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3. BEREGE
RIBUIBRARE LT - BROABMIER L O E Y 27 OAHAIEIZ BT 2k
1 B TE DO KGRI 23 2 17 - 7= B iR R B O g 2 =1,

[ 2]

@O VESME TARRER (R2810-ONC-1540 #BR 7 —7 1, 2 KR 3)

RIGUIBRRRE 7R YT « PR O A B R BE 1193 ] (Zv—7"1:59 ffil, 77—
2:784, Z—7"3:56 ) AXBIT, AHAl3 mgke 2 HEMERS (Fr—71 K
U7 N—7"2) Y&, AH350mg3 MRS (Fv—7"3) OFME Zat%s
AT 5 2 & &2 By L LI E M a2 I < vz,

FEFE H T 5 RECIST ver.1.12 12 -3 < i @12 & 5 2880 =3R o AT D
FERIIR 1 OBV Thotz, 72, FRNCHKE LEBEMEIXZ —7"1, 2 KDV3 T,
TNEIN 15%, 25% K 15% Th -7,

*1: JA— 71 ROBLERES 2 H T 2 GBI RE . 70— 723 RIET O A AN 5 235k %

LEng,
*2 0 JIV—720 BFH ORI WHO R I CHE U 7= B E Ml 25 O B ATl L V1T - 7=,

# 1 BERAIRE L OZEF (R2810-ONC-1540 7-5R)

TN—7 1" T N—"T7 2" T N—7 3"
59 15 78 il 56 il
7E4872%%) (CR) 4 (6.8) 10 (12.8) 3 (5.4)
%% (PR) 24 (40.7) 24 (30.8) 20 (35.7)
B | e (SD) 9 (15.3) 28 (35.9) 8 (14.3)
Non-CR/Non-PD 4 (6.8) 0 5 (8.9)
#17 (PD) 11 (18.6) 9 (11.5) 14 (25.0)
B ENE 7 (11.9) 7 (9.0) 6 (10.7)
Fh= (PR+CR) (%) 475 43.6 41.1
(95%fE FEH X [H]) (34.3, 60.9) (32.4, 55.3) (28.1, 55.0)

Non-CR/Non-PD : | & AT REIEZE D 72\ B I 35 1T 2 FEAI G 2R
*1: 7 —X By MAT7H 2017410 H 27 H
*2:T7—X Ay MAT7H 2018410 H 10 H
*¥3. 5 —H By AT H 201849 H 20 H

@ [EBILEFH IR (R2810-ONC-1788 #kBR D/ X— K 1)

AU M OGRS O U A 7 OEW OF BRI BE 415 6] (A
NEE 11 flaEte) 2RI, AF? OFMWER L 2L, 7T 8REHRT 52
xR AL LT E AL S MR N I S ATz,
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FEFHIHE Th IR Y EHIEIC L 2 B4 (BUF. TDFS)) ORI,
K2MOH1DERBY THY | 7T BARREL K L TARAIRE CTHEFIICHERER %
w~LT,

UL FOWT O LI T56, BRE Y 27 LHlrsn,

WIEIRBEZINC IV T, () BIRSNRE AT 32 U o Eili L O 1AL, o 20 mm BLED

U oo, 3% (i) 3L EDY A fifimBEH T D,

In-transit 858 (FURE D D OFEEEN 2 em 22 2728, P U o/ SEIfEKICIE R A TORN

JEROE F O 2675,

T4 DIFEEFT %,

AR 2 AT 5,

W EICUIBR S AV B OSEIRIC R, TRiO ML | DLl EA T 2 R A MIE
PRI HE D TR U o/ NEiff 23 N2b DL |
RARPE 4 om DL EOFFEFE, B L AFBREOF NS A SUTEHET 2 IEF 2R B E
15 6 mm & x5 AT 5 BIRINA
R AL ORLERTL > e KPS 20 mm LB D P

*2 KK 350 mg & 3 MR CREE. XUFAHA] 350 mg & 3 MHMHNEC 12 B 5%, AK 700 mg % 6
W R TG Lz (GHIMITRE 48 1),

2 AR (R2810-ONC-1788 st/ S— k1, 2024 410 H 4 BT —4% b v b4

7)

ARFHE A Y
(209 f41) (206 f31)

DFS

ARy MR (%) 24 (11.5) 65 (31.6)

HRfEH ]

B NR (NE, NE) 49.4 (48.5,NE)

(95%1E 1 X [#)

T R 0.319 (0.199, 0.511)

(95%(= T X ) ’

p i (Mifa) 2 <0.0001

NE: not evaluable, NR: not reached
*1: @Hl Cox N — RET VI L D7 T BAREE L O
*2 J@plle 77 o 7 BoE, AEKYEE (M) 0.00455
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100
90 /
80
70 4
60
50 /

s TSR

30
20
10

0

AFE

Disease-free survival (%)

T T T T T T T T T T T

0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60

Number at risk Time from Randomization (months)
AKIEE 209 172 157 132 116 104 83 66 47 33 27 22 9 6 1 0
FSEAREE 206 161 130 94 82 69 53 42 36 26 24 18 10 4 2 0

1 DFS ® Kaplan-Meier Hiff (R2810-ONC-1788 i /X— ~ 1, 2024 410 H4 BT
— X7y N T)

(24 14]
O S TAERER (R2810-ONC-1540 i&ER 7 /L—7 1, 2 eV 3)
T N—T 1~3 BV TR G &7 193 i 148 1l (76.7%) (ZIREREE L DR FE
BIfRATE CER2WAERS BIER) o bz, RBBEER 5% EORWERIX
RIDEBY THoT,

3 FEBUEIED 5%LL FOEIER (R2810-ONC-1540 ikER 7 L —7 1, 2 X3 OE
1) (LR SR )

TN—71, 2 KO3 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 J& 35 L OV TRk 75 (38.9) 4 (2.1) 0
% D FEIE 29 (15.0) 0 0
55 23 (11.9) 1 (0.5) 0
IS NITR SN 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
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TN—71, 2 KO3 OEE

%%E%'inﬁj\ig 193 @J
FAGE
4= Grades Grades 3/4 Grades 5
TI=T ) NI AT 2T 13 (6.7) 0 0
—-PHEN
TANTGX BT I T A 11 (5.7) 1(0.5) 0
7 =7 —EBHn
N o7 WA 27 (14.0) 1(0.5) 0
FOIR A REAR TiE 21 (10.9) 0 0
B & Rk & UG A FALRR R 26 (13.5) 2(1.0) 0
FAHfim 13 (6.7) 0 0
LR EN TS SRR 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 BAFIFEIZ IV Tinfusion reaction 861 (4.1%) . Wbk (UK IRHEEEREE - 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 EREEAF (2.1%) . BHERETE (R
M EMEERE) 46 (2.1%) . MREE (F7 2 - SU—EREFEE) 141 (0.5%). O
1B (0.5%) ., DB (0.5%) . M2e16] (0.5%) . BEEZ16] (0.5%) 23380 5
7o Fhde. BEMMESE, BRBUHEARIE, 1RUBEIR . DRESREE  (GE rHE f RA E
EEte) ObDBEE~OMM, FFRIMARIERAE, FEEVEL P ERBUE, fae M i MR
DIE, R, SE RS, MERERME Y L HARRERE, M R K O LRI 28 1378
Lo lo, AEWEHFBURDUIBIE TS (FRRMEERT 2 5) +a0EHE R L
T

@ [FERLFEFE TR (R2810-ONC-1788 FERD /X— | 1)
BB L DR EBEBEAEE T RWEEES BWEH) 205 #ild 128 1 (62.4%) I
TN, WTNDLOBETREEIED 5% UL EORWERIZER4DOERBY ThoT-,
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4 WDFNLORETRIEIA D 5%LL EORIER (R2810-ONC-1788 7R/ <— | 1)
(% PR G

AFRE 7T v R
205 141 204 1]

i B AR H 4 Grades Grades Grades 4 Grades Grades Grades
N 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
S 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% - BHEEB IO E 46 (224) 1 (0.5) 0 35 (17.2) 0 0

B IR BE
9% 95 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 B 29 (14.1) 3 (1.5) 0 5 (2.5) 0 0
HOR BB AR T e 22 (10.7) 1 (0.5) 0 5 (2.5) 0 0
HPR B e T U SE 11 (5.4) 0 0 0 0 0

B AR A 23 (11.2) 5 (2.4) 0 10 (4.9) 0 0
TI7=0T7I 70 11 (54) 4 (2.0) 0 3 (1.5) 0 0
7 =7 —EHN

F—H Ty AT 2024410 4H

MedDRA version 27.0

NCI grade CTCAE version 5

72 BAFIFEIZ IV Y Tinfusion reaction 6651 (2.9%) . WoribEE (FUKIRHEEEREE - &I'E

FEREREEE) 2061 (14.1%) . R4 -

ITHRERE D - P94 (2.0%) . FililgZe4 (2.0%)

KIBHR3B] (1.5%) + BED FHRE] (1.0%) . BHEORFFEEIF] (1.5%) ., thigFEEs (¢
7> NU—IERRESE) 261 (1.0%) . EHEEREE URMEREMRERSE) 161 (0.5%) .
O RIE (0.5%) . el (0.5%) HFRD B v, EEMEE, BUhmisE, O
e, VRBEGRFG. Mdsk - IR, B AalE CEmesilaBiitz &de) Ob 5 EE
SO, SRR MARTEARAE . FEEWEAF TP BRI IE, o VEM/ IMRIBAIE, R, SE 9
IR, MERERNIEY >/ SHHRRERIE, %8 98 S OBHEVERRAE RITERD B> 7o, ARl
TERZEBUIRDUIBE S (IR RAEESR W 2 5T) Za TR Z T,
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4, FERRIZDOWT

ARFNPTEIE & 70 2 B ORI O Gflkfe DAL, WENATHOND Z EMRKRD 5
b, o, AEROFEEGICE Y BEELRRBERZFRE L IZBRICXHST 2 2 & R0
7o, EHG Y R 7 EEHE (RMP) (233 & | RA| DRI LZEMEEGTEE ~D
JHEH D38 B % Tl > T, LLFOO~Q@DF T &7 sz B W TEHT 5
XThb,

D HERIZDOWNWT

@D-1 Fied (1) ~ (5) OWTNNITHY T Dk THDH Z &,

(1) BAEFBRENRE T 203 A EOEREILSFBT S (FRE RS A RSB ISP
HiEAS A2 I AR E . HUBAY A BRI 7R &)

(2) FrEHEREIHIT

(3) HSENTEAENFRE T D 03 A EEHT (03 AR IEEHbT, 23 A RS
W 1IRBE, D AR EEHERES B 72 &)

(4) AARACF L 23R8 U, SRS FREZ R 1. SRS L PR E2 e 2
NATHKFEHA RIS 3 ORERR FEEICLR D i HH 21T > T B fitiak

(5) PUEMERE R AL B BN O fEs FEHEIZ LR D i HH &2 1T > T 2 fitiak

-2 A BRI RaEs DAL M OVRIE 78 BLIRE O kIS 43 72 A5k & B8 BR & FF D R Al
(FROWTINTEZY T HIERM) 23, YEZZFERORANCET 21EEOFLHE L LT
BlEINTWnWbHZ &,

=

EENSERFEUG . 2FEOWIWHEAE T L7c#&IZ, SHLL LD ATEROERRIHE 21T
S TS T &, O BAFELL RIS AR REE & LT BRIER ZONHE 21T > C

WHZ &,
ERNSFFHUS% ., 2EOPMWHEZE T LIRS, SEELL L R E MR R O
KR A L TnD 2 L,

©@ BEANOERRFEHREHOEHITONT

R HFRE B E T 2B LA N E S, BEREEND OEREOQ, Ao - &2
EMEEEREREROE L CEMZE IR D ERIEML, A EFLNRBE LG E oS
B, EDRESCHITITONDIREIRE S TND Z &,

@BIEA~DHIHIZONT
@-1 MmN B % Z

RVETPEAS BRSSO T 72 B AV A L2 BRI, 24 ISRHIRIR KA O T, Makhtink X
SR 35\ T 6 LI BRI U C AR B OF CT 4 OB /E A ORI
TR DR RIS AT b, BB IS AR KH A E - T D 2 b,
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©-2 EFEMUEFEHICL DEEESIICICET 5

N ARSI HE D D B 22 sk e O RE 2 AT D IR FEE DNRIERE =4V v 7
EEDEROA 7 ) —=0 T RTOEIRE &G E A TE 2 F— LR 235
SN TWEZ &, B, BiAHICOWT, BDABE EZOFRICHSIZAmENT
Wb Z &,

@-3 RIEHOZE-CxHRZE LT

BIPER (BEMMZ R, infusionreaction, KFZ, FEEED FHI, Mk - BT AlfRIE -
FAEARHESIAE, DR - OIS, BHRERE (RMEREIEERE) . NowkEE (F
RN RERE - BB A REIRE S - THRMCHERBRETE) . | BUBEIRPT . EE O R IRE . phfihe
BHA(XT 2 N EEREE) | NS - B, TR - IFHSREREE - R, IR
(3 MR 2 Ste) O D RE~OMH, FRMARIERAE, o2 i/ MR
SE, MR, FEEVEL PERE, R, 5 &K, MERERMEY o HRRERE,
{EPERRAE R %) (2xkF LT Y axhtak XIS BB O B P M A 3 2 R & ad L (R
TERORZWCRIGICE L TSR OSSR AZ T o5 D &), BEHIZHEY)72
WLE N TE DIRGINESTND Z L,

10
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5. REXBRLLRDBE
(G BE§ 2 1E]
O TREOBEIZBWTAERHADHENER RS TN D,
IRIGEIBRARE 2R HELT - FRE DA B
R U A 7 O AR 3BT 2 i B s
@ HFE Y A7 OFRHIIGEEZ 31T DUTERAMBIRIEIZE LTl i B SRia i D
bOBEEMNGETH L, £z, EHELFEEIHEFER (R2810-ONC-17887 /<
— D) IZBTD THFEGY A7 OER CLTFOWTIOEELT-T55)
ERA L BC, BIGEFEORIREITH 2 &,
Bz c VT, (1) BN E R T2 U o HiisB L O, 1EL
ED20mmPL ED Y UoNHEER, X (i) MELL LD Y NEiER A AT D,
In-transitfinfs (FFEEDD OFRBEN2 cmZ #2503, Al Y o/ Eisaisc i &
ATWRWEE R O FTO#R) 263 5,
TAREEHT 5,
PR JE PRI 2 3 5
WEIZOIBR SN GO AE L, LLTFOREEZ 1L AT 5 HRA R
BRI
FRIREILE D FTR U > s 23N2bLL_E
R4 emPl EOFRIFZE, £ L ATBEOEFE L A XTI T 5 EH 72
KR RERIE ) 56 mmA 8 2 5 RHEE AT 5 ERRA
I L ORI D> D B K20 mmEL D FFRs IR 22
@  TFRAIEEY T DAKI DL -3 L OME R JAEIC DWW TR, AFIOFZMEDFENL ST
BOLT, AROBEGXG L 72 B0,
i DOFUEMENESH & OO &5

(24 kiz B3 % 95 0H]

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

@ TBERTOFMIZIB VT TREICE Y T 5 BEICO W TIE, AKF OB GITHELE S
WA M DOTRFEEIRIE R 2 WG EICIRY | HEICAKZHEHNT 22 2BETE
Zals

VPR B DS D UIBEE D & 2 B

R B AR TRV R 2785 2 BB M ONEENIE O R Al 2 <ol et i 7% 45
DI IIEMEZA N - B D B

H OSSR B OADE, SUTBMEA A U < ITFERMEO B R B OB D
b5 B

11
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o RSB GEMESRBERE ST Ob b BE
e ECOG Performance Status 3-4 0

(7£Y) ECOG @ Performance Status (PS)

Score | T

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

RREICI LR IHIRR S 412 23, STWHRE T, BAEERE > TOEEITIT I 2 &N TE D,

Vol g, S

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

[BHNT-ESOEDEY DZ L LTER, HED50%L FE Xy Rk Tl 27,

EENN RUS R \S)

ELET RV, BHOHOEIY O LT3 TERY, BRIy R+ TEHId,

12
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6. BEICEL THEETREEE

O WA CEFITN A, ROEMREER DRI 2 BB IT D & ARH O Rt e ONE IE
RO TZ OB GHRE I L TR 2 &,

BRI e D B T OFIRITHE MR Otz oA L, FEx
B35 L,

FREERO~ XD AL MZONWT

)

®

AFNOBEHIT LY | WEOREFISTER T 5 L& 2 b D Ekx 2R B R
DHOLOLNDLZENDHD, BENBDLNTGAITIE, BELEFRIIL U
B 72 5% & RRBR & FF O [EAl & U Cli bl 22 BRI W 2470 I8 R D
FOGIZ X 2 EWER 2 560 2561213, AAIORESOTH 1R, K ORIE BE A
NEVRIOBRGERZEBEETLHZ L, oB, BIBRERLVEYOFEIZLYEIE
R OYEERTRD BIRWGE I, BB BE ARV o LIS O S g il o8
bEERTDHZ L,

FEMEMRER S SN D ZENRH DD T, KEOEEIZH Tz > Tix, HIHYE
W (R8I, PR RIS, k) OffEsd Mk O X Ao T s, Blgs+
AT H Z L. Fo, KBNS U THES CT, MG~ — A —FORAE %2 FEhi 1
5Tl

A2, IFREREE, AP H LD Z E0H 5D T, AFIOE 5 HGET
O G-I S e I g eER A (AST, ALT. y-GTP, Al-P, B U /LB %
DRE) & FEfT D L,

FR ISR . T R E R ORIBREREENH Db Z b0
T, AFIOF5-FERT R O G-I 3 E I N s eEfR & (TSH, WE#fE
T3, EHE T4, ACTH, M=/ Y —VEORIE) 2 Fhd 52 &,

1 BUBEIRIADN & B odv, MRS 8TV R—=Y RICBEDLZENRHHDT, O
Vo, Bl MEMFEORER DI B MPEED LRI 2EET 5 2 &, 1 RUER
JRNEEONTZGE IR G2 PIE L, A 2 Y SR OG5 DR E) 72408 %
1792 &,

SRS, IKHEREEBREOREEENRHDOND ZENH DT, KA
O $e G- BRI K O G- o e RO I R B AR AR A B 5 2 &

infusion reaction 23 H 15 Z £ 723% %, infusion reaction 2358 H AL E T
X, AFN OG- HILEOH U R EZITH & & HIZ, FERDEET 5 £ THEAE
DIRRER + BT D L,

B G T %, BOAM NG AR L T LEIERDB BB T 22 Enb 729,
AR OB THIZHRER OB H2IEET DL T &,

AFNOFFEFERBRICI T, R2810-ONC-15405 82 CIESHERFE] (Z/—T1K02) HD
WE9ER (7 v—773) T & R2810-ONC-17885 R D /X — N 1 CILfE 5846 5 12
W Z ECAHMEDOFTHM A TN T Z & 2552, AABG HILESIC SR
LETHROMEREITH Z &,

13
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s RAHEET A KI A~
IV~ (BFE#z)
~TE S~

S 54 3 A (9F1 84 8 AHET)
A s
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1. [T ®HIT P2
2. KHNIORE, 1FRBET P3
3. FRIR B P4
4. Jigklz oW\ T P8
5. BHXIGR LI DR P10
6. HHIZEBE L THETREHIE P11
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1. IXLHIC
SRR « 22N EDORER O T2 DIV E, U SCESR Al el 23k Hid,
DI, IFORFHEANOMANT L0 | GUREIR7R & O g ERRS PSR G S
LT, ZODOEHEMZ B VBRI 5 2 L W OME L 7o T Y | RAMEGE
B LYCEOHEAT 812016 CFRK284-6 H 2 A BRI E) 128 W TH, FoinyEELEDHEH D

B bHEEZ X5 2 L EhTnb

BRI %@@ﬁ%*A&7m774w#%ﬁ®E% ELNCEARD T
eﬂ%éozmt@ BIMER O SNE BT DIE @708 8T 5 £ TOM], YiZlEK: D

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

L7edio T AHA R4 Tl BRI 2 E TITHE O TV D EFFH - Bl
FRHI RS & | LU OEIEShOfci e A HEtE T 2 8L b E e i B2 RO E
HIEZ T,

¥, AATA RTA AL, MSATBAENEI L ERPSRR AT, AR HETEN A AR
B, R HERE N B AERINEHE S K OSFHETE N B AR ANRHER SO0 b &Rk
L7z,

MR ERDERN BTV~ GEETHHBZ)

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

MEERDREROHE  BH . AT, ¥ 7Y ~7 (EfEF#iaz) & LT, 18350
mg % 3 B HEEIFE T 30 70T TREEEHET 5,

OB EE S D VE S S =NV AT 5= ar oy
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2. AR OFHE, 1ERER

IV <7 (BlaF##az) (LI, TAHF) X, & b programmed cell death-1 (LA
T, IPD-1)) IZxT50E a7V G4 (IgG4) V77 7 ADe M€ 7 a—F )L
R TH 5,

PD-1 1%, CD28 7 7 X U — (T M OIEMAL Z MBI HIE 3 2 20 F8F) 1B 2%
RIRTHY  IEEL LY 8Bk (THfE, BARLAONTF 27 0% 7 —T /) i
FBHT 5, EERNIZEWT, PD-1 13, fuiififiaic 5842 PD-1 U - B (PD-L1
K& OVPD-L2) &G L, SEINEZAICHIET 2 £ B2 5 TWs (Immunol Rev2010;
236: 219-42), F£7-. 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 PUR A A7 T MO O BEZ BT 2FDO—2& LTHEZXLNT
AN

AFNL, PD-1 OIS FEIRICHS S L, PD-1 & PD-1 U W REDREAZIETS Z
CIZE D BDAPURRRMZ: T MROTEME R OREEMIR T 2 M EiE M 4 T
EL, BEEOHEHZMEIT2LEZEX 6 TND

ARANOIERBEFIZ 5D M DREFUSIC X 2BIERENH bbb, HEX iﬁEtV
£ % H f%z’»é?)é ﬁﬁﬂ@%’#*&o\&“fﬂ& (T, BHEOBRZ 40TV BE R
D BT AT, FEB LT F AU FELf:iﬁrﬁ%’attfuﬁa&fj:%%%“)l:ﬁﬂik@# L T
J@Jiﬁﬁﬁﬁﬁlﬁém%ﬁb\ W DRIESUSIZ & D RIER N gD 56121, BIF R E RV
%‘/§U®J‘Q’€L%®i@@]7‘£ﬁ&%%ﬁ5%%#3@50
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3. BRRREE

DS A FPRIEL (CHEEE U 72 1T AT R O 18 SEE O AGRIRFZ N 217 o 72 £ 72 AR
B D pliAs & T,

[ 2hk]

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

(L HIEIE D & 2 HEAT AT FRHE O 15 S 82608 5] (H AR NEE 56 il & &ie) % xt
Sz, AFI 350 mg 3 WREIREIREE S [AKIRE 304 1] OGN LM% 1RERIE Y ERT
IR UL HRIES (XA ML RS NY LKk, /T h U ERBE. 4V /T h
R KFIY, AT H U, € LV e AR (LSRR 304 6] &k
W2 Z & x B L LT MR IS M ik i S vz,

HFRIFRAT OFE R, EEFHEE E Th 5 AR (LLT. T0S)) (hufiE [95%(EF X [H 1)
(395 DA R ) X, AFIBET 12.0 [10.3, 13.5] B A, ALFHIERETS.S [7.5,9.6] 4
HATHY , AEBHI AR LG EICA B RIERE 2R Lz (O — R [95%(5F
FEIXAT] : 0.685 [0.560,0.838], p=0.00011 (F{f) [f@hlv 77 7 fiE, A EAKE ()

0.025], 2021 =1 H4 BT —Z v v47),
NNV AT B Z) X DBEEOFEEIZ) D LT, EITUIHFEOTE
SHIEIC KT L C A RPUEMIEEA 25T | DLl oL HRIERO H 5 BE BHEAAN D
Nz,
*2 R B RO R O (IR B A & Te) BREDSHAAN BT,
¥3: XA NLFE RFRNUTLAKFY, FoavX e UEEE, B LLE U ABREIT. R
FRIZBWN T ESEEORNEE - IR TIHAGE I TV e,
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10 l\

0.9 —
0.8 1
07 - ™
06 W
or A Y
# 05 RN
T NN
H 04 1 ., "‘.,,,H
T LY -
0.3 4 e, ISP TS
| 1‘"‘. -."‘"““\,’..’_-“--E#? ) 7II':F
0.2 1 .“l‘... . ';_a. _____ u
01 | i "."‘..““"'";_\Z"-'-J:| L
. e =363 itk

0 é éll (IS é 1I0 112 1I4 1I6 1I8 ZIO 2I2 214 2I6 2I8 3|0 3]2 3I4 3|6
A (H)
at risk %X
EIFY)=7HE 304 281 236 206 167 139110 83 65 52 35 26 13 10 9 4 2 2 0
b9t 30426422418313299 70 54 32 221512 9 5 3 2 1 0 0

X1 OS ® Kaplan-Meier #i# (R2810-ONC-1676 3BR)
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[Ze 414
FEI B AL [R5 I AHRRER  (R2810-ONC-1676 5-i5k)
B EFRITAHFITE 265/300 5] (88.3%) . (LFHRIERE 265/290 il (91.4%) ITRD LI, 1A
BRE & ORRBIRNEE CTE WA EFLRIT, 424 170/300 1] (56.7%) K& T* 236/290 44l
(81.4%) IZRO BTz, WTINORETREIAEIED 5% EORWEMIZTTRO LB TH

277,

£1 WTHLOBETRESEN 5% EOBIFER (R2810-ONC-1676 3ER) (Z2MAENT N S4£H)

BilEx (%)

s B BIKS3%¥E (SOC: System Organ Class) - R
FEAGE (PT: Preferred Term) AFIEE L PRERE

30041 29041

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

2EIE 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7)  2(0.7)
B IBmEE

CEN 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 L 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 & OVEE T ALk RE 7

D PEIE 15 (5.0) 0 0 9(3.1) 0 0

J5% 15(5.00  3(1.0) 0 14 (4.8) 0 0
MK LY R fEE

i 22(73) 11 3.7) 0 106 (36.6) 62 (21.4) 0

A HRERIB 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
[N

TI=rT ) RNTURT 2T — PN 8(2.7) 2(0.7) 0 15(5.2) 1(0.3) 0

B ER AR A 0 0 0 26(9.0) 12(4.1) 0
PSR e

RAREE 22 (7.3) 0 0 28 (9.7) 1(0.3) 0

RS R & ONRE B LR
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BiEx (%)

BRI ¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) AFHIRE 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

¥, ARAIBEIZIT, infusion reaction 20 1] (6.7%) . KM% 3l (1.0%) . HEOT
F 1B (0.3%) o Dk - DER 2 6 (0.7%) . BHEREREE (RIS HEMEBRE) 4 41
(1.3%) . WNowbEE (FURIREERERE S - B HEREREE - T Ie(RBEREREE) 24 15 (8.0%) .
HEOKEREE 56 (1.7%) . #EE (F7 2« SU—EERS) 24 61 (8.0%) . A
A - JIFREREREE - 2 25 6 (8.3%) . MIEMEMIZEE 561 (1.7%) | FEWELFH BRI IE 2
B (0.7%) 3FBH BTz, ik - BEBUTHRAE - EAEMEAE, 1 BUBERE, ok - Bl
A (& MBI 2 2 de) | FRMARZERSE, S MEf OB E, ek, 5
E D MER KON ERE &MY o SHBRERE 1 L38O b ive o 72, REWER BRI LB H
% (BAMREMERTZET) 28 0EFERE T,
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4, FEFIZOWVWT
AFIDS NS & 7n D B OB O GG O HIBnL, WU Thbh s Z L BRD b5,
£io, AANOEHIZL Y BELRERZIEBLBRHIST 2 2 LB E Rz, B
i U A7 EHGEHE (RMP) ([ZHS& 0 AH| 0)[115&?@ MRS BTG B~ D1 IR 23 8 %
fizgt T o> T, LLTFOO~@D TR THEHIZTIRICB W THEHT L& THD,

D HERRIZOWT

@O-1 FEo (1) ~ (5) OWTHNNCHEYE T DR THDH Z L,

(1) EAEFBREDIEET 503 U2 HEEIL R P E  (ERE TR DS A2 HE L RN B
HE S AR IR EE LR, MRS USRI 7 &)

(2) FriEtgnRembT

(3) HBIEFIRENFRHEE T D2 AV REESREE (03 ARSHERE R EWRPL, 25 A2 s
HIEBE. P AR 7 L)

(4) IRALTFFEE R E U, SORIEG S RIEZREL 1, SRS L P HEZ IR 2 X
SN RNEIEA L FIEETSIRE 3 DNk L EITAR 2 Jm H 21T - T B filiak

(5) PUEEMERES AL & BINE O MiEE IR D B 21T > TV D ik

-2 =G OALFIRIE K ORIERFEBLURF O I 47 7 ik & #RBR A FfOEAT (RO
WTIUTEEN T D ER) S, UEBEROARBICET2IRROBELE L L TRESINT
WwWoHZ Lk,

#*

o [ERIFFEGE 2 FOYIMHEZAET L7121 5 FLL LD A ATEIR DERIRAHE
EIToTCWbH I l, 26, 24N Rid, BNAYREZ £ L UERRERSO
WHEZ4T > TWVWAHZ &

o [ERGFFEUSH 2 FOPMBHEAE T L72%IC 4 0L LKA A LT
D28, OB 3AFELL IR, I NRMEIE OO 23 A S L 2 5 Lo 3 ATRIR D ERIR
WHEZIT->TWnWD Z &,

@ BENOEREMIFREROKHIZONT

IS G R BT 2 EEE SR E S, REEEN S OEIED, A - Ze
PESEHREEAO TR R O B B VRN IS0 2 I dett, AHEFRNRBAE LIS E oW ¢
B, SRELNATON L EHINE -S> T Z L,

OBHER ~DRFSIC AN T
@-1 Mk B 50
RRTE I 0 BS 7 AR P A3 LT BT, 24 WSROI o0 T+, 4 i S
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BERERRIZ BT, BB L7ZBIERIZS U CABRRE B L O CT Z0RIWER OB LB
BEOREFIY AHICE DIV, B OISR AR AR 2 S TN B Z L,

@-2 ERIEFEEICL DA FFGRISICET 5 B

ARSI D 2 PR 2R Rk O RE A B 2 ERIEHEE DENER =2V v 7 %5
DIZFERDA Y V) —= 0 T Z2{TWEIRE L IR EZILH TE DT — L EBREH D S T
W&, e, BAFNZOWT, BABE EZDOFEBEIZHFRICTEMIN TS Z &,

®-3 EEHOZBLRISIZE L T

BIVEA (RVEMERIZE B A, infusionreaction, KAZZ. FEEED T, A7k « RS RLE
iE - EEMEE S, GO - OISR, BHRREREE URMEMEMER X% . WowkEEs (I
RIRESREEE - B BRAEIE S - T HE(RMEREIEE) . | BUBEIRN, HEOREEE ., iklEE

(FT 2« NUIEBRES) . MK - RS, T R4 - ITHEREREE - ITR. IBsRmiE (&
M Z 5 Te) Ob 5 EE~OMEM, FIRMARZERSE, M MWasE, &
R FEEWELF P ERIRE, ESR, 58 D Sk, IERERMEY > SHRERE | bR 25 5%)
W% LT, Yzl 3o BB O BEF M 2 A3 2 R AT & s U (RIVEH 02 0%t it
WL THRER VSR ZZ T ONDIEMEICH D Z L), BEHICHEY 2R ALE ) T & R 233
STNAHZ L,
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5. EXNRLIRHBE
(B2 B9 2% 1]
O DAL FEERICHE LT XUIEROFESSREEEICB W T, KR OFNENR
XhTna,

@ TRICEETL2AHOKREG K OERATIECOWTIE, AROFIMERHL SN TED

BN

KRN DO ERIGE L T2 B 720,

fiiv i fe Bh IR s

LF B K DIREBE O 72 B
fl OHUEIEEEA & OOF 5

(2P B9 2% 1]
O TFTRICEYTHIEFICOVTIAFOFRE N D LI THWDHZ b, #5%21TH
AR

AFN D5 LISBEDOREEE D & % B

@ HRERATOFmIZI VT FRRICHEYE T 5 BEIZ OV TIE AR O GITHELE S 72008,
OTEIRIRL D 2 NG EICIRY | HEICARZHHAT L2 L 2B TE 5,

FEMIREDO S UIBED & % B

o 5 I A A C VL SE 2 3R 0D & JBE M ONE B M D S i i oSk g il 2 26 oD
T RIEMEZAL D A2 H AL D FBF

H A REBOA 0, UM 2 L < ITF3REMED B Ca@iR B OBERO & %
B

BRI (&ML 5T Ob o BE

ECOG Performance Status 3-4 "V o H

(7£1) ECOG ® Performance Status (PS)

Score

[y
EF%

0

< MR LTEBTE 5, R E R U H AR HIRZ <ATA 5,

1

RRBIZE LUEBNIHIR S 228, BATATRE T, BAIEEEE > TOMEEITIT O LN TE D,
Bl mOFE, SEE

HATRIRECTH T OF OB O Z L3 T CREEEDEERXTE 220, BFO 50%LL Eid~<y R Tl 2,

EENN RUS R \S)

RENTZAHZOHDED D L LTI, AHD 50% Ea~y R+ Tl 24,

ELET RV, BHOHOEIY O LT3 TERY, BRIy R+ TEHId,

10
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6. BEIZEL THEITNETH

WA SCERITIN A, BOEMRGEESR DR 2 BB 1T D & ARH O Rt M OV EAE
DI DI WA HCER L CBERT D 2 &,

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

FEREWER DO~ A MZHONT

o)

)

®

)

AR OEEIZL Y | MEOREINTER T 5 & B2 B D2 2R B HEN
bobNDZ ENHD, BENROLNEHAICE, BB LZELIE U250
7R FNG & RRER A REOPE AT & EE L CH Ul R ERRIR I ATV R O E RS I K
DREWER D BN 2561213, AR ORFETH 1L K ORI BB R VE F O
B R 4 b B, BIBREARLE L OBREIZ L EWEAOWENRZD 5
RWGEITIE, BB RE AT DS O REIGIFIOBMb BET 2 Z &,
RIEMEEREN S HOND Z ENH LD T, KADOEEIZHT--> TiE, FIHER
(BG0dv, PRURIRIEE, B0KSE) ORI OFHE X SREE o Fhids, Bl8%2 oI
1928, Fo, MBI U THE CT, MiE~— I —F0RExLFET 52 &,
JFAR 4, FFSRER S, IFRNH Db d Z 0135 5 DT, AAIO 5 BIART & O
SRR X E I IFRERER A (AST, ALT, y-GTP, Al-P, B U /LB ZEDOHIE)
HERT DL,

HUR IS RERE . TR E X OREIBHEREREE R S 5D 2 R H 5D T,
AHN D 5-BIRART M OF 53 FP I e IR0 IS N Ik BeRR A (TSH., bz T3, i
B T4, ACTH, I =T — IV EoflE) #FEhiid s &,

1 BUBERRIG 2N Dotu, BEREME S b T R—=Y RACEDHZ ERHHDOT, Ak,
HL MM OFER OF B MAEE D EAICH3EET S 2 &, 1 BUBERF S S D
NESEAICES 2RI L, A2 CRIROBRGSOMY) 2B 2175 2 &,
SVEEEE, RAEHEEBEREOBREND LD DL I ENHDHDT, KilOFE
5 BRAART R OB G- AR I E 0 B RE R 2 95 Z &,

infusion reaction 23 H i D Z £ 23& 5, infusion reaction /358D HILTZH AT,
AHNOEEHFIEZEOEY L@ Z21TH & & bis, ERMAEET 2 F TRE DR
AT,

PG T 1%, SRR LI AR L T LRWERREERT S 2 L8 H 5720, K
RO G TZRICHREWER OB TEET D 2 &,

ARENOEFRFRERICB VT, R2810-ONC-1676 7R Tl G- 5 24 B £ Tik 6 #
L. ZRUIRIT 1280 2 L IO 21T » T2 A& D, ARIRS
X EHARICEBRE COIROMERETTY 2 &)

11
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B HHEET A KT A v
IV ~7 (BsE%Z)
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SR7THE9A (S84 8 AET)
B4 HEE
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H¥&

1. [ZL®IZ

2. RANOK. EHET

3. ERIKAHE

4. Jgkiz >\ T

5. \ERRERDEE

6. WHIZEEL THETNEHH

P2
P3
P4
P15
P17
P19
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1. IILBIZ

=SS DA M - L RMEOHER D T DIZI T, M SCEF I IV i B/ RO B b,
SIHIZ, IFEORFEEMOMANT L0 | PURESRL 2 EOFFm 72 Bl ERRE = 3L AR
ENDHHT, NS DEENZ B\ ERBRE RS 25 2 LR OME L 7o TR Y, &
FBGE & B OHATT #2016 (k2846 H2 H FEAE) 128\ T, FoiEkin D
R OREHEEEZ XD Z & & ShTng,

R ERR PSRRI, SRRSO T 1 7 7 A VA EDIESRL LA SN2 5 =
eﬁ%éo:®tb AIMER OB D@0 T 5 £ TOM, MiZEHLD

BER 2T 2 ERHF SN D BEITH L TEAT 2 & & bia, BIWERZIEH LZBRIC
%%ﬁﬁm%ké_k@ﬁb@ m@%#%%t#Eﬁ%%fﬁ%#é:&ﬁ%?f
b5,

LI o T, AHA RTA 2 TlE, BB 2V E T/ LTV S EFIETH - B
FRHI RS & | LU OEIESh Ol e A HEtE T 2 8L b B B2 RO E
FIHERT,

728, RIA RTA AL, MSHATEGE NESRS SRR SRS, AEEEA B ARG ANE
v, —MEEN BARRRNEES:, FREFERFNEENEA B A 72 M OBt A A
H AR = DI D H EVERL LTz,

R LERDERE IV ~7 (B l#z)

KB ERDEIHR « CIBRARE /R HETT - FRRE DI/ INHI R e

MG ERDMERORE: W5, A, B 7V ~7 (Efs e z) & LT, 118 350mg
Z 3 MR T 30 222N T TRIEFHET D,

MERGEEEHE Vo r s Dy X UBKeH
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2. AFOKK, 1ERBERF

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

(LLF. [PD-1] ) &4 207070 G4 (I1gG4) V77T ADe hMile ) /o
— AR TH D,

PD-1 1%, CD28 7 7 X U — (T Ml OVEMEAL A MiBhRIICHIE 3 2 78 ICRT 5%
BRETHY, EEMLLIZY 8Bk (THME, BMRLANTF 27 0% 7T/ i
HHA L, AERNIZBWT, PD-1 1%, U RMIRICHELT S PD-1 U K (PD-LI
K&OVPD-L2) &AL, AEINEZAICHIET 5 LE 2 5 TS (Immunol Rev 2010;
236:219-42) . £7-, PD-L1 )X O*PD-L2 1%, flix OEGHMKICHEI L TW\W5D Z &l
N TW5HZ & (NatRevImmunol 2008; 8: 467-77) /5, PD-1/PD-1 U 5> REREKIL,
NS AR S PUR AR S 72 T IR O OB E L EHET 287D —> L L TEX LT
W5,

AFANE, PD-1 OHSMEIEICFES L, PD-1 & PD-1 U > KEDEEZILET S Z
Tk BATURRRNZ: T MR OTEMEAL K O A 59 2 ffa s EiEPE 2 T
L, BEEOHEMAIHT 2 EE2 6TV,

ARANDVERIBE 255 <18 DOREERISIC X HBIWEM SN S bof, HESUIELTIT
EOLWREMD D 5, AANORGH R OEEGRIZIT, BEOBEL TI2ATV, BEH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & Ff DR Al & d s L Tl
G722 8ERIR2 W 2 ATV P DERUSIC K D BIER 2 B 2 56 1213, BIRRE AL
TR OE GO Y IR ALE 21T 5 MEDR B D,
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3. BB

YIBRRBE 72 HEAT « FF38 O FE/ N R fitiJes 0D 7GR IR (5Tt 247 o 7= £ 722 B R 3R ER D il %
N B

[ H72hE]

O [EWNE 1R (R2810-ONC-1622 #ERD/S— 2, 2dm— Kk A LTC)
(1) ALFEERE D 72uy PD-L1 BEPE"Y OUIBRARBE /2T - T8 DI/ N Ra fififes FB 3
(aAdR—FA:60#]) KO (i) [{LFHRIERED 72 W IR RBE 72 AT « FF-38 O FE/ N it
EEE (ah—hC:506)) 2&xtgic, e (1) AH350 mg Z 3 HEMET
FRN &5 KON (i) AHl 350 mg % 3 AR CTEIRN PG AL FREES L oftHO
AN, YRS AT 5 2 A A& LI IEERmIERHREER N £ S 7=,
BIREHMMIE H O—> & &7~ RECIST ver.1.1 (2SN HERBESHEIC L A2
R (GERFT AT ZER) 1X, aFm—F A KO C TENEI 60.0 [90%[EHEX [ -
48.6,71.4] %™ KX 42.0 [90%1ZHE X : 30.5,53.5] % CTdh-o7=", B, 2a/:—hCT
I, FRNCRESN-ZHHROBIMIZ 28%TH V. ak—k A Tk, FERICEDRD
BUEILERE S e o7z,
*1 : JEEMIAD 50%LL 112 PD-L1 BAEH L TWA Z ERHERINT-BEDHALAN SN,
*2 . ERHEN T2 AR (LT, TEGFR) ) Bin A%, KoL) v oYEx - —¥ (LT, [4LK))
A B 51 3 c-ros oncogene 1 (LA, TROSI] ) & BB TBEMEDBE ISR & Sz,
#3JRBRHDYERIIC LD . LFOWTRMEIR S,
o HALHF (ILRFITFLULLATTFL) L7 U X%t % 3 HERET 4 Bk
N5
o ALK WNARTFSFUUITATSTFL) ¢ NI RF N A% 3 BERME
T4 ARG L7218, =AMLt R R U 7 A% 3 EE R RN S
*4 o PR T PD-L1 BELERMN 50%LL ETH D Z L BHER SN o 72 10 HlAEBR< 50 F23 Ak
bt & Sz,

*¥5 0 aR— M AIX20234FE9 A ST —H Ay bAT7, ak—bFCIiE20234F 10 H 18 BT —¥H v
Nz

@ SRR (R2810-ONC-1624 FR5R)

{EZFRIERE D720 PD-L1 Bt OYIBRARE/RHETT « TR O I/ N R it 382710 {3l
ZXIRIT, AAI350mg % 3 FH MR CEARNE G CRFIRE : 356 ) L bFRIE™S (b
SPERIERE 354 ) OFMMER O et A it 5 Z LA E LI BEEALIEE R
R ER 2N b S ATz,

FEFHMIHE O—2 & SN 2EFHM (LT, TOS) ) @ 2[5l H O T OfE 5

X, BIEOK1IDOEELY THHoT-,
*1 BRI D 50%LL EIZ PD-L1 233 L T\ 5 2 & RER SN BENEA AN BT,
*2 : EGFR Wi T AR, ALK &85 7 XX ROSI B & & s TGk D BB 135 %4k & Sz,
o JRBRHYEMIZL Y, LLFOWT MR BRI,
o HEHA] (WNARTSTF XTI ATTF ) L0 ) XXt % 3 BEREET4~6 [EF
RPN 5-
o H&WME| WNVRTTFUXIITATTF) EXA LI RF NI UAE 3 EEERE
T 4~6 [EFRIRINIE G L2, XA MLt RF U v A% 3 BB CEIRNE S
o 3BEAE1IVAINLELT, ALK (WVRFFTFLoUTV AT TFL) E1HE, &
AT FEUEREEZE 1 RO8 A BIZ 4~6 [BIFFIRNE 5
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#£1 A2MERE (R2810-ONC-1624 3Bk, 20203 A 1 AF—¥ v b 7)

AFIEE (LSRR IERE
(356 #1]) (354 #31))
o
A M (%) 108 (30.3) 141 (39.8)
Hoffi (I A) e
(059 (= 4 ] 22.1 [17.7, #EEARBE 143 [11.7,19.2]
AN R
Co5%% (= HE B ] 0.676 [0.525,0.870]
p fE" 0.0022*3

*1: @RI Cox LB NP — RET /AT K DALFERIERE & O L
:JERn 7T 7 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

e

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 FHEERE 354 303 254 205 172 126 193 73 52 41 27 12 7 4 3 0 0

X1 OS ®2I[EH O EEENTE O Kaplan-Meier phfg
(R2810-ONC-1624 3BR, ITT £H. 20203 1 BF—% Vv b4 7)
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® VESMEIFEEER (R2810-ONC-16113 #BR D/ <— | 2)

(LA FEIE D 72 W BIBRARRE /R HELT - R O IE/ INHERR e B 1466 B2 XF5HT, K
350 mg % 3 WM CEIRN G S L7 RIE2 OO (LLT, TRAI/Mb5 5k ) (312
#) & 7T eREAFIRIE? L O (LT, 77 'Rk ) (154 61) ofF
kR N2 MR 5 2 L A B E L2 EEA L T B E M IEGRER Eit S iz,

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

*] : EGFR Ein+2E R, ALK BE8 5+ ROSI A EInF Bt D BE T8 & ST,

# JRBREYERIIC LD . LTOWT @R s 7,
o HEMA| (WNRTFTFLRIIVATTFL) X7 U A2XEL% 3 HERRT 4 Bk

%5
o ALK WNARTFSFUUITATSTFL) ¢ LI RF N A% 3 BERME

T4 EFIRNE S Lz, <A MLt R P R D 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
(312 #i) (154 1)

o
AR b (%) 132 (42.3) 82 (53.2)
e (7 A) e
(059 (= < ] 21.9 [15.5, HEEARE 13.0 [11.9, 16.1]

NP R

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

p fiE"2 0.0140

*1: 85I Cox HefI N — RET M L D 7T R /ML kRt & Ok
:JERn 7T e, AEAKYE (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[EEDHHEENRD Kaplan-Meier Eifg
(R2810-ONC-16113 B, ITT4£H, 2021F 6 A M AT —F v b27)
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(PD-L1 ZEBLIR IR DA 5htk K OVZ2 4 )

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

FRMT AT > Te A IME R L R DFERIZLL T D LB Th o7,

BHEMEIZ OV T, PD-L1 FEELEN 1% DOHE 12, OS DIERZhFA3 /N S ME T H3FE
Dol (F3IKROX3I) . 2B, PD-L1 BRI b LT, RKAloZeH7T a7 »

A WERIERCTH - T2,
* o S 2IRIZ 1T D PD-L1 2383 L 7= a5 o 2 B4

#3 PD-L1 ZEBRHAID 0OS D 2 [B] B O EARATHRE 2
(R2810-ONC-16113 FBRD/X— b+ 2, 20216 A 4 BT —F v b A7)

— AN — R .
PD-L1 %3 L s YLl [95% 5 48 X M ] [05%(Z % /y:ﬂ’ﬁ)j%
(B H) - D p fE"
1kl AN /AR IR RE 95 12.8 [9.6, 16.5] 1.006
7" R /AL 44 142 [9.1,18.0] [0.633, 1.600]
1%LL E AHN /AP IR 114 21.9 [15.9, #EERHE 0.518 0.0959
50% AT 77 2 R/ IERE 61 12.1 [8.3, HERHRE] [0.323, 0.830] ‘
0% LI | ARHN /AL 103 17.9 [15.3, #HEEABE 0.613
’ 77 'R /MR IR 49 13.8 [9.3, #EEARHE [0.367, 1.024]

*1 1 JEREH Cox LN — REFIVIC L D7 TR /MFRRIERE L Ok

*2  BEFEICINZ T, PD-L1 BEURGLR Qg5 & PD-L1 FBEURN & O A/EM 4285 & L7-dE@AI Cox

BN — FET L
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Probability of Overall Survival

Number of patients at risk
AHNAC IR

7 7R ERE 44 41

Number of patients at risk

A AR AR

7T R ACER SR 61

Number of patients at risk

A M
7 7R/

S

104
09:
08“‘
0.7
0.6
ﬂi—.
04 '
0.3 ’
0.2 ’ e
0.1 7T R/ALFRRERE
00+
0 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 3 3
Time from randomization (% /)
95 85 73 69 61 52 45 33 24 15 4 3 0 0 0 0 0 0 0
39 35 30 27 26 19 11 5 1 | 0O 0 0 0 0 0 0
104 .
09—2‘::\_‘“
e, s - Pt 3 -
08 - AH AR LR
07 Ty
0.6 "‘mﬁ_‘m
054 L
+ . 4+
04 ﬂ'_'H—/ PRI .
02] 7T R ACERIERE
014
0.0 , ] . '
0 2 4 6 8 10 12 14 16 18 20 22 M 2 28 30 32 3 36
Time from randomization (# H)
114 107 101 98 89 78 64 53 36 24 8 3 0 0 0 0 0 0 0
53 45 41 35 31 21 19 7 4 2 1 0 0 0 0 0 0 0
10 Hgpny
09+ [EDsaae VN
08 AH /AR
07 ""---‘_H
06 Moo
05 K 4 m
0.4 .7HV+:--|-+ + + +
034 ‘/ 5 .
0n ] 77 R AL TREEE
01
00-
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
Time from randomization (77 A)
3 103 97 95 89 83 69 53 45 26 13 6 2 0O 0 0 0 0 0 o0
aklE 49 47 41 36 33 27 18 14 8 5 2 0 0 0 0 o0 0 0 0

X 3 PD-L1 EZIRHAID OS @ 2 [BH @ HEIETRF D Kaplan-Meier EifR
(R2810-ONC-16113 RERD/X— 1+ 2, 2021 4E6 H 14 BT —F v + A7)
(EER : 1%RF. BB : 1%LAE 50%ARm. TE : 50%LL L)
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[Z241E]
O EWNE RSB (R2810-ONC-1622i8k D/ $— 12, 27— FAKUC)

adk— b AICBWT, AFEFGIL59/60 i (98.3%) (258D Hiv, TREREK & DKL
RRETE TE RV EESRIT 5560 i (91.7%) (238D Bz, FEEEIED 5%LL EOFE

EFHIZTEDOLEBY TH-oT-,
4 FERBEH 5% EOBIER (R2810-ONC-1622 BRBRD/— |k 2, aF—k A)
(Z MY xIHER)
B (%)
60 11
SASR=d YA«
gi/;;gﬁm H 4= Grades Grades 3/4 Grade 5
RIEH 55 (91.7) 18 (30.0) 0
FJEE KO 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
SIERRE G %% 5 (8.3) 0 0
BEIK Bk e B 5 (8.3) 2 (3.3) 0
% 3 (5.0) 0 0
5E higk L OE S DHE 19 (31.7) 1 (1.7 0
EANITPE 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
MR g, MEREs & OVElR bR 15 (25.0) 3 (5.0 0
Fiifigise 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 R ABUE 3 (5.0) 0 0
—i% - EHEER X OGN ORRE 13 (21.7) 1 (1.7) 0
s ek 7 (11.7) 0 0
KIYPEIE 3 (5.0 0 0
B IR AR A 10 (16.7) 1 (1.7 0
TIS=UT I T AT =T —EEN 4 (6.7) 0 0
TARGEUBT I ) F T AT 2T —B 3 (5.0) 0 0
M7 /LH U RAT 7 & —FHhN 3 (5.0) 0 0
REHER L OERE 8 (13.3) 4 (6.7) 0
BARR 5 (83) 1 (1.7) 0
PR IR E 6 (10.0) 0 0
R N 4 (6.7) 0 0
B R R B & 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%) .
OHEREREE R TR MR RE) 401 (6.7%) . NAWREE (FAIREEREREE - #IFE
FERERRE - T HRRAEEREREE) 1361 (21.7%) . 1 BBEIRIE 2 5] (3.3%) . FEEDKERE
F2 6] (3.3%) . MMk - fllEESE 11 (1.7%) . R4S - IFREREREE - 2% 4 651 (6.7%) .
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BIREPEIRSR AR 12 51 (20.0%) . 522 5185 1] (17%) 733800 Biviz, Mshiss (5
Vo SU—SERRRES) | Y - BRUGRMARIE « TORIGRE, D5 - DIRZE. IR
W GEMSHIBHIEE 510 Ob 5 BHF~OWH, FIRMRIRTE, IR
WD SEHEMEILIMEI A R B OFLER B Y > SHLARERIE 12380 B 72 > 7o

2R— RCIZEBW T, AHHGUIEH] (100%) (258D D, 1R & OIRRBIROTET
ERWEEFGIIRH (100%) ([ZiRO b, BHEIGN5%L, EORIERIZITERD LI

D THoT=,
#5 FEBRBEIGHN 5% EOBIER (R2810-ONC-1622 BBRD/— |k 2, aFk—k C)
(Z MY xISER)
B (%)
50 131
lelred LNH
aw E%}?é;ﬂ & 4= Grades Grades3/4 Grade5
2RIEH 50 (100) 31 (62.0) 1 (2.0)
A PSRN AN ik e 35 (70.0) 3 (6.0) 0
Wi B AE 11 (22.0) 0 0
SIS 7 (14.0) 0 0
iR IN A 6 (12.0) 0 0
T2 5 (10.0) 0 0
& O 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
EEYTIN 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
([N 3 (6.0) 0 0
EEIR R A 24 (48.0) 13 (26.0) 0
IR 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=T7—EH 4 (8.0) 2 (4.0) 0
TARTGEURTI ) NTFT VAT 2T
— 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
2 ifn 20 (40.0) 5 (10.0) 0
F i Bk e 3 (6.0) 2 (4.0) 0
i HP BRI E 3 (6.0) 3 (6.0) 0
— - RHREER L OGN OREE 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

10
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B (%)
50 1
B YAG
A Eﬁg{éﬁg}a A 4= Grades Grades3/4 Grade5
B R4 4 (8.0) 0 0
K= 2 —nm XF— 3 (6.0) 0 0
MR Ze. HERs K OMElmiEE 12 (24.0) 1 (2.0) 1 (2.0)
fififigi o 5 (10.0) 0 1 (2.0
Lo b 3 (6.0) 0 0
HE R R L ONE A R Rk ke = 10 (20.0) 1 (2.0) 0
BE A 8 (16.0) 0 0
7% 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 OCLEAIHE 6 (12.0) 2 (4.0) 0
HEANITHE D RS 6 (12.0) 2 (4.0) 0
PO MARE 5 (10.0) 1 (2.0) 0
Rk 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%) |
SRR E RAME MR %) 341 (6.0%) . WoywkEs (FURARERERS -« 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 - JIF 2 61 (4.0%) . MVEMEMIZERE 6 6] (12.0%) . FEEWELTF R ERIBVE 1 41
(2.0%) MFRD BT, TR - BETRAE - BIEEESE, DK - OFEEK, 1 B
JRIE. NRes B Q& mapMia gz 5Tr) Ob b BE~OMFH, HElRmA2IERIE,
S VE M R E . S 5 E D S I QNI ER B A ME U o/ SERARERIE 1358 B 72 )
-7,

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

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

A EFRITIARAIRE 313/355 151 (88.2%) . {LFIEVERE 322/342 5] (94.2%) (258D B AL,
IR & OREBURDEE CTERWVAFERIL. EEH 204355 il (57.5%) KXY
303/342 51 (88.6%) IZFRD LTz, W DOEECTHRIEIG D 5% EORBWERIZ T
DEELBHTHoT,

F6 WTHNOORECHERHFEEEGH 5% EOBIEA (R2810-ONC-1624 3RBY)  (ZZEMEMRITxIREM)

AFNEE (L AR
355 {3 342 {31
YA *

%)11;)7 = 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 ke 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 o) (62) 5 (1.4) 0 12 (3.5) 1 (0.3) 0

AT =T —HEN

11
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AHNEE (L LR
355 342
o e SNk
o E%gg;ﬂ = 4 Grades  Grades 3/4 Grade 5 4 Grades  Grades 3/4 Grade 5
;Z;t‘ébf‘ SRTIATE 59 3 (08) 0 12 (3.5) 0 0
R L O EE 41 (11.5) 7 (2.0) 0 86 (25.1) 14 (4.1) 0
BABR 18 (5.1) 1 (0.3) 0 49 (14.3) 1 (0.3) 0
PRl 32 (9.0) 0 0 3 (0.9) 0 0
FROR IR R T 1 20 (5.6) 0 0 0 0 0
iR ESRAONV IR EA 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

7eE. ARHFIFEIZI VT, infusion reaction 23 5] (6.5%) . KEFZ 6 5l (1.7%) . EED
TR LB (0.3%) . gk 261 (0.6%) . BEAEFEE 1 6] (0.3%) . DA% - DIEK 2
B (0.6%) . BEEREREE (RAEHRIEMEERE) 461 (1.1%) . WHOWESE (FREE
REREE - BIRHRRERE S - T IRAHEEERE ) 32 61 (9.0%) . EEE DO RJERE 5 #] (1.4%) .
kRS (7 2« NU—IEREEE) 6 B (1.7%) . IFA% - IisReREE - ITk 8 f
(2.3%) . MVEMERRE 1361 (3.7%) . REEIRMARE 161 (0.3%) . SEEIRIERE
15 (0.3%) . HZERRSE 1 61 (0.3%) 238 Hiviz, BRRCAREEE, 1 BUBEIRIA. AN -
BEMED . s Rl GEMEIfBRE 2 5 ) ObH 5 BEHE~OMH, FEEWPELF R
DE, SRR RRAE . BER . S E D BER R OUERERNE Y o SHERRERE 1 TR &
N holz, REIWERFBBURDUIBEEFESR (AR EMERT 2 58) 23 0EHERE
Y,

@ WESMSIMAERER (R2810-ONC-1611378BR D/ X— k2)
BHEREGIIARIMCFIFILERE 299312 5 (95.8%) . 77 B RALFEEIERE 144/153
(94.1%) (278 8D B AV TREREE & DRRFEMRNAGE TERWEEFRRIT. ENE1 275312
B (88.1%) M T 129/153 f5i] (84.3%) IZ# HALTc, WO THRELEIE D 5%LU
FORWERIZIFERDO LB ThoTz,
#£7 WTFNAORECHRBFESIEI 5%ULEOBIER (R2810-ONC-16113 FRERD/S— | 2)

(ZEMAEYTxI R ER)
KN /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
2FIVEA 275 (88.1) 86 (27.6) 4 (1.3) 129 (843) 27 (17.6) 1 (0.7)
MiER LY v REEE 161 (51.6) 45 (14.4) 0 68 (444) 20 (13.1) 0
=il 127 (40.7) 30 (9.6) 0 52 (34.0) 10 (6.5) 0
I ER A 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 ifn 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

12
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AHN /AL 7T v R /ARG
312 B 153 31

B YAG

aw Eﬁg{éﬁgﬂ A 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
;Z%ébi‘ SRTIAT = s (1aa) 6 (1.9) 0 19 (124) 1 (0.7 0
;;;;i&g@? SSRT Y 58 (12) 1 (03) 0 15 (9.8) 1 (0.7) 0
L7 v F = 80 27 (8.7) 0 0 7 (4.6) 0 0
H 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 FLEE I K SR B SR N 18 (5.8) 0 0 5 (3.3) 0 0
LIIRANY o el % 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 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 —a/F— 28 (9.0) 0 0 15 (9.8) 0 0
KRt = 2 — a8 F— 17 (5.4) 0 0 6 (3.9 0 0

Y. A Bl s N Rl

%{g BHEED LORGELO . (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
%t 26 (8.3) 3 (1.0 0 9 (5.9 1 (0.7) 0

BB F X OV ARk 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 IR RS RE TU R SE 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 AAINEFIRIERECF O T, infusion reaction 7 51 (2.2%) . K4 3 61 (1.0%) .
FED THI 3B (1.0%) | Dipse - DIER 2 6] (0.6%) . BHERERE (R B ML
RKE) 8 Bl (2.6%) . WHWES (FURIREEREREE - B HERERE T - N HAHERERES)
36 B (11.5%) . 1 ALHESRIS 1 3] (0.3%) . EEFEDRZERETE 3 6] (1.0%) . fPRsREE (%
T v NU—IEERESE) 69 1] (22.1%) | AFAA - IFREREREE - ITR 10 51 (3.2%) . fH]
EPERT R 13 6] (4.2%) . FHZERRIE 1 1 (0.3%) . FAEFRIRIMASAE 1 6] (0.3%) . I
FEPEERARSE 161 (0.3%) | FEEWELFHERIBME 4 B (1.3%) 237880 Hivlz, ik - BEEC
R ARIE - EE AN IS0, BN - BB, IEas R (&Ml RE L 5Tr) Obh

13
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D A ~OMEH, SVl MEAE, R, S E O BER KL OMERE RN Y > SHRkER
JEITRRD DR o7z, RBWEMFERRIUIEERS (RARAERRE 25T) 280
ERHE R AR,

14
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4. FERIZOWVT

ARFN DI & 70 D B ORI OB G/ OFIWT X, BUNIThiLs Z LR Hi
%o Flo, ARNOEEIZ LY EEREWER 280 LIZBRICRHET 2 2 L Rndi =, &
U A7 EEEHE (RMP) (ZHD& | AFIDEIE 2RSS ~O W ) IRH 25 &
L ThH > T, LTFOO~QDT X T AT HZIZBWTHEHT A REZTH S,

D MERIZHOWT

D-1 TrEd (1) ~ (5) OVWTINITEY T DX THDHZ &,

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

(2)  FREHSREIRRL

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

(4) FRALFHEREZHRE U, SRIEB L SRER R 1, S RIEE bRk okt
2 TSN SRIEISA G IR R 3 Dk B HEICAR D 21T > T D filiak

(5)  BUEMERESEAI G E BN O ik LR D B 21T > T D fEk

-2 fififeg DALFHRIE S ORINE A FE B O RIS J0 720 ik & iR 2 RO EERT (F&R D
WFINICRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

EERTRRFIFE . 2FEOPIHEZAE T LTZRIC, SEELL DD AIRIRODEFRIHE 21T - T
WHZ L, 9 B2EL T, NAEMIRIEE L LIZBRIRIER 2OHE 21T > T\ 5 Z
&o

EERISORFIUSE, 2FEOPIHEZE T LIRS, 4ELLEOIRRFEREA L THD 2 L,
2 BIELL I, W07 AR L& S TR E I ORRNHE 21T > T D Z &,

@ BRADOERMEREEOMEHIZOVT

PSR A PRI AE T T 5 BT O ELE S, B D OFRE N, Aot - L4
PESSE A O B ONERTSE ISk 2 1R E, AFFRPBAE LGS oMEE
BEPNHECOIATOI D IEHINEE S TN D Z &y,

15
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@BIER~DXHHITDONT
@-1 Sl B4 2 ZAF

[FUEVERR B O RBRAIEM A IAE LB, 24 BERIIRIRHIO T, SREhiR X
(FEHE R IR\ T, FEE L AHERICIE U TABEE B O CT SO REIER ORI 24
BIRRAEORRD N AFIG O, B DSR2 AR E->TND Z L,

@-2 EFREFREIC L 20 EFEISI BT 5 ZAt

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

@-3 BIVEHOZWroxSIZB LT

RIER (MEMEMZE L, infusionreaction, KAZAK « EHEED TR, fhZk - BT RUARE -
HEEMEESE, DK - DS, BREREREE R EMBXRE) . NowkEs (F
WIS RERE S - B M RERE S - TERMAEERT) | 1 AR, EE O EREE, R
[ (7 2 - NU—IEBRESE) | MK - BRI, TR - ITRRREREE - ITk. Bt
T GEMEMBAERE 2 G le) Db D BEHE~OMER, flRiiieZEeE, ffE vk MR
PUDE, A8 2%, FEENEAT HRERIBDIE , R 55 &9 Ak, MEREBMEY v/ SHRRRERE |
AL MERRAE 2% 5) 1Txf UC, Hazhtiak ST BRI R O BEFIME 2 A 9 2 Al & 345 L

(FIER ORZErox B L THRER OSSR AT ONDRMICHH 2 &) | BEHITHE
B2 LB N TE DIRHINE S TN D Z &,

16
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5. REMBRLLRDBE
(A2 L B9 % F 1]

@

(%
@

@

TROBEIZBWD TAFIOEMZE S OFENRIILTND,
o AbLFEIERE D EGFR Bin A REM:, ALK @A 82, RO ROSI
EhE B TfarED . PD-L1 Bt (PD-L1 FEELEN 50%LL E) "OUIRAGE 2 1

1T« BRI O I/ e JE
* o ARFID =B L LT, PD-L1IHC 22C3 pharmDx [ =2]  (BR5E4) 2374
EhTnad,

TREOBE TR W TARA & O PSS & OO H# G OFMER RS LTWH

s

o H[EHIHK (INARTFSFUUITATTF ) O 7 U &2 X281 E O
b, IEERA (IR TTZF oIV ATTF ) RONRA Lk R
MU oA EDOHHES  ALFRIERE O 72\ EGFR Bis 1A REM, ALK @d
B, KON ROSI BhEBIE T2, UIFRAREZRMEST - B OIE/ Nl
i3 B

HEAMVEIAEFABR  (R2810-ONC-161133RBRD/X— 12) (2B T, PD-LIZEHRIZ LY
AEN/ACFRIEOGNEDN R/ DA RB I TS Z L (p7T~8& M) b AH
EMOFUEMIEEA & OO GICEE LT, PD-LIBBE L MEE L L TR0 w
BEPWTT 2 Z ENEE L, PD-LIZBLEN %A TH D Z & DR S -BEIC
BT, AFILSNOIREERIE G ZE S5 2 &,

* o RFNOBWE L LT, ¥ 0ptiViewPD-L1 (SP263) (i5e4) MAGRESN T\ 5, 72

#. PD-L1THC 22C3 pharmDx [ =) (JR5845) (C X HPD-LURHIFR AW E 2 T, AHAID
BB DS AT S 2 L b TR B,

TREICEEE T HARFNOEGAZ DN TIEL, AFIOFNHERHEL SN TE LT, AAID

BehxGe L 72 B0,

o HfFEI - IR AHEDRE

o ALFEERED 720 PD-L1 [ (PD-L1 FEELERN 50%A0m) OBRE I 54
o e 5

o QTABIDOAHNMIN RS TWRW L OFTEMEIEER & o ft 5

MBI 53]

FRLCEE Y T 2 EBE I OWTIEIAROEEN R E SN TWDL Z b &EE21T
Dipnz &,

o ARHIDOR TR LIRBUE OBEERED & 2 B

TBIRATOFHEIZ I T RRCICIE S T2 B IOV TR AFIOFRGITHERE S 72u0nas,
OIS 2 WG AITIRY | ERICAFZHEMN T2 2 LE2FBETE 5,
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o [WEMIEROAIIBHEOSH 5 BE

o JEBEGR A CRVE R A58 0 £ B M ONEBIE O KU BRI R Gu M it ¢ %
DI RIEVEZAL TR BV A B

o HOMEREBOATE XITEMAH L ITFRMO B OB OB EROH 5
B

o JERNBRRE GEMESHIBHELZ 5T OboEBEH

e ECOG Performance Status 3-4 "V @&

(7£1) ECOG ® Performance Status (PS)

Score EFH

0 |[EMERLSIEITE 5, FMATE R U R HAERSHIRZR ATZ D,

PIREZIE LWEENIHIR S 525, BTHIRE T, BAFREH > TOERIITO 2N TE D,

Uiler s movss, s

AMTARECH A OH DI O Z L 3§ S THEELEMMERIZTE 2, HFD50%LL Bid~y FATil 2,

[BHNTESOHEDEY DI E LTERY, HED50%LL EE Xy R2sF1- il =9,

E- N AR S

ELENT RV, BAOHEOEY DOZ L3 TERY, BEICy R+l Id,
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6.
@
@
®

BEICERL THEETREFHE

AT SCERE TN 2, B IR B3 D RS 2 BB 1T 3D & K D etk K Ol 1E i
DT OIZ B HAZ I L TS5 2 &y

TRIRBARICENL S | BB XX E OFIRICAHIER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FREWERH O~ R T A MZDWNT

ARG LY | WEDORESUNTER T D &5 2 b Dk A R RELRRED
HobNDZ ENH D, BENFED ONGEITIR, 3 LI FHRI TS U572
IR & RBR 2 RO R & EHE L CGREYIZR BRI 21T, B O REIZ L
BIWERDSSEOIL DA, ARIOERESUIH IR, K OEIR EE R VE L HlO# S
FLERT D&, 728, BB REANE L ORGIZ L BWEHOUGED T8 B2
Lo lZlE, BRI EE AR E DS OISR OB EET 5 2 L.
MEMERREN D bbb Z LN DD T, AFIOFGIZHT--> TiE, WIHIE
e (BGIv, PR R EE, k) O OMES X SR A 0 FEhESE, Bleise +
SIZATH 2k, Fio, MBS U THE CT, i~ —7 —% Oz Ehind
HT L,
R4, FERERE S, HFRDH 5D Z ENRH DD T, AFIOESBLART L)
BRI E I IAERERAS (AST, ALT, y-GTP, ALP, £V /L B ZEDHE)
BFEMTH L,
FOR RS RERE 5. T RAMREREE X ORIBHEREERNH LD Z EnHLHD
T, AHIO B 5-BAIART M O G- X @ HIMIC N IS RER RS (TSH, 28
T3. WEAET4, ACTH, M=o LF Yy —VEORIE) 23T 52 &,
1 BRS8N 6 & otv, MRS, F 7Y K=Y RICEDLZENHHDT, H
B, O, MEMESFEOFEROFHLMBEEO ERICHEET 2 2 L, 1 BBER
IR EDONT-GEICIEE G2 FIE L, A R Y CRIAIOB G5O 7 AL E &
152 &,
SPEEREE, RSB REOR R EN D Db 2 LB DHD T, AFIDEE-BR
BAHT R O G-I T X E IR I B RE M A 2 FE 95 Z &
infusion reaction 73 HI1LDH Z &3 5D, infusion reaction 3FRD LAV AT
X, ARANOEGHIEEOMEY) L LEEZIT S & & bis, ERBEET 5 E TERE
DIRREZE +HET D 2 &,
BT 14, BB BHEO ARSE L T BEWERNEIRT D Z L 03B D72, AAKID
G TRICHEWER ORBUCH2ITEET 2 2 &,

ARANDOEGIRZRERIZ BT, R2810-ONC-1624:858 TIXoH M = & . R2810-ONC-16113
HER D N— P2 TR GBI B 54 E TIXOMEM & . LI 12/ Z L 1A%
MOFHIL T Z & 2 2EBIC, ARG HIXEBMICEERRE TR OMR
11952 &,
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= SRS SR g% 0824 5 3 &
A fn 8 £ 8 H 24 H

#woE g R
& |REEFTERET | FETES (R) & B
Bl X

JE A 57 8 1 3R [ 3 A 7 A A PR R
(& B A K )

Fa =T GEGE T z) BEI O R AT A R4 >
(Baitss . FE/ NI . AN, IFmiaE, IHER . AR
K OVEEE) O—EIEIZ DWW T

R A BGE S & O BT $E2016 CER 28 42 6 H 2 H B&RIE) IRV T,
HHER S OB A OREHEEZ XD Z ERERVIAENTZ LBz T, &
PrHES G & BN BT 5 2 L 2 BT Tl HEE T A K7
AV BERTDHZEELTOET,

T aN= T (B R ) A2 RO FE/ NI . DN R g
A . MESEE 7= A S OV IS L CEE T 2 RO B FIIZ DWW T,
[ F o \v<7 (BlaFliz) [ OREHFENHEET A K74 () ©
YRR Ot s FHHERE T A N A > GE/NRaitiRe . /Nmfa e, AFAmiases, I8
R, B AR N OMEREE) OB IEIC DWW T (Fn 846 A 19 HAHTESK
FEFEFE 0619 5 2 S RA B EE R EENFEAEHREEM) (2L, T
ERHHEET A K742 ) ELTURLTELEZATT,

SR, T a7 GEEBHEELZ) JANZOWT, &Y A7 BilEIER M
5 e 12697 2 2 RE AT A DN FE K OV | DB AN AR 5 KRR FH — A
BHREKRENTZZ & B SV IR SCEDOUGETEEIT L, S A HEE 7 A
RIA v, ZNNENHEO LBV HIEWTZ LE LD T, &E O EREER K&
OEE R T 2 A a2 BREW L E 3, OERZ O N HHEE T 1 R Z 1 213,
BREED LB TT,


AKNJX
テキストボックス
別添２
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B, RBHOE LIZHOWT, BIFEOHIKREIZFEEEET DD T, D7D H
LIRZFET,
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Bl L

INASFEETEN BARERIS
HARESS

—RAEEVEAN  AARERRES
NEFEEIIEN BARBRRIS
—RAEETEAN AARERKNRES
—RAEEVEAN AARWIREGR RS
Fre EEANGENAEN AR S
—RAENTEAN AR SRR
—RAFENTEN AN S
—RAEMTEAN AARFIRES R RS
PNERAEHTEN AR ARHER -2
—iRFENTEN  AABREES
FrEdEEMREEAN  HARESS
—RAEEVEN AANBES
NERFEEEN AR =
—RAEETEAN AAYRBEREA R 2
—RAEEITEAN A ARRRIRIES 3
T AT BRI
MSTATEGE N AR AL R R S p A
T IR AR
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JOE IDEHE D B o IHEE T A B Z A > OUGETERT i [H % R 3R)

ElIEGIS

(BRI X SERB57)

bEl)
. ZC®IZ
(%)
gL hhE KN T~ T (B EER)
KIS & 72 D 5hMe AT - e 1S3 T DR - INEEmH B IE

i U A 7 i e I 12 B I ot e
KL 7 D HEROHE
s (3 1T DRI - Iirfe fliBhpEiE)
WHIBIEE TIX S AT Z EVRBE R N A5 F o & Dff
BBV, %, MAIZIET 2 v~7 GEfGHHiz) &
LT, 11[5] 1500 mg % 3 E[EFMRE T 4 [Bl £ T, 60 5HLL BT T
RIEFHET 5, Z2O%, IMRMBRETIL, T2 v~ >7 (8
faf#z) & LT, 1[E 1500 mg % 4 WEFME T8 [EE£ T, 60
SRILL B TR ERET 5, 7272 L, (KE 30 kg LT OHED
1 Bl 5503 20 mg/kg ((REH) &35,
(1 U A 7 5 e FE IR R I D)
HNVA k- FZ W (BCG) LofFHICEBWT, #E. A
T7 2V V=7 GEfs R z) & LT, 191500 mg % 4
[MREC 13 [B1FE T, 60 3L BT CalliiET 5, 7272 L,
AH 30 kg LT OHED 1 Al 5§13 20 mg/kg (KH) L35,

. ZL®IZ

(%)

MR LR hE K
KI5 L 72 DR AT R

X5 L 70 H AE KR OV &

T 2 LN~ T (B Z)
R SIS DANET - AT A B RS

INATHHBDEEIE TUIX, 7 AV 2 B U R
WRON AT ZF o EoffHIzEY
TR RANIET 2080~ 7 (&
oM z) & LT, 1181500 mg %
3 WEEEINE T 4 Bl F£ T, 60 4rELL By
T CRTEFET D, £ D%, I
FETIE, T al <7 GEfE 7
faz) & LT, 181500 mg % 4
T 8 [|FE T, 60 /oLl BT T
SSEERET S, 7272 L, KE 30 kg DL
TOHBED 1 R G &% 20 mg/kg (1K
) L5,
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MoE R % EF TANTEXRIHASH wMoE R % EF TANTERXIHASHE
% IR 3. RRIREHE

BEMERE 235 1T DIRHT - i i B E X O U R 7 WhfEFEi=ifrE | BERtRE 235 0T 2 TR - IR M BOIRIE DGR ISR 21T - 72 3=
FE B 0D AR SRR |2 3T 4T - 7= L 72 B IR SR ER O RS % PN

Lot (]
D FEESEFZIHRE (NAGARA #50) [EI B S [F] 55 ML AHFRSR  (NTAGARA #5R)

) (B
@  [EFEL[E 5 AR R (POTOMAC #UE5R) G

B IR IR b (NMIBC) 1Zxtd- 2 B i IARE XX BCG J1#
PEANTEANRIER O WE U A7 NMIBC & 3E™  (WHO/ECOG
Performance Status 0 X 1) 679 il & %512, AH % BCGH"
EQRA L72E ORAIGHTRE 339 61 [ HAA 58 fil&Ee]) & BCG
S LS G IREE 340 5l [H AN 58 x5 Er]) OAF
S e OVZE A A Bt L 72

F I E B T & 2 IRHRH Y B Al E N K 2 05 AR (A ] (DA
T, DES) (hefE [95%EdEIX]) (165 DA N k) 1d, AHAl
DfFIRE T NE® [NE~NE], SHBREECTNE [74.0 W A~NE] TH Y,
AFNOF FHBE T FRER I 6 LR PRI BZIE R 2R LT (0N
— R [95%E#EX ] : 0.68 [0.50~0.93] ', p=0.0154 [J&}H]
log—rank fRE. A EAUE (A 0.0317], 2025 4F 4 H 3 HF —
ZHy b AET),
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*8: R HE 30kg B CTH Y FHERFHIIC iR S N7 m U A 7 NMIBC
DEEEREE L, &Y A7 NMIBC &%, OT1. @high
grade 5 U < I3HAAR =AY BB EE A Grade 3, @) EFPNE,
XIEDZIED DI DI KNIEBELEN 3 em KL EDOWT 1
PIZE%4 35 NMIBC & EFE Uiz, BERENIEARE R Z T
TWARWEE LT, iBEIC BOG BEMNTEAEEZ 2T
W 2RV TR EIZ BCG & 5- 2521 TWe g 5 ik o
AR~ O F TIZ 3FERE LT BF L ER LT,

*9 4 WA 1Y A7V ELT 1 HEICAAKL500 mg &
RIS YA I NFEE LT,

%10 : BOG ¥k (A A TIX#zs: BCG BEpE A [ HARE] 248 4)
O AR E A B AL S U CHE 1 E 6 8 BEEHENEA
U7, MEFPRIEE LT3, 6, 12, 18, KN 24 4 HEES
T 1 [E], 3 MM Lz,

11 : A EAKAE SIS Lz 96. 83WEHE X [#1E [0. 48~0. 96]

(X )
2 JBBRIHY ERT O RIIZ K 5 DFS @ Kaplan-Meier iR
(20256 F 4 H3 BT —F 1y hA7T)

[Z41] [Z41E]
O FEELFEFTFERER (NTAGARA #5R) [E B AL R 25 AR RBR  (NTAGARA 3R05%)
(W) (%)
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Fo. UTICHEEFEGZ 5 0RITERBBLRIL O LR R %2R
T, AFOFHERCI W T, BEMEMZER 7 61 (1.3%) . KX 6
i (1. 1%) . EEEED 0 2 151 (0. 4%) | FTRERERR - AT 2% 30 51 (5. 7%) |
FR IR B RBAR TE 52 51 (9. 8%) . FIR RS HE TUHENE 22 f31] (4. 2%) |
A PEREREE 2 51 (0. 4%) . TEE(RPEREREE 3 51 (0. 6%) ., BFEE

(FEMERERTE) b5 6 (0.9%) . fhzk 3 B (0.6%) ., Lfhk 1 #i
(0.2%) . BIEFFEESIE 1] (0. 2%), FhFREEE (FF7 2 - N —
SEfERE 2 G de) T4 (1.3%) . infusion reaction 7 (1.3%).
ek 1451 (0. 2%) . FEEMELTFERIBUDIE 161 (0. 2%) 235890 B
Teo FTo. BEMERRE S, 1 BUHEIRIS ., S Ml MBAE, 4
%, BEORERE, RFEREE, HLE AL, B RALE L O
BEER IZFB D bR ho Tz,

@  [FEBRIL[E E MAEEER  (POTOMAC #R5%)

A I AAIOERRE 325/336 51 (96. 7%) K% USHHBEE 307/339
5l (90.6%) IZERH BTz, W DOIEEREK L oK BRI
ECTERVAEESRS ENWEMA) 13, £h 2 298/336 Bil (88.7%)
O 245/339 5 (72, 3%) IZ5R B, Z D H HIET-f (Grade 5)
FWTHORETLRO N7, WT DO GRETHRILSE
P 5%Lh EORIERIZ FRDO LB THot,

#F2 WO ERETRILED 5%LL EORIVER (22T
StEAER)  (POTOMAC 24ER)

F7o. UTNICHEEFES 2 5 0REIERBBLR IO LR R 2R
T, AFIGFHBEICI VT, BEMEMER 7 6] (1.3%) . KIBK 6
B (1. 1%) . FEEE O T 2 61 (0. 4%) | i relE T - 2% 30 61 (5. 7%) .
FR IR A REAR TE 52 1] (9. 8%) . FUIR MRS BE TCHENE 22 1] (4. 2%) |
RIEHE AR TS 2 1] (0.4%) . TEEAHERERTE 3 41 (0.6%) . BFEE
(FEMERERE) b5 il (0.9%) . fhzk 3 B (0.6%) . Lafhd 1 i
(0.2%) . FESEAGMESIRE 1] (0.2%) . FPRRESE (X5 « NL—
JEfEREZ & Te) 76 (1.3%) . infusion reaction 71 (1.3%).
FEge 161 (0. 2%) . FEEWELFHERBU/DAE 161 (0.2%) 3D B
Too E7z, BLMERRE S, 1 BUBESR, Se i MRIBUE, K
K, BEORERE, WILE 2L, BBHRARIE, BERK L OIR
FERIB IR O N7,

(%)
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C))

Fio. U TICEESESG A RIEHRE BRI O LR R 2~
T, AFIOFHEC W T, FEMEMPEE 5 B (1.5%) . KIHK 6
Bl (1.8%). FEEED T 2 ] (0.6%) . AFFEREfEE - JF2% 38 4

(11.3%) . FUIRBRBEREAR TUE 34 5] (10. 1%) . FRAREERE LA SE
42 Bl (12. 5%) | FIEHERERE S 3 6 (0. 9%) . 1 AUHEIRIF 1 651 (0. 3%)
e (MEMEERE) 34 (0.9%) . i 14 (0.3%) . FED
g lEE 1] (0.3%) ., MfRlEE (7 - NU—JEfEfEAE E i)
31 (0.9%). infusion reaction 4 f5il (1.2%). FEZ 9 i (2. 7%)
Wb, Fo, EACMEIRE K, TEEEEERE . LK.
T A e 0E Sy MR i MRS E . g AREFERE . TEHALE R
FL. BT A ARE . SRR K OVFE B 4T FR BRIBE 1TER D B a7

Noiz,

4. FEFZIZOWNT 4. MigRIZHOWT

(%) (%)

@  EIERH~OXISIZ DN T @  BHEH~OXRHSIZ OV T

(%) (%)

@-3  BEIEHOZWr->HIN B LT ©®-3 EIEHOZWr->xHIN B LT

BUWER (FEMEMRE, ISR E - TR - MRS R, N | BUER (MEMEMEE, IFREERES - TR - MRS R, N
Sk (FRIREERERETE . RIBHRERET . TERAEEERTE) ., | owkEE (FIRRMEET, RIBMERES. TEREEREREE) .
EHrEE (MEMEE RS, infusion reaction, KEZK - HED T | BEE (MEMEBRY%). infusion reaction, KK « HED T
L L BRUBEIRIS . AR - RRRUTRLARE , O, FIEAEEAE, | AL L BUNESRIE . ARAR - BREUTRLARIE ., DA, HE HEE,
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o

AR S, S P A E . g ELRE OO R PR | iR
(X7« NU—JEfEE 2 & Te) . ALERRIEORH R O ZE B L h
BRIDE, THALE 2R, MO, RIFEREE. A RTE) ISR LT,
%t R ST Bl SRR B O B 2 A D R & L (RIE
MOZWRCRICICE L THIRER OSSR EZZ T b5 R/ MFICH D
Z L) EBITEYRAAENTE HEHINE S TN Z L,

BN, e hi MRS RE, B, B DR ERRE | it
(FT 2« NU—JERRE 23 Te) . ALFERIEOH R O FE B L th
BRIV IE, VHALE 2R4L. MR, ARIFEREESE) IO LT, Hikhiax
ST BRIE PR B O REFIVE 2 A7 2 Rl & e U (RIVEH o2
IS L THRER OEEEX T N/ MCHDH L), H
BT Y2 UE D T E DKM 3> T D Z &,

5. hHxtG LI b B

[B2hi B3 2% FIA]

@  IRIBAERE SRR N E S & 72 D MIBC BEIZR W T, AHA
ETLVEEV KRRV AT T F OIS X DR
P M OAF B 512 K DTtk il BRIk O B0 R S
TW5H,

Y A7 NMIBC BB IZHB W T AHI & BCG & DPFHE S DA
ER TR STV D,

* : POTOMAC BBRICIBWT, LFOWEN TS T 5580
BmURY LERESNE =V H),

T1
high grade X IFAHMRFA) M EE N Grade 3
R

L3N OFFEN O RIS 3 em LU E

@  TRLICEZS T D AR O G K O GIEC OV TS AHO

5. ThHxXR LD BE

(B2 B3 % F]

O IRIGAOREDE SRR 2N @S & 72 D MIBC BEFIZBW T, AH|
ETLVEE VROV AT T F ORI X BRI
PEVE M O HI B P 512 & B it i Bh i iE D B2 R &
LTW5H,

CHrax
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ANEPHESL SN TE ST, AFOBREAR LR B0,
DOXIFQTAFN DAL T S TV 2R W O HLENE

JEEA & O P
(%)
6. WEIZERL TRHET &S HH 6. HEICERL TRET NS HIHA
(%) ()

©® POTOMAC FERIZIBWT, BAEBBIFIFA2S 36 WHETIE | CHrax
3 A, ZOBITHEREIERINES T 6 B HEIZHEDRE
i %47 > T2 Z & A BB ARFIE G T E I R
RAE, RIS . iR, R A TR OEREZIT O =
Eo B, AROFSIF13EIETETL I L,
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He KR e D e B IHEE T A R Z A > OWET AT Cir B X HRER)

(BB I XS IERB 57)

Gl

4. FEEIZ-oOWT

(%)
@  BHEH~OXISIZDOWNT

(%)
@-3 RIEHOZWRIGIZE LT

BIVEH (MEMEMZEE (BN 2 5 de) . FiRekeEsE -
JF% - AP 2. N wbEss (FUR IR RERR . RIS e e
LT EARBEERE) . BEE (BEME®X%). infusion
reaction, K% « BED FHI, 1 BUBERIA. Ahidk - BT g
fiE, O, BIEMEDE, AR, i MR E, K%,
EEORERE, ks (X7 - NU—EREEEZET) . 1t
SO R O RSB L TR ERIBUIE . THLE 2L, ER . JRIFEK
e, MRS (2% LT, Y akhiak S 3l B % B O JE P M 2
BT 5 ERE L (BWERAORZE-ORHZEE LTS & OV
EZITONLARMEICH D Z L), BHHICHET) R ALE ) T X DK
MNEESTWNDHZ L,

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

AIVER (REVERRE OB R 25 Te) . TR RERE 5
9% « BAEPERRE 2. Wbl (RURIRBRREREE . I PRRER:
. T EAEERT) ., BEE (HEMEERSE) . infusion
reaction, KM « HED TR, 1 RBEIRIF, Ahdk - BUEUT Az
A, DR, BER IS IE, BIRA . Soe Vi MRIsAE, IM2E
HEDOREES. MEE (F7 2 - NU—ERELZET) . b
RO R O FEBELF HERIBUDIE, THALAE ZRHL. R, JR3FER
BERE) SR LT, Mg UL BRI P O B 2 A9 5 =
fill &85 U (BIEA ORZWr-oxhic B L CTHREE R O3z 2% 1T 6
NORMCHD Z L), EHITHEUZRLEDN TE M 23 - T
Wbk,
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/INHI G i e D Fre TR A E T A R T A > OSGET AT CiT I X HRER)

(BB I XS IERB 57)

Gl

4. FEEIZ-oOWT

(%)
@  BHEH~OXISIZDOWNT

(%)
@-3 RIEHOZWRIGIZE LT

BIER (MEMEMREE Bk 2 Ede) . IFiReRE
JF% - AP 2. N wbEss (FUR IR RERR . RIS e e
LT EARBEERE) . BEE (BEME®X%). infusion
reaction, K% « BED FHI, 1 BUBERIA. Ahidk - BT g
fiE, O, BIEMEDE, AR, i MR E, K%,
EEORERE, ks (X7 - NU—EREEEZET) . 1t
SO R O RSB L TR ERIBUIE . THLE 2L, ER . JRIFEK
e, MRS (2% LT, Y akhiak S 3l B % B O JE P M 2
BT 5 ERE L (BWERAORZE-ORHZEE LTS & OV
EZITONLARMEICH D Z L), BHHICHET) R ALE ) T X DK
MNEESTWNDHZ L,

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

AIVER (REVERRE OB R 25 Te) . TR RERE 5
9% « BAEPERRE 2. Wbl (RURIRBRREREE . I PRRER:
. T EAEERT) ., BEE (HEMEERSE) . infusion
reaction, KM « HED TR, 1 RBEIRIF, Ahdk - BUEUT Az
A, DR, BER IS IE, BIRA . Soe Vi MRIsAE, IM2E
HEDOREES. MEE (F7 2 - NU—ERELZET) . b
RO R O FEBELF HERIBUDIE, THALAE ZRHL. R, JR3FER
BERE) SR LT, Mg UL BRI P O B 2 A9 5 =
fill &85 U (BIEA ORZWr-oxhic B L CTHREE R O3z 2% 1T 6
NORMCHD Z L), EHITHEUZRLEDN TE M 23 - T
Wbk,
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ST AR g O e B FHEE T A N7 A > OWGET AT Cor B X HRER)

(BB I XS IERB 57)

Gl

4. FEEIZ-oOWT

(%)
@  BHEH~OXISIZDOWNT

(%)
©@-3 RIWEHOZEr-CRHNIZE LT

BIVER (MVEMEMER, IFREREE - PR - i EERE 2. N
SRR (RRIREERERE S, RIBPREERES . N EAMERERE) |
B (FEMER%%) . infusion reaction, KG&K - HEDT
. 1 BOBEIRIE . Ak - BRBUTRMEAE, Dk, EERL HEE,
BENR I . Sag M MOBAE . IdZe . BRSO R RS PRt
(FT7 v« NU—JERREAZ T Te) . ALFRIEG R O R B4
BRIUDE, THIRE 2R L. BESR. REFERES, /B RSE) 1Tk LT,
YREh % ST BRE RSB O B2 A3 5 AR & 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 - i bEnE &, W
Sk (FRIRPERERE S, RIBRREIRES . N EAMREREDE) |
HhEE (FEMERE RS, infusion reaction, KK - HED T
L 1 BHEIR IS, Ak - BREUT EMARIE . Ok, EIERDE T,
BEMR S . S ME I/ MRBUAE . INAE . BRSO B R, it
(FF v - NU—JEfEREZ B T) . ALFIRIEDE IR OB ELF
ERIE, THIRE 2R AL, R, ARFEREESE) ISR LT, M
AT B ERAR B O R Z A3 2 AN & d#EE U (RIVEH o2
XIS L THRER VIR EZ T OoNL&MHICHH &), |
BTG ZRLE D TE DGR > TS Z L,
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RETE I8 D e
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Gl

4. FEEIZ-oOWT

(%)
@  BHEH~OXISIZDOWNT

(%)
©@-3 RIWEHOZEr-CRHNIZE LT

BIVER (MVEMEMER, IFREREE - PR - i EERE 2. N
SRR (RRIREERERE S, RIBPREERES . N EAMERERE) |
B (FEMER%%) . infusion reaction, KG&K - HEDT
. 1 BOBEIRIE . Ak - BRBUTRMEAE, Dk, EERL HEE,
BENR I . Sag M MOBAE . IdZe . BRSO R RS PRt
(FT7 v« NU—JERREAZ T Te) . ALFRIEG R O R B4
BRIUDE, THIRE 2R L. BESR. REFERES, /B RSE) 1Tk LT,
YREh % ST BRE RSB O B2 A3 5 AR & 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 - i bEnE &, W
Sk (FRIRPERERE S, RIBRREIRES . N EAMREREDE) |
HhEE (FEMERE RS, infusion reaction, KK - HED T
L 1 BHEIR IS, Ak - BREUT EMARIE . Ok, EIERDE T,
BEMR S . S ME I/ MRBUAE . INAE . BRSO B R, it
(FF v - NU—JEfEREZ B T) . ALFIRIEDE IR OB ELF
ERIE, THIRE 2R AL, R, ARFEREESE) ISR LT, M
AT B ERAR B O R Z A3 2 AN & d#EE U (RIVEH o2
XIS L THRER VIR EZ T OoNL&MHICHH &), |
BTG ZRLE D TE DGR > TS Z L,
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4. FEEIZ-oOWT

(%)
@  BHEH~OXISIZDOWNT

(%)
@-3 RIEHOZWRIGIZE LT

BIVER (MVEMEMER, IFREREE - PR - i EERE 2. N
SRR (RRIREERERE S, RIBPREERES . N EAMERERE) |
TEE (MEMEERSY), infusion reaction, K&K - HED T
. 1 BOBEIRIE . Ak - BRBUTRMEAE, Dk, EERL HEE,
BENR I . Sag M MOBAE . IdZe . BRSO R RS PRt
(FT7 v« NU—JERREAZ T Te) . ALFRIEG R O R B4
BRIBAMIE, VHILAE 2R 9L, WER. RIFERES . itEg . (7))
TOFARE) . AR 1Tk LT, YR R ST B I R B o
B2 A3 2 EA & EEE L (RIER OZB-ox S IZB L THRE
LOXEEZZITONDIFZMCHD &), EHHITHEIRALENT
X HIEHINIES TN Z &,

4. FEERIZOUWT

(%)
® BHWER~OXSIZ DT

(%)
©-3 EBEWEHOZKCxHSIZE LT

RIWER (FEMEMZE A, HHSREREE - TR - s brERE R, N
Sl (FURRFERERR S . BB REREREE . T EAREEREE) |
R (FEMERKS%) . infusion reaction, KRGk « HEDT
L 1 BHEIR IS, Ak - BREUT EMARIE . Ok, EIERDE T,
BEMR S . S ME I/ MRBUAE . INAE . BRSO B R, it
(FF v - NU—JEfEREZ B T) . ALFIRIEDE IR OB ELF
ERIE, THIRAE 2R AL, WER. ARIFERES . itEg i (42 XY
TOFHERE) 2E) 1Tk LT Mg I B R B O BE R A
BT 5 EAE#E L (RIVEROBZE-ORHINICEE LTS &K U
R ONDRMICH D2 L), BEHIED)RMAED TE LR
MNEESTNDHTZ L,
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Sl FAHEE T A R A > OWETERT BT IHxIRER)

(BB I XS IERB 57)

Gl

4. FEEIZ-oOWT

(%)
@  BHEH~OXISIZDOWNT

(%)
©@-3 RIWEHOZEr-CRHNIZE LT

BIVER (MVEMEMER, IFREREE - PR - i EERE 2. N
SRR (RRIREERERE S, RIBPREERES . N EAMERERE) |
B (FEMER%%) . infusion reaction, KG&K - HEDT
. 1 BOBEIRIE . Ak - BRBUTRMEAE, Dk, EERL HEE,
BENR I . Sag M MOBAE . IdZe . BRSO R RS PRt
(FT7 v« NU—JERREAZ T Te) . ALFRIEG R O R B4
BRIUDE, THIRE 2R L. BESR. REFERES, /B RSE) 1Tk LT,
YREh % ST BRE RSB O B2 A3 5 AR & 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 - i bEnE &, W
Sk (FRIRPERERE S, RIBRREIRES . N EAMREREDE) |
HhEE (FEMERE RS, infusion reaction, KK - HED T
L 1 BHEIR IS, Ak - BREUT EMARIE . Ok, EIERDE T,
BEMR S . S ME I/ MRBUAE . INAE . BRSO B R, it
(FF v - NU—JEfEREZ B T) . ALFIRIEDE IR OB ELF
ERIE, THIRE 2R AL, R, ARFEREESE) ISR LT, M
AT B ERAR B O R Z A3 2 AN & d#EE U (RIVEH o2
XIS L THRER VIR EZ T OoNL&MHICHH &), |
BTG ZRLE D TE DGR > TS Z L,
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3. ERIKAHE
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5. \ERRERDEE

6. WHIZEEL THETNEHH
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P10
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1. ITC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEITEE D Wl E22 6 23Rk
BId, BT, IHFEORFEREIFOEAAC LY | FUREIRG 72 & OFH0 72 8T BLVE %
JPESEMDBARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
AR L 725 TRV R MBOEE & S0 BA T #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBELHEZXD Z L L& TnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VRBEF O ESK T & B 5 ic R
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENHFINBEICH L THERT 2 L &I, BIE
AN BRICEE 2xtn 2 & D 2 L AR 72— O BF % jii 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TIHE LN TV DEFIETH) -
BRI EED & | LUT O BESE 5 D Fiii 70 8 A HEtE T 2 8L & BB 8k B 2
HROREEFEEE T,

¥, BAA R A A%, ATBUENEREK L ERE SR O, A rEHEAN B A
BRI o . — A ENE N B ARBRR NEHE S K O— AL BN B ARWREG 2 O
H1DH EERR LT,

WL AR AERKLE  Fa w7 GBS
R LR DMREOUTHE - BEBEIE 35T D ATHT - IR MBI E

i U A 7 i E IR MR s
RHELHRDMEROHE
(BB 23 0T DR - AR BRIE)
WTRIMBIEIE I, 7 AV X B VHBBEN N AT 7 F v L OB T, EH,
FRNIZIET 2 v v~ 7 (B x) & LT, 118 1500mg % 3 3 [E G T 4 [
F T, 60 LA BT THRIEEET 5, T Ok, IFRMBIEIETIE, T 21~ T
(Bl z) & LT, 18] 1500mg % 4 BT 8 [B1E T, 60 RILLET T
FEERET D, 7272 L, KE 30kg LLFOHEO 1 B G &1 20mgkg ((KE) &7
"y
(B U R 7 W FE R 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
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2. AFIORK, ERBEF

Tan~T (EeH#z)  (BLF. TRA ) 1X. & b programmed cell death
ligand 1 (PD-L1) Zk[92%%E 7/ n7 V> Glx (IgGlx) V727 7 A0k Mt/ /o
—FTAHERTH %,

CD274 (PD-L1) 1%, AEENIZE W THRER SMEICHEB L T 0 | EE LY
VoNER (T ARG, B AR OV F 2 7% 7 —T Hifn) FICHELT 5 CD279 (PD-1) &
NCD80 (B7-1) L fhA L M & 2 AIZHIEHT 25 &5 2 54T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , F£7=. PD-L1 I%, fEx OEEHRIC S5
BLLTW5AZ & (NatMed 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 2315 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,

AHI1Z, PD-L1 OFFAMERICHES L, PD-L1 & PD-1 OfEA & HET D 2 L%iIC X
D BAPURRRRAO 7 T AR OIS EIE 2 08 L, B O Z I35 & 51 5
nTWn5,

AANOVERRSFZFES BEEORIERISIZ X Z2BWERZER H &b, HE LTI
EDLAREMEDN D D, AAIDOF G RO E#IZIT, BEOBIEEZ 02TV, BENR
D BV AT FBL L2 RUTIE U7 MR 22 Fik & R BR & RO E AT & s L il
G172 8RR W 2 ATV M O SIERNC X D EIER NSO 256 101E, fIBRE RV
EUAIOBGEOREY) I AE 21T O LERD D,
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3. BB
JBE I L2 F5 1T DA - TR A B TE K OV U R 77 i J FE IR P o s oD 7K RR RE | 2 FEA
AT o T2 B2 WK RBR OGS 2 7~ d,

[G2hE]
O [EBSLFRF IR (NIAGARA 3R5%)

i IR PR D (MIBC) (2% 2 5 (b PR IERE SO TRIERIERE 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 filzETe) ZxIBI,
WRHBIEE & L TARI? 27 A2 R (LT, 1Ay ey )) 3 A7
F B LR L, 2O%OMBMERE L UCORAM 2 B 5 L7254 (RFIDF
MEES33 B LAARN 62l Gie]) &, INATMUIFRIEEL LTI LAV 2B+ AT T F
VR RO LA GarHEEE 530 ) [HAN 59 il 2 &de]) OFAMMER VL2
REt L7z,

FEEHIEH O —-2>Th 2 B TS H e 7w 33 Juym B A B 1 L 2 B
AN MBI (BUF, TEFS)) ((FRE [95% (58X ]) (433 oA~ k) D2
[6] B o> R EAT O Fid . AFIGHHRET NE™ [NE~NE]. %FEEET 46.1 [32.2~NE]
A THoT (NF— R [95%EHEX ] : 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 Ji #1038 (58 8 i) (2D <, FMRMRA S ITHla®
THER S (B ERROIRE 2 FR<) ORKE R G AR B F Rz & QR B F R o #i
W7 24 7) BEENRE L,

*2 : HTRIAEBLEE 3 A 1A 7 & LT, 1 HBICAA 1,500 mg & 4 1 7 L5 LTz,

*3: 7 LT7F=r27 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=, 2L T F =22 YT F A 40 mL/min Bl 60 mL/min A0 BF 1L, 3 BB 1
AL ELT, H1 KO8 AR ATHZEY 1,000 mgm? & AT T F L 35 mg/m? % 4 A
I NG LT,

*4 ftEABNEE 4 WA 1A 27 e LT, B 1 HBICAR 1,500 mg &k 8 Y1 7 Vs Uiz,

*5 : HEERRE (BT, [EAR)

*6 A EAKYEIT IS LT 95.87T7%E XL [0.554~0.824]

*7 : BFS @ 1 [8] B O W RfENTZ ICCKET S 72 IRBR M R 12 33 < MR R
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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 BRI APRHE TP SRR ERESBIEIEIC L 5
EFS ® Kaplan-Meier Hi#R
(202424 A 29 BT — & W v A7)

@ [EBILFESIAHRE (POTOMAC R5)

i @ FE IR MRS (NMIBC) 1Zxd 5 S IERE T BCG BEBENIEANRIERE D 72
WiE U A7 NMIBC 4™ (WHO/ECOG Performance Status 0 X1 1) 679 5 & %5212,
AHI? &2 BCG™ O L7e e CORAIDFHRE 339 5l [HAAN 58 filmde]) & BCG™ %
B G U7-556 (RHIREE 340 #] [HAN 58 Bl & & de]) OFMER NEEMEEKETL
72

FEEHIIE EH CTod D108 Y A E S £ 2 A7 (LU T, DFS) (i [95%
EIXHE]) (165 DA X ) (%, ARAIGFHEE T NE® [NE~NE], *## T NE [74.0
JIH~NE] Th U | RAFARHIRHREH X UGG EICEBRIERE 2R L (0N — R
b [95% (5 #EIX ] : 0.68 [0.50~0.93] *!'| p=0.0154 [J&5!] log-rank fRE. A E/KUEE (]
M) 0.0317], 20254 A3 HT—% v h47),

*8 RH 30kg TH Y HHRFEMICHER S NS Y A7 NMIBC OFBEEExRE Liz, @ U A2 NMIBC
L%, OT1, @high grade #5 L < IS HI BAELFE DS Grade 3, @ LEENIE, SUT@Z A DA
DR KIEBEN 3 cm BLEOWTNMNITHEY T D NMIBC & EF% Lz, BEMENENEEEZ STV
RVWEBE LT BEIC BCG BENTEAERELEZ 2T T WU EIC BCG #5231 TR
B LD B AR A~ OFANE TIZ 3P L7 BT & ER LT,
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9 4WE 1A 7L LT, B 1 HBICAA 1,500 mg 2K 13 91 7 VS5 LT,

*10 : BCG # (HARTIXHM8 BCG BEREN A [HARRE] 2 M) OBRRARZEAFE S LCHE 1 [,
6 EMIEMENIEA L7t MERPRIEE LT3, 6, 12, 18, KU 24 7 ARES T 1 [\, 3 8 MERE
WNEA LT,

*11 : A EAREEICKIE LTz 96.83%EHEIX 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 I 1 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 B
(2025 4H3HT—% by b47)
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[Ze21E]

O EELRFEIAERR (NIAGARAGER)

B EFGIIAAIOEES27/530061 (99.4%) K OKHHRHEES25/526051 (99.8%) (278D Hi
oo WTNDDOIRBRIE L ORREBEARN B E CE W 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%) LU3/5260] (0.6%) Thoiz, WTINOEGRETRILEN
5%LL EORIERIZTERD LB Th o7z,

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

FEBIRIE | HEAGE Bt (%)
(MedDRA/J ver 26.1) AFIGEREE (530 1) STHERE (526 651)
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 A BRI E 132 (24.9) | 74 (14.0) 0 160 (30.4) | 87(16.5) 0

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

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

H ifn BRIS A iE 29 (5.5) 3(0.6) 0 35 (6.7) 5(1.0) 0
P MR

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

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

insg/t SSAVIN ¥ 33(6.2) 1(0.2) 0 37 (7.0) 0 0
PR R E

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

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

Hg 33(6.2) 0 0 39 (7.4) 1(0.2) 0
132/ & N TS SR 2 =

Loo< Y 31(5.8) 0 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 7

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

% ) FERE 48 (9.1) 0 0 8 (1.5) 0 0
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FEBIRSIE | HEAGE Bt (%)
(MedDRA/J ver 26.1) AFIGEREE (530 1) STHERE (526 651)
4: Grade | Grade3/4 | Grade5 | 4 Grade | Grade3/4 | Grade5

i EIE 46 (8.7) 2(0.4) 0 55(10.5) 0 0
— % - 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
sy 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 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

Fo UUTICEEES A S O RIEARBURI OEEHE R 2~ AFIDFHBRICIBW T,
MM 7 1 (1.3%) . KIGZR 6 B (1.1%) . EED FH 2 1 (0.4%) . FFEERERE
JHF2 30 il (5.7%) . FRBRFEREAR TE 52 1] (9.8%) . FUIRIREEE TLHESE 22 1] (4.2%) .
R REREE 2 6 (0.4%) . FEMEHEEERETE 3 61 (0.6%). EEE (REME-ERE) 56

(0.9%) . 25 3 %1 (0.6%). LoinZE 141 (0.2%) ., BEIEFBIEIE 141 (0.2%) . FhkefEE

(X7 « NU—JEEREEZETe) 76 (1.3%). infusion reaction 7 51 (1.3%) . F#Z 1 4

(0.2%) . FEAMELFHERIBME 1 6] (0.2%) 2338 b, £-, w{bMEEER, 18
PEIRIPT . fo M/ MRIBAE . e, BRSO R R ARIFEREE . WAL 22 fL. B
FAARE M ORI TER D B o Tz,

©@ [ERELFRFIFEREE (POTOMACHER)

A EFGIIARANOHEE325/33661 (96.7%) K OSKEHREE307/33961 (90.6%) 278D Hil
2o WTNOAOIRBRIE L ORREBEBEATE T R2WEEES (BIER) X, 2hEh
298/336f1 (88.7%) M UN245/339%1 (72.3%) ([ZiB®H BV, £ D H BIET ] (Grade5) 1%
WTNORETLIRD LR T2, WT DR GEETHRIENS% L EORIERIZT
RDOLEEBY THoT,
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£2 VT OREH TREARNS%ULORIER (REMMITHRER) (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

2RIEM 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 T

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

TR RE A T 34 (10.1) 1(0.3) 0 0 0 0
B4 KOV Ak S

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 L O ALk I

RA & 19 (5.7) 1(0.3) 0 4(1.2) 0 0
B L ORI E

FE YL bt 2 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

BEIR 71 21.1) 0 0 69 (20.4) 0 0

PR¥EIR 17 (5.1) 0 0 14 (4.1) 0 0
—f% - RHFEEL L ORGSO REE

) 5E 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

Y oR—PHIN 24(7.1) 14 (4.2) 0 0 0 0

F 7o LTS EE S A2 E T RIER R BURI OEEHE R 2~ AFIDFHBRIC BV T,
WVEMERR R S B (1.5%) . KAG%K 6 il (1.8%). BHED T2 ] (0.6%). ITFHERERE -
JF4% 38 4l (11.3%) . FARARFEREAR FJE 34 41 (10.1%) . HURBRAERE TUEEIE 42 1] (12.5%) |
R B HERERE T 3 61 (0.9%) . 1 BLBEIRIF 1 451 (0.3%) | B (RIEMEE£%) 3 41 (0.9%) .
g 101 (0.3%) ., BHEDREREE 146 (03%). MfRfEE (7 - SALU—JEBERE2S
7¢) 3 #1 (0.9%) . infusionreaction4 i (1.2%). FER 9 %l (2.7%) MWl LTz, Fi-.
FEALPERRAE 28 T EfARSRElm S . Ok, BEEM M AE, MR MIBAE, K2k,
IREFERES . THALE 2 FL, BRI ALARIE . BEIBEIE I OV BWE A BRIBVDE 1358 D B v 72 7

272,
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4. FERIZOWVT
IS Y A 7 EHEEHE (RMP) (23D & ARHKI O 3K G 22 B ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGEP WY BHZZW - FrE L, RKAIOFTEGIC LY EHEE
SREWERH 2B LT BRICRHS T2 2 E B ERTZD  LLFOO~@ DT & 72 7 i
;K%wfﬁﬁféﬁﬁfkéo

O mEFITHOWVT

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

() EAEFBREDRET D03 A HERERL SRS (FRIE RS A RS HE L SR T
HiIE S A2 EEHLRUR L, HIUEs A2k e &)

(2) FrEMRERPL

(3) FRESFRAEEET 2 03 AR (DS ARIREEER ERbT. 03 AR
W 1IEBE. 2 AR e &)

(4) S RACFERIERE A2 % E L, S RIER LA 1, A RIER L FRE2 R 2

AT A SRBEIEA L S iE E 3 Ol e YE AR B B H 24T > T B Jifi R
(5) PUEMERE A AL G & BRAINGE O i 3% FUE I 4R B Jm 21T - TV D fitiak

O-2 BEMeREE Db 5E Kk ORIWE BN O XIS IZ +- 77 72 505k & R A Fr o= (P&
DWTINCEZE T HERM) 23, YR OARANCRET 21RO ETHE & L ThE S
NTN5Z L,
#
- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EOR ATRR D EERIHE %2
fToTWbHZ L&, 55, 28D ET, BAERYIFREZ L LRSS OMHE 217
STWNWHZ &,
- ERIG RS 2 FEOMMBHEZE T L% 4 L EOWRERBZORGAR R
AL TWDHZ L, 96, 240 BIX, BB DO A SEWIRRE 2 5 Lo D3 ATE IR D RRIR
HHEZIT->TCWAHZ &,

@ BENOEFHBFERERDOEHIZONT

R L WA BRI IE 4 5 BYEA SR S, BN D OfFRAE D, ﬁfﬁé %@
R i%ﬁ’]fﬁ?&@”‘sffﬁ&()\l:ﬁﬂﬁfr Ixbd D IR ML, A EFRNRBAE LA OWE
EBFEDHECDIATON D EHINE S TND Z L,

® BHWER~DRIHIZDOUVNT
@-1 MRz B4 2 EH:

F‘ﬂ’f’fﬁ%r BEOEBEZBEWEMANIA LIBRIC, 24 REMZEIEHIO T, Yi%iisk X
[T X T 4 b S 1AM EN %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREHE KON CT 20 IEH OSERNZ &
E?‘ﬂﬂ@@ﬁ%z)é HHIZE G, B BICRISATRE AR 3 - T D Z &y

10
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@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 sk K OB RE A2 9 D IR HE N EER =X U v 7
EEOIERDOAT V== TE2ITOERE & HFREZ LA TE 55 — ARG
SN TWbZ L, B, BHEEKEIZCOWT, DABRE L ZFOFBICHSICEmENT
WhHZ L,

@-3 BHER OB N ICBI LT

RIWER (FEMEMZR R, TFHSREREE - TR - MR 2, N WS (FR R EE
P, EIEHREEREE . MERAHERERETE) ., BEE (REMEX%) . infusionreaction, K
W% « EEED TR, | BUBEIRIFE, A - AR RRIE . (O 2, EEAN M I0E, BRI
oI IR iK%, BLEE O B IR | R E (57 - NIRRT |
{LFEEOF R OIS BWELF P ERIBUDE . THALAE 2L, R, JRIFERES, MAERSE) 1Txt
U C. Yazhtiak ST B R O B 2 9 4 Al & s U (RITEH O ZWr-oxt it
WL THRER X EEZZITONAEMEICH D Z L), BHHITHEIZRALE N T E DA
MEESTNBZ L,

11
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5. REMBRLLRDBE
(A2 B+ 5 F ]
O  RIBEHIREBE SRR 23S & 72 D MIBC BBEIZB W T RKAIE S A 2 e vy
AT T F o L OO X DINATABIRIE M OAH B G- & S g i Bh ik o
BEIMEN RSN TS,

@ \YAZNMIBC BEIZEWNT, AFlE BCG L OG- OEIEI R LTN

Do

*: POTOMAC FREBRIZEBNT, LTOWT NN T ILENEY R 7 LEEINT 5 ~—U%
W),

e TI

e high grade XITHAREFHIFAEE S Grade 3

o L

* L38O FFE DI KIELEEEAY 3 em L E

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

59, RAOEGRG L 725720,
. OXITQTABIDOH N R KTV MO HLEM EER] & O 5

(2t BE4 2 5]
O TRICEYTIBEEICOVTIHAFOEENEER L SN TNEZ 0D, B EE21T
PN b,
. AN DRI LIdBUEDBEIERE D & 5 BF

@ RFEATOFNIZI DT FRACEE S T 2 B 2 OW T AR OB ITHERE v e
M, AMOIRERIRE D 72 WG AR Y . EEICARZERT L2 2BE T 5,

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

Y (+¥5¢ 3
. H O R OS B UTR IR 7223 U IZFFEMED B LR R 8 ORBEEED
oo HAE

. ECOG Performance Status 2-4 1 o g3

#1 ECOG ® Performance Status (PS)

Grade

0 =< e TEBN T X 5, FMRl L R U B HAEAHIIRZR <ATZ 5,

1 PRIICI LOTEBYEHIBR S 543, ATWRE T, BEERIE > TOMERITIT S &N TE D,
Bl DR E, EHIEE

2 HATAIRE CH YD F DEIY O Z L3 R TRBELEAMERITTE 2, D 50%2 BT~y ATl 2,

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

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

12
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6. BEICEBLTHEETREXEIE

O WA CES TN, JERTEES NIREET 2 B RHE 2 IS & ARK| O e K O 1
RO DI B ERE I HMR L TR+ 2 L,

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

@ FREWEHADO~X Y AL MZHOWNWT

B MERE R (TR & te) 23 Hbd Z ENH 5D T, WIHER
CEEIAU, DROR RS k. FEENE) OREEE N O XA o s . Bl
PHSCATO 2k, Fo. MEICES UTHECT., i~ — 7 —% O & % i
TAHZ L,

infusion reaction?3& Hi 5D Z E N H Y | 28] H LA O ARHKIF 5-KEIZ § infusion
reaction3 & H IV D Z & b D O T, KK GRHIZITEREIEE OREEZ 5512
#2245 Z L, infusion reaction3 i & LIV GAITHE U 2L E 21T 9 & & BT,
FERDNEE 3 2 £ CHREDREBL +2ICRT 22 &,

FOR BRI RERE | BB RERE E R O T BAREREENR S D DND Z LB H DD
T ARHIE G- B AART K O 5B P I E IS N WS RERRAS (TSH., #EBET3,
WERET4, ACTH, [H 2 /vF Y —VEORIE) 21TV, BEOREZ 575128
BY5Z b, ¥, MESUCEHBRESOERLEET D L,

AFNOBHIZ XY | WEORIEISTER T 2 &5 2 5Dk~ 7R BN e
DoHOLLNDZ ENRDH D, BELEHmIITV, BENFEO bNTGEITIE.
JE DGR L HEWER O%BLEZBE L, @URENZW 21T 2 & BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULE
ERERNVE HIORGELZERT D L,

B G T % BORRKI OB H#6E L T bREWERN RIS 2 Z L3 H 5720,
AR OBERTHIZORIER OB H2ITEET DT &,

AST (GOT) . ALT (GPT) . y-GTP, B U LB VD %211 ) PR E
2, BALYEIRE RN B D Z &2 5O T, AFIE 5 BIGHT & O 51
FIZEBIR T RER A 21TV, BEOIREL T2 B8 T2 2 &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PGB AR K O G- T E BRI B RE A 21TV A OIREE 531
BETDHZ L,

VRIBEIR TSN & D oL, BERIFIES TV F—=Y RIZEBELZENHLHDT, H
e, ELD, RIS DOREIR O FEE MO BRI TR T 5 2 &, BERIN
WEEDNIZGEIZE, A A B2 B 53 5% OB RLEZIT S Z &,

" R

Ho|

@ NIAGARARBRIZIN T, RIGAUBER SRBRIT O Itk . w24 H H X128 4,
367 HICE D £ TIE24ME ., = DOHBILS2BEICH MDA T > T2 L 2S5

13
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BT, AREEG I ESNCEG R COHROMEREIT O &, B, AFlo#S
IXITRIAHBIRIE & L C4lnl & C, IR MiBhEEE LC8RlETcEd562 L,

® POTOMACEBRIZIS\VN T, MAELEIM T HAxH36 0 A £ TIE3 0 A f, £ Ok TE
TRIIZHE > Com HBICAIMEDFTFM 21T > T e Z L 255, AFIERG HPILE
ISR A, IR . R A, A CHOROMERZITH Z L, b,
AFlOEEGIZ13EIETETH T &,

14
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1. IZU I

2. KHNORE, 1FRET

3. BEIR AR

4. Jggiz >\ T

5. BehHxtGe Ll 7o DA

6. THICTE L CTRHE T & HIH

P2
P4
P5
P15
P17
P20
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1. iXU®IC

PSR DF NN « ZZRMEDFEMR O T2 D121, IRASCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FEHRMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT RS 5 2 & PR
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSCRZ 2T 1 7 7 A VDSBEF D EESR & B 5 i
B BB D, 200D AR NZEMICBET RN H0EET 5 £ TOM.,
VHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B B 23t % & D 2 & A hE /e — 8 O B i 7= 3 SR BE A
THZENEETHD,

L7ei3o T, RAA KT A 0 TlE, BARBEES I E T LR TV D EFIREN -
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 ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, —AFEENE N A ARBRIRNBH E S FrEdREFTEEE N B ARE 22 &k O
—MRFERTEN B AR ZR 2 D106 LR LT,

Kt L R AEIRS T a7 (GEIE TR Z)

KR ERDPETNE « GIBRARE 7R SR FTHEST O FE/ NIRRT |2 33 1T 2 AR L B S 1k 14
DHEFRHFRIE
BIBRARE 70 HETT « FRIE DIE/ NI fitE
/NIRRT (2 T D ARTRIT - AR R IE

KEERDMERORE : (BIBRAREZR R FTHEST O FE/ ML ATIE | 35 1 2 ARTEII L U B 1514
DHEFRHFRIE)
W RANCET 2 v <7 (B z) & LT, 1 [E 1500 mg
% 4 BRI T 60 5 EILL LT CRifEEET 5, & 5T 12 7 A
EFTET D, I2EL, 1KE 30kg LT OGO 1 EEEIT 20 mg/kg
(KE) 95,
(BIBRAREZ2HELT « T8 DO IR/ NI T
N AU A=T (BEETHIEZ) KO BGRYUEEREEA 2 5 o bt
MR A & OPFRICIBW T, BH . RAIZIET 2030~ 7 (BIa T
FHLz) & LT, 181500 mg % 3 BRI T 4 [0, 60 43EILLE2T T
SEEET S, TO%, FTalolwT GBETERZ) LT 1A
1500 mg % 4 FRMET 60 3HILL BT CrifiiE+ 2, 2720, K
30 kg LT OEAO 1 BIEE 81X 20 mgkg ((KE) &35,

2
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(FE/ N 2 33U F BRI « s Bh )

WTATABNIRIE Tl M OFUEMEIES Al & OOV T, BHE, A
F7 a2 b7 (B iz) & LT 11E 1500 mg % 3 3@ fHf#RRE
T4 EIE T, 60 7ML ET TRIGFHET 2, TD%. IFERAMHEIRIET
X, T a7 (B z) & LT, 11E 1500 mg % 4 #[#H
fRC 12 [B1E T, 60 LA BT CHREEEET 5, 72720, IRHE 30kg
LLFO%AEO 1 Bl#EEE1X 20 mgkg ((KE) &35,

B W 2 H T A NI ERAMASH

(2%E)

LAY A~T B OZRESUIZNE, FHELOHE
SRE TSN - GIBRAREZeEST « TS DI/ N A e
FEROHE : 7 a2 v~T GBRIG B ) & O EARIUEMEIEEA 2 & Tefh O HiEtE
JEA] & OPEFICR W TUlE  RACIE L A Y A~ GBI F##ez) & LT, 18 75 mg
Z 3 JAMMNET 4 [8], 60 ML LT TRIEFHET 2, Z0tk, 7T HMOMREA %227 T, |k
LAY AT (Efaf#Hiz) &L T75mg % 18] 60 5Ll LT CRfliiET 5,

HRARRBRIZ B 1 A AN O FTE - BT 13, ERIKEGE) ©HE (P5~) &R
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2. AANOR: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
ETH D,

CD274 (PD-L1) . AKANICE W THURRERMEFIZHBLL TRV | EHkLcY
YSER (T HERE, BAIIEK OV F 2 7% 7 —T fild) FICBL4 25 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 ACHIE T 5 &L & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), %7z, PD-LI %, ffix OEEMIIC I
LTCWAZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) ¥ Z41TE
V. PD-L1 & PD-1 Z4 L7o#RBKIE, NG HIRL S G RF A 72 T AR & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFNE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 2 T AR ORI BTG VE 2 08 U, IEE O Z I35 £ 525
TV D,

AFNOVERMEFFZ IS B ORERISIZ L HRIERZEN & b b, EEIETIC
EDHAREMEDN D D, AANOF G RO E#ICIT, BEOBIEZ 01TV, BENR
D BV AT, FBL L2 RUTIG U7 MR 22 Rk & R BR & RO E AT & i HE L il
N2 BRI 2TV B ORIERISIC X D EIER N S 2 HA 10T, BIRRE RV
EUAIOBGEOREY) I AE 21T O LERD D,
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3. BRPRARE

YIRS RE 72 R FTES T O FE/ NI BRI |2 38 1 D ARTERI L2 e R 1 O #ERRIRE 1)
FRANHE 72 ETT « I8 D I/ N s K ONFE/ ISR 3R (2 38 U DARTRIT « A4 i B s oD A&
SRR B 24T - 7= B2 B R R BR O g 2 R 1,

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

D bl 2 YA 7 D AR O T ARG L S R 15 | PR B T 3R
D B T UIRAEE 72 R FTEST O FE/ Nl ia i 25 (WHO Performance Status 0 X
1) 713 B ORAIRE 476 B, 77 ARRE 237 61]) (AARN 112 6] [ARAFIEE 72 651, 75
BAREE 40 ] 2 ETe) ARRIT, ALFHONBRIER T4 42 B UANICAA] 10 mg/kg £
X7 7R oG 2E L, 2 HEME CLF, TQ2W)) TRIMEFEHE L & & DF%)
PR OLEMEZ G Lz, FEEEE Th 2 PO flEIc L 2 B EAF RN (LLF,

PFS)) (Il [95%IEHIXH]) OFERIZ. AFIFET 16.8 (13.0~18.1) B H. 77
TARBETS5.6 (4.6~78) WA THY , AANTT 7 BRICKH LA ANICHE R IER 27K
L7z (N — RE0.52 [0.42~0.65]. p<0.0001 [J&%5! log-rank ¥7E], 2017 452 A 13 H
T—=FHy A7),

o
1

Median PFS (95% CI)
g 16.8(13.0, 18.1)

1
0.9
0.9 IS5tk 5.6(4.6,7.8)
5 NF— FE(95%CI)  0.52(0.42, 0.65)
m 0.7
E LR
4 o054
7 0.4+
Q
0.3
£ = '~ao._° -
8.8 e T e e
0.1
0.0 S
T T T T T T T
1 3 12 18 10 2 24 ] 30
READSHISOHM(B)
Number of patients at risk
Month 0 3 6 ] 12 15 18 21 24 27 30
ES 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 OHEEHTRED Kaplan-Meier HifR

T, b OOEEFHMEER Th HEAFHM (LU, T0S)) (hdefl [95%(51H
X1 @ 188 OFEENT (299 DA X ) OfERIL, AFIFET NE® (34.7~NE)
A, TTRAEET28.7 (229~NE) A THY, AFNLT 7 BARICK LIEFRICH
BRMER 2R Lz (0N — REE0.68 [0.53~0.87]. p=0.00251 [J@5H] log-rank #E. A&
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KHUE (FEH]) 0.00274], 2018 43 H 22 HT—X v b4 7)),

*HEEARRE (DR, AR

11 Median OS (95% Cl)
KH| NE (34.7, NE)
0.1 5 IS5tk 28.7 (22.9, NE)
. NH— Kt (95%Cl) 0.68 (0.53, 0.87)
08 1 -
= T
£ o7
7
2 06
8 s,
0.5 Poa
; "hg'..
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 1 2 B (h S0 #AR(B)
A 476 464 431 415 385 364 343 319 274 210 115 23 2 0 0
JS5tHR 287 220 198 178 170 155 141 130 117 78 42 9 3 1 0

X 2 OS DHEIEITE D Kaplan-Meier B

AARNBEEM 112 6] CRFIEE 72 6], 77 B AREE 40 1) O PFS (PRl [95%(EHE
XH1) IZAKIFETNE [109~NE] #H., 77 v REET72 [20~18.6] W H (NnPF—

REE 0.49 [95%(ZHEX M : 0.26~0.89]. 201742 A 13 HF—% A~ 4 7). 0S (H

Rl [95%IEHE XM ]) 1%, AFKIEETNE [NE~NE] # H. 77 &R TNE [NE~NE]

HATHoT (AT =R 0.96 [95%ERIXH : 048~1.92], 2018 43 J 22 HT —%

AH
T54R
N — K (95%Cl)

Median OS (95% Cl)
NE (NE, NE)

NE (NE, NE)

0.96 (0.48, 1.92)

7y hAT),
1 Median PFS (95% Cl)
AFH NE (10.9, NE)
09 PEEEN 7.2 (2.0, 18.6) 09
NH— EH (95%Cl)  0.49 (0.26, 0.89)
08 08
& o £ o0
1 #
% o8 # os
p A
5 .
5 05 05
S 04
03 03
02 02
—%Hl —_—
01
2R ame T 54258
0 0
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9
Number of patients at risk AR D SO M (B) Number of patients at risk
A 72 59 51 47 k") 27 19 10 3 0 0 A 7 7 68 67
7544 40 2 21 17 14 9 6 1 1 0 0 77e8 40 38 K]

X3

(£ : PFS, AK : 0S)

12

63
34

15 18 21 24 b 0 33
KB o0 MR (A)

63 61 58 57 49 32 21

32 3 30 27 23 15 9

B A A BEERIZRIT 2 PFSK OSSO F [T EF O Kaplan-Meier Hi $3
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(PD-L1 FEHLR DR O A0 Je OV 4 )

[ e [) 285 IAH

Rk (PACIFIC

RER) (AN O NTZRBED S B EEHARE Iz

T PD-L1 Z%81 L7 @A ) 281E (LUF, TPD-L1 388L=R]) 2R 215 HmFF
BT OERE DT — XIS & PD-L1 BRI IRB NN 21T > T- A 90ME &
OLZEMOFRERIZLLTO LB Th o7,
HEHMEIZEI LT, PFS XX OS DWW T HULUZEBWTH PD-L1 FBEEMIUWNEET TR
BT 2 ARFIBE DO N — RN KR E L RDEAARD Bz (K 4), PD-L1 B
D3 1%A0 & Y PD-L1 FBLEN 1%LL o BFEMIZIS 1T 5 0S @ Kaplan-Meier HifR 1T
K5DEED ThHoT,
723, PD-L1 OFBRIZEI O T, KFOLZEMET 07 7 A VTR CTH -T2,

2%E @

PD-L1TC 225%

PD-L1 TC 15-<25% —_—
PD-L1TC <1% —
PD-L1 Unknown ——
T T T u T
0.2 0.4 0& 0.8 1.0

AN BPAER (%)

A 75K HR (95% Cl)

214/476(45.0%) 157/237(66.2%) 0.52(0.42,0.65)

48/115(41.7%)  31/44(70.5%) 0.41(0.26,0.85)

38/97(37.1%) 28/47 (59.6%) 0.49(0.30,0.80)

49/90(54.4%) 40/58(69.0%) 0.73(0.48,1.11)

81/174(466%) 58/88(65.9%) 0.59(0.42,0.83)

Xl 4 PACIFIC BRBRIZIIT D PD-L1 HBEURHUHITD PFS KR OS D7+ VR FFua v b
(££% : PFS. AKX : 0S)

—_—

15t

0

......

Median OS (95% C)
& NE (20.8, NE)
Ttk NE (27.3, NE)
/NH— KH (95%Cl)  1.36 (0.79, 2.34)

0 3
Number of patients at risk

9 12 15 18 21

27 30 3 36 39 42 45

15 B 845 S0 W (A)
=3 90 88 84 81 72 685 56 50 45 35 20 7 3 0 1] 0
ISk 58 56 47 45 44 43 40 36 35 21 " 8 3 1 1 0

AR BRIPARR (%)

&4 IotR HR (95% CI)
21E%E @ 183/476(38.4%) 116/237(48.9%) 0.68(0.53,0.87)
PD-L1 TC 225% i 371115(32.2%)  23/44(52.3%) 0.48(0.27,0.78)
PD-L1 TC 15-<25% — 33/97 (34.0%) 22/47 (48.8%) 0.60(0.35,1.03)
PD-L1 TC <1% —_— 41/90(45.6%) 19/58(32.8%) 1.36(0.79,2.34)
PD-L1 Unknown e T2/174(41.4%) 52/88(59.1%) 0.62(0.43,0.89)

T
0.5
Median OS (95% Cl)
Bl NE (NE, NE)
Ny Pk 4 29.1 (17.7, NE)
.., NF— KH (95%Cl)  0.53 (0.36, 0.77)
08
£ 07
o6
s 10 M
05 e
A‘l.u
o | P S R
03
02
— &
01
- IS5t
0
0 3 6 21 24 277 33 % 39 42 45
Number of patients at risk EEDRADSO MW (H)
A7 212 208 193 165 156 134 105 62 34 12 1 0 0
ISR 91 81 75 % @ 29 177 5 2 0 0

5 PACIFIC REXIZEIT 5 PD-L1 HEBLRILAITD OS @ Kaplan-Meier B
(£ : PD-L1 #BHER<1%DAELEH. £ : PD-L1 EHR=1%DHELEM)
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@ EEEILFESIFERE (POSEIDON #ER)

B2 PRIEIE D 72 W EIER A RE 70 4T - P& o0 FE/NHIIE i 2T (WHO/ECOG

Performance Status 0 X% 1) 675 ] (AAI2+ FL AU A~T (B ff#az) (LT,

[hL AU A~T)) 24 Aaif 2 G it 7 RE™ IRFIOFMEE 338 ], AaefmaE
o bR B DR AR 337 f511] (A AR 49 51 [AAHIOFRRE 21 6, e 28 5] %
wie) AR, AHL ML AU AT ROESRA L ST FRIEEZ RS LT
B D MR V2B Z G LT,

0S (Pl [95%1EHEX M) (536 tEDA X ) OFEFIL. AFIPFHEET 14.0 (11.7

~16.1) B A, XEEET11.7 (10.5~13.1) B H TH Y | AFIGEHABET S BREEC 5 L
FHNCHRBRIER %2R LTz (0N — R [95%(E#EX[#] : 0.77 [0.650~0.916] , p=0.00304
(@5 log-rank ¥ 7E . A B /KYE (W) 0.00797]. 2021 43 H 12 HF—% v b4 7)),

op 2 Jf H K

*1

*2

*3:

ARE30kg HTHY . ERHER AR (LT, TEGFR)) BfaEREMENORSEY [l

X —1 (LAF., T4ALK])) BhEBIETEEOBRENKTR E SN, 7272 L, R LR IE/ AL
BE YT Kirsten 7~ MAE Y A L AEEIGFAE 1T 7 (KRAS) o2 B0 8# 13 EGFR &
(BAERE VALK A BB TEROBRE L T LW 2 & DNFHR I,

AFI1500mg KR LAY A7 75mg #55 0, 3, 6, 9HEBIZK 1 BIRE L, Z20O%H 12 8H
D HAK] 1500 mg & 4 HEFE (BLT, [Q4W)) TEE Lz, /-, F16HAIZ LAY AT
75mg & 1 [E#E L,

SHE A1 YA 270 E LT, OZ7 U EZXEL (TL7 I B (41, 8. 15 H BIZ 100 mg/m?
HRE) +AVRTTF (B 1 HBIZAUCS L6 ##5), @7 avZey (1, SHHIC
1,000 mg/m? X1 1,250 mg/m?> % 5) +> A7 7 F > (51 A HIZ 75 mg/m? Z#5) #HLIFH
NRTZFv (1 HHICAUCS Xt 6 ##5) RELEEDOHR), XT@<A FLXtE R (5
1 HHIZ 500 mg/m? Z85) +2 A7 75> (B 1 HEIZTS mgm? 285) HLAIAIAVRT T
Fr (1 HEBICAUCS L6 2##5) GERYLEREDOHR) OWTNdE 4 A 7 5 Lz,
RBRETIE, MEEHWIESNTHESBIZ 2 P4 7 AVETEIMAME Lz, @A RLFER+H
SRIFP GHITIRENEIT L TRV ERIL, NA FLd B R (500mg/m?) MEERRE ORAIGHH
BETIZ QAW $e5- . SPHRRETIX 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]
——————— BENAGRLEH 48 117 [10.5~13.1]
~H— K (95% Cl) 0.77 (0.650~0.916)

*

=l

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

at risk3
R+ bL XY LT+ BEEAGRLEEER

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

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

BERAFRLEFESEE

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

Xl 6 OS ? Kaplan-Meier Fh#g

8
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@ [EREILFEZFMFEFER (AEGEAN )

BRI I, A 3% B (N2) O8IER Al HeZe 36/ Nla e 5™ (WHO/ECOG
Performance Status 0 3/ 1) 802 1 (HARAN 79 & &) Z xS, iTRimEREL L
TAAN & QA2 ST L FRIEZ G L, £ 0% OINBMBIEE L L TARKZ B
Mt L7eGa ORAIDFREE 400 6] [AARAN 37 Bl2ETe]) &, anic 7 78R E as
R & GTefbFRIE RIS L, INRIC 7 7 R 285 La GHBEE 402 41 [H
AN B ZGTe]) ™SO E ZataBEt Ui, 7k, BB IC EGFR BisF
IEEBGE T ALK RlEEAR B IME DS HERR S VT2 B3 OB Pk & RiEfE & 9 5 FHEZS T 23
Thodv, FHEZERTNHEA A OV 5L BB TR MERRAT R G20~ b Rtz O bk
fiEMTxtge (BT ITT M)« ARAIOFAEE 366 B, xtFREE 374 ), REMEMITIIZIE, 1k
BRI SE e G- S a7z 799 B (CAAIOFHIEE 401 i, s HEEE 398 i) Toh -7z,

FEHMEE O—2>Th 2 5 MNP RAHEI L DA N MEFHIRH (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. xtHREET 259 (189~NE) A TH Y, AHIGFH
BRI RIS LG RMICH B RIEE 2R LT (N — Rk [95%E X : 0.68

[0.53~0.88] 7, p=0.003902 [J&H!| log-rank f2E. A EAKE (FH) 0.009899], 2022 4
1MAWHT—%Dy A7),



https://www.ajha.or.jp/topics/admininfo/

1.0 ~

OpBERIHF 7\ 2\

0.4

0.2

0.0

at risk 4%

AFNGFTE

Sk R

*4
*5:

*6 :

*7

0.8

0.6

EFS FR{E (A)[95% Cl]

— KEIGF NE [31.9~NE]
pofiiski 25.9 [18.9~NE]
NP — KLt [95%CI] 0.68 [0.53~0.88]
(202211 B10BT—4h v k1)

1 | 1 1 1 1 |

12 18 24 30 36
EELBEISOHE (A)

366
374

271
257

X7 SRTHISHRYEEIZ LD EFS © Kaplan-Meier Bk
QIRENAI0BET—Zhy v47)

140
136

78
74

49
50

30
25

11 1
13 1

R JR #11% American Joint Committee on Cancer J& 434 (58 8 i) 12k <,

ETIC, BeAlZ S bRk L O T T AF 1 [E 1500 mg XIiL7 7R % 3 H@HEMERET
BR AT A7 VFE L, iR, AH 1 E 1500 mg X7 T R % 4 BRI TR 12 1 2
WEEE LT,

LD A - AR, 3EMEZ 1A 2708 LTUTOWTha s RIREN T2,

R EREIC R LT,

OZ7 U &xt/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?)

IR LR ICH LT,

@A PLFER (81 HBICS50mgm?) +AFFF> (1 HABIZ 75 mg/m?)
@~AFLrXE R (81 HHEIKS500mg/m?2) +HVAR7T7F > (1 HHIZ AUCS)

7B, QRUBIZHOWT, BEMNPRERGE. VAT ITFnbHNVRT T F O A T
LE&NT, QoW T, FREREND DBEEIIT AT T F U CHEMEN 0 &l Sh - B
. PA 7V I MBIV RTTF o (1 HBIZAUCS) IZEEAREE S,

KBEEZEI D 1 D= b OO, HFERMERIEDORGIOY A 7 MZB W T TRAIN 1 a5
ST 1 IR, BT REM TIIARIOFRAREE LTl bz,
A EIKUEIT S LT2 99.0101%EE X 1% [0.48, 0.96]

10
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(24 14]

O [FERILFEFMFEFER (PACIFIC #R5R)

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

#£1 VTR ORETREED 5% EOBIVER (REMMNTXIRER) (PACIFIC RER)

EERIRE ) HEAREE BIEL (%)
(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

PR B RE T U 30 (6.3) 0 0 3(1.3) 0 0

FOR IR RE A T RE 50 (10.5) 1(0.2) 0 1 (0.4) 0 0
e

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 OGN OIRNEE

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

eI 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
ME 2R, MERFs & OVERR e

Mgk 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)
FeIE 8 X OV T RRRE =

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

¥, UTICEEFEREZ S ORIEHREBUROESHHERE R, AFFEIZBWT, M
BT R U Rl 2 5 Te) 66 il (13.9%) . HRAREREIR 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 51 (0.4%) . BEEED T2 1] (0.4%) . BIEE (FEEBERE) 1461 (0.2%) |
1 BUHEPRIA 161 (0.2%) . RIBHEREREE 1 61 (0.2%) 23RO BN, £lo, Bk - B
RRRE . OB, EUERFEEE, THEARERERETE . Bk, SeE M/ MiE D E K OF
RFERBIIFR DO Lo T,

@ [EFSILFEFEMFERE (POSEIDON #Ek)
HEFEZIIAFIGERE 321/330 1] (97.3%) S OSFBREE 320/333 41 (96.1%) 12388 5
iz, IBBIE L OREBEABRPEE TCERWVAEFS EIEM) X, £ 21 306/330 fi

11
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(92.7%) e Tr298/333 f5i (89.5%) IZ@BD HAL, £ D 9 BLILTH (Grade5) 1%, ENE
AU 117330 6l (3.3%) &N 8/333 5l (2.4%) Th o7, WTIUNDOEETIHELEN 10%LL =
DEWERITTRDO LBV TH T,

K2 WTNHIORETREEN 10% U EORIER (BT IREH) (POSEIDON ER)

FEAIR 1 HARGE B (%)
(MedDRA/J ver 23.1) AHN0F A EE(330 1) ST HRRE(333 B)
4= Grade  Grade 3/4 Grade 5 4= Grade  Grade 3/4  Grade 5

EIEH 306 (92.7) 171(51.8)  11(3.3)  298(89.5) 148(44.4) 8(2.4)
g3 LY 3 RkEE

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

T 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 REAK T 35(10.6) 0 0 3(0.9) 0 0
R 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(34.5)  5(1.5) 0

W 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
Befds K OV TRk 7

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

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

1 3 41 (12.4) 8(2.4) 0 26 (7.8) 5(1.5) 0
BRI A

TT=vT ) hTUAT 34(10.3) 4(1.2) 0 41 (12.3) 72.1) 0

= 7 —BHm

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

723, LTI EHE S 2 & TR E AR BUIRI OEFHE R 27, AAIGFHRICEB VLT
AHIUEL R LAY A=T L OREBERAEE TE 2V EEMEMZEER 15 6] (4.5%) . K
52 16 5] (4.8%) . FEED THI2 #] (0.6%) . WHILEZL 16 (03%) . HRIREEE
K TFAE 34 511 (10.3%) . FURAREEBETTHESE 21 6] (6.4%) . BB HEREREE 6 61 (1.8%) .
THEAREREE 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/ MRIEAE 1 4] (0.3%) . infusion reaction 11
Bl (3.3%) . FEWELFPERB/E 1 B (0.3%) . EEORREREE 1 #] (0.3%) . fifkkE

12
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E(XFT L NU—SEEREZ ST 1] (03%) . e 171 (0.3%) . BES 761 (2.1%)
DR LT, F£7-. BEIEMMEIE, SRR OURFERBEITR O Lo T,

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

A EFGIIARAIOIHEE 387/401 1] (96.5%) K OKFHERE 379/398 il (95.2%) (278 6
iz, 1RBEE L ORI RBEBRA G E TERWAEEFFER EIEM) X, £ £h 224/401 41
(55.9%) TN 1807398 f4il (45.2%) IZ@BDH HAL, £ D 9 BLILTH (Grade5) 1%, ENE
AL 6/401 B (1.5%) KXY 0/398 il Toh o7, W DORETRIEDN 5%, EORITEA

IITERDOEBY ThoTo,
K3 WTNHIORETRERR 5%ULOBHER (ZEMMITREM) (AEGEAN 3ER)
TRERIRSHE | HARTE BIE (%)
(MedDRA/J ver 26.1) AHFI0F A #E401 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
B RTA

FOIR IRBE AR T E 45 (11.2) 0 0 6 (1.5) 0 0
R L OseskEE

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

fER 11 (2.7) 0 0 20 (5.0) 0 0
BeJ$s KOV TRk b 7

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 X O G OREE

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

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

= 7 —EHN

20E5 A 10T —4hy v A7

¥, LTNICREEERZ S 0REN BRI OGR4~ T, AFOFHERICBD
T, BVEMERR R BRIl 2 & de) 26 B (6.5%). KEFZ 2 6 (0.5%). Bk
(FIEMER ) 261 (0.5%) . NTHgREREE - P2 - BEALMEARAE 2% 47 61 (11.7%) . HK
HRBEREA TE 45 1] (11.2%) | FURBRHSRE TTHERE 17 61 (4.2%) | BB HEREREE 2 $41](0.5%)
TEABEEERETE 2 61 (0.5%). 1 ALHESRHS 1 61 (0.2%) . Lk 161 (0.2%) . HEAER;

13
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J1E 11 (02%) . 2 1 61 (0.2%) . #fkFESE (¥ 72 « NU—JEBREREZ G Te) 4
(1.0%) . infusion reaction4 51 (1.0%). BEFEDOFZJEREE 1 61 (0.2%) . B 2 1 (0.5%)
WO HNTe, £lo, BEEDOTHI, R - BEUHRAIE, FEEEL rPERAE, H0E

Zefl, BEMREIE. S PEf IRIBAD E K ORZFEERES 1358 8 B Lo 72,

[k - H&E]

ARHN O RHE BN REFENTET V2 W2V I 2 L—3 3 2L D | PACIFIC iRk D
BEEMNCAH] 10 mgkg 2 Q2W 3T 1500 mg & Q4W THG L7z & & D i iR
BEtEnr, £, AFORE — KIS ET A2 A=Y I 21— a2k b,
PACIFIC 35k 0 BE LI AAK] 10 mgkg 2 Q2W XiE 1500 mg 7 Q4W THE Lz & &
D 0S BEFt Sz, TORER, AA| 1500mg Q4W BEEFFD Cohings 1. AF 10 mg/kg
Q2W FEHHFD Cuings & B L TIREZ R T & FRHISHIZH DD, 10 mgkg Q2W #x5- &
1500 mg Q4W % 5-& DT, OS ICHfER AR TR D b PRlah, £7o, K
#1500 mg Q4W FE5-HFD Coaxss 1T, AN 10 mg/kg Q2W R 5-FFD Craxss & FEHEE L T
R ETHIENTZH DD, PACIFIC ARERIZEB W TAK] 10 mg/kg QQW #e5- L 7= B D
T B O BT DI o 7o 2 & K OERAL N i B
IZAHE 1500 mg Q4W £ 5 U 7= BRONRFE & & 222 & ORI R 72 BIEIIRE S Di/en
Sl Z s, IR BF BT HAA 1500 mg Q4W 5 13AK] 10 mg/kg
Q2W Bt L RIBRICERFRE L B 2 bz,

# 3 PACIFIC RBOBFEEFMICBWTTFHIENT=AHFD PK/XFT A —F

A& - A= BEH AUCss (ng-day/mL) Cmaxss (ng/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)

FfE (90% T . AUCs : EHAREICIS T 2 54 28 H A o> M3 i FE — IRpfE] AR T IRIAS . Coningss
TEHARIBIZ I 2 BARMTE TR L Cimaxss @ AETAIRBBIC I DMl PR (R T IR

14
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4. FEFIZOWVT

S U R 7 EEEHE (RMP) (ZHD & AHI O BEFE 22 VR BRIE B~ 1 1 14T
N LR T > T, AFNOTG P EG)REEZ2W - FrE L, AAIORGIZL D EE
IREMWER 238 BL U T2 BRI T2 2 L A 272D LT DO ~@ D~ T Z i 72 9 it
FRICBWTHEHTHETH D,

O Mgz oW T

O-1 FRED (1) ~ (5) OWFINNIEZET DM CThH DI &,

(1) BAETFEKREDGET 203 VBN SRS (HE IR 23 A2 s HE L A
BE, HUEOS AP EERL SR e HUBS AU 72 &)

(2)  FrEtEREE T

(3) HBEAFREENIEE T 2 M AZIEEEEIRPE (DS AR E BT, 23 A
W 199, 23 ARSI HEE R B 72 &)

(4) IRILFRIEEZE U, SRS L RIEZIER 1. AORIES LR IEZ2 R 2
SATHKIEFAC IR 3 OREaR MEIAR D i H 21T > T D fitiak

(5)  PUEMEREE AL T & EINE O R EIC AR D B H AT - TV D fitix

-2 s DAL R % & o H3 A SRR 15 K OVBIE F 38 BLHE O e I+ 40 72 0
ik & RRBR A REOERD (FROWT IS T AER) 23, Y2EROAFNCEET 5
BEOBMTE E L TRHRESINTWSZ &,

7

o [EHithEFFEEE 2 EOPIHINHME ZME T L7212 5 4ELL EDO D ATRIED BEARIHE %
[THoTWBZ &, 9bh, 24D R, NARMIRELS T & L2 BRBEEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAZE T L72RIZ 4 FLL EOBRKRRZ A L T
Z&, oby 3ELLRIE. MO AERMIRE A S LR SR S O BRIRIHE 21T -
TWnsZ &,

@ BN DOEIEMIEHRE BOKHIZONT

e LG A BRI 2 BT R E S v, BUEKAE D OFRE D, Aok - &%
PSR PRE RO G E R OERE T 2 @I, AFFLNR8AE LG E oW
EH, ERHEONIATONDEHIRESTNWDE Z &,

15
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® BIEHA~DXIRIZONT
@-1 s Az BE ¥ 2 Bk

VR M R OB SRR 2% & & de) S0 BB ZRBIMEH 23R4 L 72 BRI, 24 BEREI 2R
RO T, Mazhiak IEEE KBV T, BB L ZEWERIZIE U CABRREE KO CT
LORIWER OB LB RAORERY A IS S, B HIZKHG FTEE 22 A 235 -
TnWbH ZE,

@2 EFNEFHIC L HAFFRICEE T 2 24

DA D D EMI i L OB L2 AT 2 BFEEEEDPRERE=21Y 7/
EEDHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
HENTWDZ &, BB, BIIAHICOWT, DABRE L ZOFHFEICHYEmEN TN
HZ L,

@-3 EHEHOZWrRLRIITE LT

BIVER (MRS (ROHB R 2 3 de) . IFRRBRRE S - ITZ¢ - A L MRARAE 2%
WS (RSeS| B RERERE TS, M EiRpRaemE) | BEE (B X
%) . infusionreaction, KHZ - EEED THI, 1 BUREIRIA . Fig¢ - BT AARIE, LAiZk.
FEIE MR, B, IR f RIS E, R, B O R EREE, MREE (7
Ve NIRRT ) | ALFIRIEDF R OFEEMEAT TR ERIBAMIE . THALAE 2R AL, RS,
REFEREE . M ) 1Tk LT, Yakhaak ST B R B O B 2 A3 5 [ Al & s
L (BHWERHOZKOXSICE L THRER R EZ T ONLEHICH L L), BED
(ST Y] 2R ALE S T & DIRHIATE - T D Z &,

16
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5. BEXR LR DBE
(B2 B3 5 FIA]
O TROBREIIEY T A HTEICBWTARRSOFIMENREN TNV,

H 4 A % & AR TR WL S B B 1R D% IR BEIT RO B Ze - 724
BRARE 72 RPTETT O FE/INHIRRTRE  (Stage T (2% 9" D HERHRIEN THOL S B
FIZBIT D ARHN OB G-
{EFIRIERE D 72\ EGFR 8RR L O ALK &R TR O YIFR T HE
TRMEAT - TR O NIRRT R ISR T D AFL P LAY AT RO AR
% & Tefth OHUEMAER A & OOF 5
GIRRATRE 72 JE/NARBO R (Stage T1. IIMA XX 1B [N2]) (7272 L. EGFR #&ix
TGN X ALK B A B THETH D 2 PR STV D EEIERL)
x5, A& Be i A S T FRE & OOF G- K DITRTBIRIE.
T OAAI BB 512 X DI ik
OEA SNIAL B T O L 50, 3T 13, BRpRE. [E21E] @ EBSL(H 4 M5
(AEGEAN #BR) | DOHIR*5 2,
<V bR >

HVRTFF L RORY Y 2 FE L

VAT TFUROT A2 e UG RRE

HNKRTZF VR OTF Ay ¥ e R
<FER bR >

VAT TFURORA M LFE RS Y YL

INKTTF U RONA ML FE R R T A

@  TREICEEM T 2 BEITHTT 2 AR O 5K O F 5 EIZ DWW T, AFIO A Zh A
LS TE LT, REAOEGG L 72BN,

14 B 2 5 Lo AR VB HOAL 7 BUR BRI D TR IR D 72 W BIBR RN RE 72 R PIT A T
F/INHI R T B (kT D ARF D G-

14 B & B o AR TE UL S U BIRTE D 3% TR B T 358 80 & 7= WIBR AR B
73 JR T AT D FE/ N i JE A ek 2 AR D e -

O TARBNDOHZIIED R LTV RO HUEME RS A & O OF &5

@ AFNZEFEELFESE AR (PACIFIC fBR) (ZBW T, &FEN T 7 BRIk
L CHEEFMEEE & & 7- PFS LT 0S OEEENSMREES LTV D, 7272 L, 5%
HIZRRHTRE R CTlEdH D DD PD-L1 BERIZ L O ARMEN R D Z L BRE S
HRERVDEHEON TS Z ENnG (P7TER) ., YIBRAEEZ RFTEST O I/ Nl R s 12
BT DIRIBE B BRI OMERFRRIEIZ B W TARRZ & 59 556 121%. PD-
L1 BBRLHER LT LT, &G AIGOHW 23252 L% E LV, PD-L1 FEBLFE
D %R TH D 2 EDHERSNIZEREICB O TL, AFOFREOLEM A HEIC
W52 &,

17
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72%. PD-L1 HEBLRZ MR T D720 DARFDOZWrEKIT~ %7 OptiView PD-
L1(SP263) ToH 528, LLF DXk % 2% 12, PD-L1 IHC 22C3 pharmDx [# =] X
I% PD-L1THC 28-8 pharmDx [ % =1 | {Z X ¥ PD-L1 BE R Z R L. AFOFK G 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

18
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[ZetizB 4 5 F1E]

O TRIZEYTIHIEEICOWVTIEHAROERGNEZDE SN TS Z D, B 21T
Oz &,
o ARANDOEITIT R LIBBUE D BEERE D & 5 B

© BIBRAREZ RPTEAT O FE/ N ITIE 12 38 1 D ARTAHI L U SRR L OHERRREIC
BWT, TRICEST 2 BE T 2RO GO TR, RKFI DL AMED L
ENTELT, FAOREGHR LRGN,
o RIGHULFEHEIHEIEIZ X U Grade 2 DL EORVE MM B (BBl 2 &
Te) DIBINTRD b B
e WHO Performance Status 2-4 1V o B3

@ YIBRAREZRELT « FIEOIE/INBEITEE ICIB W T, TREICEEY T 2 FBF 1Tk 2 A%
DEEANZOW TR AR O R HEL SN TR LT  AKFORG G L2 B0,
e WHO Performance Status 2-4 “*V o B3

@ eI I 1 DANAT - ERAHBIRIEICIR W T, TRRICHEYE T 2B I T 5
AHNOEGIZONTIL, RRNOZEMEDHEL SN TE LT, RAloTGRG L5
AAN

e WHO Performance Status 2-4 “*V o8

® BERATOFMIZIB VT FRRICIEY T 5 BEICO WL, AFIOEGITHLES e

D, A OVEFGEIIE DR 2 VIGEIIRY | EEICAFIZEHT 2 2 L 2ZETE D,

o [FEMMZER (BURIIRE 2 5ie) Ob HEEXIZOBMERED & 5 B
([ZAVECBT 5 HIH] OIZEY LARWGAICRD)

o JuEBEiGR A CHRE R 2380 5 B M QUM 28 55 O il RRAEPEZEAL7S
L ERE ([ZEIcET 2 5H] OIY LAaWEAICIRD)

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

5D WHO 0 Performance Status (PS)

Grade
0 F oo MR IEBCX 5, BURIKOEREZLEE T, RHa&[E U AEAESHIRR AT 5,

1 PRI LVEBNEHIR S D23, STRRE T, BIEECAIIIITH) 2N TE D, BRELFERTILZS
L— RO EEUHERIEHTE2BELEEND,
2 HBATHEET, B OFOEDLY OZ LIXETHREEDN, fEEIXTE 20, BHO 50%LL Eid~Xy RA4ATI| 7,
RONTZHDOEDOEHLY O L LnTERY, HHFOD 50%LL LA~y RF1- Tl 29,
4 FoLE@TRV, BOOHOEOLYDOZ LidE -7 TE R, BRIy R Ti 27,

19
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6. HEICERL THETRNEFHE

O WA CEFIIN A, SERTEER DRI D B RS HED & ARHI O FpM K OV EAE
DT OIZ B HAZ I L T 5 2 &,

@ IREBRMAICIEI G, BE UXE OFERICHE IR OfERRIMEZ i L, FE %25
ThoHEET5HZ L,

@  UIBRARE R SR AT T o0 FE /NI R 12 368 1 AR TR AL 2 O BRI TE % DO HERFIR TS
2B W TIE, PD-L1 BB L fEsE L7z ECARBIOFR 5 al B2 lrd 25 2 EnNZEE L
WS, PD-L1 FBLED R T E R WIGEITIE. AFI O O 2 @ Uk L7z
kTlRETDHZ L,

@ FERBEHO~F Y AL MZOWT

W PEIGE B O iilE R 2 &) BN bbb Z E08H 25D T, HIHER
(EO0d, MR A, nguk, FEEAEE) ORER I OMER X AR o s, #Bls2
EHoICATo 2 b, i, MBS U THRE CT, MiE~—»h —%0Hmiz %
fid 52 &,
infusion reaction 23% 515 Z E 3 H 0 | 2 [ H LA O AFI$E 5-FF 2§ infusion
reaction 3% LD Z ENHDH DT, AEIBGRHIZITEREIEE OREE+5
(815245 Z L, infusionreaction 3FR® LAV AT YR ALE AT & & b
2, JEREIE T 5 E CTHEDREEZ +DICHERT D 2 &,
R IRAR R | B FERERE S R OV T IRAEIERE N H S b bd Z ERH DD
T ARKIE G- Bl b ai K OV 51 ] R 108 BRI R s ek e i A (TSH. 1078 T3
WElfE T4, ACTH, Mfha/LvF Y —VEDRIE) 2470, BEOREE 51281
BIHZ b, T, MEIEUTHEBRESZEOELEET 52 L,
AFNOEHIZ XY | BEORPE IR T 5 &35 2 5Dk~ 7 B e
NhHLONDZ ENHD, BEETHITO, BEPRD LN HGEITIE,
FEOGRERISZ X DRIEM OB ER L, BEURENZw 217> 2 &, @
DEIERISZ L HREWERAREON 256121, AFIOBGORIE, Hik X
ERERNVE CHORGEEZESTDH L,
BeHA&TH, BOEM 5D ARGE L COLRIERANRET D 2 ERH 5720,
AR OBEHETHIZHRIERORBUZ 3 ITEET D,
AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 IFehEREE . T
K. WALMEIRE RN O IV D Z EXH 5 DT, ARFIHG-BAERT & O 511
FIEHBC TR A 21TV, B OREBLE H0ICBI5RZT 5 2 L,
PRABE HEMEE R, REREBREDOEREENH LONDL ZLBHDLDT, AHAl
P 5-BRAART R OG- I I E I B A A 1TV, BEOREZ 471
Bl onz &,
1 BUBEIRIB SN & D bodu, FERFMES N7V R—V AZEDLZ ERHHDOT, O

ERr

BB

20
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TR IR
zk,

Lv-
=~

B, B, TR OERORBSLCMPEEO LRI+ oEET s &, 1

MMEEDNT S EITIE, A v RV VK2 B 55 O8] 7 AL 21T

® AFIOEEERBRIZ BT, PACIFIC 3B CTIX 5504606 12 7 AL 8 #

POSEIDON ZBR T3 5-BAA672 6 12 #[EIT 6 W fE, € DO#%I% 8 M fEIZ, AEGEAN

AR CIIIRRTM B IESE T IE L, itk S %, 48 HFFE T 12 BEICHIMED

AT > TWe 2 & 2B BT KRG I E PN EGR A TR OMREZAT

9 Z &, ks, YIBRAREZR RPTHEST D FE/INHI R ATE 1 35 1T 2 ARTE R b i R

#% OHEFFRIEICRT T 2 ARFN OB G-I 12 7 A £ ¢, /a2 0 B il -

Tt i BRIkt 9 B ARAN O e G RTHIBIEIE & LT 4 a1 T I miBRE &
LTREETETDH &,

@,
(3
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Bk

1. IZU I

2. KHNORE, 1FRET

3. BEIR AR

4. Jggiz >\ T

5. BehHxtGe Ll 7o DA

6. THICTE L CTRHE T & HIH

P2
P4
P5
P10
P12
P14
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1. iXU®IC

PSR DF NN « ZZRMEDFEMR O T2 D121, IRASCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FEHRMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT RS 5 2 & PR
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSCRZ 2T 1 7 7 A VDSBEF D EESR & B 5 i
B BB D, 200D AR NZEMICBET RN H0EET 5 £ TOM.,
VHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B B 23t % & D 2 & A hE /e — 8 O B i 7= 3 SR BE A
THZENEETHD,

L7ei3o T, RAA KT A 0 TlE, BARBEES I E T LR TV D EFIREN -
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 ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, —AFEENE N A ARBRIRNBH E S FrEdREFTEEE N B ARE 22 &k O
—MRFERTEN B AR ZR 2 D106 LR LT,

KR ERDEREN T al N~ T (BT Z)

KB L T2 DRI UIBNR + T RN R e
R SRy P/ INHE R BT L2 35 0 2 ARTR R L U B 1A 1% D MERFIRE L

R L RDMER O E « GH R NI i)
A& R PUEMIESEA N O h AR Y R & DOFFRIZBW T, @i, JA
[T 2w 7 (B x) & LT, 118 1500mg % 3
MRS 4 [al, 60 /RILL Bz CTHEEHET 5, D%, T2
V=T GEG B Z) L LT, 1R 1500 mg % 4 RIS T 60
OREILA BT CRifiEiET 5, 72720, (KE 30 kg LLFOBFAED 1
[l#% 5813 20 mgkg ((KHE) &35,
(BR SRR/ NI R e L 33 1 2 ARTE B b A S R 1 1% D MERRIR 1K)
WE RN T 2 v v~ 7 (EAE /L 2) & LT 1 A 1500 mg
% 4 BT 60 43I LA ) CHRliET 5, &5 24 &
AMlETET %, 72720, 1KE 30 kg LAFTOHAD 1 [HliEGEX
20 mgkg (KEH) &7 5,

e AR 58 ¥ FH 7R M I B A EH
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(%)

VAT T F U OMBEX TR, HIEK O E

PIER A ESoIE SN ol T

FEROHE : VAT ZF L LT 70~90 mgm? (KFEMHE 210 1EELSL, Dl
EH3HEMKES S, Zhid 17—t L, HEEBYIRT,

HNRT T F 2 OREIIZ R, LR O &

SHRE SN AR « Wt/ N LR

RERORE @, RAZIEIAVRTZ7F L LT, 1 H 1 [E 300~400 mg/m? (K
fH) &G L, Dl s 4lRETD, Zhal 7—nri L, &5%
MO, 72k, BEEIT, S, A ERICK D EEEET S,

T hARY ROZHRESUIZN R, HIER OV &

SHRE SIS AR « it/ N e R

FEROHE :: = FARY FE LT, 1 HE60~100 mg/m? ((KFMEE) % 5 B RHHEG s
AL, 3EMEETS, chialr—b L, BEEERYIET,
k. BEEITHEE, RIS KV EEHEET S,

FRRTRERIZ 31T DA o ik - MET 13, BRG] OHE P5~) 2
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2. AANOR: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
ETH D,

CD274 (PD-L1) . AKANICE W THURRERMEFIZHBLL TRV | EHkLcY
YSER (T HERE, BAIIEK OV F 2 7% 7 —T fild) FICBL4 25 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 ACHIE T 5 &L & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F7=. PD-LI %, ffix OEEMIIC HFEH
LTWAZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 Z4 L7o#RBKIE, NG HIRL S G RF A 72 T AR & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFNE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 2 T AR ORI BTG VE 2 08 U, IEE O Z I35 £ 525
TV D,

AANDIEFIRERC 35 < MBEE O S UG & 2 BIERS3 8 & b, B XIHIEIC
BB RS D AAIOB G RO EHIIT, BHOBEE ATV, BESR
W BB AITIL, FBL L 72 RIS U7 PR 72 Mk & REBR 2 RO AT & i Uil
EIREERIRIT 24T\, B O RIERIGIC & 2 AIER A DI 2 5 A1E, IR E R
LA OB G O /B 24T 5 LB D D,
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3. BRREEE

T BRI e A ONPRJR T/ N8 (36 U D ARTR B L A U BRI IE R DAERIIRTE D

TKFRBFIZEEM 21T o 72 F 72 R IRFRBR O g 2~ 3,
[H2hi]
O EBELFFE IR (CASPIAN #RER)

AV SEPRVEIE D 7o R N A it 38 (WHO/ECOG Performance Status 0 313 1)
537 B (KR & QA RPUEMIREA (W NVR T TF o I AT TF ) += hRY R)
[AAIOFIEE 2268 1], ASRIUEMIEGH] (WVRTTZF oI AT TF ) +=
R R Dt FREES269 1511]) (A AN 34 il [AHIGFHIEE 18 4, HEEE 16 11]) 2 5dr)
BRI, A, ASRPUEMES] (WVRTITF oI AT TF ) FOT bR

v Nz P il&E L2856 a0k Oz et 2 et L,

T ORE R, EEFMEEE TH 5 0S (Pl [95%EmEX M) (336 oA~
Y R) VR AREIGHHRET 13.0 [11.5~14.8] A H . *HEEET 103 [93~11.2] W HTH
D ARFOFRAB IR LFGEH RIS B RIER 2R LT (0N — R [95%(54#
X[#] : 0.73 [0.591~0.909], p=0.0047 [J&! log-rank &, A E/AKY%E (M) 0.0178],

20193 H 11 AT —# v bA7),

*1 : RE 30 kg #B7/>>DAmerican Joint Committee on Cancer (5 7 i) DOIVHi X IX@ILFEFHIZ 7= D H4K
DOFfFEE A D B35 U < ITEE/ FEE RN K E W2 LIS X0 A TTRE 22 i SRiAFE 5l © B — R4

FFPNICINE D & 5720 T3~4 OBEDHLAN DT,

*2 0 AN 1,500 mg K OINVART T F 2w (AUC5~6) I AT T7F v (15~80 mg/m?) OWTF %
HFA 7001 BRIC, &6 FARY R (80~100 mg/m?) &P A7/ 1, 2, 3AHIC3H

IR TR 4 VA 7 A5 AH 1,500 mg % 4 B [ RR TG LT,

#3:. HNVARTZF 2 (AUC 5~6) XIET AT TF 2 (75~80 mgm?) OWTNNEH{EFA 71D 1 H
HiZ, &bl bART R (80~100 mg/m?) %KV A 27?1, 2, 3 HAIZ3BEEMERTHRKG6

A7 NHE Lz,
1 e 0S4 {E () [95% CI)
N — AHIGAE 13.0 [11.5~14.8]
0.9 -\_‘\ Patichd 10.3[ 9.3~11.2]
08 ™y A — K [95%C) 0.73 [0.591~0.909)
2 07
p
# o6
#l
0.4
03
0.2
0.1
0
0 3 6 9 12 15 18 21 24
at risk3% EEBDEHSO BRI (A)
AHI R 268 244 214 177 116 57 25 5 0
BB 269 242 209 163 82 44 17 1 0

1 HRIEFTRE D OS @ Kaplan-Meier #iff (CASPIAN 7i%)

5
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@ [EBILFEFMFEGER (ADRIATIC 35k)
FRVE A TR REA L 22 O B 1™ 12 (R BB EEAT 2338 80 & U 72 PR R /Il e f e R
(WHO/ECOG Performance Status 0 X% 1) 530 1] (AFIEE 264 i, 7" F & REE 266 1)
(BAN 50 6 [AFIEE19 6], 772 REE 31 Hl] 25Te) 2RI, (LR
BT 42 HUNICARIXIL T 7R a2 #h L2580 IME R O 22 gt L,
k- AR, A 1,500mg 377 v AR % 4 BB CEIRNE S5 2 & & &,
PREBIETTE U < IXBEHFIEEEHEIZEE Y T2 TR K 24 WA Q6 17 0) el
Bk D L & &N,
AT O R, EEFMEEE O—2>TH 5 B PN PR F 1AM E 1 K 2 ey
AR (BLF, TPFS)) (08 R A X k) DFERIZONT, ARFIREX T 7 B ARREC
K UREHFRINCAH 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 A7), PFS OH A [95%FHE XM X, AAIBET 16.6 [10.2~282] B H, 77
YAREET9.2 [74~129] WA THH-T-,
Fo. b O OO EEFMEE Th H LA (BLF, T0S)) (261 EdA <X )
[ZOWT, AFIHEL 7T B ARBESR LG PRNCAH BERIER 2R LTe (O — FEE[95%
{EHEIX[#]:0.73[0.569~0.928] ., p=0.01042 [ & 5!l log-rank & . A E /K 4E (1) 0.01679]) .
2024 4E 1 A IS HT =Xy A7), 0S OFRAE [95%FHEIXM] 1T, AAI#ET 55.9
[37.3~NE™?] #H., 77 ®AREET33.4 [255~399] W HTH-7=,
*1 : {KHE 30kg #B7>> American Joint Committee on Cancer (AJCC) / (UICC) (% 8 ) 123 < BN
W ~MORE (1 UTTHOBHAITEFOICHIRRERBE) RHAAN DT, (LR L
LC. AGRIBMESEH L ATTFUXEIMALRTTF L) bx hEY REOPHRE% 4
AV NAROIR LUEES Uz, i & LT, 6 JECRBRE 60~66 Gy # #5925 1 A 1 [alDi@
WABIRENESIL 3 B THRERE 45 Gy 28575 1 A 2 [RIONNEE 3 EIFRENE D W 7% IR
U7ze TR ARG 1 TR P 24 [ 6 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
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i PSR &4l (B) [95% CI|
— AR 16.6 [10.2~28.7]
09 e TSR 92[ 74~129)
s = FH[95%CI] 0.76 [0.606~0.950]
® o7
oL
% 0.5
o
03 LI PE— B == ==l === ===
0.2
(8}
0.0
L] L] 12 1% o) 0 36 42 48 54 60
at risk i i+ B Pl S0 M6 A
=ae 264 161 13 101 B Ll 1 % 10 4 ]
FIeAR M 18 100 T ™ T 4 F-3 14 5 ]
3 . < =P
2 HREfENTEED PFS @ Kaplan-Meier Hi#% (ADRIATIC #5#R)
10 OSehR 1l (A)[95% CI]
— FHIE 559 [37 3~ NE]
[ L FER L 33.4 [25.5~39.9]
o MHF— FH [95%CI) 0.73 [0.569~0.928]
£ 07 4
k3
Zl 06 o
& 05 4 ‘ﬂ"ﬂnuh
""lb«.“_m
04 4 \y.
W
AETE TR T e TET e
0.3 -
02 -
0.1 4
0.0
0 6 12 18 24 30 36 42 48 54 60
at riski EEAESHLOBMA)
EHIE 264 248 223 189 172 141 80 51 1 1 1
T5tAKE 286 247 214 176 151 123 80 44 23 8 1
3 : Y =P
3 HRIfENTEED OS @ Kaplan-Meier #ift (ADRIATIC #lE%)
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[Z4tE]
O [EREILFEFMFEFER (CASPIAN 5R)

B EFLIIARAIGEHEE 260/265 5] (98.1%) K USHHREFE 258/266 5] (97.0%) 127D 5
iz, AAGERAEICIBN T, AR L ORRBEGEAGETERWAEESES RIER) 11X
156/265 151 (58.9%) (2B B, £ D H BLILTH] (Grades) X, 1/265 fil (0.4%) TH
STz, AAGHARETRIEN 5% U LORERIZT TR LEBY Tho T2,

&1 KA CRIAED 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 R EE

2. 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 OveskrEE

BAHIE 21 (7.9) 0 0
Bl

T 14 (5.3) 2(0.8)

L 32 (12.1) 0
% - BEEER L O G ORE

) E 20 (7.5) 1(0.4)

9 57 16 (6.0) 0

723, DL ICEE RS 2 3 T RIS BURDL OLEEHE R 47, AAIGHHREC B VLT
FIREPERRE 761 (2.6%) . KGR 16 (0.4%) . HEO FH 2 6] (0.8%) . AFiknrek
F 1461 (5.3%) . FRBEREAK TE 23 611 (8.7%) . AUIRIRBERE TCHEIE 25 61 (9.4%)
RIBHEREREE 2 1] (0.8%) . 1 BUKESRYE 2 151 (0.8%) . infusion reaction 3 i (1.1%) .
FEENEL P ERPUVDE 2 5] (0.8%) DBH e, £, BhEE (MEMBRSE) | Bk -
REACTH AE . DR, BERIEE, P EAMSREREE ., BERES . Soy M MR e
K OIRIFERE LR bL7e o T,

@ FEBILFEFHIFEFER (ADRIATIC 75k)

AEFRIIARAIRED 247/262 ] (94.3%) KT ZBARRED 234/265 5l (88.3%) 1Z7#
DHT, RFFEICBNT, KA E ORREARPEETERVWAFES BIER) X
176/262 15 (67.2%) IZFRD B, £ D 9 LI (Grade5) 1%, 2/262 ] (0.8%) Th
ST, ARFIBETHRILEN 5% EORWERIZTERO LB ThoTz,

8
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2 AFBETREALD 5%U ELORER (REMMITAHRER) (ADRIATIC FRE)

B (%)
AFIEE (262 )

IRERIRGHR | 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

FOIR B RE T HESE 23 (8.8) 0

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

BAHGR 22 (8.4) 0 0
Mg, Mosnds X OMiERmrEE

Jiilig 2 24 (9.2) 3(1.1) 1(0.4)
B Ik E

T 13 (5.0) 2(0.8) 0
KRG ¥ XUV TRk b

& O PEIE 25(9.5) 0

2 21 (8.0) 1(0.4)
—i% - RHEER L OB SEALORRE

e e 13 (5.0)

Ty 21 (8.0)
R AR AR A

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

2%, UL FICEEFESR 2 5 T RIEMZBURI OGS R 2R d, AAIRECIBWT, M
B R O il 2 & de) 4561 (17.2%) . BEEDO FF 2 6] (0.8%) . AFHERERE
F oo PR - RRALPERRAE 2% 25 B (9.5%) . FUIRIRHEREIR TIE 39 1] (14.9%) . AU RE
JUHESE 25 B3] (9.5%) . EIBMHEREREDE 3 61 (1.1%). FIEMAHEREREE 2 61 (0.8%). 1 7Pk
PRI 1B (0.4%) . Lfnge 16 (0.4%) . Mdge 161 (0.4%) ., #FRdfEE (F7 2 - N —
JEEREZE&Te) 341 (1.1%). infusion reaction2 {51 (0.8%). W 161 (0.4%) 7338 5
Nic, o, KIBk., BEE (MEMBRE) . Mk - SOHRADE, BREMREIE, &
FE D R IR FEEEAF R ERIEDE . THIRE 2R L. BERR IS S Mk MR S K OVR
ZEEREF IR DN o Tz,
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4. FEFRIZOUVWT

S U R 7 EEEHE (RMP) (ZHD & AHI O BEFE 22 VR BRIE B~ 1 1 14T
Wb DHHEE Tl > T, AR OEEN U 72 BE Z2W - FeE L, AFIOHEGIC LY BHEE
7REWER Z 3B LT BRICXIS T 5 2 & BB R 7o D LU OO~@ DT~ T A& 72 i
RIZBWTHEHT 5X&ETH D,

@ HEFIZHOWNT

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

(1) BAETFEKREDGET 203 VBN SRS (HE IR 23 A2 s HE L A
B, HidskAs A HOEEENL AR, Mg A A B RERE e &)

(2) FEEREREIEPT

(3) HEFRAFREET 2 A BREEEFRPE (23 A FGEE ERPE, 23 A2 iiElE
W 1IEBE, DS AR R EEHEER B 72 &)

(4) ARAFFRIEEZRE L, ARERCARIEDRE 1, S RERE L RIE2 R 2
SATA SRR b EL IR 3 Ofisk EEITAR D R 24T > T D ik

(5)  HUEVERESAILL S E BN O sk AR D M 21T - TV D fitak

O-2  fififeg DAL K OBIE R FE B O RIS 53 72 50k & #BR & RO ERT (TR O
WFNZREE T D ERN) 23, HE2RBORANCET HIEROEEE L L TREIS N
TnnHZ L,

*

o [EHithEFFEEE 2 EOPIHINHME ZME T L7212 5 4ELL EDO D ATRIED BEARIHE %
[THoTWBZ &, 9bh, 24D R, NARMIRELS T & L2 BRBEEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAZE T L72RIZ 4 FLL EOBRKRRZ A L T
Z&, oby 3ELLRIE. MO AERMIRE A S LR SR S O BRIRIHE 21T -
TWnsZ &,

© PBEADERBFEREBEDOEHIZOVNT

RIS I A B FE T D BMEA NI E S b, BERSEN O OfFmE 0, A2 - %
IR OB P ONERSE IR 5 iRt AFFRNELE LB E OWE
. FRESNITAT DN D IEFINE > TN D Z L,

10
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® BUWER~DOXERIZDONT
@-1 fEgkAHIC BT M

W MERR B O EE AR BIERA N R AE LZBRIC, 24 BRRIR2IRIRHI O T, 2%k X
IEEE R (23T, BB L7 BIERNCS U CABRE E L O CT O EIEH ORI 24
ERRAEOR RIS Y AFIZE O, EHITRISATREZRARI N E > Tnd Z &,

@-2 ERUEEHIC L 2AFERNCET 5 E S

WA HE D 5 B 72 B K O BE A AT T B R B RERE =4 )
EEDEROAL V== V2TV EIRE LA I T 5 F— AERH
BENTWDZ L, B, BEFICOWT, BDABE L FOFEFEICHSITEmENT
WnHZ &,

@-3 BIFERDZUTLRINICE LT

BIVER (MRS (ROHB R 2 5 de) . IFHRBRE S - ITZ¢ - A L MRARAE 2%
WS (FURIRAERERR . RIBPRREIREE . T RARERTE) . BREE (MEMEE
%) . infusionreaction, KHZ - EEED THI, 1 BUREIRIA . Fig¢ - BT AARIE, LAiZk.
FEIEFMEJAE, B, VR IR, R, B O R ERE, PREE (¥
Ve NIRRT ) | ALFIRIEDF R OFEEMEAT TR ERIBAMIE . THALAE 2R AL, RS,
REFEREE . M %) 1Tk LT, Yakhaak ST B R B O B 2 A3 5 [ Al & s
L EHWEHOZKOXISICE L THRER R EZ T ONLEHICH L L), BED
(ST Y] 2R ALE S T & DIRHIATE - T D Z &,

x®

11
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5. xR L s BE

(G 5hIEIC B3 2 F1H]

O TFTROBZFIZBWTAR, ASRPUEMEER WARTITF L UIT AT TF
) KO= FARY R L DOFREGOHEENR RSN TND,
o (LEARRIERE O 2 IR NI g FR

© TRLOBEIZBWTAAOBEMBE LD FIEN RSN TN D,
o B RPN A2 & ORTE I U B IE R TR BT 3R 0 b
RSB N [ 1~ (1 U3 D OSA X E L UIBRRRER S A) ]
Wk U CHERFIRIE DM T b BB

@ FREICHY T 2 EBFICKT HAF O G K OMERTIEIZ O T, RKEIOH M

RSN TELT . AFOREHR LR,

o DTHAAIDOAEZMED R S TVIRUMEOFTEMIREEA & Off %5

o B RPUEMEE A & 5 Lo ARIE R L U AR E O TR IREE D 72 W R R N
e it A L D ARA D G-

o B RPUEMEEE A A 5 O ARIE AU L SO R ER (R BT R b
R SR IR e e R Lok 2 AR D e -

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

(2t B4 2 5]

O FTRICHEETL2EEFEZOVWTIEARORENEZR L SN TWDL Z b, &EEIT
Dz by
o RANIORSIT LiBUE DB ED & 2 B3

@ BRJBBL IR 2 36 1 2 ARTE R S U BRIR G OFERRIEIC IV T, FREICH
WM BE KT DARANOE G IZONTIX, AAOLZEERHELSNTELT, K
H OG5 & 72 B0,

o IRIAHULFIEHRIRIEIC XV Grade 204 EORIVEVERR B (i il 2 &
T9) OFRBINTRD LT B

© ?“f?ﬁﬁﬁ@ﬂfﬁﬁ IRV T RIS Y 5'55%‘ (ZOVTIE, AR ORGIFHELES e
 MOTEFRRIE D WG AR Y | HEICAFZHE T 2L 2BETE 5,
L @%f$(W%ﬁ%%%%ﬁ@)®%5$%Xﬁ%®%&@@%éﬁﬁ
([ZEMEICBET 29 H] OIS LaWEaIcRD)
o JErEER R A TR S \bEﬂéﬁﬁ&U@%ﬁ%%%®%K%Eﬁ%M

12
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MHHNDLEE (LRI T 2HFEH] OIS L2WGEEITRS)

H AR B OA D UTIEMER 70 L < IXFEFMEDO B g R B OB D
b5 IEE

WHO Performance Status 3-4 “V o F

GED WHO @ Performance Status (PS)

Grade

0

Fo SMEARLTERTE 2, BUREOMHZ0E LT3, FHEls F U R #EAEFERSHIRR AT 5,

1

PIRRYICEE LUEENIHIBR S D23, BTAIRE T, BIEESMEIIT O Z N TE D, SR IE s
L— RO LRICHER IFH TS 2 BELEEND,

HATAET, BOHOEDY O Z LT TAREED AFRE TE 20, AP D 50%LL i3~y FACil 29,

ROENZEDOEDEDLY DI L LINTERY, BHD 50%L EZ2y R+ Tl 27,

FollBHF RV, BROOHDEDLY DI LIFFESITERY, FBRICy F2 ki Tl 24

13
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6. HEICERL THETNEFH

O WA CEFIIN A, SERTEER DRI D B RS HED & ARHI O FpM K OV EAE
DT DIZLE R ERE B L T RT 5 2 &,

@ JREBALAIZIEN D A UL OFIEICHINER OfERMEZ ot L, [E x2S
ThobETLHZ &,

@ ERBEHO~RT AL MZDONT

9
@ CASPIAN #RBRICEBWTIZEERBS 12 BEX 6 #HfE, Fo%i% 8 Hil

VMR B (BB IRR 2 5 T) b obihvd Z E03H 5 DT, FIHER
(EBDhu, PRURIRIEE, ngmk, FEEVE) ORI OMIE X A o FEhEsE, 8142
EHoATO 2k, Fo. HEIDS U TIES CT, My~ —» —F0OMmA % 5%
A S I

infusion reaction 23 & H I H Z L3 & 0 | 2 [A1 H LI ARH|# 5-FFZ 4 infusion
reaction 23% LD Z &N DHDO T, AFIFEGRAIITEEIRE OREEZ+5
\ZBI%29 % Z &, infusionreaction 23589 LN -G A XU R LEEZITO L &b
2, JERAEE T 5 E CTREDREL HICET 52 L.

FOR IR RERRE | R REE S R N T RAEEEESZE N H b 2 EndH 5D
T ARA G- B AR M OG- 31 i 1 30E IR N it e i A (TSH., 1078 T3,
Wl T4, ACTH, 1L 2L F Y — VS OHIE) 21TV, BFOREE -+ 8
HBYHZ L, ¥, LECSUTHGRESEOEM L ERT L &,
AFNOEGIZ LY | WEORERISTER T 5 && 2 B D5k~ R R IE
NHOLONDZ ENbD, BEETHIITOV, BEPRDONTHEITIE, @
FEDRIE N L DEWEH ORBLABE L, @mURENRZK 41T 2 & WE
DHPE N L D EWER DRG0 555 121E, AFIO G- ORI, ik U3
ERERNE CHOBRGEEZESTDH L,

BeHA& TR, BOAM N OE I ARE L CHORIERREBLT A2 Z 35720,
KRN OE G TZRIZ S RIER ORBU 7B T D,

AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 AFRhEREE . T
R, BACHEIRE R H HDiLDH Z LN dH DO T, AFIF G BGRT & OG- H1H
FIEHRCHTR R A 21TV, B OWRELZ +0ICBI5RZT 5 2 L,

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

1 BUBEIRIG DS o Do, BERFIMES N TV R—=V RCELZ ERHLHDOT, O
B, D, TEMFOIER O BB LCMAEED LA Ho01ET 52 &, 1 ABER
WG ONT G, A R VREIZ RS 5EOBURAEZITH Z L,

ADRIATIC BRICBWCII &G540 5 72 ML 8 ., 96 £ TiX 12 @A,

14
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T DH%IL 24 BEICEIMEOFMM 21T > T2 & 2580, ARG FIX e
(B CHROEREITO Z &, 2B, RFA/INIIE 25T D RIBLF
T RIS DHERFIE & L COARB OB EHIMIZ 24 W AHFETETHZ &,

15
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1. [ZL®IZ P2
2. RANOK. EHET P3
3. BRPRARAE P4
4. FEg%IZOWT P8
5. \ERRERDEE P10
6. WHIZEEL THETNEHH P11
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1. IZILBHIT

L DA N « L EVEDFERDT-DI2IE, T SCEEITH S W IE 2 A3k
HHND, S5, FEORFEMOERRIC LV . FURERL 2 & O 281
FFERLPAREINLT T, ZHHDERLZEICHERBEEICRET S 2 &N
MEXDFEE & 70> TR Y | RIFMEGER & QOO IEAT #2016 (FRk 284-6 A 2 H
MIEE) 2B W Th, BEHER NSO HORBELHEEL XS Z L L ShTwn
%o

PRV ESR L, REERSCL ST 1 7 7 A VRBEAE D ESRS & B 5 iz
BIpDZENbD, 20D, AR OZEMEICET 2 E RN+ 0E-T 5 E T
W, YZERGOBELMS ZIT D2 ERMHBSNDIBFICH L THERTL LY
2. BIERIASIEHL LT BRIC BBt & & D 2 & DNATREZ 2 — T DB % jiti 7o 3= e i
BTHEMATHZENEETH D,

L7z o T, AHA RTA4 TR, BBEMSCINE TIZG LR TV D EFHKSE
1y« BRI IS & | DUF OESK G O feili 72 2 HEtE T 28l b L B e
T, B2 R OEEFEERT,

I, RHA KT A 0%, MAATEE NESR G ERER O, ASAMEANR
AR 2 — B FEN B ARBRRANRES L O ik A B A= O W
Db EAERKR LT,

WL AR AERKE  Fa w7 GEEEEL)

REERDMEUIHE - BIBRARE 72 AR

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

Hl3E MR 5% ¥ FH 7 A TR HASH

(%%5)

RN AU AT GBI L) OEEUIZNE, FEROHE

BHRE SN AR« UIBRASRE A T Ml e

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

T a7 (B Z) (BAT TRAD 1%, & b programmed cell death ligand
1 (PD-L1) IZxtd26E 7 v~> U Gl (IgGlk) 77 720k Mt/ 7 a—FL
R TH 5,

CD274 (PD-L1) 1%, EENIZEW THRRSMREICHE L TR Y | EH LY
VRER (THEME, BHIRE T F 27 0% 7 —T/Mlla) BT 5 CD279 (PD-1) K&
' CD80 (B7-1) &fEA L., ®EINELZAICHET 5B 2 611 T% (Annu Rev
Immunol 2008; 26: 677-704, Blood 2010; 116: 1291-8), £7=. PD-L1 %, &% @A
WICHFEBLL TV D Z & (Nat Med 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 72345
ENTEY, PD-L1 & PD-1 4 L7ZfR KT, BEGAIE S FURAR A 72 T M) 5 03K
A A AT AREFF D — o L LTEZ DN TS,

AFNE, PD-L1 OIS EIRICHES L, PD-L1 & PD-1 OfE& &2 HET 5 2 L%k
0. DAPURRRRI e T RO MR EEEME 2 B0 U, BSOS &2 T2 525
nTW5b,

ARFNOVE RS2 D < E O RS X 2RIERFER & b oh, BESUIELTIC
EOWREMD D 5, ARNORGH KR OEEGRIZIT, BEOBIEL TITATV, RE DR
O HIVIZEEITIE, FEH LT F RIS U B PR 2 et & BB 2 B D BEfT & L Tl
BN 8RR 22 ATV P DERUSIC K D RIER 2 B 2 56 1213, BIRRE AL
TR OB GO Y IR ALE 21T 5 MEDR D D,
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3. BB
BIBRRNBE 72 FF MR D A GBI Z GTAG 2 1T - 72 3= 72 B AR 55k D il & 7~ 37,

[ 5hE]
[EFRIC[EZE 1 AR (HIMALAYA #U%)

B PRIERE O 720y Child-Pugh 238 A OYIBRARE R PR B E " (ECOG
Performance Status 0 {% 1) 1,171 5] K&+ 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 [RHRHE389 f51]) (HAN 108 B [AFIGFHRE 34 6, AHKIHEAMEE 45 61, *}
FREE 29 ] ZEdp) ZXIRIC, KA FL A ) A~ T 2R E LT-5ha R OAR %
BMP: 5 L7236 O A MK OV a2 Gt LT,

FEGHMIHE & S aEAHM (LU, T0S)) (Al [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 Y . ARAIGHHEEI RIS LHERHFIIC

BRRERZ R L. (AN — R [95%(E/EIXH] : 0.78 [0.66~0.92], p=0.0035 [J=%I]
log-rank &, AEAKUE (W) 0.0398]), F7-. AFIEMEHZHOWT, NPF— FEDf
BRI TSRS LI B O _ERNSFEFNCHE LT IELE~—T > Th D 1.08 % FE
ST Z LD ARFIEMEEO R RERZ R 2 IELMER R I e (N — REE [95.67%
{EFEXM] £ 0.86 [0.73~1.02]) Q021 4E8 H 271 BT —4h v h47),

1 RPEE (R ) —AEARGE, T OAMBEIRE, ~ A 7 aREEERE, FFBIRER
W/ RFBINRL SRR, AR IES) OGS & 70 5 B IIBRA ST,
#2 0 RAI1,500mg KOVR LAY A<7 300mg & 18, Z0D% 4 B ORMREEZ 22T T, AHI 1,500 mg

% 4 T RRERE CEIRN B S,
*3 : RHA 1,500 mg % 4 W [E RIS CHARNEE S L 7=,
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1
os#=fE (A) [95% CI
0.9 1 7416.4 [14.2-19.6]
13.8 [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 46
SRS H > OMME (A)
At riskik

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|HHEE 16.6 [14.1~19.1]
— NfEE 13.8 [12.3~16.1]
081 N —FH (95.67% CI) 0.86 [0.73~1.02]
20.7—
i 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{BRRE 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
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[Ze21E]

[EFRIC[EZE 1 AR (HIMALAYA #U%)

B EFGITARAIG R 378/388 5l (97.4%) . AFHIHAMHE 345/388 i (88.9%) MK UNxf
HRFE 357/374 151 (95.5%) 23RO HILTZ, W TN DIEEREK L ORI EBERNGE TE 72
WHEEHRES (BRWER) 1. 221 294/388 151 (75.8%) . 202/388 il (52.1%) KX
317/374 B (84.8%) TR0 HAL, €D D BILTH| (Grade 5) X, T L4 9/388 Hl

(2.3%) . 0 BIR TN 3/374 6 (0.8%) T o7z, WTHNDEERETIIRN 5%LL L

ORIWERIZ TR LEBY TH-oT-,
# 1 W ORERETREEN%IUEOBIER (Z2WirdsEd) (HIMALAYARER)

FRERIRHE / B (%)
FEARGE
(MedDRA/J ver 23.1) AFIOFRRE (388 i) AFIHAMEE (388 #1) SHHEEE (374 1)
4 Grade | Grade = Grade | Grade 4 Grade | Grade
Grade 3/4 5 Grade 3/4 5 Grade 3/4 5
2EIEM 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 BB 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 EE
EEXE IS 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 PRk E
Z 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 |41 0
(19.6) (7.5) (12.6)
[ESg 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 OG0 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) (7.2)
1A R
& 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)
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IRERIRGH / BilE (%)
EARGE
(MedDRA/J ver 23.1) AFIGEEE 388 6) | AKIEMMEE (388) | xIHEE (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 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

ForvAT7=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, AFIGFHBHCEBWN T, FEMEMRE 8 6] (2.1%). KIFE 86 (2.1%). EED
THI13 1] (3.4%) . JFHERERESE - 2K - i 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 (MIEMERKE) 361 (0.8%). ik - B EAEIE 4
1] (1.0%) . infusion reaction 8 {41 (2.1%) . ‘> 48 2 B (0.5%) . BEIE i HETIJE 2 41 (0.5%) |
EEORZERE 1 6] (03%), ffkEE (F72 « SU—JEREEEZET) 56 (1.3%).
Tedk 4 B (1.0%) 2338 Haviz, 1 BBERIA . FEEVELF P ERIBAE, IMde. THILE 2R L.
BERR S . et il MRS E 2 OR FEERIS 137880 B e o 72,

T, AFIEMEEZB T, BEMERR BB (1.5%). K26 (0.5%), EEDT
FISH (1.3%) . FFEEREREE - T4 - M LIENRAE 255401 (13.9%) . HUIRAREERER TE 1541
(3.9%) . HUIRIRHERE TCHESRE 12151 (3.1%) | Bl RERR E 4451 (1.0%) . 1A IR % 141 (0.3%)
infusion reaction 5651 (1.3%) . ‘L& 1B] (0.3%) . FEAEFHIEIEIH] (0.3%) . BEE DKL E
R 161)(0.3%), MfRREE (X7 2« NU—JEREREE G Te) 161 (0.3%) . FER 141 (0.3%)
RO BT, BEE (MEEBRE) . Mk - BRUHRMAEE, TEAERREE, FE
PEAFH BRI E, e, AR ZRFL. BRI, S M MBI M OVIRZF BRI 1338 0
LALLM T,

AENWERFBRIUI B E RS 2 5 0EEE R 2 T,
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4. FERIZOWVT

PSS Y A 7 EEEHE] (RMP) (THE-D& | A 0D 15 38 it 22 A M RS 1LY B~ oD i ) ARl
D DMk T o T, RANOF G WY 72 BH 2 2ZW - FrE L, AAIOFTEGIC LY BHEE
7RBEIER ZRBL L 72BRICx T 5 Z E DB 72728 LLF OO ~Q@ D3 T Z i 7= 7 it
FRICBWTHEHATIRETH D,

O mEFITHOWVT

D-1 FrEd (1) ~ (5) OVWTINITEEY T DX THDHZ &,

(1) EAFBRESEET 203 U EERL SRS (BRE T IR DS A S HE L R
BN A2 EEHL pRT . HulEAs AR HRIRRE e &)

(2) FrEHHEIRIL

(3) #EMIRAENRET 2 0N AREEERE (DARREERREWRbL, 2 A
W IIIEBE. D3 AR EEHEE B /e &)

@) A RALFIIEE 2 FE U, ARG L PRIEZIRL 1, A RIS L FRIEZ R 2
SATAN RIS G AR 3 Ok FUEIAR DR H 21T > T D fiak

(5) PUEEMERE A AL B BN OBt FYE AR D i HH 24T > TV D Jitiak

-2 bR Db 7585 K ONRIVE BN Ot IS Is 43 72 Hak & R & Fr oAl (F
RONWTIDITEZ YT HER) A, U2 BB OARFICET 51RO B TH & L CEE
SNTWBHZ L,

#*

[ Bifi 60 2P BUAS 1% 2 FEDHIHIIHE & T L7212 5 4ELL E OB A IRIE D IERHE &
fToTWBHZ L&, 9b, 2 L EIT, DARYEEEZ T L UEHRIESZOWHE
EIToTWDH T &,
P Bt S EUAS 1% 2 SEOFIIIRHE 21E T L7212 4 UL EOERRBREZ A LT D
ZE, b, 3 FELLRIE, R O 0 A SRYIREE & G e IR S O R RBHE &
THoTWVWAZ L,

@ BENOEKMFHREHOKHIZOWNT

I EHRE BUCEE T 2 FEE DR E S, BEEEEN O OERED ., BRI - &
PRSP RGO G B OERZE ST 2 @i, AEFFLRRBE LGS omE
¥, FERESDIATON LRGN ESTWNWD Z Lk,

® BHWER~DRIHIZDOUVNT
@-1 fEgkAHIzBE 4 5 B4

VR MENR R O EE A BIEA SR AE LT-BRIC, 24 BERI2IRIKHIO T, Mk X
TOEEE R (23BN T, BB L2 BIENCS U CABREHE L O CT & O FIVER OB 2
FRRAOR Y AHPIZE LI, BEHICKHSAREREH 2 E > T Z &,
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@-2 EFEFEIC L DA EESITICET B EM

AR D B B 72 Mk e R A T 5 R FE SRIEAE =4 Y v
EGOIERORY V== T EATVTIRE LG @A AT C X D F— LR 25
SN TnAZ &, 728, BEHIZOWT, DABRE L ZOFRICHICEmMINT
VBT L,

@-3 BHER OB N ICBI LT

RIER (FEMEME R, HHSREREE - TR - MR 2, NOWESE (FR IR EE
P, EIEHRREREE . MERAHERERETE) ., BEE (REMEX%) . infusionreaction, K
W% « EEED TR, | BUBEIRIFE, A - AR RRIE . (O 2, EEAN M I0E, BRI
oI IR iK%, BLEE O R IR | R E (57 - NIRRT |
{LFEEOF R OIS BWELF P ERIBUDE . THALAE 2L, R, JRIFERES, MAERSE) 1Txt
U C. Yazhtiak ST B R O B 2 9 4 Al & s U (RITEH O ZWr-oxt it
WL THRER X EEZZITONAEMEICH D Z L), BHHITHEIZRALE N T E DA
NEESTNDHZ &y
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5. REMBRLLRDBE
(A2 PE B9 % F 1]

@

)

B AL SERIEE O 72\ Child-Pugh 43738 A O UIBRARE 72 I BB 12 B W TARHA
E RNV AU LA=T L OOFRBE R ORI 5 OGN RS TWV 5D,

TRLCEZ Y T 2 BT D ARKI OB 5 K O IEIZ OV TR AFIOFZED

L L TE LT, AFIOEGRR LB,

o OTAEBIOAHNMEN R STV OFTENEEEA & O ff k5

o JRPTEE (R ) —NENRE, T VAL, v A 7 a R EE
5, IFEhIREEAR RS/ TN IR L 28R L . B RRIESE) OmEIG & 72 2 IFHl A
JE R

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

(ZzefEicBd % HH]

@

@

TRUCEY T HREEFIZOVWTEIAR OGN R E SN TWDH I D, BEA21T
Dipnz &,
o ARHNDRST KR LIBBUE DAL D & 5 B

IRIFERTOFMIZ IV T FRRICE S T 2 BEF T OV TR, AFIOFGITHESE S 7

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

ap

o RVEMERER (UK 25T Ob 5 BEIZOBEREO & 5 B

o BT TR & b B I T OUBHME R 46 % 00 I 1 SO PEZE (178 7
Hivs B

o HCREERBOESIUTEMERNE L IEHERBMED A C R BOBEERED
RN ey

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

(1)

ECOG @ Performance Status (PS)

Grade

0

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

1

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

2

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

[EHONTZHDOHEDEDLY D L ULMTERY, BPO 50%LL L&y RpR1 il 27,

FolB;FR, BODHFDEDLY D LT 572 TERY, BRIy R+ Tl =4,

10
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6. BREICEL THEETREEE

O WA CEFICN A, SERFEED DAL 2 B BHE I EED & ARH O R K OV 1R
DO ERERE IR L T BEHAT S Z L,

@ JRIEBAICYEL . BE XUTF OFIRICAE R a2 43 L, FE25
THObRGTHZE,

@ FREWEHD~FR Y AL MZHOWT

M PEMR R (BB g R 2 & de) b bbid Z ERH DT, PIHE
W (B, PR REE, gk, FEENEE) O O XA AL O i %, Bl
82hHATH 2k, Fho, BEIDS U TWECT, MiF~— " —S 0%
Fhid 52 &,

infusion reaction3 & H LD Z L3 dH D | 2[8] H LARE D AA 1B 5-FI1Z $infusion
reaction3 & H AL D Z L WD DH DT, AFIFGRICITERIEE OIRREE 147
2815295 Z &, infusion reaction3 388 H VG AITE U R ALE AT Y & & b
2, SEIRMEET 5 E THREDIRELZ + IR T 52 b,

FUR IR RERR . RIBMREREE L O TEREIEEREENH DN EnH D
DT, AHNEG-HGGET R OG- W e Iic N o isinefa 4 (TSH, 6
BET3, WEAET4, ACTH, I = LF > — VEORIE) #2170, BHEORREL
TR T LA, o, MBS LU THBREZEOEM L BET S 2
Eo

AFNIOBHIZ XY | WEORIEISITRNT 5 &5 2 b Dk~ 2R ECH
R LONDZ ENHD, BEL ATV, BRENED NG AEIC
X, WBEOREISIZEDEIER ORI ZEZE L., w2z 1To 2
o WEORIEISIZ L D EIERNE DN DAL, AFIO G OIRE,
IR IR G RV R OR S A2 EETDHZ L,

B TH, BRI OH AR L T LEWERN BB T2 2 03b 57
D, AFNOFGHE T HIZHEWEH OFBUC 3 ITIEET D,

AST (GOT) . ALT (GPT) . y-GTP, B U /LB D EH 25 [FHRERE
= OJFR, ELERERN D HbD Z ERH DO T, AEIEEG AR KO
F G I E BT R A 21TV, BEOWREL +IlBIRT 5 2
&

PRANE AR R, REKEKBREOBEENHOLONDZENHHDT, K
FI$ 5B T X O 531 oI e IR IS B MR A 2TV, IR OREEA 1
BT D L,

1B IRIE S & S o, BERIFIE T h TV R—Y RACELZENHHDT, H
B, Bl MRS OFER ORBLLMPEED FFIC+H0EET 52 &, VR
AR ONTIGEIZIL, A A VRFI AT 2F O R AELZITH 2

11
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&o

@ HIMALAYA B IZIBWN T, BRGNS 48 WML 8 M. ZH LT 12 HEIChH
IMEDFL 21T > T2 Z L 2 BB, AAER G FIXEHMICEBRAE TR OM
BEITHIZ &,

12
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RIS

BEfERHEET A R4
Tan\ 2T (BoTFHEEZ)
~ RHE I ~

4412 A (5Ffn 84 8 AkET)
B4 HEE
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=R

1. [ZL®IZ P2
2. RANOK. EHET P4
3. BRPRARAE P5
4. FEg%IZOWT P8
5. \ERRERDEE P10
6. WHIZEEL THETNEHH P11
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1. ITC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEITEE D Wl E22 6 23Rk
BId, BT, IHFEORFEREIFOEAAC LY | FUREIRG 72 & OFH0 72 8T BLVE %
JPESEMDBARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
AR L 725 TRV R MBOEE & S0 BA T #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBELHEZXD Z L L& TnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VRBEF O ESK T & B 5 ic R
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENHFINBEICH L THERT 2 L &I, BIE
AN BRICEE 2xtn 2 & D 2 L AR 72— O BF % jii 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TIHE LN TV DEFIETH) -
BHR RN EE-S & | LUT D ESE N O fei 70 5 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEE T,

B ARITA RT A 0%, MSATBOE NEF M RIS, AMETE AN B AR
BRI s . — A EE N B ARBRIR NEHE S K O— At FIE A B ARNFIBEESA R 2 0
WD b EAER LT,

WL AR AERKLE  Fa w7 GBS
K5 B DMBEIAE - T OIBR N RE 72 I E
HEERDREROHE : 7L 2 EREBER O AT 7 F L OB W T, .,
FNIIET 2 v v~ 7 (iR ) & LT, 3 EERRET,
1 [8] 1,500 mg % 60 43 RILL o) CEsEST 5, 3 BT
DRV IR LEEE%, T2l v~7 (Bia##z) LT, 1
6] 1,500 mg % 4 HFEFE T 60 7ML BT CTRTEFET 5. 72
72 L. RE 30kg LL FOEGE D 1 B 551X 20mg/kg ((KEH) &
T 5,
Hl3E IR 58 ¥ FH T A NI PRI SH
(%)
T B B ORI R, HIEK O &
DI AR E SRR
FER O & ., BRAIZIE A2 e & LTI E 1,000 mg/m? % 30 432> i
FE L., B 1 EHRGZ23EERE L, 4 B IKRET D, ZhEela—X
ELTEEEEY KT, ok, BEOREBICEVEERET S,
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VAT T F U ORIRE IR, HIELOHE

BIRESUTZNAL « MBS
B O & IRIERICIT, 7 A2 EUIERRIE & OfFRRIE L LT TEERIRT 5,
15 VAT TF oL LT 25mgm? ((RFREFE) % 60 737/ T CaiifiifiE

L., BA1E&G% 2B EKL, 3EBITKETS, Zhad 17— L
TG &0 KT,
B, 1EOBGBITEEOREICL VEERET S,

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

I
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2. AFIORK, ERBEF

Tan~T (EeH#z)  (BLF. TRA ) 1X. & b programmed cell death
ligand 1 (PD-L1) Zk[92%%E 7/ n7 V> Glx (IgGlx) V727 7 A0k Mt/ /o
—FTAHERTH %,

CD274 (PD-L1) 1%, AEENIZE W THRER SMEICHEB L T 0 | EE LY
VoNER (T ARG, B AR OV F 2 7% 7 —T Hifn) FICHELT 5 CD279 (PD-1) &
NCD80 (B7-1) L fhA L M & 2 AIZHIEHT 25 &5 2 54T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , F7=. PD-L1 |%, flx OJEEARIC H 5
BLLTW5AZ & (NatMed 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 2315 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,

AHI1Z, PD-L1 OFFAMERICHES L, PD-L1 & PD-1 OfEA & HET D 2 L%iIC X
D BAPURRRRAO 7 T AR OIS EIE 2 08 L, B O Z I35 & 51 5
nTWn5,

ARFNOVERBEFIZ IS BE O RIERISIZ L DRIERZER & b b, HEXIIETIC
EDLAREMED D D AAIOF G H RO E#IZIT, BEOBIZEZ 02TV, BENR
D HNTETAITIE, BB L7 FRITIE U7 MR 70 ik & #85RA FE oLl & it U Cil
BIZR BRI W 21TV B DORIERIGIZ X 2 EWERNEDN 25E8121E, RIBRE RV
FUAIOBEFEDOFEY R E 21T O BB D D,
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3. BB
1B BIBRANHE 72 RHIE 8 O KGR R IZ R Al 24T o 72 B2 B R e 0 ilis 2 797,

[ 5hE]

[E B[R S M AHRER  (TOPAZ-1 #%5k)

AR O 72 B YIBR AR RE 22 IHE#E B 5™ (WHO/ECOG Performance Status 0 X |
1) 68561 (KHFIL 7Ly B e thith+ 277 F 0 [AFIGERRE 341 6], 77 &R
ET LB EUERBIE A+ AT T F o D HEEE 344 511]) (RN 78 il [AAIGFHIEE 37
B, PRERE 41 ] 2 5Te) 2RI, KAl FLAVFEUEBER N AT T F o %
OFREEE Lo 58 OB M R OV B2 /et L7122,

HFRIAT OFE R, EEFHMEER Th 224 (BLF, ToS)) (Ffl [95%(54E
X)) (424 DA~ ) 1X, AFOFHBET 12.8 [11.1~14.0] B H ., <tHHEET 11.5
[10.1~12.5] ZHATH Y . AAIGFHBEIR B LTS PRIICA BRRIER 2R LT
(NP — R [95%(E 18X ] : 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, £7, ik
L0 U A BN ORI IE M T OB, T 6 7 A E LI %ICHER L
THREDRRZRE SN,

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

OSHR{E(R) [95%Cl]

sl - KHEHEE 12.8[11.1~14.0]
0.8 - XEREF 11.5[10.1~12.5]
£ g7 INF—REE(95%CI)  0.80[0.66~0.97]
£ 06
77 0.5-
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
BIEAZIFITHSOEREI(B)
at risk#%
AEIGFREE 341 309 268 208 135 79 49 24 9 1
Py 344 317 261 183 125 65 29 10 4 0

X1 OS ® Kaplan-Meier B
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[Ze21E]

[E BRI RSB IIFEFER  (TOPAZ-175%)

A EFZIIAAIOEE336/338651] (99.4%) K OKTHEHE338/342051 (98.8%) IZ7dH Hi
oo WTNDDOIRBRIE L ORREBEARN B E CE W EERS (FER) X, ThEh
315/338%1 (93.2%) K U310/34261] (90.6%) (Z#BH B, £ D 9 BLIELH (GradeS) 1,
ZNEIN2/338%1 (0.6%) KUN/34261 (0.3%) THolz, WTINNOFGEETHRIEN

5% EORWERIZTTRO LB ThoTz,

Rl VWTNLOREH TREARNS%ULDRIER (REMMITHRER) (TOPAZ- 1K)

ZERIREE | 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)
Mgk LY v REE

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

Uit R E 99(29.3) | 65(19.2) 0 98 (28.7) | 69(20.2) 0

i/ MR 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

FORIRBERE I T E 22 (6.5) 0 0 8 (2.3) 0 0
AR L Ok E

BN RIS 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

A 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
BB L OV PR RRRE

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% - EHEER LU S ORE

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

blipaEna 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
FRR IR A

U P 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 Bk Es 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 V7 F = HN 8(2.4) 0 0 26 (7.6) 1(0.3) 0

ek, AFIPERBEHCR T, FIEMEMRE 4 61 (1.2%), HEO TR 1H] (0.3%), T
P2 - BAEPERRE 2% 21 6] (6.2%) . HUIRBREEREMR TIE 23 641 (6.8%) . HHRER

PEREFR &
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BERETUHESE 7 51 (2.1%) . BEIIEFEAERREE 4 1 (1.2%). 1 BUBEIRIE 1 451 (0.3%) . infusion
reaction 3 1 (0.9%) . FHEEFEE (T « NL—JEEREAZST) 14 (0.3%). S 2 4
(0.6%) @BO LT, £z, KiK., BREE (WEMERE) . K - BT RAE .
O 2%, BEAERL M E . N EEMSEEREREE . MO, B O R REE | REEMAELT TP ERIBE
HILE 2L, BERESE . Sas i/ MR E M OVIRZEERIBE I IF8 D DL o 72, AREIVER

FELRPUT B 5 5 SRS R 2 R,
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4. FERIZOWVT
IS Y A 7 EHEEHE (RMP) (23D & ARHKI O 3K G 22 B ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGEP WY BHZZW - FrE L, RKAIOFTEGIC LY EHEE
SREWERH 2B LT BRICRHS T2 2 E B ERTZD  LLFOO~@ DT & 72 7 i
RIZBWTHEHT 2R&ETH D,

@ HERITOWVT

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

(1) BAEFBRENTET 203 V2RI RS GBRIE A RS A2 HEHLSIR L
I A3 A2 B EEHL AR T, HUIEDS ARSI BT AR &)

(2) FrEMRERPL

(3) EBENFIRAFNFEE T 208 iR EHERPE (D3 ARSI EWRPL. 73 A2
Wh IR, S s HERE R R )

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

ST KNG LR IERS R 3 Oftisk FVEIT/R D 21T > T 5 Jitiak
(5) PrEEMEREEE AL & BRI OfEa% FAEI LR 2 | 21T - TV D Jifiak

-2 NEE¥E O b2 K OBIE AR B O XIS+ 7e k05 & B 2 Re D[Rl (R
DWTINCEZE T HERM) 23, YR OARANCRET 21RO ETHE & L ThE S
NTN5Z L,
#*

- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EOR ATRR D EERIHE %2
ToTWDHZ &, 9B, 24D EIF, BAEYREE L LBRESESOHE 217
STWNWHZ &,

- ERRETFEUS% 2 FOMMIHEZE T L7-1&I1C 4 FLLEOBKRREREZH L T\ 5
ol 96, 3ED T, NEERE DO AL E S T S ATRIE D EEIRMHE 21T > T
WnHZ kb,

@ BENOEFHBFERERDOEHIZONT

R L WA BRI IE 4 5 BYEA SR S, BN D OfFRAE D, ﬁfﬁé %@
VSRR O FEL R ONERTE ST 2 I iRt A EFRNRAE LGS oW
HEH. FEDRHSHIATONDIEHINE S TNDH T &,

® BHWER~DRIHIZDOUVNT
@-1 MRz B4 2 EH:

F‘ﬂ’f’fﬁ%r BEOEBEZBEWEMANIA LIBRIC, 24 REMZEIEHIO T, Yi%iisk X
[T X T 4 b S 1AM EN %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREHE KON CT 20 IEH OSERNZ &
E?‘ﬂﬂ@@ﬁ%z)é HHIZE G, B BICRISATRE AR 3 - T D Z &y
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@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 sk K OB RE A2 9 D IR HE N EER =X U v 7
EEOIERDOAT V== TE2ITOERE & HFREZ LA TE 55 — ARG
SN TWbZ L, B, BHEEKEIZCOWT, DABRE L ZFOFBICHSICEmENT
WhHZ L,

@-3 BHER OB N ICBI LT

RIWER (FEMEMZR R, TFHSREREE - TR - MR 2, N WS (FR R EE
P, EIEHRREREE . MERAHERERETE) ., BEE (REMEX%) . infusionreaction, K
W% « EEED TR, | BUBEIRIFE, A - AR RRIE . (O 2, EEAN M I0E, BRI
oI IR iK%, BLEE O B IR | R E (57 - NIRRT |
{LFEEOF R OIS BWELF P ERIBUDE . THALAE 2L, R, JRIFERES, MAERSE) 1Txt
LU C. Yazhtiak T BRI O B 2 A9 2 Al & s U (RIVER OZ Mokt is
WL THRER X EEZZITONAEMEICH D Z L), BHHITHEZRALE N T E D0
MEESTNBZ L,
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5. BEXNRLRDEE

[Hptic B % B2

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

@ TRRICEEY T D AREFN O G OME A FIEICOW T, RAIOF IS S TR
BT ARANDOEGXG L 72 B0,
o OTAAIDOAHNEN RSN TV ML OHFUEMEIREA] & OfF %5
o IR IE

[“Zz 4l BE 3 % FH]
O TRICEYTLIEEFICOWVWTIARFOERGENERE SN TNWD 2 b, &5 E21T
DN by
. ARFN DRIk LIdBUE DBEERE D & 5 B

@ WBRATOFHHIZIB W TTREICEZ S T 2 BE T OV TE, AR O GITHERE S vy
P, MOIEFEEIRE D RN EICIRY | HEICAFZER T L 2BETE D,

. R PENGZE . (B RIGIE R 2 & de) Do 5 EE XTZ OBERO & 5 B4
o G A CRHVE S 2380 D BB K OV 498 55 D il (S JRAEME AL 23 2

Lo BE
. H R B DA I TR IR a3 L <IEEFEMEO A SR BOBERED
oo HAE

. WHO Performance Status 2-4 "V o B

(1) WHO o Performance Status (PS)

Grade

0 Fo L MR GBI TE 5, SREOMH AL L9, FaTE [ U R AL HIRZ <ATZ 5,

1 PRSI LUEBNERIR S D23, BATARE T, BARNECAEITAT O J LN TE %, SREE T E s
V— RO LRUCSHEREDTE2BELEEND,

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

RONTCEIOHDEDY DI L LMTERY, HPD S0%AEES Y R TiliId,

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

10
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6. BEICEBLTHEETREXEIE

O WA CES TN, JERTEES NIREET 2 B RHE 2 IS & ARK| O e K O 1
RO DI B ERE I HMR L TR+ 2 L,

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

@ FREWEHADO~X Y AL MZHOWNWT

B MERE R (TR & te) 23 Hbd Z ENH 5D T, WIHER
CEEIAU, DROR RS k. FEENE) OREEE N O XA o s . Bl
PHSCATO 2k, Fo. MEICES UTHECT., i~ — 7 —% O & % i
TAHZ L,

infusion reaction?3& Hi 5D Z E N H Y | 28] H LA O ARHKIF 5-KEIZ § infusion
reaction3 & H IV D Z & b D O T, KK GRHIZITEREIEE OREEZ 5512
#2245 Z L, infusion reaction3 i & LIV GAITHE U 2L E 21T 9 & & BT,
FERDNEE 3 2 £ CHREDREBL +2ICRT 22 &,

FOR BRI RERE | BB RERE E R O T BAREREENR S D DND Z LB H DD
T ARHIE G- B AART K O 5B P I E IS N WS RERRAS (TSH., #EBET3,
WERET4, ACTH, [H 2 /vF Y —VEORIE) 21TV, BEOREZ 575128
BY5Z b, ¥, MESUCEHBRESOERLEET D L,

AFNOBHIZ XY | WEORIEISTER T 2 &5 2 5Dk~ 7R BN e
DoHOLLNDZ ENRDH D, BELEHmIITV, BENFEO bNTGEITIE.
JE DGR L HEWER O%BLEZBE L, @URENZW 21T 2 & BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULE
ERERNVE HIORGELZERT D L,

B G T % BORRKI OB H#6E L T bREWERN RIS 2 Z L3 H 5720,
AFN DA T RIS G BIWEH ORI H3ITHEET D,

AST (GOT) . ALT (GPT) . y-GTP, B U LB VD %211 ) PR E
2, BALYEIRE RN B D Z &2 5O T, AFIE 5 BIGHT & O 51
FIZEBIR T RER A 21TV, BEOIREL T2 B8 T2 2 &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PGB AR K O G- T E BRI B RE A 21TV A OIREE 531
BETDHZ L,

VRIBEIR TSN & D oL, BERIFIES TV F—=Y RIZEBELZENHLHDT, H
e, ELD, RIS DOREIR O FEE MO BRI TR T 5 2 &, BERIN
WEEDNIZGEIZE, A A B2 B 53 5% OB RLEZIT S Z &,

M E O

Ho|

@ TOPAZ-1FRERIZI T, B EERE) H 24 1T 68 5. F LIRS EIC B 2D
T o TV Z & BB, ARG I EHIRIC ES R TR OMER AT

11
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HIHs 6

BEfERHEET A R4
T alw S NveT (BTFRE#Z)
~FERE~

64 11 A (5Ffn 84 8 AkET)
B4 HEE
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1. [ZL®IZ

2. RANOK. EHET

3. ERIKAHE

4. Jgkiz >\ T

5. \EXRERDEE

6. WHIZEEL THETNEHH

P2
P3
P4
P12
P14
P15
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1. IIC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEITEE D Wl E22 6 23Rk
BId, BT, IHFEORFEREIFOEAAC LY | FUREIRG 72 & OFH0 72 8T BLVE %
JPESEMDBARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
AR L 725 TRV R MBOEE & S0 BA T #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBELHEZXD Z L L& TnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VRBEF O ESK T & B 5 ic R
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENHFINBEICH L THERT 2 L &I, BIE
AN BRICEE 2xtn 2 & D 2 L AR 72— O BF % jii 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TIHE LN TV DEFIETH) -
BHR RN EE-S & | LUT D ESE N O fei 70 5 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEE T,

B ARITA RT A 0%, MSATBOE NEF RIS, ARETEN B AR
BRI oy . — A EE N B ARBRIR NEHE S K OVA SIS B AR ANBHIE R 52 D
WD b EAER LT,

WL AR AERKE  Fa w7 BT

RMNELRDMEXINE AT - BROTEIRE

HEEBDREROCRE : INAVRT T F 2 RO 4 o RPUEMIEEA] & OPFHICB W T,
W RNZIET 2 v <7 GBI ) & LT, 1E1120
mg % 3 WERIBE T, 60 /ML BT CREEET 5, TOHD
HERRIE I B W, T al <7 (EBEF#kz) L LT, 1
[1] 1500 mg % 4 #FEF R T 60 70 HILL BT TRIEFET 5, 7=
72U, 1RHE 30kg UL FOGE . HEFRRIEICEK T 5 1 Bl G-8&I1,
20 mg/kg (KE) &35,

Hl R 5E ¥ T A TR IASH
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2. AFOKK, 1ERBERF

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

CD274 (PD-L1) 1%, EENIZEW THRRSMREICHE L TR Y | EH LY
VRER (THEME, BHIRE T F 27 0% 7 —T/Mlla) BT 5 CD279 (PD-1) K&
UV CD80 (B7-1) &y L. I A RAUZHIE 2 &35 2 57TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F7=. PD-L1 %, Ff~ OEEMIIC & IS H,
LTWAZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 241 L7-#R & IX, MRS HUR R A 70 T AR & OB % (]
BT HHFD—o L LTEZBNTNS,

AFNE, PD-L1 OIS EIRICHES L, PD-L1 & PD-1 OfE& &2 HET 5 2 L%k
0 S AHURER R T MR OIS SR 2 858 U, B OB A2+ 25 &2 5
nTW5b,

ARFNOVE RS2 D < E O RS X 2RIERFER & b oh, BESUIELTIC
EOWREMD D 5, ARNORGH KR OEEGRIZIT, BEOBIEL TITATV, RE DR
O HIVIZEEITIE, FEH LT F RIS U B PR 2 et & BB 2 B D BEfT & L Tl
BN 8RR 22 ATV P DERUSIC K D RIER 2 B 2 56 1213, BIRRE AL
TR OB GO Y IR ALE 21T 5 MEDR D D,
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3. BRERAE

[H5hE]

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

{LFFERED 720 AT - RO -ERERE? 718 #l (DAKI+A T30 7 +{by
FRVES T 239 B, @AH + L 2R R0 e 238 . QfbZEiES BE 241 f511) (B AN 88 f
[ZiEn@26 i, @30 fil, @32 41]) Zxtgic, ERROK VO EQ@DHZIEK VL4
PEARRE LT,

FEEMMIEH & &L72 RECIST ver. 1.1 (23 < TRBRHE Y ERTHE 12 K 2 B A 17
W (LR, TPFS)) (Ffli [95%EHEKMH] (LT, ICL))]) OfEFRIEL, AKAl+4 78
U 7 HEFEIEREC 151, AFIHLRIERET 102, {EFEERET9.6 WA THY . K
Fl+ A F U 7 HACFRRVE R O F bR I R IE ISk LRSS A B 7R
R Z7R LT (D(BSRIEREC T D ARA]+ 4 7 )0 7 LRI O~ — Rk
[95%CI] : 0.55 [0.43~0.69], p<<0.0001 [J&%5! log-rank /& ], A EAKHE ([H1H) 0.025,
OALFPRIERE 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, 20234F4 A 12 B7—% v b A
7).

*] RIS O REBIREE & U C HUB RS 2N 5 S NS AT, BB 0 Bt 5 A
HBFEREE TOMMN 12 1 A ML EOBERRE L Shiz,
¥ UTOWTNNTHELTLBEPHRL S,
> International Federation of Gynecology and Obstetrics (UL, [FIGOJ) 43%8 (2009 4Eff) MDD
BED DB, T XUTAEM%IC RECIST ver.1.1 (255 < HIE WIREIRZ 3R b7 B
> FIGO 4¥¥ (2009 4EH) IVHIOBFE (T T EME OIEIEREOH BT H A \)
> B EETIREIC L 0 RIAET S AR ARV R O B
3 k- AREUTFO LB & Shi,

bG8 (b2 RO HERRE A
KAl A7 57 %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 #& 1 #% 5.
1.2 7

KRG | T A L0 mp £ e
Q3W THRN G- T3 '

(eiEm %$?g§i¥;i£@ " ARDTTEAHE QAW THIRAEL
R T © $550 FOFFER% BID ARG

CBDCA : VRS FF o PTX : X7 J ZF+¥/L, CBDCA/PTX : CBDCA & PTX & Offf,
Q3W : 3 HRIFEIMG. Q4W : 4 ARG, BID: 1 H 2[E, T1: CBDCAAUCS Xi% 6 mg * min/mL
FH Y 5 OV PTX 175 mg/m? % Q3W THIARWNEL G-, T2 : CBDCA/PTX £ 512 KL 5 i BUE KOG 23
EH L-HA%121X, OCBDCA KU@PTX # T NEFNDOV AT TZF RO/ T U XXk )L
(TNAT I RER) T R X2 KFIcETRIREE Sz, T3 &K 6EEE
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1.0 KRN+ AT /8Y T AR ——
FAHCEEERE  — —
0.9 {2 isnt
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 SO (A)
at risk %t
I
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
(EFTEERE 941 213 184 125 86 45 2 10 3 1 1 0

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

ERE LR F NAERER (DUO-E #RBR) ISHAANONT-ZEBED I B, JEEHRBR A

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

PD-L1 FEBLRBNIRBANCIFNT 21T > m AR L EVEOFRRIBUT O LB TH

272,

AEHMEIZE LT, TAP=1 4 & Hiflg 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 M D EEEMIZI1T 5 PFS @ Kaplan-Meier Hifii%

1DOEBY THoT,

723, PD-L1 ORBRIZL BT, AFOLZEMT a7 7 A ViLFEETH -T2,
* o (DMINRELC Yt 55 AN ER D B A B IEEAIR % NI S M0 L |2 e (S 28 3R D B L 2 NN
B G I N TEAE T 2 BEI O Al & . IS AEIR 2RO RS TR L C 100 & 5 U7 (%)
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1 PD-L1 OFEBIRIAID PFS DOFEMNT#ER
(GEBRMEMSEMHEE, 20234 R BT —F Iy b4 7)

KEN+FF ) T AH UV .
ZE= 150 170 163 <KHFI+ 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, &l 113 [9.7,154] 9.5 [7.9,9.9] (SRR >
AP — R [95%CT] "' 0.42 [031,0.57]  0.63 [0.48,0.83] - 0.005
B 82 61 75
TAP AR (%) 55 (67.1) 38 (62.3) 57 (76.0) <AH LRI
<1 HfefE [95%CI) (B A) 10.1 [9.5,15.0] 9.7 [7.0,14.7] 9.9 [7.6,12.5] >

W= R [95%CI] " 0.80 [0.55,1.16]  0.89 [0.59, 1.34] — 0.147

— CEMAe L. ¥ FEERI Cox N — FET L, %2 OFE5EE. @PD-L1 OB Q% 5.8 & PD-
L1 OFFIRDL E DR EAEMA 2 LR L L= Cox N — FET L
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1.0 Hazard ratio (95%CI)

—— AFH+ AT 50 TAHACEFRERE vs ALFFRIERE 0.42 (0.31 - 0.57)
ﬁf\ ARFIHAEFHRERE vs (LHEIERE 0.63 (0.48-0.83)
B 0.8 _

Median PFS (months) (95%CI)
piand SEFEERE 9.5 (1.9 - 9.9)
e ) - 15.4)
ﬁ 06 KH+ AT ) T+ ERRERE 20.8 (15.1 - NR)
il '
A
=
0.4 - HI
0.2 |
(LR ERE H t +
—_—— RAI |
—_——— RFI+ AT R T R R
OO 1 1 ! ! 1 1 ! 1 ! ! 1 ! 1 T ! 1 ! 1 T 1 ! T T T T T T T 1 T T 1 T
01 2 3 45 6 7 8 9 1011 1213 14 1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
F o ZaMer b0 (H)
at risk %t
(beegspe 163 155 149 141 139 125 122 92 85 80 58 57 53 35 33 29 22 22 17 13 13 8 7 7 3 3 3 1 1 1 1 1 0
JE+psegsne 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 (LEREERE 0.80 (0.55 - 1.16)
AFN IR vs ALZEFRIERE 0.89 (0.59 - 1.34)
#0841
i
o Median PFS (months) (95%CI)
LS {LZAFEERE 9.9 (7.6 — 12.5)
17 AF+A 9.7 (7.0 - 14.7)
%| 0.6 ES R AV (2 3 10.1 (9.5 - 15.0)
PN
=
0.4
:—':ﬁ-—,—-—‘rq———hq__—__—__q-
+
e — - — - - — - —
0.2
AL ERRiERE
—_—— RS REERERE
—— RS A T Y T R IERE
00 1 T T T T T T T T T T T T T T ! 1 1 1 T 1 1 1 I 1 I T 1 1 ! 1
01 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30
F U BME b O (H)
at risk %
b 75 71 69 69 68 65 60 52 44 44 34 34 33 19 16 16 10 10 9 4 4 2 2 1 0 o 0 (1] 1] 0 0
A LSEEERE 51 59 57 51 48 45 41 35 31 30 25 25 25 16 16 13 9 9 6 4 4 3 3 2 1 1 1 1 1 1 0
AHN+ AT 7R 32 78 78 72 69 67 66 57 51 50 40 39 39 29 28 26 18 18 10 9 9 6 6 6 3 3 3 2 2 2 0

X1 PD-L1 OFEIBRIFID PFS @ Kaplan-Meier iR
(GEBREY ERHIE, 20234E4 H 2R BT —Z Ay b4 7)
(EX : TAP=1 £H. TH : TAP<14££R)
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[Ze21k]

[E B[R 2B AR SR (DUO-E #kb%)

AERZIIARF+ AT )0 7 L FPRIERE237/23861 (99.6%) . AH|+ bR iE#E
232/235%51 (98.7%) . {bFHE1ERE236/236%1 (100%) IZFEH BTz, WT N DIREEE &
DOREBMENEE TERWEESR (BRHWEM) 13, £ E41234/23861 (98.3%) . 219/235
il (93.2%) . 228/236%1 (96.6%) IZF8H H L, £ D 9 HITH] (Grade5) 1T B
Mol WTNNAORETHBLIEIG 5%, EORWERIZITRDO LBV THoTz,
£2 WThHh OB TRETSD s% U LORIER (Z&MMExigER) (DUO-E Rk, £RBRIIRH)

BERIR R — Pk (%)
A | T 7 ’(‘2;)87@;‘“#&"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)
MR LY R EE
2 1fi. 133 53 (22.3) 0 91 32 0 108 27 (11.4) 0
(55.9) (38.7) (13.6) (45.8)
[ 1fn Bk ek 14 4 0 10 2 0 8 2 0
i (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
i (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 x> 22 0 0 21 1 0 25 1 0
NIk 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 BIRR 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
— g NF— 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)
%b_‘
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)
=l
i3 13 0 0 11 0 0 3 0 0
(5.5) 4.7 (1.3)




https://www.ajha.or.jp/topics/admininfo/

AR PR )
K5 S % > PRI
AR *ﬁ“g;’(zggiggm%ﬁ‘f AR (235 B) (LR (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)
i i 49 (20.6) 1 0 35 4 0 34 1 0
0.4) (14.9) (1.7) (14.4) 0.4)
¥ KL O TR RREEE
B AE 112 0 0 113 0 0 114 0 0
(47.1) (48.1) (48.3)
Z 3 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
Revs (5.5) (0.4) 4.3) (1.3) @.1 0.4)
B # R E & OE A FRRREE =
RAfHR 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)
VU AR 13 1 0 17 0 0 19 1 0
(5.5) 0.4) (1.2) (8.1) 0.4)
— % - REEEER X O SR OIREE
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
2.1 (28.9) 2.1) (28.8) (1.3)
T E 10 0 0 12 0 0 14 1 0
(4.2) (5.1) (5.9) (0.4)
ARG MLl 9 0 0 12 0 0 7 0 0
(3.8) (5.1 (3.0)
i AR 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) .1
N7 RT
=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
A (17.9) (11.1) (25.8)
/MR | 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
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A S — P 0

suerin | PAEATO0 T TR i pepmsne 235 ) {Lopisme (236 1)
(MedDRA/J

ver. 25.1) 4 Grade | Grade3/4 | Grade = Grade Grade N Grade Grade

5 Grade 3/4 5 Grade 3/4 5

HE, Pk L ORES OHE

AN PE S 13 1 0 14 0 0 24 3 0
B G-5) 04 (6.0) (102) (1.3)

10




https://www.ajha.or.jp/topics/admininfo/

RE. AHN+ AT 3 T HEERERIC B W T, AH & ORBEBMR NG E TE 220
BN 11 ] (4.6%) . KK 461 (1.7%) . FTkgRerE - T2 21 41 (8.8%). HIIR
BRBEREA TE 31 51 (13.0%) . FUIRARBERETCHESE 16 51 (6.7%) . infusion reaction 6 i

(2.5%) ., MRRFEE (F7 0 « NU—JEGEREZETe) 96 (3.8%). i - BREUH AlfRIE
1 5 (0.4%) . FRIFEREE GERFEEEHD 3 61 (1.6%) . wiftEEm (4730 7 HFHEE)

(MERPRIEI) 3 61 (1.6%) . FEEMAELFTRERBME 2 61 (0.8%) i LT, -,
HEO TR, CHEIRE K, R HaERE S, 1 BRI, B (MM R | R,
D26, BEAER M AE, TEMAFERERE, Mk, HEEOREREE, HLE L, BERK
K O P I/ OB ME X780 B v 7e o 72,

F 7o, ARAIHACFRIERIC BT, AH & OREBRNEE T E 2V EEMERMEE 4
B (1.7%) . RIBZE 4 61 (1.7%) . BJE D T 2 41 (0.9%)  AFHEBEREEE « BT 48 26 61 (11.1%) .
TEALPENRAE 28 1651 (0.4%) . FRBAEEEAR TE 34 5] (14.5%) . FUIRIRHERE TESE 18 i

(7.7%) . 1 FUPERRIE 1 1 (0.4%) . infusion reaction 4 il (1.7%). fhfEEE (7o -
NU—JEGREZETe) 1161 (4.7%) . Fidk - SRR RARE 6 1 (2.6%) . FEAER HE ) fE 2
B (0.9%). FEEDORJERE 1 5] (0.4%) ., FEEWELFRERB/AE 1 F] (0.4%) . gtk
INHBUDIE 111 (0.4%) a8 BT, E-RIBHEREREE, BkEE (WEMEBR%E).
Bede, . TERMEEREREE . MM2c, IHILE L. BEIRER K OURIEEREE IXFE O Hi7e
Mmool

AREIWEHZRBUR DU IBIE R 2 B OEEHE R e =T,

11
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4. FERIZOWNT
IS Y A 7 EHEEHE (RMP) (23D & ARHKI O 3K G 22 B ERETE B~ B ) (4
D DMk T o T, RANOF G WY 72 BH 2 2ZW - FrE L, AAIOFTEGIC LY BHEE
7RBEIER ZRBL L2 BRICx T 5 Z E DB 7272 LLF OO~Q@ D3 T & 727
RICBW T2 ~&ETH D,

O MEgRicHoONT

O-1 TEEd (1) ~ (5) OWTNNLICHEY T HMX THDHZ &,

(1) BB REDFEET 203 A2 HOEEEIL IR B GBS E T RS A2 OE LSRR .
Ml 23 AL SR T, Ml AUR2IRImE R )

(2) ¥rEREREIRPT

(3) EBENFRFNFDFEE T 20 A EEEERPE (DS A2 EWPT, 25 AR
W IIIEBE. D3 AR EEHEE B /e &)

4) AKRALFIRIEEZHE U, SRR LT RIEZREE 1, S RIER LR IEZ R 2

ST KRE G LIRS HRE 3 ORiak HEIT R D M 21T > TV B fiiek
(5) PUEMEREEAILL G & BN O sk B AR DR H 21T - TV D itk

-2 & (98 DAL FIEE K& ORIVE I8 Bl O et I 443 22 Fik & R 2 R oAl (T &
DOWTIPCEEE T HER) 23, U2 BB OARFNCET DO T M & L TRE S

NTWNWBHZ L,

<

o [EAMMFFEUSE 2 FOMMIIHEAE T L72&IC 5 FLLEO R VIR DERKRIHE %
fToTWAHZ &, 96, 2L EIX, DASEWEREE £ & UIERRIERONHE 2
{THoTWVWBH Ik,

o [EAMFFEUSE 2 FOWBIHEZE T L7 4 FLLEORAKRREZ A L T\ 5D
Z L, 96, 3R, W ABHEL O N AR Z S e DS AT DEERIHE %2
THoTWVWAZ L,

@ BREAOERLFREHOMEHICOVT

PR S B BT A B N E Sh, BRSNS OFRE D, Ao - &«
el i%mmw®£ﬁﬁozﬁé XY D IE IR, AEESDNRLE LIZGEOWE
EH, HENEHSCMITITON D IEHINE S TWDE Z L,

® EBHER~DOXRIZONT
@-1 FaRREHIZBE 3 2 B

WV ME R B O BB R BIEFR 23384 LT-BRIC, 24 FERIZHRIREIO T, Yaklisk
TEEE R (C 3BT, BB L 2 BIERNCS U CABRREHE L O CT O FIVER ORI
FRRAOR Y AHPIZE LI, BEHICKHSAREREH 2 E > T Z &,

12
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@2 ERFEFEE L DHEFENRICBIT 5 EH

NIRRT B B R R O 2 A B ERREFE D RIER T =4 Y > 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4 T & 55 — LR 2%
HENTWAZ &, BB, BEERENZHOWT, BDABRE L Z0FRICHSICEmENT
WH Tk,

@-3 BHER DZMWrox M L T

BIVER (RVEPMEME R, HAEREREE - TR - Bi(LMENRE 28, NoinkEs (FURREEE
P, BIRPRREREE . THEEAERERTE) | BREEF(EEMEXFE). infusionreaction, K
2% « EEED T, 1 BUBEIRIR, A% - BRI AUE . (AR 28, EAERS M E, HARA,
MR M IR E | 28 BB D R G IR SE | MR SE (57 v - N U—EEREE BT |
(LD RO RSB AT TR ERIBE . WAL 224l BER . JRIFERES . WWitEam (4
Zo8 TORRKE) | MERE) Ix LT, Yrkiiak LB ERERE O FEMMEEZ AT 5
FERT &oEdE L (BIER OBZKBr-ex I L THRER O EAZ T N5 H D 2
&) L ELICHEERAEN TE DEHINE S TNWDHZ &,

13
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5. ‘EXRLRBHBE
(A%l B3 2 F1H]
O AbFHRIEREO I WET - RO FEREREICBNT, (1) AF+A7 30 7+
(B EE O (i) AFHALFEIE O IMER RS TV D
2 DR T T F U RS F Y U RGUEEMEERAl, VR T TF RO Y ZXE O
IZBW TR ZBAT 2,

©@  TFRUCEEMN T B BE KT D AKI O G K OME T IEIZ OV TR ARFIOH D
ENLSNTELT, AFlOREGRSRE 25720
e FIGO /¥ I MiL O I EFH, NS FIGO FEIIH D EE D 9 6 Filf 3T
ERRBIIRGFT DR E LA S RWVEE
o DOTAFIOHENI /R Z TV WO FUENEREEA] & o0 5
o iTRMIBIRIE

@ EEELFRFEIAAERR (DUO-E RBR) (28T, PD-L1 OFHER (TAP) 2k A%
@ﬁﬁ&éﬁﬁﬁﬁﬁéhfwé(mbxﬁ%);kﬁ% AH & BT D551

X, TAP LR L7 ECHREFEOHW 2T 25 Z EDREE LV, TAP N 1 Kl Th

é EDHER SN BHICB VT, AR OB EEICHKT 5 2 &,

[Z2 4Pl BE§ % 1]

O TRICHYTIIEEFICOVTUIAFI OGNS L SN TWDZ D, &5 51T
vz b
o ARHFNOFSITR LiBBUE OBEERE O & 5 BE

@ JRIRAETOFIICE W TTRICHE T 2 BH IOV TE, AR OHFGIFTHELRR S ey
D, AOTRIEERE 2 WG EIZIRY | HEICARZEHT LI L 2BETE D,
o EMEMRE (BBImER 2 &) Db 5 BEXIZOMEREO H 5 BE
o iR GARAE TRIE R 238 0 2 A M OESMEG 2 5 DI S SIEPEZEA L 23 22
oY g% 54
o HORERBOEO UM 2235 L <IFHFEMED B ER& R BOBEERED
b % B

14
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6. BHEICERL THEEBE T REEFIH

I SCERITIN 2 BUEIRTEER MR35 ERMEIZ I & ARA| O Feik Je ONiE 1Fff
OO B2 ERE HICEE L ThBEAT D Z &,

TRIEBRLRICIENE D | B XX Z DFIRITAHIE R EREE +ail L, FE %5
ThoETHZ &,

FREWERO~H T AL MZDOWNT

@

)

M PEMR B (BEHRIR R 2 &) BN bbid 2 End b0 T, HIHER
(BOIAu, MR REE, ngmk, FEEVE) ORERE & O X SR oo s, 152
EHoATY 2k, Fe. BN UTHES CT, Iy~ ——F0me %%
T HZ L,

infusion reaction 23 H L5 Z £ 23dH 0 (2 [B] H LA O AF|# 5-FFZ 4 infusion
reaction 23 LI D Z &N B DH DT, RFEGRAZIZERIEE OIREE 147
281529 5 Z &, infusionreaction 23388 H AV AITE U RALEEZITH) E L b
(2, SEIRAEIET D TREDIRELZ IR THZ b,

FOR IR RE R . IR RERR T L OV T AR E N D G oL 2 ERHH D
T AT 5Bl AART & OV G- ] ) H e WIS N 0 e B RE R A (TSH., J5E8fE T3,
FERE T4, ACTH, LH 2L F Y —VEORE) 170, BEORREE 47128l
K H b, ¥, LECS L THBREFEOFEM G ZR™THZ &,
AFNOFHAZ X0 | W OREE ISR T 5 &5 2 B D ek & 7R BORRE
DHOLOLNDLZENRHDH, BEEZTZITATV, BEPRD NG EITIE, @
FEDORIERINC L DRIER OB A EBE L, mO2ERZW 21T 2 &, MmE
DEPE N K D EWER 2 5o 255 121E, AR OG- OIRZE, F1 1k S LE]
ERERNVECHOBREEEZET D L,

BeHHET %, BRI ST HBSE LT LEIERBRET 22 Enb 5720,
AFN OB GAE TS EWEH OB IZEET D,

AST (GOT). ALT (GPT). y-GTP, B U /L E V0D L7 %5 FFHEREREE . AT
K, WALHEIRERDNH LI D Z L0 d 5O T, KA G-BIGHT K OG- R
FITEMIRIC I EERAE 21TV, BEORELZ 0185375 2 &,

PRAIE RVE MR K, REKEKBREOBREENHLONDZ ENHHDT, KA
e 5-BRAART K O G-I R R E I I B RE R 21TV BB OIRREE 1431
BETDHZ L,

1 BUBEPRIS S & & ot BERIFMES T R—Y RAZEDLZ ENHHDT, O
B Bl WM OIER ORBLLMPEED ERICHEET D2 &, 1 BBER
AR ONTGEITIE, A A VPR T 5 EOMUREZITH Z &,

5

DUO-E RBRICBW T, #ERME D 18 WL 9 Wm., Z LML 12 BE THR)
MEOFZIT > TV 22 & 2SEIT, ARANE G-I E I B AR S TR R O
BEITHZ &,

15
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1. IZU I

2. KHNORE, 1FRBET

3. BEIR AR

4. Jggiz >\ T

5. BehHxtGe Ll 7o DA

6. THICTE L CTRHE T & HIH

P2
P3
P4
P11
P13
P14
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1. iXU®IC

PSR DF NN « ZZRMEDFEMR O T2 D121, IRASCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FEHRMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT RS 5 2 & PR
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSCRZ 2T 1 7 7 A VDSBEF D EESR & B 5 i
B BB D, 200D AR NZEMICBET RN H0EET 5 £ TOM.,
VHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B B 23t % & D 2 & A hE /e — 8 O B i 7= 3 SR BE A
THZENEETHD,

L7ei3o T, RAA KT A 0 TlE, BARBEES I E T LR TV D EFIREN -
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 ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI o . —AFEENE N B AR IRNBHE S . —MRAEEN B AR BT S & OFEEFE
EBRNEENEANBARIEFSOW IO EERR LTz,

R LR AEES T a7 GBIE L)

AL RAMEIE - BT DR - iR BLE

MNEERDAEROHE: 7vAdu T, LREVF— b, AXH IV FT7F RN R
XA LDHHIZHENT, B, AT 2 v~ 7 (EisF
FAHAZ) & LT, 18] 1500mg % 4 @RI CHRTC 2 BE T, &
O 2 [BIE T, 60 23BLL BT CREsET 5, T0%, 7
2 V=T (Bia R z) & LT, 118 1500mg % 4 #EIRKNE
T 10 [EF T, 60 LA ET CREERET 5, 7272 L., A 30kg
LT O%E® 1 Bl 5 &1E 20mgkg ((KE) &35,

: T AT RS

e
3
=
S
M
o
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2. AANOR: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
ETH D,

CD274 (PD-L1) . AKANICE W THURRERMEFIZHBLL TRV | EHkLcY
YSER (T HERE, BAIIEK OV F 2 7% 7 —T fild) FICBL4 25 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 ACHIE T 5 &L & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), %7z, PD-LI %, ffix OEEMIIC I
LTWAZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 Z4 L7o#RBKIE, NG HIRL S G RF A 72 T AR & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFNE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 2 T AR ORI BTG VE 2 08 U, IEE O Z I35 £ 525
TV D,

AANDIEFIRERC 35 < MBEE O S UG & 2 BIERS3 8 & b, B XIHIEIC
BB RS D AAIOB G RO EHIIT, BHOBEE ATV, BESR
W BB AITIL, FBL L 72 RIS U7 PR 72 Mk & REBR 2 RO AT & i Uil
EIREERIRIT 24T\, B O RIERIGIC & 2 AIER A DI 2 5 A1E, IR E R
LA OB G O /B 24T 5 LB D D,
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3. ERERARAR
BRI T DR - T2 Al Bh A O A GBI FEAMG 21T > 72 25 72 i PR AR 0O pli i & 71
R
(2hE]
BRIL[R S5 M AHGER (MATTERHORN #57%)

BRIR IO ~IVA O FEH O E ITREE#ESHEELEET (WHO/ECOG
Performance Status 0 XX 1) 948 f5 (AHI+FLOT [AKIGFHEE 474 5] 2, 7T 8BHR+
FLOT [xtHEEE 474 fi1] ") (AAN 86 il [AFKIOFHRE 40 B, *TREHE 46 B]] 2 3Te) %

P30

. MTRIMBIRIE & LTOARAI S FLOT Z PG L, itemidhiiik & L CTARAlIL

FLOT & OffH#GICh] i & AH & Bl 5 U2 BEOFIMER Vet 2 st LT,
RN (2024 12 H20 B7 —# 1w M4 7)) OfER., REFHMHEE CTh 5 v
ARy MNMEGFHIR O R IE (95%EHEKM]) (385 fEDA X R) 1%, AFIPFHEET NE®
(40.7~NE) # H. xt##ET32.8 27.9~NE) A Th-o7= (N¥F— Kb [95%[FHEX
1 :0.71 [0.58~0.86] ™, p<0.001 [J&5!] log-rank F/E. A EAKME (M) 0.0239]) *,

*1

*2
*3

*5:

D RIBRI TN TG & 72 D American Joint Committee on Cancer (25 8 i) @ I ~IVA # BE A~

Ansiiz,

CHE - AEIFRR—V 0RO LB L ENT,
CHEEARRE (BAF, [RIER)
*4

BKUEIT xS LT 97.61%E5EX M1 [0.56, 0.89]
BIREHIIEE O —>Th DRI RZEL) (pCR) KD FIEMEAT CYFZMEHTHE A2 3V T EFS @
RHT HATHOITZ) D%IZWET S 3072 T1R5R I FH 0 2D < AT RS 3
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<RI DG AT Y 2= >

(i Fil e T
B
FLOT Df I # 5- 3911 AR B - 441

AF+FLOT FLOT™' (3 1,15 BH)| #% %4 & | FLOT™ (5 1. 15 B |A#l 1,500 mg % Q4W
A G L) Lo fF AT ok A A) & OO TRA |TI09A 2 b & THAR

1,500 mg (%51 AH) 1,500mg (351 HE) |52

ZQ4W T2 HA 7L % Q4W T2 A 7 v

FCRARMEL T2 F CHIRMNE G2
7 Z ¥R +FLOT FLOTT!(% 1,15 B H)| 3% % ¥ | FLOT™! (% 1. 15 A |77 &x % Q4W T 10
(kR EE) EOPFRTT TR ¥ H) LOBRTTTE (A 7 0 E THIRNE

(51 HH)%Z Q4W T R H1HA) % Q4w |52

2 WA 7L E TEARA T2 A7 NVETHR

P12 RPN ¢ 572

Q4W : 4 A [EEIIE

T1:48ME2 1A 270 LT, O7Anr I (81 K15 A HIC2,600mg/m?), @& Y F—hF
FU T (1 KRO15 ABIC200mg/m? (AATIE, VARKRY F— b 100mg/m?)) ., @A X4V FS5F (5
1 %OV 15 B AIC 85mg/m?), @ REeX kL (51 &0 15 A BIC 50mg/m?)
T2« KPR SV IR0 Ml B I T R SR FBEA T S X B S DS O B C FLOT O #5-% ik L7346 ThBRGE
£ (1) EMORWHIZESEARF LT F 2R E M TR T2 &L LT,

T3 IR OARROBREEFEIIEE 12 A 7 VETE LT,
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1.0 4
09 4
0.8
AFINOF R
|07 e M
A~
L 05 . Mq_m%m.&__@
S pogiitis
0.4 -
e
03
15
El 02
/El\
0.1 4
OVO_ T T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
Y MEEZ BB O (H)
Atrisk¥

AFIGEHEE 474 436 404 381 351 334 320 307 283 234 187 107 88 33 20 2 1 0
XHRmE 474 429 392 360 329 302 278 264 249 202 160 89 65 26 21 2 1 0

1 TR O ME A X N ATEHIR] O Kaplan-Meier #ifi (MATTERHORN t5R)

TREEHT (2024 42 12 H 20 A7 =20 v M A7) OfR, HERERKEHGHEH OO
EOTHLEAEFHHOPIME (95%EHIXFE) G21 fFDA ~ b)) &, AAHIGFHRET
NE (NE~NE)., *tHH#ET 472 (45.1~NE) W H Th o7z (NP — R [95%(EHE X
0.78 [0.62~0.97]),

08 1 AHNOF FHHE
07 |
0.6
05 |

04 @0

i

0.3 |

0.2

0.1 |

0.0 |

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5l
» VR EIA2H OHIR (B)
Atrisk#

AEIDFAEE 474 464 438 422 403 389 376 367 351 338 293 205 143 80 38 8 2 0
XHEEE 474 457 439 414 395 374 354 337 323 309 262 197 128 72 33 11 2 0

2 TR O A FEHI O Kaplan-Meier #ift (MATTERHORN #t5%)
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(Hife PR 9 11 D 2 M)

[ R [R5 IR RER (MATTERHORN #R%) (SHAAN SNTZBED 5 5 BRI HH]
(ZERBRIZIEAT AT S e A DNEDFERIZLL T D LB Th o7, BARHRHI TA K OIB O
FERNTI T, RS & Folie U CAKIOF A EE C EFS & YOS DMER 3 DA 2338 6 4172
Nz,

1 ERAIFEARI O EFS O FIfENTHRE R (ITT4EM., 2024 12 H20 HF—% v b4

7)
P T
1B #i jgj;ﬂg?;ﬁ 182 gz 8;3 3998 %379;987’]7] 0.97 [0.61, 1.56]
W e aw oo e T O 057098
vam e h e it e 0% [160sd

— HEEARRE, ¥ IR Cox HINY— RET L

104 T Lofi
w094 gy N w091 Yo .
4 08 — AR Y o8 s AFIBEFRE
iy S9tic SRR - . il
~ 074 - o N 07 m"'b:»%/“..o,
064 / - ~ 06 - {u
k054 Foo0sq P oo
IR R
04 £ 04
£ 034 £ 03]
& 024 024
& ol & ol
L —  ———————— L e
0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48
Y HEAEA TS OWIR (H) MAEBBI S OMIR (F)
Atrisk3( Atrisk#
AAIGEIRE 37 33 32 30 28 26 24 24 24 22 18 10 9 3 2 0 AIRIE 109 101 93 88 80 77 73 7 70 55 3 20 16 4 2 0 0
AR 25 24 21 21 21 21 19 17 16 12 9 4 3 0 0 0 xfEpE 108 96 87 84 77 75 74 70 65 S0 36 20 16 8 5 1 0
1.04 1.04
m 091 \‘\\ 0.9 Yo B
{ - 3 B { T 1 £5
1 08 = . ARFIOE B 1 08 N T AFDERE
~ 07 o / 0T , o SR /
v06] - wenn- > 061
S
o5 Vi - k05
£ o4 SRR £ 04
03 7 o3 /
oo # 0] AR
Fas NP
o1 A o
6\ 0.0 e
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51
MR LB 5 OB (H) AR 2B D O (F)
Atrisk# At risk#
AFIDEFEE 287 264 243 230 213 203 196 186 170 136 113 64 51 22 14 1 0 0 AfpEERE 41 38 36 33 30 28 27 25 24 21 1912 12 4 2 1 1 0
HEEEE 298 272 252 226 210 190 174 166 158 133 110 62 43 18 16 1 1 0 b BT 42 36 31 2820151010 9 6 5 3 3 0 0 0 0 0O

3 BEEAEIRIIBI EFS o F AT O Kaplan-Meier #if¢ (ITT £, 2024 45 12 7 20 H
F—=EHhy bA7) (EEXK: DAY, HFEX: OBH, £ FX: Y, £ FX: VA #)
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#2  EEARIEHIRIO OS OFRMEMTRESE (TT 4. 202412 H20 HF—& B > M

7)
RS | A R
1B ] jgiggﬁ 122 i 82?; — [[379',69;]7] 1.08 [0.66, 1.77]
T e A
vam a0 e g 0% 026104

— HEEAREE, * o FERERI Cox N — FET L

1.0 o ;(;uaz,h; 1.0 = ShRARE
0.9 1 N e 0.9 L oo /
Lo | e,
. 0.8 7 S 4 08 / e
071 s faooe oome o o 071 O P 7 ...__.‘u_:
= AFIOFFIRE A AANOFRE i
0.6 1 . 064
P 17
T 0.5 g 05
H g4 o 04
PaN
=03 0.31
021 024
0.1 0.1
0.0 1 O S — o0
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51
Atriskti MEAEREISH D OB () N MEAE AL DB (1)
AAPEATE 37 35 34 32 30 29 28 28 28 27 22 19 13 10 3 0 AAIGEFEE 109 107 100 94 93 90 87 84 82 77 63 40 25 13 3 1 0 0
KfEERE 25 24 23 23 23 23 22 21 20 18 15 7 7 5 0 0 SfHREE 108 105 100 95 95 91 88 87 83 81 65 46 26 14 7 4 1 0
LO3i iy N 1.01 o -
0] A RS ool L R
0.8 0.81 o, T,
& - % S
07 0.71 P
0.6] B e L
o R g ol / s
%I 0'4_ ;‘J ‘4‘ iﬂ@ﬁi m e o0 0w
& O oo
0.31 B031
0.21 021
0.19 0.17
0.0+ . 0.0l
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51
; BERE S OHE () . AR B D O WM (H)
Atrisk¥ ris]
AFIOFHEE 287 282 267 260 246 237 228 224 211 205 183 127 90 47 28 6 1 0 AAIGFHRE 41 40 37 36 34 33 33 31 302925191510 4 1 1 0
S PREE 298 287 277 262 248 234 220 205 198 189 167 132 88 48 26 7 1 0 KfRTE 42 40 38 33 28 2523 23212015127 5 0 0 0 O

4 FEEIFEHIRIO OS O HfENTEE D Kaplan-Meier fi#R (ITT 421, 2024 42 12 H 20 HF
—% By A7) (LK : TA#, A EX: IB#., £ FX : I, A FX: IVA #)
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[Z4tE]
[ B[R 55 M AHGER  (MATTERHORN 5%)

B EFGIIARAIOEEE 471/475 1] (99.2%) KOS HREFE 463/469 5] (98.7%) 127D 5
Nize AARIPFHBEZIB VT, W OIRERE K & ORRBERNGE CE WA ESF
%13 453/475 4] (95.4%) TR BV, FD 5 HIETH] (Grades) 1%, 6/475 5] (1.3%)
Th o i, RFIPFABECTHIL LW T OIRBREAIK & ORREBERAGE TE WA
EEG (RBES%LE) TTEOEEY THoT,

#£3 AFEARTRELEZV T OERENEK L ORRBEABETERVWEEES (BEK5%DL
+) (RemfEfratg4EM) (MATTERHORN #REk)

. B (%)
ARV | AR SAIBEFIRE (475 1)
(MedDRA/J ver. 27.1) N
%= Grade Grade 3-4 Grade 5
WD OTRERE FHZE & o K IRBIHR NG E 453 (95.4) 283 (59.6) 6(1.3)
TERWRFERR
MR LY 3R EE
I R ER A E 144 (30.3) 97 (20.4) 0
2 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 Ok hEE
BEXONIBIES 103 (21.7) 8(1.7) 0
R IEE
R = 2 —r 3T — 95 (20.0) 1(0.2) 0
PSRN 70 (14.7) 0 0
KM= 22— N F— 69 (14.5) 7(1.5) 0
BERGRE 35(7.4) 2(0.4) 0
SH = 2 — T — 24 (5.1) 4(0.8) 0
R E N IS SRR e
i, 28 (5.9) 0 0
B IBkEE
T 258 (54.3) 25 (5.3) 0
TR 215 (45.3) 112.3) 0
M - 100 (21.1) 6(1.3) 0
A% 58 (12.2) 3(0.6) 0
(s 34 (7.2) 0 0
[y 31(6.5) 2(0.4) 0
KB R KOV TR
JiEIE 136 (28.6) 0 0
95 47 (9.9) 3(0.6) 0
& D FERE 41 (8.6) 0 0
B I iz s 26 (5.5) 0 0

—f - EHEEER L ORGSO ORE
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B (%)
AHIOEARE (475 1)

IRERIRGHR | 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 HaRE D 43 (9.1) 25(5.3) 0

iR 30 (6.3) 2 (0.4) 0

IRE D 25(5.3) 1(0.2) 0
BE, PHEB X OWLES IHE

HEATLE D RS 33(6.9) 5(1.1) 0

723, LTI BEFES 2 5 eI E AR BUIRI OEFHE R 27, AAIGFHRICB VLT,
AHNE RRBARN G E TE W EMEMZEE 1461 (2.9%) . KBk 6Bl (1.3%) . &
FEDTHI 3 B (0.6%) . THILEZFL 161 (0.2%) . FRIMEEEIL TE 31 61 (6.5%) .
FOR B RETUESE 21 1] (4.4%) | RIEHREEREE 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%) . SR 2 6 (0.4%) .
HEORERE 1] (0.2%) |, MREE (F7 2 - SU—JEEREZET) 6 61 (1.3%) |
infusion reaction 8 {5 (1.7%) 723#& LTz, F£7o. WEAGMEARE 2%, BECTRARE, HE
R AE D E S I MRBAE . I FEEMEAT FEREUDE . BER I M OVR 3RS IR
D BRI T,
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4. FEFRIZOUVWT

I Y 2 7 EEGEHE (RMP) (KD & A O B 3K 22 R TS B~ oD 1 ) (ATl
Wb DHHEE Tl > T, AR OEEN U 72 BE Z2W - FeE L, AFIOHEGIC LY BHEE
7REWER Z 3B LT BRICXIS T 5 2 & BB R 7o D LU OO~@ DT~ T A& 72 i
RIZBWTHEHT 5X&ETH D,

@ HEFIZHOWNT

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

(1) BAETFEKREDGET 203 VBN SRS (HE IR 23 A2 s HE L A
B, HidskAs A HOEEENL AR, Mg A A B RERE e &)

(2) FEEREREIEPT

(3) HEFRAFREET 2 A BREEEFRPE (23 A FGEE ERPE, 23 A2 iiElE
W 1IEBE, DS AR R EEHEER B 72 &)

(4) ARAFFRIEEZRE L, ARERCARIEDRE 1, S RERE L RIE2 R 2
SATA SRR b EL IR 3 Ofisk EEITAR D R 24T > T D ik

(5)  HUEVERESAILL S E BN O sk AR D M 21T - TV D fitak

O-2  BREOACFHRIEK ORIVERFESRF O RIS 53 72505k & R & FroER (FRO
WFNZREE T D ERN) 23, HE2RBORANCET HIEROEEE L L TREIS N
TnnHZ L,

*

o [EHithEFFEEE 2 EOPIHINHME ZME T L7212 5 4ELL EDO D ATRIED BEARIHE %
[THoTWBZ &, 9bh, 24D R, NARMIRELS T & L2 BRBEEZOHHE 2
{ToTWVWBHZ &,

o [ERIFEEE 2 EOWHIFHE ZE T L7212, TELEE O N A RYRIEE &1 5
HELL ORI ZOER 21 T> TN D 2 &y

o [EHithIFEEH 2 EOPIHHMEZE T L721%I1C 4 £ FOBRRBREZA L TV 5
Z Ll 9B 3L R, LR O D A SRS 2 E oM LR S DR IRAHE &
{ToTWVWBHZ &,

@ BEHNOEXLEFERERDOMEHICONT

IR A BT T 5 B DS S, BERMZEN D OFRE A, A9 - &
EMEIRENE R O G L OERSE ST 5 et A FFRNRAE LGE oWt
EH, HENHOMIATONDIEGIRESTNDE Z L,
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® BUWER~DOXERIZDONT
@-1 fEgkAHIC BT M

W MERR B O EE AR BIERA N R AE LZBRIC, 24 BRRIR2IRIRHI O T, 2%k X
IEEE R (23T, BB L7 BIERNCS U CABRE E L O CT O EIEH ORI 24
ERRAEOR RIS Y AFIZE O, EHITRISATREZRARI N E > Tnd Z &,

@-2 EREEEIC L A EFRATICHET L EM

M AR HE D 2 P 22 il e OB RE A A 5 R E NRIER e =2 Y v/
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
fENTND Z &, ek, BFEEICOWT, NABRE EZOFRICHIICAmENT
[AY R

@-3 BHERA 0ZH-extICE LT

BIVEH (MBI, IFRERERRE S - TR - SE(LMERRAE 28 Wl (FLIRIREEGE
PR, EIEFREREREE . TEAREREIETE) . BEE (MEMERRS) . infusionreaction, K
NB4% « EEED T, 1 BUBEPRIA ., A - BERUTRUARAE . (DR 2k, BEMEEAE, BESIA.
Sy VI VRS L I 2%, B D R IR MR (X7 - N U—EEREE T .
(bLFREDE R DR EEAF BRI E . THARAE 2R AL, R JRIFERES . AR5 1Tkt
LT, Yikhak ST B B O P 2 A3 25 (Al &l U (RITEH o2 Wrextii
IR L CTHRER U R AT ONDLEMEICHH 2 L), EHITHEEZRLED TE A4
NEESTNDH I L,
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5. xR L s BE

(BRI BE 3 % ]

O FERFHI~IVAOERTHI O B EE (FiE B ES MRS EE TR E0A5 L 220 5
) kT L, AKAE, Irdte T, LRKRY =K XV TITFUR
O REXFE/L (FLOT) & OPFRBEIC X DR - ik E &R O D% DA
FHIM P 512 K DINEMBIEIE DG MEN RIS TV D,

@  FREIZEEYS T D ARBNOFEE K O F FEIZ DWW T, AR OFZIMENHESL S TR
59, AFlOEER LB,
o DTARHBIDOHNEDN RSN TR WL OFTEMIEEH & O &5

@ [EBEILFEE 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 7
MoT=Z b, BHRFHA TAR O IBOBE BN TR, AHIF G- LIS D 1h%E
DEE S a5 2 L,

[tz BE 3 % 3]

O TRIZEYTIHIEFICOWVTIEHAROERGNEZD L ENTWD Z D, B %217
brpnz &
o ARFIDEATT R LIABUE DBEERED & 5 B

@ WREATOFHHIZI 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 5 D il SAEPEZEA L A3 72

Y (+¥5¢ 3
o ACKERBOA U UTEMER 23 L ITFIRMEO B SRR BOBEERED
oo HAE

e ECOG Performance Status 2-4 0

(ED ECOG  Performance Status (PS)

Grade

0 =< [ <TEBY T X 5. FMRT L R U B HAEAHIRZR <ATZ 5,

1 PRI LR TN RIBR S D 23, AMTATRE T, BAEECHE > TOMERIIIT O Z LN TE 5,
Bl BEWF R, P

2 | BATRECA S OI OB O = L3S S CARESERITE A, AP0 50%h LI~y FATBIT,

RONTZHSOHEOREID OZ L LT, HFRO 50%LL EE Xy R+ Cilm =9,

4 LTV, BOOHORY OZ L 3aL TERY, BEICy R THRIT,
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6. HEICERL THETNEFH

O WA CEFIIN A, SERTEER DRI D B RS HED & ARHI O FpM K OV EAE
DT DIZLE R ERE B L T RT 5 2 &,

@ JREBALAIZIEN D A UL OFIEICHINER OfERMEZ ot L, [E x2S
ThobETLHZ &,

@ ERBEHO~RT AL MZDONT

VMR B (BB IRR 2 5 T) b obihvd Z E03H 5 DT, FIHER
(EBDhu, PRURIRIEE, ngmk, FEEVE) ORI OMIE X A o FEhEsE, 8142
EHoATO 2k, Fo. HEIDS U TIES CT, My~ —» —F0OMmA % 5%
A S I

infusion reaction 23 & H I H Z L3 & 0 | 2 [A1 H LI ARH|# 5-FFZ 4 infusion
reaction 23% LD Z &N DHDO T, AFIFEGRAIITEEIRE OREEZ+5
\ZBI%29 % Z &, infusionreaction 23589 LN -G A XU R LEEZITO L &b
2, JERAEE T 5 E CTREDREL HICET 52 L.

FOR IR RERRE | R REE S R N T RAEEEESZE N H b 2 EndH 5D
T ARA G- B AR M OG- 31 i 1 30E IR N it e i A (TSH., 1078 T3,
Wl T4, ACTH, 1L 2L F Y — VS OHIE) 21TV, BFOREE -+ 8
HBYHZ L, ¥, LECSUTHGRESEOEM L ERT L &,
AFNOEGIZ LY | WEORERISTER T 5 && 2 B D5k~ R R IE
NHOLONDZ ENbD, BEETHIITOV, BEPRDONTHEITIE, @
FEDRIE N L DEWEH ORBLABE L, @mURENRZK 41T 2 & WE
DHPE N L D EWER DRG0 555 121E, AFIO G- ORI, ik U3
ERERNE CHOBRGEEZESTDH L,

BeHA& TR, BOAM N OE I ARE L CHORIERREBLT A2 Z 35720,
KRN OE G TZRIZ S RIER ORBU 7B T D,

AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 AFRhEREE . T
R, BACHEIRE R H HDiLDH Z LN dH DO T, AFIF G BGRT & OG- H1H
FIEHRCHTR R A 21TV, B OWRELZ +0ICBI5RZT 5 2 L,

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

1 BUBEIRIG DS o Do, BERFIMES N TV R—=V RCELZ ERHLHDOT, O
B, D, TEMFOIER O BB LCMAEED LA Ho01ET 52 &, 1 ABER
WG ONT G, A R VREIZ RS 5EOBURAEZITH Z L,

@ MATTERHORN SRERIZF\W T, LUFICFR#E L 72 Rl A i Ol 217> Cvie 2
L EBEIT, ARG RILESICEBRE COIROMEREITO 2 &,
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o IiTATHIBNIEIE & LT O FLOT OG5 28 H LI OFiEl]

o g 4 EMLL ERRIE % 20 T X AURIN R MBI IE O BRAGHT 28 A LN

o IEEMBIRIEBAG N D 2 RN 12 WA, £ D%IT 24 A

B, AR OBLGIIIREITHIRE S LT 2 \E T, IFEMEEE LT R EET
e I N
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