 EndH 5D
T ARA G- B AR M O G- 31 ) 30 IR N it e i A (TSH., 1078 T3,
Wl T4, ACTH, 1 2L F Y — VSEOHIE) 21TV, BFOREE -+ 8
By HZ L, ¥, LECSUTHGRESEOEM L ERT L&,
AFNOEGIZ XY | WEORERISTER T 5 & 3& 2 B D Ek % R IE
NHLONDZ ENbDb, BEELTHIITY, BEPRDOONTHEITIE, @
FEDRIE N K DEWEH ORBLABE L, @mURENRZm 41T 2 & WE
DHPE N L D BWER DRG0 555 121E. AFIOG- ORI, ik U3AE
ERERNE CHOBRGEEZEST D L,

BT, BOAM N OE I ARE L CHORIERR BT A2 Z XD 5720,
KRN OE G T RIS RIER ORI 712 EET D,

AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 AFRhErEE . T
R, BACHEIBE R H B D Z LMD DT, AFIFEGBGRT & OG- H1H
FIEHRCHTR R A 21TV, B ORELZ H0ICBI5RZT 5 2 L,

PRAMGE VA MR 2. RERABREDOEFEENHLOLND Z ENBH DD T, KA
B 5 BRAART K O 5 HART TP X E BRI OB RE A 21T\, FRE ORBE 2 451
BET DL,

1 BUBEIRIG D o Do, BERFIMES R TV R—=V RCELZ ERHLHOT, O
B, D, WEMFOIER O BB CMAEED LRI H01ET 52 &, 1 ABER
RREEONT AL, A R VREIZ RS 5EOBURAEZITH 2 L,

@ MATTERHORN RERIZF\W T, LUFICFR#E L 72 Rl A 2 O F M 217> Tz 2
L EBEIT, ARG RILEBBICEBRE COIROMEREITO 2 &,
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