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FEELPERBESNDOTT, ZhoOERMEZFEICLELBFIRMLT 5 2 L -0
L 2o TRY BREMEBGEE & EOREAR S 2016 (PR 284 6 B 2 A E#HRT)
ZEWTH, ENVEELEOFERORBMIEELRKS 2 & & ahTna,
CEHRERBFERELL, EEEACEEN T 0T A VBEECERER LA LM
BRDZENhD, 20D HHERCZSEICET A FRA--SERT 5 £ TOR,
UHEEMOBREELZBZT DI LBHHINIBHF I L THERT AL &b, BlfE
RABRE LRI ER S E E D R —EOEM 2l T EEEE cHER
TOHZLENREETHS,

Lo T, KHA P74 0 Tid, BRERSZRETIZE LI TODIEFIES -
BRI SE | DTOEERORE LEHZET ABAN L UELRER, £
FROEEBEEHEYTT,

BB ATA R A 03, BSLTHGE NEESEFERHSOHE, ABHEEARAR
MRER SR, — BN B RERNBES, —EHAEA B AT ERERUREHE
EFNEENEA AAREZSOMAID S EER L,

R Y BERE  F o v T (BETHRL)

He L RAPETEDE . BRI R AR - TR RIBEE

ABLRARERVAR: 740y FIN VAR F— b AXF IV TIFUORTEES
FrALORIZEWT, BE., RAICET 2~ 7 BET
¥ Z) & LT, 1\ 1500mg % 4 BRI TN 2 BE T, &
UM 2 [T, 60 B LT CaMEET 5, 20k, 7
2/ AT (BB Z)Y L LT 1 [E 1500me % 4 R
T 10 [EE T, 60 HREILA LT CARMERET S, #2771, K& 30kg
UTOHA&O 1 BRS8N 20mg/kg (EE) L35,

B E 7RI TR




2. FHIOKEE,. ERBF

Fansnv7 (BEFE#ELZ) CUF T441) X, & b programmed cell death ligand
1 (PD-L1) &4 25&7 27 Glx (IgGlx) 77 7 ADe Mt /) 7 n—F /b
i cH s,

CD274 (PD-L1) I3, AEMNICBWCHRETMHRECEREL T, HbLiD
woNER (T HIEE, BHMEE U277 40%5—THl) ZFIZRHRT 5 CD279 (PD-1) &
U CD80 (B7-1) & & L RS2 R HIHY 2 L £ 2 51T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), % 7=, PD-L1 i, fix OEEHINIZ &I
LTWAZ & (Nat Med 2002; 8: 793-800, JImmunol 2003; 170: 1257-66) 3#RE S TE
Y. PD-L1 & PD-1 %41 L= #8513, JEEMEATURE R T Md b O RESE & M
BT AMTFEO—2L LTELLNTWNAE,

A#E. PD-L1 OAISIMEIIZHEE L. PD-L1 & PD-1 ORS#IETS - LSk
0. RAMBERERMZ: THROMBESEEL IR L, EREOBMEmElT 53206
nTnad,

HAN DIEFIBF IS GBEORERITIC L BEWEMERH b bi, ERXIRLI
ELAREMNH S, AFHOREP LR ERICIL, BEOBEY 71247, 2EHR
D HIHEITE, BE LA FRIN U M2 L BB a5 RN & EH#E LGl
YRR 21T . BE ORISR & 2 EWER BEPh 25810k, BIRRE R
E RIDOBREEOHEYRERZIT I BERD D,
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B IS 1T DRl - WA BRIE OARGIRC M 247 - 72 L2 B HRBR O Rl % R

7,
[B&nit]
EBs S MAAAE (MATTERHORN %)

BAEFRHI~VA OFRMHOE VTR EFTESHEESREY (WHOECOG
Performance Status 0 i3 1) 948 i (AH|+FLOT [ARGEARE 474 )] 2, 7T &H+
FLOT [xBRAE 474 B1] %) (HAA 86 B [ARFIOHAEE 40 5, XIB#E 46 #1) 2 58e) %
HRIZ, WRIFBIFR L LTAR & FLOT 265 L, dmhmE s LTARAl
FLOT & OHFAFGICs] & & ARH % Bl s U B ot R e 2 et Lk,

HREEST (2024 8E 12 20 HF—4 By b A7) OFSR. FEFMEEE TH HEAS
Ay MEFHEOPRIE (95%EEXE) 385 HroA4 <) i, AFGHHEET NE?
(40.7~NE) # H., xtM#ET32.8 279~NE) Z R TH o7 (~¥— FLb [95%ZHEX
1] : 0.71 [0.58~0.86] ", p<0.001 [JBF log-rank ¥27E, HEARE (FR) 0.0239]) =5,

1 IRIGEI TR & 72 D American Joint Committee on Cancer (55 8 i) O I ~IVA $iD B A HH A

AR BT, ‘

2 Mk ARIRA—VORDLBY L SRk,

3 HEEREE (AT, [FRR)

¥4 AEREECHIR L7 97.61%S3EERIE [0.56, 0.89]
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<Yl DREA TV 2 = >

(LD} Fiif ks
B8 — ——
FLOT B F 45 5 B B 55
AF|+FLOT FLOT'HBE 1,15 AE)| 8% % & | FLOT™ (B 1. 15 A |&A] 1,500 mg % Q4W
(AHFIEEE DR T RA T B) & OFHTEH |TI10H1 7 AFTHIR
1,500 mg (81 HE) 1,500mg (81 RAE) |Wiwst2
QAW T2 HA T QAW T2V AT
FTHIRPIE S T2 F TR E T2
|'7°5'JE'FE+FL0T FLOT'W&E 1,15 AHE)| 8 4 & [ FLOT™ (1, 15 A |77 A% Q4W T 10
| (% BBEE) sofERATT IR F E) LB TT T E A 7 A E TEARPE
(F1RHIZQ4W T R{FE1RAHE) & 4w |52
| 2 A 7R TR T2 A P NETHER
[ B51 et Lk

Q4w : 4 Rk

T1:48EE 1AL 7L LT, @FAARTF A (51 RS B HIZ 2,600mgim?) . @&V +— kT
kU A (B AON15 B B2 200mg/m? (HACTIE, LARF Y +—k 100mgm?)) . @A FHV 7T7F 0 (8
1 RI815 BRI 85mg/m?, @ FE#F+A (81 RE15 A B K 50mg/m?)
T2 0 HERT L MR AR AR R L R BT ST R S 0B T FLOT 85 & b L7288, JARRR
e (4318) EEOUBHCE S FHTIT 77 e R BM TR B TES L L L LTV,

13 RO AROBREREGIEF 124 7 TE L,
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HEELIIAFOARE 471/475 51 (99.2%) R UHATE 463/469 ] (98.7%) (B0 5

Nz, AFBABC BT, WEhhOBRERE: ORRABRPTETE RWHEE

%13 453/475 ] (95.4%) IR®H L, 0 ) LK (Grades) 1. 6/475 ) (1.3%)

TH ol AAPFABTERA LW TRAOEREMIE L ORREHSTETERVAE

FEH (BBESRUL) BTROLBY Thols,

#3 FASARCERLEVThIOBBERR L ORRRRPETETE RVWEHERR (REE 5%LL
L) (2T RER) (MATTERHORN 3B

i (%)
HEBNNSE  BATE
(MedDRA/I ver. 27.1) AH FEHEE (475 )
4 Grade Grade 3-4 Grade 5
W OEBREHE L ORRERALE 453 (95.4) 283 (59.6) 6(1.3)
_TERVAEEES - )
MFER LR o REE
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P E
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R LR EEE
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ZR - a—nsiF— 24 (5.1) 4(0.8) 0
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% (%)
FHIGERRE (475 )

W EAKGIE [ A
{MedDRA/J ver. 27.1)

4 Grade Grade 3-4 Grade 3

ey 113 (23.8) 9(1.9) 0

i3t 74 (15.6) 12 (2.5) 0

A 47 (9.9) 3(0.6) 0

b etk e h 26 (5.5) 2 (0.4) 0
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EOTHR 3 # (0.6%) . HILFZEL 16 (0.2%) . FIRBEEEIETE 31 # (6.5%) .
FRMEEETTEAE 21 #] (44%) | BIBHEAEREE 6 #1 (13%) . T HRMAHEARERSE 3

(0.6%) . 1 TUHEIRHT 4 B (0.8%) . JTHEAERESE - HT4 38 4 (8.0%) . BEE (MY
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HEOREERE 14 (02%) . #RIES (F7 0 AL—EREHE2ET) 6 (1.3%) .
infusion reaction 8 B (1.7%) 23388 b, Ei-, BEMEARE K, G MALE,. FiE
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O Lo T,
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BHLPIWDZEBH5, BELZTHTTV. REARDLAHATIL, B
EOGRBERRIC L ARWER OKREER L, BU2ENBN AT 2 &, B
DHRFERIGI L HRERABREDIL BT, A ORSOHRE, T XITE
BREFNVEARORES2ZETH L,

REETH, R LED ARB L THLEERRRET B LA HA 0.,
AFOBER TR LRERA ORI S5 EET 5,

AST (GOT), ALT (GPT), y-GTP, E'UNE %0 LR &M IFRERE, T
o ELHIBE R RS bbb 2 L 23 h 50T, RAIR G EIEE R O 5
FILEINI T EERE 21TV, B OREBL+o Bl T s L,

IRATE MR AREBRASOBEERS LD B2 EBHE0T, KK
£ 5. BREERIT R O S IR I B SRR T 2 1TV . B ORI E i
BETHZ L,

1 BBEIRAD S Sboil, BERFBHSY 72 F—o RItER LB HADT, O
B, Bl BLEOEROBECMBEED EFIHEETH 2 b, 1 R
FREDNSHEIIE, 4 v R Y VBRI ST S 0MI B R{T5 T &,

MATTERHORN BR80T, PUTFIZE# U Bz B o DM 5 17— TV = o
L ABEL AR RSP IIEDNCEGRE CHROMREITO D L,

14



o fiFAiAEDNEEE & L C O FLOT OB&EEES 705 28 B AR HTR(]

o Bk 4 MRS ERGBHE A0 T & IR A BRI O BALART 28 B LI

o INEREENEIERES G 2 R 2 e, FO®RIT 24 HE

¥, FRIOBSINATHUEEL LT 2 BE T, HEEEEL LT 2EET
ETBHE,

15



REEHEET A RF A
Fanr i~ (BETFHESRL)
~ 3/ MR~

¥Rk 3 048 A (51846 AEKET)
B4 BE



A&

XLz

AT O, EREFT
FHERIZ DWW T

BERIRE I HBE
BEICBELTEET N ETHE

S FA s & Y 5

P2

P5

P15
P17
P20



T
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YIBRT AR Z2:E1T - IO/ NN
FE/AMARIIRREE I BT DR - W AIBERE
ﬂ%&mﬁﬁmﬁ%%@%Kﬁ&%ﬁﬁﬁ®%$m@%ﬁmﬁﬁ6&%%%#&%%%&%
DHEFFRRE)
WE, BACRT 24907 GRERTHABZ) & LT, 118 1500 mg
% 4 EMRIET 60 4RI L) CARRET 5, RS LIRIT 12 7 A B
ETET D, L, FE 30kg LTOHAD 1 ERSEIT 20 mgkg
(th&E) LT3,
(EIBRARE 22 ST - B3 IR/ NN
FLAY he? GRETEELZ) RUASFREREES 4510 b
BEHIEER & O RICBV T, BF ., RAKRF 2 0+ 7 BT
MZ) & UT, 16 1500 mg % 3 EFIRIFR T 4 B, 60 DRI EATT
ERBET 2, FO®., Fals s (EEFEEZ) P LT, 16
1500 mg % 4 BWHRRRT 60 /YLl LT TRERET 5, 2L,
H30kg LTOHAD 1 BEES T 20 mgkeg (KE) &9 5,
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wRER (T HIRR, BAERRR UM F o 4% 5 —T MIl) %2384 5 CD279 (PD-1) K&
U CD80(B7-1) &G L. REGEEZRICHIET 5 £ & 2 51TV 3 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), F /. PD-L1 id, T~ OEEMRIIC H3EH
LTWaHZ & (NatMed 2002; 8: 793-800, JImmunol 2003; 170: 1257-66) #38i4& X T3
Y. PD-L1 & PD-1 &4 L7- #8813, HEBMEATRESEN 2 T MR 5H oK BR% 2
BT HRFEO— L2 LTEZLNTNE,

AEIE. PD-L1 OMIESMERIZFES L. PD-L1 & PD-1 ORFSEHETAZ L %I0 L
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D BNFREITIL BR USRS U HME k& R A B E & e Ll
R ERZW 21TV, BEORERIGIE L ARWER R RDI IBEI1TIT. BIFRE L
EURIOBESEOBELNE 21T I LERS 5D,
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R TReRORS ARG L, 2R (CLT. TQ2W1) TREMEL L DA
MR OLEM AR Lz, FEEHEE TH A RHEIC L 2 EI8EAFHE (LLT.
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T RBET 5.6 (4.6~78) PATHY, KFRX7 7Rz L THICERRERET
L7 (F— K052 [0.42~0.65], p<0.0001 (/@3 log-rank &1, 201742 A 13 H
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0.0 L RS 5614.6.7.8)
=" | .-en, . o = KR (B5%CI) 052 {042, 065)
0.7+ --b ‘L*
] | . N
E 0 %00 -\.—"‘—-—-.
& o5 B ‘-‘___-'-H_‘
| 0o,
# 044 ™ - 5
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TSR 2y 183 106 87 52 28 15 4 3 0

M1 $RALIC LS PFS OFHAEITREO Kaplan-Meier i

Fir, b —oOTEFMER CHAHEEGFHM (CLTF. [08)) (FFR{E [95%EH
X1y @1\ B ORISR (299 oA k) OfERIZ, I TNE' (34.7~NE)
BR, TIEAEBT28.7 (229~NE) #HTH Y, AHIL7 7 Aokt Ut d
BRERE R LE (F— K 0.68 [0.53~0.87], p=0.00251 [J&% log-rank E. BE
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E2 I 59 51 47 '] 2 1 10 3 0 A #1268 67 B3 B Bl B 5 48 2 A
73 sl % 21 17 1@ b1 ) 1 1 0 0 red 40 0B ® M LUR - S L - o n 15 %

AU (FH) 0.00274], 201843 H 22 HF—#H > A7),
SRR (UF, WD

1 Median O3 (95% CI)
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Ce A Fouf 28.7 {(22.9, NE)
T, | #v¥F— FH (95%Cl1)  0.68 (0.53, 0.87)
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0.2
— %Al
014
L LT
4] T ' T T T —p—r
3 6 9 12 18 18 21 24 27 30 33 36 39 4z 45
Number of patients at risk B S0 M)
k]| A76 484 434 415 385 364 343 319 274 210 15 57 23 2 0 0
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Median PFS (95% C) [ 1
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| nE
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(PD-L1 BEARIRBI OB Zh MK TR L)

EIER LRSS IARAER (PACIFIC 3B ICHAANLNEBFE D 5 b, EEMEMKIC B
T PD-L1 #3853 L2 EEMIEs S 285 (BLF, (PD-L1 3HE)) 12T LIEENE
L —OBEDT —Z I E-SE, PD-L1 BEER NIRRT £ 1T > AR
ULEEMNOHERIIUTOEBY Thol,

HHPEIZE LT PFS B UL OS DWFILIZRWT G PD-L1T FHEBE VI E 7T EH
FEIZHT A ARFBEDO Y — FHARE S RAEWBED L (K 4), PD-L1 FHE
B 1% % O PD-L1 FHHED 1%L, Lo BEEFIZKT 5 08 @ Kaplan-Meier BI#RIE
K5sDEEN Thol,

2%, PD-L1 OBRFILL LT, KiloEEE T2 7 7 A VIERKTH T,

A it (%) . At PR (%)

' +#H dotR HR (95% CI) ES ) Fidod HR (953 Cly

1
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i |
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T Median OS (95% C1) iy
N = ME (20,8, NE) | R NE (NE, NE}
os Lo FSk NE (2.3, NE) as T IS ef 284 (377 NE}
ey N r sviF— FHE (95%C)  1.36 {0.78,2.34) "\\_‘ e Tevif— Bl (95%Cl)  0.53(0.36, 0.77}
o = B (1 My " SR e
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=R %0 8 a1 Bt T2 8 85 50 45 a5 7 k] 4 [ [} e 212 38 193 187 1B 1 185 158 1M 05 62 M a2 1 ? ]
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@ EREEFEFENFERER (POSEIDON HUER)
L FEFRIEE O O BRARE R EST - RO/ MIBMEESET (WHO/ECOG
Performance Status 0 Xid 1) 675l (BFI?+ h L2 U A~ GERIETHEMKEZ) (UL,
Th LAY A=7]) 2+ &AL PEE ARIGHREE 338 6], B4&EE %5
TR FHRIE™ BN [ RS 337 1] (HARA 49 B DAKIGHREE 21 41, xHRRE 28 611 %

aie)

FRBIZ, AH LAV AT ROEERA A ST ERIE LI HR S L5

TOEDEREEEE BT LT,

0s

(POl [95%IE3EXM]) (536 DA~ b)) ORERIT. REIGEHEECT14.0 (117

~16.1) B A . RBBET 1.7 (105~13.1) A ThHY | AFIBEHE LR BRI R Lket
FINCFERERZ R Uiz (A — FH[95%E8E R R :0.77 [0.650~0.9161, p=0.00304

U@ log-rank ¥E, A EAUE (T 0.00797].20214E3 H 12 HF—# B v A7),
1 RE 0kg B TH D, EERIBRERTFEEE (LUF, TEGFR)) BEFEREMEI-2FRSEY o8

FH—F¥ (LT, T4LK)]) BEEErFEOBRESNE L Ak, 27 L. BELEF D E
BE NI Kisten 7w FHEY A A ABBETRED Y (KRAS) BEFERBESOBE T EGFR #
EFEARVALK BEREFEROBERER LV 2 L BTF s,

2 A 1500mg RO M LAY A7 T5mg 28 0, 3, 6, VHBICHF 1 EREL, 20%E12EE

3

od

oy 29t M

nz+

no+

P EHAK] 1500 mg % 4 BREMBRE LT, (Q4W)) THE L, T, BI6EBIZ LAY Aw
75mg % 1 [EES Lz,

JEBE LY 70 LT, OR27 VF X1 (TAT I BER) (%1, 8,15 A B 100 mg/m?
ERE) +AAFRTIF (1 BEICAUCS Xit6 £#85), @F L4 (1, 8 BB
1,000 mg/m® X#3 1,250 mg/m? # 4% 5) +AF5F o (B1HBK 5 mgm? %R 5) BELIIy
ARTZF (E1HRICAUCS 6 285) (BELEEOCL). XHE@~A FLxv F (5
1 BRI 500 mgm? &5} +RA7ZF (F1 3875 mgm? 2#5) HFLIHART S
Fr H1ABICAUCS Xit e 28 5) GERTLEHEOL) DU Fhbd 4 44 704885 L,
RRBETI, LEXEWEARTBEELIC 2 P 2 TEMTE Lis, @A FLdE F+H
FRARGBITREPEIT L TORVERFER, 22 b LFE R (500mg/m?) RN GREIGEE
BETIE QAW 5 BB TR I BRI 4w #E) ITiBTLE,

LR

044

OSth&iE (B) [ 95%C ]

—_— EF LAY LTS
+ESNHALEESE 140 [11.7~161]
------- AEHMFRCETAERE 117 [105~131)
~iF—FH (95% CIY 0.7 {0.650~0.916)

_— i =y

L T T T T Y T 7 T T T T
a El € a LH bl 1*r n M 2 n T w £ [ L5l Fiy

at riskas SRR, S OB (7)

FHE LA UL Y - BEREIFRETRRE

338 298 286 217 183 1586 137 120 109 95 B8 64 41 20 g 0

ERNAEALTFARRRE

337 286 236 24 160 132 11 91 72 62 52 38 21 13 6 0

6 OS ? Kaplan-Meier Bt
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@ HEREEFRFE AR (AEGEAN #ER)

BRERHE T, A X% MIB (N2) o UIBRFIREZe 6/ INHBa g B (WHO/ECOG
Performance Status 0 X% 1) 802 il (HAN 79 % &ip) ZxtBRiz, TRI#BISRIEE L
TAH & AERA 2 S Lb FHRIELZ RS L. T OB OMRMEEERE L LTS H
MES LS (RRIPHRBE 4006 [BAANTHIEZED]) &, ey 7R a4
BH 5 ST RE HERRE L, FRIC 7T R BRE L-E4S (RHREE 4024 [H
AN 2 FEED]) “ORMEEZEMERTT L, 23, SUERBHAEIC EGFR #B6 T
ERIBM XY ALK BAEE THEPHRE SN BE OB L EE &5 H5HER R
T, FEZEBERNCHAA AN SV YR EE I TE AR S &0 b Rh i (B9
RN RS [IEE ITT £ - AFOERATE 366 51, <TMREE 374 ), oMM SRIZ. W
BR{E AN B 5 S AL 799 ] (CRFIGEARE 401 fils, XFRRE 398 #)) Th -,

FHEFMED O—>ThHHER PRI PRHEFIC L A8~ MEFHIR (BT,

TEFS1) 0> 1 8] B o> PRI OFE R (PRl [95%ERIR ] (236 DA~ b) ik,
AFGEARETNE (31.9~NE) 7 A, #HRET 259 (189~NE) A THbh . FRAG
BRI LM M A B RER AR L (AP — Rk [95%EHEEM] - 0.68

[0.53~0.88] "7, p=0.003902 [/BH log-rank #i7E. HEKHE (F) 0.009899], 2022 F
1A BT—&Aav b47),



EFS il (H)[95% Cl)

— FHp AR NE [31.9~NE]
1.0 - s o RIFERE 25.9 [18.9~NE]
hy 3 NH— EiE [95%C1] 0.68 [0.53~0.88]
(2022 FE 1M B10BF—4Hy b4 2)
= 0.8 -
pi
~
1
0.6 ~ e ¢ %
& m“h-— e —i — &
0.4 =
0.2 -
0.0 71 1 T T T | L] T T T
0 ) 12 18 24 30 36 42 48
BB LOMRE (/)
at risk %
FFIBERATE 366 271 140 78 49 30 " 1 0
Fay:chica 374 257 136 74 50 25 13 1 0
K7 ERTMSPRHEEZ LD EFS © Kaplan-Meier i
Q2ENAWVRT—ZHy b47)
*4 ;. BRI T American Joint Committee on Cancer fHEA4#E (B 8RR i3,

*5 RN, OaRAE S SEEE L OFRAT T, 5018 1500 mg XS5 AR 3 BBBEET

WR AV 7 AARE L, S, A& 1E 1500 mg 3758+ 4 BEBECER 12 V12
AFE L,
{LBEORE - AR, 3HEME 1 YA 20 LC FOWFRad@iiani,

R BT,

LRy ) FxEn (B1 ABIC200mg/m?) +HAKRFSF 2 (81 AHICAUCSE)

@FhvE ey (1 RS B HIZ1250mg/m? (HATH 1000 mgm?)) +X75F > (B1H
H{Z 75 mg/m?)

FEREEEBIIR LT,

@A RLFER (B ABICS00mgm?) +¥27FF 2 {(H1HBK 75 mg/m?)

@A MFE R (1A B S00 mg/md) +HARFZF (81 HEIC AUCS)

R, QRUGISWT, BEERRFRRAREE, VATLSFUNLBARTSF 0L Tk
LERE, DIZOWT, HREBRRHAEENR AT S F I BEER O LB S B
. A7V 1 b ANRTZF - (FE1HEITAUCS) WEERREE Shi,

6 MBEHIE D T b b OO, WEREBREORYIOF A 2 B0 Tl TEHIS 1 B S

*7 .

St | DS, BN RER TIRAFIBEEE S LTRY Bbht,
AEAREIZHIE LIz 99.0101%EHERIE [0.48, 0.96]
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[Z44]

O EEEIEFRFEIARE (PACIFIC #E)

FEEL AT 460/475 51 (96.8%) ROV 5 ¥ AR 222/234 ] (94.9%) 2R L
i, WTFRPLORBES: ORRBESTETERWETESR @IER) 1L, #hfh
322/475 5 (67.8%) R TF 125/234 i (53.4%) IZB® L, F0 9 BLETH (Grade 5)
. FRER 7475 B (1.5%) BRUE3/234 ) (1.3%) Th-ote, Wihioi CHIER
05 5% EORIERIZTRO LB Tholz,

F1 WThhrOBTREERERD 5% EORWER (&AW RER) (PACIFIC 3B)

1

FI/ERNRGHE / BAE il (%)
{(MedDRA/ ver 15.1) EHIRE (475 1) 7T £ HEE (234 )
%4 Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade 5

EFRIVER 322(67.8) 56(11.8) 7(1.5) 125(53.4) 10(4.3) 3(1.3)
iR E

AR R RE LI E 30 (6.3) 0 0 31(1.3) 0 0

Rk IR R R T E 50 (10.5) 1(0.2) 0 1(0.4) 0 0
BIEEE

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

B 26 (5.5) 0 0 14 (6.0) 0 0
—h% - RHEER LU SEALORE

Fiidatn: 28 (5.9) 3(0.6) 0 15 (6.4) ] 0

o 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
Rt LU ERES

EakiEEE 27{5.7) 0 0 7 (3.0) 1(0.4) 0
FEORES. MRS L ORI

5 25 (5.3) 0 0 4(1.7) 0 0

IR ] St 28 (5.9) 3(0.6) 0 8(3.4) 0 0

BflgEs 43 (9.1) 6(1.3) 4(0.8) 834 2(0.9) 2(0.9)
EEB L CHETARES

% % L 33 (6.9) 0 0 5. 0 0

&5 37 (7.8) 1(0.2) 0 13 (5.6) 0 0

2%, LTICH#EEL 2 S 0RERARRRROENERETT., AFRFCESHYT, M
BN R (R S Te) 66 4 (13.9%) . FRIREREIR TIE 50 1 (10.5%) |
B AR IR AR T SE 33 1 (6.9%) . FTAREEREEE 20 4] (4.2%) . infusion reaction8 il (1.7%) .
KIBZE 2 ) (0.4%) . BEO N2 ¥ (0.4%) . BIEE (HEEBX%) 16 (0.2%) .
1 AUEEERSE 1 6 (0.2%) . BIEBEREREE 161 (02%) BARD LI, Eiz, Bz - Bl
FRRMRIE, DR, BEAEMENE, FREREES, fERE. SR AW ER G
IRFERBIFES L adh iz,

@ [EERHELRFMAARE (POSEIDON k)
BEEDLIIAFIOREE 321330 7 (97.3%) MU EREE 320/333 i (96.1%) 2@ 6
i, TR L ORBEBBRAEETE2VEEFES BUER) . FhEh 306/330 4

11



(92.7%) K U*298/333 B (89.5%) IZiBW v, €D 3 HLELA (Grade5) X, £ E
A1 11/330 B (3.3%) KU 8/333 fil (2.4%) Thoiz, WENHOBETIRRERE 10%LL L
DEHERIETED EBY ThoTr,

#2 WThPORTRAERY 10%2 LOBER (Z&EITRSER) (POSEIDON REB)

FWERRSE + EFEE B (%) _ —
(MedDRA/) ver 23.1) A EIR(330 ) HBRE(333 )
% Grade  Grade 3/4 Grade 5 4 Grade  Grade 3/4 Grade 5

2EIER 3060927y 171(51.8)  11(3.3).  298(89.5) 148(44.4) 8(24)
M LR R EE

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

17 B A i 96 (29.1)  53(16.1) 0 75(22.5)  40(12.0) 0

i /)N A BE 53(16.1)  18(5.5) 0 53(159)  17(5:1) 0

5 i BRI E 42 (12.7) 927 0 36 (10.8)  12(3.6) 0
RS

AR RS T RE 35(10.6) 0 0 3(0.9) 0 0
G LR

AR 69 (20.9) 5(L.5) 0 70 (21.0) 4(1.2) 0
BREE

Bl 124(376)  4(12) 0 115(34.5)  5(1.5) 0

MR - 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

{EF 27(8.2) .0 0 49 (14.7) 2 (0.6) 0
B X O TgEE

Bs 52 (15.8) 4(1.2) 0 10 (3.0} 0 0
—fi - THEER LGRS ORE

W 65 (19.7) 5(1.5) 0 62 (18.6) 7.1

9’ 1 RE 41 (12.4) 8 (2.4) 0 26 (7.8) 5(1.5)
FRERHEE

TIFErTIRTRAT 34(103) 4(1.2) 0 41 (12.3) 7.1) 0
£ 7 —E A
W BRSO 35(10.6) 24 (7.3) 0 57(17.1)  25(7.5) 0

ek, BATIZ B & & 5 LRI ER BB BRI O EFHE R AT, ARFIBERAR BV T
FAE LAY he7 L OFREGRAETE TERVEEEMER 156 (4.5%) . K
Bk 16 B (4.8%) . BEOTH 241 (0.6%) . MILERIL1F (03%) . BRI
1K TAE 34 41 (103%) . FURIRERBETLESE 21 41 (6.4%) | BIBHERERES 6 (5] (1.8%)
THRASIEREE 5 F (1.5%) . 1 B3RS 1 01 (0.3%) . FPHEREREEE - P25 - FE(LihAn
Bl as il (14.5%) | BIEE REEBERS) 246 0.6%) . Bk - BB 2 4

(0.6%) . LA 1H (03%) . sefEdm/ MR E 1 8 (0.3%) . infusion reaction 11
Bl (33%) . BRI RERMAAE 1 41 (03%) . EEOHBIEE 16 (03%) . iRk

12



(RGN L—SEEEEAET) 1 (03%) . K 1 F (0.3%) . BER T (2.1%)
BEHOLNE, T, BEMEIE, BEXRUVHRFHREIRO N 2T,

@ ERRERS NERR (AEGEAN R, 2024 F SR 0BT =50 > A7)

A FRIIAHIBEARE 387/401 il (96.5%) KU FEBE379/398 1] (95.2%) IR0 D
i, TRREE L ORRERAGTETER2VWAEFL BIEH) . ThEh 224/401 41
(55.9%) R UV180/398 ) (45.2%) W@ BAL, F0 3 BLIETH| (Grades) ik, £ F
FL6/401 il (1.5%) R 0398 Bl Th -z, WTFRPOBETHREEL 5% EOBIER

MTEROEBY Thoto,

#3 WThrORTHERRN S%IELOBHER (RN &4EH) (AEGEANRER)
BEBIRSE / B Pl (%) B
(MedDRA/J ver 26.1) AFI I FAEE01 F) =T FEFE(398 #i)

4 Grade  Grade 3/4 Grade 5 £ Grade  Grade 3/4 Grade 5

2RI 224 (55.9) 59 (14.7) 6(1.5) 180 (45.2) 47 (11.8) 0
migds LY o REE

i 22 (5.5) 3(0.7) 0 25 (6.3) 2(0.5) 0
A EE

PRI ERIETE 45 (11.2) 0 0 6(1.5) 0 0
R L USREES

EAHR 20 (5.0) 0 0 12 (3.0) 0 0
HiBEE

i 25 (6.2) 0 0 32 (8.0) 1{0.3)

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

LEES 11 (2.7 0 0 20 (5.0 0
B LU TS

%5 37(9.2) 2(0.5) 0 21(5.3) 1(0.3)

O EHE 29(7.2) 0 0 6(1.5) 0
— %« 2HEEED L UIRSE OWRE

ipatii 20 (5.0) 0 0 22 (5.5) 2(0.5) 0
[ R

THS2wT I RTAT 22(55) 2 (0.5) 0 15 (3.8) 1(0.3) 0

= Z—-FEMm

W4 ESHIWAT—EF Iy b7

I, UTICEERS L2 E0REARRRROEIFRE T, FAFHERZBY
T, BB E GRS A 25 Te) 26 B (6.5%), K% 2 #] (0.5%), BEE
(FAIEMER A 241 (0.5%), FPHHEREE - FF4 - LB A 47 B (11.7%) . WK
AR FRE 45 1] (11.2%) B ISAR FLERE 17 41 (4.2%) . BB HEAEREE 2 1 (0.5%)
FRAEHEREE 2 6 (0.5%). 1 BUEERAS 1 4] (0.2%) . D& 1H (0.2%), EEMGE
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FHE 1B (0.2%) . kg 1 1 (02%), #MEEE (¥72 - SL—ERBELED) 4 4
(1.0%) . infusionreaction 4 # (1.0%). EE D KEREE 1 4] (02%). BEHK 2 61 (0.5%)
PO LT, Flo, BEOTRH, MR - BETEATE, BEWEFPEREIE, I E®

AL, BERA, gt MR R ORIFEES I bhi o I,

(R - HE])

AR OBEMEYE BT T A 2RI 21— a3 2 L D PACIFIC B O
BEERICAA 10 mg/kg % Q2W Xit 1500 mg & Q4W TR E L7 & 2 D MiE PR
BRI &, . FHORE - RISHEITEF V2R EYIab—2a it kb,
PACIFIC BB D BEEMIZ AR 10 mgkg & Q2W i 1500 mg & QAW THRE L& %
D OS BHEET STz, ZTORFR. AHF 1500mg QAW HEIFD Coing i1, AH 10 mg/kg
Q2W FREGFD Crings & LB L TIEMEZ T T EFHIS L OO0, 10 mg/kg QAW 5 &
1500 mg QAW #5- & DT, OS ICHELRZRERO bW E TR SN, T2, &
Al 1500 mg Q4W R 5HFD Cuaxss 1. A 10 mg/kg QQW B 5D Crupes & B L T
ERTEFRSNE SO0, PACIFIC FEERIZEWV TAHF 10 mgke Q2W HE L7ZBEORE
BE - TetE L ORICHAMEZRBEEIIRD S - 2 & B OERR N0 i B
(AT 1500 mg QAW 5 LT BROMRER & L etk & ORI IR BIE IR S & hia
SRz Edb, HNBIHEBE BT LA 1500 mg QAW BEIEAA 10 mg/ke
Q2W £ 5 & FHRIZBRTTHEL B X bvTe,

#£3 PACIFIC REROBEREIC BV TIRS RERHO PK A5 A — 7

- RB&E-RA= B2EH AUC: {ug-day/mL) Crraes (Ug/mL) Crnings (ug/ml)
10 mg/kg Q2W 473 7633 (4693-11581) 365 (251-511) 160 {91.0-250)
1500 mg Q4W 473 8055 (4996-13326) 567 (400-827} 130 (65.4-238)

TR (90%THRIERE) ., AUCs : EFIKIBICI 1T 5154 28 B MO M P#E — P dhs TR, Cuins
EFREICI T D RS E PRE . Cues - EFRBICHIT 2RENHPRE (AREETRHD
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4. HERRIZOWT

EHR ) R 7 EEFE (RMP) ZASE | REIDERKZEMEGRTEE~0 5 &S
BNHOBRTH-> T, FHOBRENEY BEL2E - FEL. ARNORECIVER
ARRIHER &S B L BRI S T2 Z EMRERED  UTOO~@D T ~TEMI Tl
RIZBWTUERT 22 TH D,

@O FERRIZ 2N

@ﬂTﬁ@(DévG)wwfhﬁ_&éﬁém XTHhDHT &,

(1) BEABBRENIEET DBABHEESIL SRS ERETRA A BERESEILER
h Hsl 23 A e B I s BT, RS AR 2 )

(2) FFEHBRERLL

(3) EREMFRMELEET D0 ABFEERR (BARREREREERIE. S ARHRKEE
W9k, 3 AR IREEEHEE R &)

(4 ARACFFREEEHRE L, S REBEFRIESEE 1. ASRIER L2 RIED R 2
AR L SRR AR 3 ORI IR A B 1T > T D HERY

(5) PrEMEGEAAS; EENE O EEICAR D BH 21T - TV SR

M-2 P DAV R S T A A SR TR B OVBIE F 38 B O SRS 12+ 43 72
LB AR OERM (TROWTRACERE T HEM) 2. SEBREAOAFICET S
EBEOBREEE L TEBENLTNWAZ &,

F

[ EmHmEE 2 EONBBHEEE T LERIC 5 EU EOR ARBEOKRIHES
ToTnAD L, 55, 240 LT, BAEYESELY XL LrBRIBEFEOWES:
ITHTWAZE,

o EMGHFRAE 2 EOYHTHELET Liz&IiZ 4 FLULOBRKEREZFELTHD
ZE. 9. 3ED B, BEORA YL S LA FE ORRIHE 21T o
TWAZ &,

@ BRAOEESFREROCERIT 2T

EER AR ET A TIE S RE SN, WESEALOERED, AR
AMEIELEROTER CEMSC AT 5 ERRM, EEESARE LBSOWE
I, ERELHITORLAEHIPE - TND T L,
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@ BIER~DRIGIZHWT
@-1 SERPRHIZEET 5

VB AR R (RS & &) B OEELBIEAIRAE LB, 24 B2
Bl T, YaEaR ORI BV T, R LB U CABREER U CT
LORIEM OB LERRE QMRS Y B IR b, B b IS TRk 5 258 -
TWAHI &,

@-2 EEEFR I L H2FEFEISICHET 2 B

BABECED BN ARE LA T 2EREFEVRIERAT=2 Y 7
EEDIERORY Y == TRITVERE L IFRP LT T 55— AEERKRH B
ffESnTWaz l, 2B, BHEEHIZSOWT, PABRE L FOFEIZ+SEmMISh Ty
HI &,

33 BIERORBIREZBE LT

BIVEM (REMERRS (BNHRIRA 2 &) . ITFHREEREE - FF - BALMERR A 2%
NoWEE (FRIMERESE, BIEEERES. TREASERES), s FEERs
%). infusionreaction, KM% - MEED TR, 1 BRI, HH - MRTRALE . DA%k,
FEREFENAE, BEIRZE . SefEtEm MBI, Ak, EEOREREE, hREE (¥5
Vo R ERERE ST | LR E AR OSEMET P EREE, MR, B,
ARIFEREEE) O L O, SRR SO B E RSB ORI 2 A4 5 26 L B L @)
ERORBERHISICE L TIRERUER2ZT b RM4I0H 5 2 &), EbiTiHE2
MBPTELSHEHRIPE-THEZ L,
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5. BEMRERDEBE
[H5httic B % FHH])
O TROBHIZELTHEAFECB D TARRSOEDENRENTWD

& A 25 DR IR L S A S SRR O 1% 1R BETT 25 38 b%h&#ot@
AR R 72 BFTHETT O IR/ NN (Stage TID (x4 2 MERBRIEN TN 2 B
FRT AERFOEMES
(LR D e\ EGFR B FERBEMR N ALK ft& B AT 2O UIRThE
PREAT « BROIEINERE T3, BF, LAY AT RURAER
A &gt oEMEER & OfFRER S
GIRBRATRE 72 A/ IR (Stage 11, [0A UL INB N2]) (7272 L, EGFR #1n
FTERBW T ALK BEBETFBETH 2 Z & PR XTSRS
Kﬂ?é\$mkE%@%%ﬁﬁmiﬁﬁ%mﬁmﬁﬁmi6%%%%%%‘
B OEF ML 3 A% mEhERE
o BER &R LSIERLL T O L 880, AR 13, BRRRGE. [2hte] OEB £ IR
(AEGEAN #ER) ) x5 &8,
<R LR >

AR TZF L ROIT U E R

VAT TF RS AL S EREE

BARTZF RO L F VR
<HERELAE>

VAT ZFARGAA R LFE SR OL
ANBTFFRORA PR FF RV OA

© TFRICHENST B MBI T B ARM OB 5RO FIEC DO T L, A8 OA BN
ST ST b, AAORERR Y 2 B2,

[ &85 &S AR IS AL F O SR E OB R O e WEIR A BB 22 BETET ©
e Bl BE LT AR O®R

B &A% SR IERI L F R B R OB I RBHEITAED b h i BIkRTRE
72 RPETEST O/ NI B kT B ARF DR 5

O TAHRFIOEDENT I T TR & OffH RS

@ A EREREIHRER (PACIFIC RE) 125\ T, 2KERTY 7 2 ARk
LT ESESERIAH & 4L/ PFS N OS DEHIMESHIE SN TW5D, L. BE
MR RTIEIH AL OO, PD-L1 BERIZL D FRIMENRRLD Z LB TFHR I
ARERBELNTWAZ LS (P7TEIR) . BIRRTRRE: RETET O I/ BRI 12
BT HARIGH LU R IE T OMEFFRIBIC B W TAR 2 S T 5285121k, PD-
L1 #ELLME L2 LT, REFTOHKET 2 L PEE LY, PD-L] #BFE
B %RBTHD 2 L PHERENTCEFICBO T, AROREOMNBEH L HEID
FIr+ o2 &,
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BB, PD-L1 BERELERS D DOOLRAOBHEEIZ ¥ F OptiView PD-
L1(SP263) THh B 75, UTOXIRE % $5|2, PD-L1 IHC 22C3 pharmDx [# =] X
tX PD-L1IHC 28-8 pharmDx [# = | {2 X Y PD-L1 S6HEA MR L, AAOEE O
HERFTHZLHLTESD,

SCHRE)

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

*  Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11
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[Z2tEiz B3 5 HIE]
O TRICEYTHIEFIONTHEHARIOBRGHER LI TWL Z G, ELZTT
b AN
o BHIORRS IR LIBBUE OO B 5 BE

@ GIRIREE AR RTHET D ANIRAITEE 17 35 1T A IR IAAYL 2 U PR IR 18 OMERF R IR
BWT, FRICHST3RBEGT BARAOBRGIT VT, AFIOZR M2 HET
SRTELT., BFOREME LR L2,

o RIAHILSEIRSEEREEIC L Y Grade 2 M EOREMNES (RRBREEAE S
te) DRMABEDLIIBEHE
e WHO Performance Status 2-4 1 DB #H

@ VIRREEIMEAT - BROI/ MBI BT, FTRICHKY T3 BE I 5454
D EIT DN T AR O T RN SN TH BT AF ORI G X 2 L0,
*  WHO Performance Status 2-4 “V OB H

@ /MBI 34T DINHT - INERAEIFRIC BV T, TRICES T HBEITNT D
AR OBEIZOWTIE, FEHOREMPBILINTE LT, ARlOTEGEGHELD
AR
»  WHO Performance Status 2-4 &V O BH

& HBEHOTMICBWTFRICEY T 2 BETO0 T, A OESIHEE S 2,
M, MOTRERIRES 2 EARY, HEICAK G ERT L L 2ZETE 5,
o IEMMRE (RAHRREA 2 St ObABEX I TOMERO S BEE
({Z2ticBET 2HHE] QIZiEY LWEGIcRD)

o ETE BT TRIE R 5D D BE K UUEE N A E O I KAEME R A
LNDBRHE ((Ze2MIcBTaFHE) OICEY LRWBEItiRD)

o HORERSOSITBEALE L IBEREO A REERORFED
HLBE

¥ 1 WHO ¢ Performance Status (PS)

Grade
| o Fo (HERFREITE D, ERECERFLELX ST, BRALECAEEBSRIRAZ TS,
1 AEIOI B LTEENIHIR S L a s, TS T, SERLHBIFT S oA TE S, EREAEHTHIEYS
L— RO LRUKHERZHEBTELRELEEND,

2| HATHEET, AS0E0EbY Ol LS TIELSS, BRI TELR, AR S0%EH EESy MAGERITT,
RENEAZOEDELY QI L LHTEE, BRO 0% EEAy FIEFTRIT,
4 | EoulBdRy, BEORNELDOI F ok { TERY, BRIy FOEFTH T
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6. JETERLTEE I ~&3E
O WMIGEFIINA, BERFEE RIS 2 ERSICESE AR ORER UL

@

HOEDIZHELREREZHSICHEBE L CHOERTE D &,
BB R L, BENIF OFRRICESM R CEREE +03E L. RSsE
Tho®RESTDH T &,

@ IR RE BETEAT O I/ INBRLATE (235 1) B ARG P U B 1R O HE R R I

BT, PD-LI BEELRR L L CRROBRE ISR 5 2 L8 E L
VA, PD-L1 FEEREHHER T X 2VE AT, AR O O & & el L
5D L,

ERBWER D<= U A Y MZoNT

FEMERmES (UHRITRE 2 E0) RAhbbhdZ LiH 50T, MR
B0y, METR RS ok, REVE) OMERE O X BREOERS, 8
PrmiliT o2k, e, BEBIZIGUTHE CT, mMEF~—b—S0ORELE
Moz e,

infusionreaction 3% H o5 Z L A% 0 | 2 B H LA O AR B 58517 & infusion
reaction B3H LD T EBH A DT, AEREEHIREREZFORESL 4
(#2295 Z -, infusionreaction 23FW LN EAIIEY ALEEITI L L b
W, ERBEET S TEEOREEL HICHERTAD L,

FRIREERERRE . DR M ER U THREEEEER LR A - 252D
T, A% 5 B SART K O 5- 4R 1 e AR I 2 B RE AR 2 (TSH., W28 T3,
Wil T4, ACTH, M oA —VEORIE) %217, BEOREX 5128
Byanl, ¥, LEZR U THBREBSOERLEE TS - &,
AFOEEIZEY  BEORERCCERT 2 B2 bh A~ R BPRE
Rbbbhd 2 Eiihsd, BEE+IF . RESBY LURBSITH, B
EORBEGCE 2BWEROREEZZE L, MO ENDE AT 2 &, B
DRI L DRTERBR @D 2BEITIE. AR OREOKRIE, Sk g
BEREAFRLVEVRORESFEETE L,

BHERTE, BRI GHEIABBL THLEIERNRBETAZ LB H LD,
AANORGETHRICHRIEROREBUCH2ITEET 3,

AST (GOT). ALT (GPT). y-GTP. E U/ E v %m R A 5 FTEeres, fif
%, WIEHEEREH LD 2 085 50T, AFH LG R U 5 1R
T ERIRICATHEER T 21T\, BEOWREL O BET LD &,
RAEREHER. AREBREOBEERLLONAZERH LD T, AH
# 5-BRAEH R O S I T E RIS B RE R 21T, BE ORER 0
BETLZ L,

| BRI B S, ERBEY b7V RF— RZBL 22 B3HE0T, O
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B, BL, BHE0EROBFECOEEO LRICHaERET A2 L, 1 REER

RN EEIE. A VA ) VMR RET FOELRAEERITI L
AF|OBRABIZE W T, PACIFIC RERTIXERANEL 12 7 AFR 8 HEIC,
POSEIDON B Crife 5-Mtah 6 12 it 6 B, TORIZ 8 EAEIZ. AEGEAN
B TRATATABIRIES T E R, Wit s ER#E. 48 K E Tl 12 BEmICAERMED
M EATo TV 2 & 255 ARG PIEMAICERRE THROMEE 2T
5z &, 7235, BIRAREER RIFTEIT O FE/ IR 12 35 1T B AR IRAY LA U A
% OHERRECH T AARF OB EHMIT 12 4 A $ 7, FE/hHIRa i IZ 35T D AET -
BRI AT A AR OB S ITHTATHBIGRE & LT 4 BE T, INEmBIfRE &

LT1R2BETESTDHE,
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1. L»IC

EIE DA « BRMOTMRO T DI, B CESIC BSOS IER AR S
BB, b, TEOHFRHFOMESIC LY | FRERR 7 & 0B 2 5RIERE
FEELPRFBEINIPT, INHOEELZEICVNERBE RS 5 2 L ARED
REE R-oTHRY BEMBGER &L WEOEARGE 2016 CFRL 28 5 6 A 2 BRZERE)
BWTh, EFEEMSEOFERAOREEER S 2 & L Sh T3,

AHEABFEELT, EREAREZEM T 7 r A VBREEOERESR L8 LA
RBpDHZehie5, 20D APHROCLEMIZET 2HEA o8RBT 5 £ ToM.
BHEELOBELZMZT 22 L0HFINIBHE AL THERTS L L LI, BIfE
B L BRI LB RS E & B 2 & T — R OB & i 73 I g B ok A
THZEPEETHD,

LiedioT, RHA 74 Tid, ARBREPZETIRE LA TV D IEFKFW -
BHEMRMIC RS E | DUT OERR ORE LA LT T 28000 O LB B, £x
HECHEEBESELRT,

BRI, BIA T A i MATEOE NEEML EEBRRAOHEE, ARHREARE
ERARMES e, —MREFEN AARERNEES . BEREFEEEAN A AESES L
— iR EEEN B ARREBEFEEOH A0 b L ER LR,

| RBLRDERS T ars e GRETHIRL)

R LR DHREUIE - A NI
R R BN R B L 354 2 AR TG L 2 M MR IE TR O ME R IR

HREBDAERURE : GERRIA NG M)
A4 ZPENEER RO F R FE oAz nT, @mE. A
T 2 w7 (BEFHEEZ) L LT, 13 1500mg % 38
PRI C 4 [, 60 ARILL LA CEMEET 5, 0%, Fal
AT (BETFHEE L) & LT, 1H1500mg % 4 AR T 60
S ED T CRERET S, 2L, BE kg UTOHEED 1
Eli58iE 20 mgkg ((KE) 245,
(RR R/ RRAE L 33 1T 2 R IBI L SR IR IR 1 D MERF TR
W RAZIET 2 < 7 GBETHIRZ) & LT 1 E.1500mg
% 4 AERERR T 60 5B L2 TRIMERET 5, $e5 I 24 &
HHME T4 2, 0L, (K8 30 kg UTOBAE® | ERSEIT
20mg/kg (K& &35,

kR EE: TRNIERIERSH




(BE)

VAT F L OBRENIHE. RERCAE

SHRESLIASNR « /I

FERUHEE : YR FIF b LT 70~9 mgm? (FEHREHE %18 1ERS L, 472<
Py 3 EEKET S, ThE L s—Ak L, BEAEVIEY,

INRTZF - DHENIBR, RiERUHE

BRE ST BHR - B/ AR

BiERUHE  E., MAIEIALRTTF 2 LT, 1 H 1R 300~400 mg/m? ((F3RMm
) EHE5L, 22 eb 4 BRKRET S, ZhE 17— L, &KE5%
BVIEYT, Aok, BEREX, . KB ERC LV ETHERT D,

T hRY RO EHR, MBEEUCAR

SHEESLCT2hA © B/ AR

FRERCHE : = bRV FE LT, 1 AR 60~100 mg/m? ((FREFH) % 5 A MLER A
L. 3ERKET S, Zha 17— bl BERERYIET,
ek, BEBEDERB, ERICEVEEERT D,

ERRBIC BT AEER 0N - MR 13, BIREGR) O P5s~) &R



2. BFIOKEK., 1ERBFE

F a7 GRETHEEZ) (CIT TARA)) 1. B b programmed cell death ligand-.
1 (PD-LD) iZxtF 28 27 v Gk (gGlx) V725 ADE MlE ) 7 o—F L
piiETH D,

CD274 (PD-L1} {X. A£ENICH W THERRMESICRE L TBY ., EEkLzY
B (T #HHBE, BHRE T F a7 057 —THE) SI2HETSHCD279 (PD-1) &
T CD80(B7-1) LG L REEEZRITHIET 5 L& 2 5TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), %7z, PD-Li it. fEx OEEMNIEIC HEH
LTWaZ & (NatMed2002; 8: 793-800. JImmunol 2003; 170: 1257-66) D3 STk
Y. PD-L1 & PD-1 &4 L7 #B6#EI3, RESRAR ASHUIRAT A7 T Ml b OBE % [F
BTABFO—2E LTEZELLR TS,

AFCX, PD-L1 OfasMEIRIZ S L. PD-L1 & PD-1 OEAZAET A LSk
D BABRKRNZ THIROMREEEY2HEE L. BEOMMEZ I+ 2 E£20
hTnsg,

FRIOEABFICES BEOCRELUSIZ L2BWERE RS b b, EEXIIRTIC
EDLWEENH D, AROBREHRUEERIZIT, BEOBEL THTTV, BRERR
B HRZEAITIL, R LRI U R A & R A ORI & e LS
GBI 21T, BEORELGC L H2RIEARRLR 25510, AIBEE RV
EUROERGEOBEAE 21T O LERD D,



3. EERER
TR | R e s B MR R SRR TR (2 5 0T B AR B (L SERURH Rt DO HERHRED
AR M 2T - - E R BERERORE LT T,
[BaniE]
O EpItRE NS (CASPIAN )
(b2 RE O 7 M R B/ AL FR B! (WHO/ECOG Performance Status 0 it 1)
537 il (AH & BARRESEES (DA EFFF o RIZVATSF )+ FEY F)
[AFIGF AR 268 ], BI&RIBMIEER (WVARTFF LV ATTF ) +=
AR R [ARREES269 #1]) (HAN 34 f) [ARFIOHREE 18 41 XTHEE 16 #1]) 25T)
BRI, KA. BERMEMBER (ILVRZIF oI ATFTF ) KUxE MR
v PR HARE LSS 0F MR UESE AR L,
AT OfE R, TEMIEE TH 5 0S (hR{E [95%EHXM]) (336 oA~
v Ry b, AFIBEREET 13.0 [11.5~14.8] A A, HEEET 103 [93~11.2] FATH
0. AFIGFRB B O LR ENICAERIER R L (N — FEb [95%(580
KR 0.73 [0.591~0.909], p=0.0047 [JE%H! log-rank KA7E, A BEKYE (W) 0.0178],
2019 E3 AN BT —F A2y A7),

*#1 ; {5 30 kg #A+>DAmerican Joint Committee on Cancer {8 7 M) OV X iX@DEFRMIZH 7B
OFFERAH B E L IEE R ES K E VI L0 R Y TR TR AR R RR R T R — R
BRIZINE B & L0 T3~4 OBREPHEAIANBIE,

3 . AF 1,500mg BEUHAETTFL (AUCS~6) XiTP AT TFY (I15~80mgim?) OWVTFhink
EBH A0 BAW, Shizx PRV F (80~100 mgm?) =&V A 7401, 2, 3AHKS3
iR TRAR 4 F 1 2 AR5, A 1,500 mg 4 4 BRIERETERS Uk,

#3 . BAFETZF (AUC 5~6) REL AT T F 1 (15~80 mgim?) -OWFhhid &4 7001 H
Biz, $BIT= PRI E (80~100 mg/m?) &4 7A@ 1, 2, 3 BB 3 BB CERK 6V

ATNVEE L,
. O3k (A)195% CI
e — FHPAR 13.0 [11.5~ 14.8]
o x"\ fo:icr.] 103 9.3~11.2]
00 Py A= R [95%CH] 0.73 [0.591-0.909)
% o7
=
r05
ki
Y o8
(X1
03
02
o1
Q
Q 3 B8 ] 12 . 15 12 21 24
at risk¥. BB YO BE
EHEFAR 28 244 214 177 118 &7 25 3 Q
Forict=3 260 242 20 153 82 a4 17 1 0

1 FEfEHTEED OS @ Kaplan-Meier #i#g (CASPIAN #U5k)
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@ EHEEEFRFBIMAAER (ADRIATIC 5

RIGHI R L 2 MR SRR R 8 IR BT RS b 2 WIRRR/ R b E B
(WHO/ECOG Performance Status 0 X% 1) 530 ] (AHIBE 264 ], 75 & E#E 266 )
(BAN 50 5] [ARRBE1OB, 7R3 6] 230 28, FHEEREE
BT 42 BUNICERIL T 7 R e RE L ERS ORGSR USSR RET L,
PR - B, AA 1,500mg SULT 528 % 4 BRRMRCHIRFR G5 2 & & Sh,
RBAEITE L3R ET IR TS T2 CIIR/RAR 4 VAR Q6941 2 0) #5
BT AL & Shiz,

PR DRSS, EERHBEHE O Th 2 5H P PRFHMEHIE K & 5 EEE
EAFHAM (BT, TPES]) (08 #F DA~ b) DR RIZ VT, AHBEE Y T8 R BEC
*f LBLET FHNC A B LR 2o Uis (N — R [95% S 8K ] £ 0.76 [0.606~0.950] .
p=0.01608 [J&7 log-rank ¥E. FEAME (M) 0.02805], 2024461 A 15 BF—2 %
v bAT), PFS OFR{E [95%ZMER] 3. AFIBET 16.6 [102~282] B A. 75
AR CT2 [74~129] HATHo,

Fe. b —DOFHEFHIER TH A LATFEWRM (LT, Tos1) 261 oA <2 k)
CDWT AR 7 E R B LA POICAERER 2R L (N F— FE[95%
{EHARI]:0.73[0.569~0.928]. p=0.01042 [ JE R log-rank 17, F E K (FH#1) 0.01679]) .
2024 F 1 A 1S BT —FH v bAT), OS OFR{E [95%IEEEM] L. AFIBET 559
{373~NE"?] B A, FZEHREETI34 [255~399] HH THot-,

*1 : {F & 30kg #B>2 American Joint Committee on Cancer (AJCC) / (UICC) (&8 KR -5 < BMAH

M ~MHOEE (1 NILHOBAEEZMICHRTEERBE) BEAAN bR, (L3
LG, BERFENREES CRTIFURBIALETSFL) Lx bRy FEOBEREE 4 ¥
AZNARIR LIRS Lo, HSRAEEL LT, 6 BRI TREE 60~66 Gy £ B5+2 18 | EOE
WY RIS AT 3 I TR 45 Gy 28535 | B 2 BOMERAERHEO\ S ER
Ltr, TRAHOR BB IS L AT O BT TR TR & SR, (LSO E T I e L
WAEALE TEREOEY 5T 1~42 UMK T35 2 L & L,

*2 . HEEBE



"PFS R (A)[95% CI|

10 ’
— 16.6 [10 2~28.2]
'] a— T3 B2 TA~128]
. svif= FIL[E%CH .76 [0.606~0.950)
» or
5
2 a0
T
; os
&
[T -
B 1--*r-1-'r~.|-
el T T A e bt M
6.2
a1
0.
L] [ 12 ] F 30 E' 42 48 54 ]
at sk A B Do Ky
nn 204 wr n3 L1} L] $1 u " 10 A o
ER= 186 10 e m Lx L8 n 14 5 L]

2 REfEMTER O PFS ¢ Kaplan-Meier Bh## (ADRIATIC #5k)
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0.1

OSdeR{E (A)[95% CY]
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—— IS AR 33.4 [25.5~39.9]
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[Z4t]
O FEBLRFEMIERE (CASPIAN 3#5R)

A E LT ARIBERIRE 260/265 ] (98.1%) J2 USKHIBRE 258/266 ] (97.0%) _wu&ba
i, ARIGFRARHCRBN T, A L ORRBEEAEETERVWEEES RBIEAR) |
156/265 # (58.9%) ITREH biL. FO I LT (Grades) 1. 1/265 #] (0.4%) TH
T, ARIGEREECRIAEN 5% FORERII FTROEBY Thok,

F1 FABEMCHEAES S%ULOBER (E2MMITRER) (CASPIAN HEY)

- Al (%)
MERRSE / BAE
(MedDRA/T ver. 21.1) ARk R Q63
B % Grade Grade 3-4 Grade 5
= 156 (58.9) 40 (15.1) 1 (0.4
MR LT v AREE
£ i 21(7.9) 2(0.8) 0
Bk E 21 (7.9) 9 (3.4)
PSR E
B MR BE T 21 (7.9) 0 0
AR R RE R T 23(8.7)
fUihe L UREREE
BHRRGR 21 (7.9) 0 0
BiEEE
T 14 (5.3) 2(0.8)
Ei 32(12.1) 0 0
—f% - EHEER LU S O
. SIE 20 (7.5) 1(0.4)
T 16 (6.0) 0

BB UTCHEEER 2 FREA BRI OS2 =T, AR BV T,
FIUEMERIR R 7 5] (2.6%) . KBB4 1641 (04%) . EBEOTR 24 (0.8%) . JTHERERE
= 1441 (53%) . HARIEEREINTIE 23 41 (8.7%) . FURARMEEETTHERE 25 41 (9.4%) |
RIBHEEREE 2 6] (0.8%) . 1 BUSERN 2 6 (0.8%) . infusion reaction 3 (1.1%) .
FERELF TPERIBE 2 4] (0.8%) B b, T2, BESE (MEHBAS) | Hix-
BRI RMIRSE, DR, EEMEE,. TRCHEEREE, Bk, St MR R
BOFRFHRE IO bR ho iz,

@ HEERHERBAERE (ADRIATIC AR)

B EFEGUTAKIRED 247262 B (94.3%) BRU7 7 &R BED 2347265 15 (88.3%) 1232
H oIz, AFFCBNT, RKElE OREBEBS/TETE f;b\ﬁ%%ﬁ% (BITER) 42
176/262 § (67.2%) 78D BIL. F0 5 HLIETH] (Grade5) 1L, 2262 B (0.8%) Th
2Tz, AFPETHRERL S%ULOBEMATTROLBY -czfco i

8



#2 FABCREARYR 5% EOBHER (Z2AERITHKER) (ADRIATIC RER)

PREBIRSE /| BAGE e ﬁ{jﬁt ({2;02} ) —_—
(MedDRA/T ver. 26.1) =
y 4 Grade Grade 3-4 Grade 5

2ERIEH 176 (67.2) 23 (8.8) 2(0.8)
P

IR AR S TUEE 23 (8.8)

RN i 39(14.9)
it L PR BEE

BARELER 22 (8.4) 0 0
MER AR, MaElis X UMERRREE

Pl % 24 (9.2) 3L 1(0.4)
BlgEE

T 13 (5.0) 2(0.8) 0
FeE 3 LU TS

% % FEIE 25(9.5) 0

®Z 21 (8.0) 1(0.4)
—5E - RHEER USRS MO

4 73 5E 13 (5.0) 0

9 5 21 (8.0)
ER R A

FZovTPIi/) o A7y — ¥l 13 (5.0) 1(0.4) 0
n

2k, TSRS L SHREARILRROEHBER 27T, FEFICEVT, M
EERE . (BUR RS 2 &) 45 B (17.2%), EEO THI 241 (0.8%). NTHRENE
oS - REALEERRE S 25 B (9.5%) . HURIBMSHRIRTIE 39 B (14.9%), FUIRBREERE
TOHESE 25 4] (9.5%) . BIBHEREREE 3 4] (1.1%)., T IRAGEREREE 2 41 (0.8%). 1 295k
R 160 (0.4%) . D2 1B (0.4%) 0 M 161 (0.4%), FREIEE (FF5 0 - A1
SRt 2 de) 3 (1.1%) . infusionreaction2 7l (0.8%). FEZ 1 # (0.4%) 5RO 5
niz, £, KRB, BEE (MEMERS). Bk - FSUHRAE. BEFHIENE, &
FE R BB E . FEBGEF R ERE ., TR E L, BEiEg. sobE il REME B OV
FERBNIIFED Lo T,



4. HERRIZOWT

ESR Y X7 EHEE RMP) LS | ARIOEERZEEERIERH~O% D {EH
BH DM Tho> T, AFOREG P EDEBELBE - BEL, FAAOBREICL Y EES
AREER R L BT 5 2 L R ERD. BT OO~@04 T &7 3
FIZBWTHERTZETHB,

D WHIZHOWT

D1 TRED (1) ~ (5) OVWFhNHELT AR THLT &,

m J‘i?ﬁ’@]kﬁ?ﬁﬁbmﬁ“éﬁ>hﬁ§¢?1§#ﬁ@5%ﬁ% (BRI 8 A T BT L 5
f[mmmf\ﬁ%@%iﬁgﬁrh g2 A EREE 2 B

2) %EF&

3) %‘Bﬁﬂ?%’ﬂ%iﬂ?ﬁm@“‘ébb SHCERSAT (A3 AR ERDL. BN ABRERE

BIRbe, 2 AR HEE R e &)

(4) SKRALFHEEARE L. SSEEE DR 1, S RIER L EREER s 2
XA AL EREE R 3 OMER YR D B &21T o T DR

(5) BUBMERERERL A EEMNE OMERARIR L BHEIT»> TV B

@2 MO REE R URIE R BB ORIGIC 4 2 58 & KRB HoEM (FRO
WP ST BER) 2, SEBRROARICET IROBREE Y LTEE SR
TWAHIZ &,

#

. EMRHIREE 2 EOVIFHELE T LIH&IC 5 4L L0 5 ATRIRDERRIHE &
ToTnBIE, HbH, 26N LT, BAEMEES T L Uk BREESEOME S
fToTWBa T L,

EMiRITIE% 2 FOTIBHERET Licglc 4 £0 FOBRERY G LTh5
Tl b 3ELURE, WO A KSR 2 ST IR S O BRRIHE 217 -
TWhHZ &,

@ BRRCERSEREHEOFHIZONT

EE ARSI ET 5 BEESRE Sh, BIEQES LOBERED, A0 . &
EMEEFNFEROEBRR NEMS I 2 EH R, AEFLIRE L ES0RE
#B., ERFESLHIITONBEHINE-STWAH T L,
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@ BHER~OHRIT2WT
@-1 HEREHIZET 5 B4

MU PEE RO BE AR RAE L BIZ, 24 BFRBERAH O T, Yk X
FEERR BT, BRUABEWER G U TAREEE O CT ZORER Q&R
ELRRBEOHERNYBRIZELN, ELICHGARERZERIE->TNEZ L,

®-2 ERNEERICL 5 FEESRCET 3B

BABRCEL IFEMN2 MR OEEEZE T 2EFREFEDEERE=2 )7
EEHIEERORY V== FETWERE L ERE LT TE 25— AERKRINE
BERTWBZ L, 28, BiERic >V, BABRF L FOEFITHSICBEMINT
WA &,

®-3 BIfER ORI LT

BIER (MBS (BUESRMIEA 2 &), ITHREREE - IT 58 - BEMERRE 2R,
RaIBESE (FRIREREREE, RIBEEES. TEAEERS). BEE REERR
) infusion reaction, KNGS « WD FHI. | BUBEIRAT, Fhsk - BRECTRRMARIE . D522,
EEMEE, Bk, MM ORAE. MR, EEORIEESE, WREE (¥7
o R — R EE D) . (EFEIEOT R R ORENMEIT PR E ., BB L. BER,
FREFERBEE) 28 LT, YR SULITBEFSEOEMEL H 2 EmM & E3E L (B
ER OB S L TIRERURESZ T oh A&t IzH o2 L) BEHITHEDR
LB TE BEHIBRESTWD Z &,

11



5. BeERRL D BE

(A28 23]

O FROBEFLBOTAE, ASRIEMEES IARTFFL ULV AT T
V) RO RV FEORBSEOFEMERRENR TN S,
o (LSRRI 22 EREL N R B B

@ TROBFCSWTAHOBEMBEDEMEINRENT NS,
o HERVUEMIERAE ST RIGIEFEEREER ICERETARD L
OBR R N [ 1 ~TIE0 (1 X3 004 R s BIR R AR /e 34 ]
VR L THERT R M T 5 8838

@ FRUCHYST 2 BEICRT AR OB ER R FIEIC VT, AR O

PR SN TE LY, FAOBERE L 252,

o DTAROHDHERT SN TRV O T EMIEES & O 5

o EERTUBMIREA A S TR TSR L B SRR O TR IR O 72 R N
N R K B AR DS

« A RIUEMNIBEA S S AR R FU R RE IR BT AR bk
BB =3 5 L AR B | 5o 2 AR D 4

o NI BT B IR & LT ORSOR S

[Z2tzBEd 2 F1E]

O TRIZEETHBFLCOWTHEHARORSBER L SN TWAZ Eb, #5317
Dlawnz b,
o ARAOES I LHBIREOBRER O S 5 BHE

@ [RFTINIFRMERIC 31T 2R IGI L E B RIAR OREFRIRIZI BV T, FRITH
Y2 BEICRT BAF DR EIZ SV T, AMOZEMBHET SN TELT, A
AIE R o E BN/

o ARTARULFETEBIC X 0 Grade 204 E DBIEMEMIGE (RRBMIBA XS
1) OFEELRDLNIZBE

@ HEERTOFRIZ BT FRICERY T2 BFIC 00Tk, AR OB IIHRE S i
2. MOBRBERIREN 2 VB AICRY | MEIAMEEHET O 2 ZE TS B,
o EEMRES REEMEAEET) ObbBE LT OEREDH S RE
([ZetizET 2FHE] @QITHY LeWnHAaIRS)
o BOETESIREE TRIER RO b B B R O 2 S O I SR Y
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BabnsB#F (et 2FHE] QITES LAWEAIZHES)
H DA EBOSH T 28 L 3B RO B DREE B oITED

HHLEBE
s WHO Performance Status 3-4 ®V HBE

1 WHO ¢ Performance Status (PS)

Grade
0 Fo MR EH TR, ERECERFSE LT, HBRATEFL AREESHRER TS,
1 BIAEETICE LUIEENIRIR S h o 25, BITATHE T, BIERSPLEIITHI W TEL, ERELER TS
— R0 R MERSEESITEARELEEN S,
2 ITHEEC, BE0EDEb YOI L S TEDS, FRIITERY, BPO S0%LL LISy FATEHIT,
——3 BOENEBSCHEOERY O L LATERY, BRO 50%EL EE2y FakF TR I,
4 | Fok{BAy. AFOFOERIOIEEEo (TERY TRy FRET TR IT

13




6. BEBLTHEETREIFHE

@ ARSI L, BT EE SR B RS I S & A O K R OB T
AD DI NBEIRE R e+ B L Ch RIS Z L,

@ BEBRICENS L, BENRFORECEDERREREL+ARBE L. REEH
ThbLESTEI L,

@ EARBHERO~R T AL Mo T -

RIEMNRSE (AHEBEE LS BHLbNA 2 ENH 50T, JHER
(B, MR EE, Nk, REE) OFRER UMY X MREOERS. HE
EHmITo bk, £, MBS U THE CT, mMiE~—b—S0OBRELE
W3BZ L,

infusion reaction A& B 5 2 L A3 Y 2 [@ B LA O AFIEE 5851 1 infusion
reaction 3HHONDHZ EBHDHOT, ARFRERHZ I ENBE OWREL 4
WZHBET 5 Z &, infusionreaction 2352 LN G E BT RABRITS L & L
W2, SERAEET A TEREOWELZ FAHICHRETS Z L,

RIS, RIBRERER OV TREBEEERS LA BB 20
T ARAIR S R AT R O SR H i3 @ I N2 WS HEM A (TSH. 778 T3,
BEBE T4, ACTH, H SAF Y —VEORE) 2170, BEORES 28
BYazk, ¥, LECE U THEBRESOERLER T2 L,
AAOREIZLY | BEOCHERINICERT 5 LE L LI 5k, RRBELHE
Bobbhs Zenibhd, Bz +H5ITV. BERBDLREAIZIL. @
EOGRERIG L 5RERAOERZZE L, MO ENBNETS 2 &, BE
DRELFIN L DBRUFRAB DI SHBAITIE. RAOBRGOWRE, ik 3F
BRERVEAROBRSEEEBETBZ L,

BEMRTH, SRR LB ARE LT BRIERAREST 52 L 8557 b,
FERIOREE TEIZHEEROBBRICHS5ITEET S,

AST (GOT), ALT (GPT), v-GTP, B VA %0 LR A4 ITHMEERE. BT
F. MM EREH LI Z LBH DO T, REBSHARNTR O 515
HUXE R TR E 21TV, BEORER oI BIRT A &,
RSB IEER, RAREBAEOBEERHObNSZ ENHEDT, &H
B 5 BRRARI R DR S HRRT T I ERMIC BREERE 21T BB ORRES 41
BTk,

1 BRI S G, BERFEES P 7V PV RERZEBHLIDT. O
B, B, BUHEOEROFELCMERO LRI FSEETH 2 b, 1 BER
ABRRONIIGTITIE, A VR VBB ERET AEOBEYLNEEZITY Z &,

@ CASPIAN HEBRIZBWTCIZEERREL D 12 AL 6 BE. 0% 8 BEis,
ADRIATIC BHERIZRBWTIE GRS 72 AL § AR, 96 BIFE T3 12 8.

14



ZOHIT 24 BEICAESHEOEMEIT> TWeZ 285BI, AFREGFITEHD
I EESRE THROEREIT O T L. k. [BREL NI BT AIRIEREE
WORBREE S OMEFRRRE S L TORK OB SR II24 A AL TLT52 L,
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1. iZLdic

EHROFE - REMEORRO T HITIE, AT ISl E A 255K
WHILD, EbIT, IEFEORERHOESC LD | PUREER 2 Y OEHN L FRE
FBFEELNRRBINLIB T, NEOEERFECHERBEICRIT 2 - &0
MO E 2> TERY ., BREMEBGER L kEOEASE 2016 (FRL 284F6 A2 H
BERIRE) IZBVTh, BPNERSSEOEAORBIEEEZ RS -k F ShTH
%,

FORERSFEES S, SRERASEAN T 0 7 7 A VRO EIES X I 5 A
BRAHEZENDD, ZOLD, FANMRPEEMEICET 2EHB+2EFET 220
M., YHEERROBRELME ST L RFIhIBECHLUTHERATI L L
%, BIERMSSE LB RE RIS E & B D &SR — 0 B 2 E
BCHEHTAZ L NEETCHD,

L7edio T, KAL FIA T, BRBMLS I NE TIRELA T B ESES
i - BHERRHICES% | LT OBEEROREAZHEH &G 28050 b LERE
e, Zx HFROCBESHEERT,

RI, EHA BT A ik, M TEEAE K5 E RIS Ak AR
ARAERYS, REHEA D RERNBIESRC—EEEA B AFBES oW
Hobh EER LR,

WELAAERN  Fal w7 (BaFdEiz)
K& L BB - GIBRIRAE 2 FEAR A
WELLARERUVHE B%E . RAICRT 2 U7 GBETFEB ) 2 LT, 15 1500
mg % 4 HREIE T 60 MILL LT € SEEET S, =L, &
B30kg LT OBED 1 MR 5 EIL 20mgkg (RE) 45,
B R X E TR NIERABALH:
(BE) -
RLRY A7 (BIETHRZ) OMEVIZE, BERVAR
PRSI « SIRARRE A R R A
MERCHE  FaAr <7 GEETEBL) Eoftiicksnc, @B, AN
AV AT (BiaTHMZ) & LT, 300mg % 60 /5Ll EAiF CEEA
BHET Do 272 L. KE30kg DFOBRAED | MRS EIZ 4meke
F) LT3,




2. AR, EREF

F a7 GREFEBR) (BUF TRAD . & b programmed cell death ligand
1 (PD-L1) x4 24E o7 ) Glx (IgGlk) #7275 A0 RE ) Ja—F )
mEThs,

CD274 {PD-L1) X, AFENZBSWTHRETHRESICHEE L TBY, HEbkLZY
R (THIME, BHIBRE U F 27457 —THlR) SIoR8BT 2 CD279 (PD-1) &
' CDRO (B7-1) &AL, ENELZACHET S EZL6NTWVWS (Annu Rev
Immunol 2008; 26: 677-704. Blood 2010; 116: 1291-8), %7z, PD-L1 i3, fE« OEEHIkR
WHIBELTWDZ & (Nat Med 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 43#R%
AN THEY, PD-L1 & PD-1 Z4p L7z@KL, BEEMESTURAERN 2 TR H DI
BELEMT AWFO—2L LTEILNL TS,

KL, PD-L1 OfMRSMERICES L. PD-L1 & PD-1 OESLXHETAZ L i L
0. BATERSRE THBOMBREEEM R SR L, BEOREELIME+2 2 Z22 56
nTwa,

AR ORI -5 BEORERIGIC L DRIEMER S bbh, BEREUIRTIC
ELAREMRH 5, FElORSTROERSHIZIE, BEOBEY75iciTy. BEHRE
D ENFEAICIT. BELUEFRI0S UM - RR A EM & EE L CE
YRR 1T\, IBEORIERINIL X BBHER BN BAITIL, BIFREF
T HOBRESEOEEIMBEEITILENDD,



3. BRREGE
BB RE7e A IR O BRI MG # 1T - - =R B RRBOKE S =,

(Fzhtt]
[EBRIERE I fAEER (HIMALAYA #ER)
EHLFHEBEREO LV Child-Pugh 53 A OURAREZLIFMAEBRET (ECOG
Performance Status 0 301 1} L1718 (R&I+ L2 Y A= (BETFHEEZ) (BT,
LAV A7) 2 IARKIOEHRE 393 1], ARBNHIMEE" [AFK BMEE 380 )], >
Z7x=7 [tEERE 380 1) (HAA 108 B [AFIGF AR 34 Fl, AABANEE 45 4, =t
RRRE 29 ] 231e) BB, AFE P LAY AT RHFRARE LI-B e R UERA %
B LB O IER LS R L., ,
ERFAEE & Shic2£FHH CUT. T0s)) (PRE [95%FHIXM]) (836 4o
A b)) bE, AFIGEHEEET 164 [142~19.6] H H. AFEMEET 166 [14.1~19.1]
AR ARBET 13.8 [123~16.1]1 HHTH Y. ARHIGFFHEE S BB LETE SR
BRERETRLUL (AF— R [95%EHEIKR] @ 0.78 10.66~0.92], p=0.0035 [JgH
log-rank M, AEAE (WD 0.0398])., i, AFHEMBEIZ>NT AY— FEhoH
BAMEICHIS L EEEE O LIRS FRNCRE LT ELt~— P Th 5 1.08 % FE
ST Z Einh, ARBIHBE O REHTST 2 EEMRHEE SR (N — P [95.67%
B : 0.86 [0.73~1.02]) Q02148 A 27 BF—Fhw h4 7).
| RETRE GREKT 2 0 — VEAEE, T UA ISR, A 2 o, TR
/TR RIS, MATSIIES) OER &2 5BE RSN,
*2 0 AA LS00 mg BT R LAY LT 300 meg & 1Bl # O 4 BREORBEA LT, A4 1,500 mg

% 4 B TRIRAE S,
*¥3 1 A 1,500 mg & 4 EREFRE CERIRMZS Lk,



OSiE (A0 [95% Gl

— EHER]$ 164 [14.2--19.6]

— 138 [123~16.1]

st —FHE {BE% ClI 075 [0.66~0.02]

"""H-..“
03 oy il P I.
k. LLL T
b2 HiSi—,
|8} 'i .
0.t L
q

0 2 4 6 & 10 12 4 46 18 20 22 24 26 25 20 37 34 36 3B 4D 42 44 45
RirHBTH» 0B (B)
At riski
#F {1 393 365 335 308 285 262 235 217 197 160 176 168 158 150 119 98 75 &5 32 19 11 1 ©0 0
FTIF 389 266 310 283 255 231 211 183 170 155 142 131 120 106 79 62 44 32 21 12 5§ 1 ¢ O

H’r Osthsia (E) [95% Ol
0.8 N — LI 166 [14.1~10.1]
N — @EE 138 [123~16.1]
085 '\ A FE {95.67% CD 086 [0.73~1.02]
%« 07 |
£ 08 |
s
#
& 04
03 1
02 1
a1 4
k] e .
¢ 2 4 6 B 10 12 %4 16 18 20 22 24 26 28 30 32 M 36 3IB 40 42 34 46
Eieatliy o0 (B)
AL risk

*HHUET 359 368 327 285 266 241 230 244 199 183 165 160 153 133 107 BT 61 39 27 20 16 & 2 O
AEREE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 O

K1 OS® Kaplan-Meier Hi#



[féﬁ}

EIBR LRI 1 A58 (HIMALAYA 35R)

BEESUTAFIBEARE 378388 B (97.4%) .
BREE 357/374 5] (95.5%) &

WHEESS (BIER)
317/374 il (84.8%)

AFNE IR 345/388 7] (88.9%) KU

WCRBD Bz, W OTREREE & ORREERE R ETE A

i FALEFL 294/388 1] (75.8%) . 202/388 7] (52.1%) KR

ZE E"n Z® 5 BLFETH (Grade 5) L. FIFH 9/388 15

(2.3%), OFIETN3374 6] (0.8%) Thoto, WTFNIOE S THRIBEMN 5% -

DOEHERRTEOLEBY TH-T-,
£ 1 WTFhHOBRERTCHRBENS%U LOBHER (vt Em) (HIMALAYARRED)

ERERIKSE /
AR
{(MedDRA/T ver 23.1)

Bl (%)

ARFIGFAEE (388 #1)

AFHEAERE (388 i)

WEEEE (374 £))

4 Grade = Grade & | Grade | Grade = Grade | Grade
Grade 3/4 5 Grade 34 5 Grade 3/4 3
2RIEMH 294 95 9(2.3) | 202 50 0 317 138 | 3(0.8)
(7580 | i24.5) (52.1) | (12.9) i84.8) | (36.9)
PN i
R B R T 31 1(0.3) 0 8(2.1) 0 0 2(0.5) 0 0
(8.04
F R R R I T A R 0 0 15 0 0 | 8D o 0
10.8) (3.9 ]
B LUREREE
AR 21 1{0.3) 0 10 1(0.3) 0 45 | 2(0.5) 0
(5.4 12.6) 112.0)
HlESs
TFHI 64 13 0 23 [ 5(1.3) 0 145 15 0
1165 | (3.4 (591 | i38.8) | (4.0)
s 20 0 0 13 0 0 36 0 0
52y | 3.4y 19.6)
g 10 | 2(0.5) 0 7(1.8) 0 0 19 | 1(0.3) 0
12.6) (5.1%
FEsE 4 (1.0) 0 0 4010 0 0 21 3(0.8) 0
15.61
AP 4 (1.0) 0 0 2(0.5) | 1(0.3) 0 27 | 1{(03) 0
17.2)
BER I UE FEEE e —
D FEAE 66 | 0 0 28 0 0 21 1(0.3) 0
| {17.01 | 17.2) (5.6}
95 76 | 6(1.5) 0 29 1(0.3) 0 47 |4an ] 0
(19.6] | (7.5) | 12,6
BLEE 1(0.3) 0 ] 3 (0.8) 0 0 48 0 ]
] ! 112.8)
Fx . REEFIET | 2(0.5) 0 0 0 0 0 164 33 0
EREREE 439 | (88
—i% - EHEER S OB oW
e 30 | 6(15) 0 25 0 0 55 | 5(1.3) 0
{77 | 16.4) (14.7) -
o F 11 2(0.5) 0 14 1(0.3) 0 27 9@ 0
(2.8 (3.6) (7.2)
s 5 [ A
R LE 3(08) | 1(0.3) 0 2(0.5) | 1(0.3) 0 56 | 20 0
: . (15.00 | 15.3)
WEIR AR, HaERE L UHRRREE
FEFEE 1(0.3) 0 0 103 0 0 19 0 0
| i5.1)




PRERIE / C i (%)
B . - —
(MedDRA/J ver 23.1) AE AR (Gss ) | AABEEE (G884 | EE (374 5
B |
 FIErTIS T 18 [ 4010 0 22 513 o0 8(2.1} | 3(0.8) 0
A7 =T —EHN (4.6) . (5.7) — |
T2 —EEm 21 10 | 0 7(18) | 2005 | o 4(1L1) | 1(0.3) 0
(5.4 | (2.6 .
 TRARITEVET I/ 22 |92 0 25 | 923)| © 10 | 616 0
FELAR7=I—PH | (.7 (6.4) 2.7
jmn |
) S~ RN 25 | 17 0 12 | 821 0 0 | sen| o |
16.4) 14.4) 3.1} {2.7)
(SE R 7(1.8) | 1(0.3) 0 2005 103 | o0 27| 2(0.5) 0
(7.2) |

Frds, AFIPHHBEC BT, RAEMITER S F (2.1%), KIEK 8 Fl (2.1%), BEED
THT13 8 (3.4%) . BFHSAERESE - P4 - SR LMERRE & 57 @1 (14.7%) . FORAREREIR T
JE 43 4 (11.1%) . FRIMERETLHEE 39 B (10.1%) . BIRHEEREE 6 B (1.5%). T3
AHSREREE 2 ) (0.5%), TBHEE (RIRIMREZAS%) 361 (0.8%). gk - HAHRIARE 4
1 (1.0%) . infusion reaction 8 i (2.1%) . L5452 5] (0.5%) . BIERSIESEE 2 1 (0.5%) .
BEEOREREE 1 6] (03%) . MREE (F72 « NL—EEHEEET) 546 (13%).
BESS 4 1) (1.0%) ASFD ST, 1 BUBERIA, BEMEF PEREIE, M. LB ZL,
B . S i NS E B VIR SEERBE IR B e o T,

Ein, AFIBEMEHC VT, FEEMA RN (1.5%), KBzl (0.5%), EEOT
FI5() (1.3%) ., FFEEeeREE -« TR - NS 2544 (13.9%), FRERERERIK T HE 156

(3.9%) . FLRIGHEHE FUEEAE 1201 (3.1%) | BIBHEEERE 445 (1.0%)  1BUBEIR 7 1491 (0.3%) .
infusion reaction 5% (1.3%) . LB LA (0.3%), BEREMEIPEIH) (03%), BEOKE
RS 1)(0.3%). WHRIEE (¥F o - AL —EREEL ST 14 (03%) . BER16 (0.3%)
NERH LI, BEE (MEMERS . BR - EEORAE, TEERERES. B3
PRI RERIBDRE, BN, B EETL, BRI MWRIEE R ORI ERBE IR ©
Hitlen-oi, ,

ARWEARFRA I BEEES LSRR YT,



4. HEERIZOWVWT
ERbMn U A7 EHEEE RMP) RS RAIOEELEEMERILE ~0 W EE
BhHHMRTH>T, FHOREED2BELDE - HEL. AEOBRSIZ X VES
fi%‘l@ﬁﬁ%%&ﬁbtﬁ“ XD 2 EBRERTD, LFOO~@0 T Tl
RIBWTHERT 2 R&TH A,

@ HERITOWT

®-1 TR (1) ~ 5) ONTFRDEEYT AR THE L,

(1) BAEGBRERPEES 505 ABFEEEN RS BT A SRR ISR
Hidee A8 A B BB EE A AR s, Mk A RB R 7 )

(2) REMBERER

(3) FEMNRAMFELEET 2B ADEEERE (BSA DRI TR, 2 A DR
WRbE, 23 AREEEREER A &)

(4) SRALFFREE L RRE L A REE P EER AR 1. SORIEE L FE s 2
ARG T HRER R 3 ORERICE LB 21T TV A ik

(5) PUEBNERREIANL ST & BNF O Wi s AN 4R 2 I £ 1T > TV B Mgk

D-2 AT#IE O Sk R ORI {’Fﬂ%%ﬁﬁ#@xﬂi WA el L B AR OEM (T
KOWTHPIEZY T HEM) 2, S%2BBOFACET 2 BEOBETE L UTRE
ENTWaZ L,

%.

B4 TS 2 FOMBFHERET L% 5 FL_E0 R ABROBRIHE

ToTnaZl, 9B, 2 EEL B, BAEDEESY T L LBRERBEZOE

B < AN AT TN

| » EMSFREE 2FEONHIMERZET L% 4 FL LOBEEBREE LTV
&, 95 3 FLLRE, R OB AEYRE S DR O BRHE & |

ToTWnBIZ &, |

Q@ READEXRFREROEH I OWVT

EEGEREHRETIEEEPIEB SN, NELCE L OFRED, HOM - £
SMEEPRFROTER CEME T D ERRUE. AEFLBELE LIZIBAO@RE
R, FREPHIATLONAEHSETWNLZ E,

@ BIEA~OBIRIZ2W™T
@1 Wk BT 2B

ﬁaﬁ’g:'@ﬂﬂ%%%@i'%&@%m PEAELBNT, 24 IFFRRFER OT., Yikitisk
PO IS BT, BEUZAHERIE U TA *M@&U CT ZDORIEM @%L%'Jh_
BRLREOERPYBTIIE LN, BEhHIHISTEAEHBIE- TS Z



@-2 EFREFH I L 5AFERANSCE T EH

PBABEICED D BN RER I UKL T OEREEE PRIEMNE=2 U 7
EFEORERDODAS ) == FRTOERE L ERELE TE DT — AERERIIE
HEhTWAZE, 2l BHEEHICONT, PABRE EZOFRKECTHAmST
WhHZ &,

@-3 BHERORZE-eH L T

RIVEA (R MR & RFHSBEREE - T4 - {bHEEE . NOWREE (FRIRekEE
M BIBHAEREE, TRAMKEREE), TEE (FAEEERE). infusionreaction, K
BE4¢ - EBEOTH, 1 BIFERIE. 74 - B RARE. LR, EEMEIE, BiEA.
e P R D SE g, B O BREE MERE (X7 - RN —EBEHEET) .
(bR A B O RV AT BRI E . TEEB BFL. B, RFERBE) I LT, B
MR UL RBE S OEMM 2 A3 5 B &8 L (BIEAOZEReMcB LT
BERUXEEZZTONORMICHD L), B 5 R LB D TE DG BB - T
WAHZ &,



5. EXNRLRZBEHE

[t B4 A E1E]

@ 2HLFHFERE OV Child-Pugh 2738 A OYBRAEE 2T BF T BV TARK]
&RV A AT L OHMARESRUAFEMBEOFMERR IR TS,

@ TREESTIHEE T 2AFOERERUHEAFEIZ OV T, AFOEF MR
N L TR LT, AROREXEE 2BV,
o OTHFAIOEERT S TORWLOTEIEER & Ofi RS
o ARG (BEMT S, —VENRE, 7 UAEBIRIE, < 7 o REEE
&, ITBRER RS/ AT ERA L 2R, HOTIRRTES) OIS & e 5 ATHIR
BRE

@ ABFOBEIHE Tk, AFE FL A Y Av T L OFHBECSVWTIIY T T
ST S EEES RIS N T3~ C, AFIHEMEE G2 >nTIEY 5 7 ==
TR BESEOHRBRENT VWA Z L% HIMALAYA RBORES /o8
FRELC BT, BEORELER L, Bk AELBRTA4ERLAS,

[Z2MizB4 % FIE]
D TFTRIEESTIEFESVTRFFOBRERLERL SN TWL 20 b, #5211
iz e,
o AFORST LIREUEOAEREO S 5 BE

@ MERTORMEIC R TTFRICEYS T 2 B2V TR, AHOBE RSN
VAR, O EEEREA 2 VB AICIRY | BEICAR 2 AT S L 2 EE TR
60
- PEMERRE (BEEIELE AT ObsBETEOREED S 5 BE
o M i TRIEY L R0 5 BB R OB 4 % DB SR L

L5 BE
c  BOMERBOSH TR ZE L RO B SREK BoRERD
HLBE

»  ECOG Performance Status 2-4 &0 @@ E

1 ECOG 0 Performance Status (PS)

Grade

0 Fo{RBER(FEMTE S, BRATERAUBEEENHBRTLA,

1 PHERIZH L WEBNSRIIR S5 08, STTHET, BIRRLHRIBITS LM T8 4.
il BWEE, EEEE

2| HITFET, BROACEDLY O S-S TAREES, BRI T v, Bho so% by F‘%'ﬁi@;’j&.'

Roh-Bo0EOTb0l & LTiRn, HRo S0%LA L&~y FRF GBI,

4 | B <BiIRV, BAOHOEDYIDILEE R TER, ALy FARMFTRIT,

10




6. BERBLTEE T &HIY

O R CES ML, SUERTEEBRET 2ERSICE-D S 08 R UNE IE A
RO DB ERE o EBEL ThefER+2Z &,

@ R, BEITFOFERICEOERERELH4SHAL, RE2S
ThbEs535Z 8,

B EREMWER D=3 A MZonT

MIEMMEER (R EZE) BHobhaZ & BHA 0T, FIHNE
W (BGIRL, MRREE, W, SEEE) OFMERR UIEHXEURTE O %, B8
BEHANTATH 2 b, Fo, MERG UCHECT, mig~—b—SokEr
FEhiTH Ik,

infusion reaction?3® HbArd Z L H Y, 2[B] B LA OAF B 512 binfusion
reaction23dh G B Z EBHHDO T, ABERERCIIERBEOWREEZ 4
IZEEET 5 7 L, infusion reaction3ERD LB S ILEY L MEEITI L &L
L ERBEET D E TREOREL T AICHERT DI L,

I e | BIBHEREIE S R U T RISMBEEES S LbILA Z E4b D
DT, AFIIREFGRTE O SHM FIERRIC N g ek A (TSH, &
BET3, EEET4, ACTH. M =/ — NV EGRIE) 21TV, BEORES
AT EET S, E BECS L CHBRESOEB L EE TS
&, :

AFOHEEIZ LY | BEORERGIRRN T 5 L& 2 b diks REBSH
BERHLbNAZE0H5, B82S0V, BESRDLONEHEI
. BEORERISIC X OEHERORBEEEZE L, EURENZEEITS 2
&, BEORBERIGICZ L A2EHEAARLN DIHEIZIX, FROKEDHRE,
ik RIEIBEE AT RORESEBERT AL,

BEETER, BORE» OBV ARBL THLEHWERARRTLI LB DT
O, AFOBEHT®ICLAEFAORRICHSICEET D,

AST (GOT) . ALT (GPT) . y-GTP. B U/ E %50 EE %44 D FAieE
=T, BEIEEARH LD Z EBH 0T, RS HIERTE U
B 5 R TPIEEICARE R E 2TV BEORBE HoICBET 5 2
&,

RMEEEMNEL, REREBRAEOBRERLLDLNLLZEBHLDT, K
45 BRI L O SR T I E A IS B HBEERE 21TV, BEORES T
SITHET L L,

VBRI B B b, RFBMES N T F—L RCEAZLBHEZOT, A
B, B, EHEOEROFBHELMBEED LRI 7 ERET S 2 &, RER
BN LNIBEIZE, A R Y CRRE RS T 2E ORI NAERIT)

11



&o

@ HIMALAYA #BRIZRWTC, |EHENS 48 AMIZ s BE., #hLEIL 12 8108
PHEDTH AT - T2 2 & 2 FI, ARSI eI EERE CHROM
RETIZ &,
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1. HUBI
B3RS OF M - RRMORRODICE, RATESICE S EERERSRD
BB, &b, IFEORFRITOMESC LY | FUKERS R ¥ OB LI
FEHEBRBERSNDPT, 2nbOERL PECLERBETRIT 5 2 L 3RED
MR Lo T Y REHECER & B0 BAK S 2016 (EAR 28 4 6 A 2 A BIEIRE)
ZRBWTYH, EHEMEELSORFORE{LIERZXA I L E XN TWA,

FORERISFFEIER I, SRR EAN T 0 7 r A AR OERR L bR
RDHZERDD, 0D, HPERUESMICHET FER+HERT 5 £ TOM.
WA EM L O BEA RS ST S D LIS S BREIH LTHEMT S & &b, BlfE
AR LIS E R RS L D T ST OB AT E R T
THILELWEETHD,

LEMoT, KHA FTA L Thl, BIREESCINETER/RON TV DEFRESH -
B Rl 5% | B TFORESOKEZEALHET 3BANLMLERENR, 2
FROBEHEL T,

feds. AAA KT A L, ISTATHE A E IR S R R SRS . A2 A AR
BeERIERE S  — AR AEEITE A B ABRRINE E R K O — A A B AR RS R 2E 0
BADE EER L,

B LR AERY  F v (BiE TR

SR BPRETIEE TR AR AR

HELEAHERUHE : ¥ A2 CUVEBER VAT TF L OB T, @,
AT 2~ 7 GEEE# L) & LT, 3 EEREET.
1 [H] 1,500 mg % 60 43 HILA A CATFFEST 5, 3 HREFERT
DEVIELERSER, Faliw? (BETHBRLZ) LT, 1
[B] 1,500 mg % 4 JBERID T 60 SR B TREfE+T 2, =
L, EE30kg LFOBEEO 1 B 581X 20mgke ((FE) &
D,

vk AR 5F ¥ H T AN YRAGREL

(&%)

B AL B e RBE OISR, HERUHE

BRE SN - LB

HEROHE @, ALY Z 8 LT 1 E 1,000 mg/m? & 30 43507 T A

ByrL, #1EE5E 3 EEREL, AEBERKRESTSE, 2hkl1a—Xx

FLTHREA®BVIET, B, BEORBIZLVEERET D,




VAT TF U OPREIIBE. MELKCHE

BhRESIIZh A « NEH

FRERUAE: BEREICL, F AV 7 C Ul L O HREL LT TESBRT 5,
1E: VAT FF L LT 25mgm? (FRERE) % 60 45T T
L. 1 EHEs 2 @EREL, 3EBIEWESS, “hix17—-1rdL

THREZHY BT,
B, 1EORSBIBEFEOREBIZLVETMET S,

FEFESRER I 3517 B B BEA DM - Bl T3 EGEERRIE) I8 Ps~) B



2. AHOKE, EREF

F oA NeT (EEFEMEL) GIF. URF] ) 1. b b programmed cell death
ligand 1 (PD-L1) 123538757 v Gk (gGlx) #7275 2me ME ) 7o
—FARETHE D,

CD274 (PD-L1) i, £FENCBWTHIEEFMESIZER L TRY . HERlic)
B (THIKE. BRIBER U F 2 F40% T —T ) SI23R3 5 CD279 (PD-1) &
TR CD80(B7-1) & fEE L. EIE & AIZHIET 2 &£ & 2 51T 5 (Annu Rev Immunol
2008; 26: 677-704. Blood 2010; 116: 1291-8) . F7-, PD-L1 1%, s OIEEHIRIIC LR
L TWSZ & (Nat Med 2002; 8: 793-800, JImmunol 2003; 170: 1257-66) 23#k&E ST
Y., PD-L1 & PD-1 4 L7z &R, FEEMIAATFRESRIZ THEND OREEE
BT 2HFEO—2E LTHEZLNTN D,

AFZ, PD-L1 OHBEANEEKICHES L, PD-L1 & PD-1 ODFEGEAET S Z LFICX
0. BAMBRERENZ THROMRESEGZERL . FEOBMEIRT5LE25
NnTWa,

AR OEREFICESQBEORERISIC L H2EERER S Hbh, BEE UL
ELARENH D, AFOBRERRUOREHICE, BB OBREE o017V RENR
B BRIBAITIE, B UAERIIS Uz SP mek & R AR R & U TR
WRENZE 2TV, BEOKERISIZE 2BIER SRR 2 BE 1T, BIBKERNV
T URIOEESOMYRIAE T 2 LER D D,



3. ERARRE
SRR 2o IR E 3 O AGRBHZ I M 21T » - E R B RBR O RE F 79,

[F%hE]
EFRAL R MFAER (TOPAZ-1 FER)
b2 PRI O 72 W IE R YIRR B 2 B B B (WHO/ECOG Performance Status 0 X3
1) 685 (FAHE&F AL Z L EEEE S RTIF L [AFIGEREE 41 ], 758
ET R Z R+ AT T F e D REE 344 H1]) (HAA 78 5 [AFIHHREE 37
Bl XPHREE 41 511 &) AdBIT, AH, FAUFCUEBER DV A TS F ok
PFRRE LB 0aMRUESEE RN LI,
CPHEfTORER. FEFIBER ThHA 24 EHIM (LLT. T0S)) (bRl [95%5#
K1) (424 DA~ R i, ARAPEAEET 12.8 [11.1~140] HH, SHEBHET 115
[10.1~12.5] #H Th Y. AHPFABIABEIOS UK 2MICEBRIER 2R L
(A — K [95%EHKH] @ 0.80 [0.66~0.97], p=0.021 [JR log-rank #E. HE
# () 0.03], 2218 A NN BF—FH v 7)),
1 EIRAMTON B A, 6 VA HERE LRI ER L BESRR Y Shi, Sk, R
W LSRR IR RSB A R S T bR B A, TR 6 YAEREB LB ERL
EBERHE L Shi,
2:3HEEE L VA7 LT FE L5000 mg XIE77ERE2E 1 AR, Y aivy v rEms
1,000 mg/m? &3 275 F 1 25 mg/m? % 8 1, 8 H BTN 8 34 7 A4 5%, A#] 1,500 mg X
B8 BT 4 BRERTRE L,

OSHgYE(R) [95%CI]

;'32 > FHEIGHEE 12.8[11.1~14,0]
il - YHEREE 11.5[10.1~12.5]
£ 74 INF—REE(95%CI) 0.80[0.66~0.,97]
£ o064
7 054
2| 04—
a 037
2 02 | e i
0.1 ey
0.0 —|—.- : : : . . :
0 3 6 9 12 15 18 2 24 27 30
BEAEMITASORERI(A)
at risk#y .
FHIGHERE 341 309 268 208 135 79 49 24 9 1
xifREF 344 - 317 261 183 125 65 20 10 4 0

1 OS @ Kaplan-Meier Hi#t



(2]

E RS NERS (TOPAZ-1345%)

A EE R ARG BE36/3380] (99.4%) R UKHIREE338/34240 (98.8%) |
fro WTENPOBRBREL OREEAERETETERVWAESES (WHEM) 1. £ th
315/33848] (93.2%) R UF310/342f (90.6%) (238 B, £ 5 LI TH| (Grade 5) i3,
FRFERN2338 (0.6%) FUN/B420 (03%) Thoto, WTNHORGEECHBRER
5%LL EORIERIITROEBY THhoTz,

R LN

#1l OThrOBRERECRARRS%IU EOBWER (REMARITAHRER) (TOPAZ- 188D

BEMRSE / AT s (%)
(MedDRA/J ver 24.0) AF AR (338 ) stERRE (342 B
2 Grade | Grade 3/4 Grade 5 % Grade | Grade 3/4 Grade 5

ERIEA 315(93.2) | 211(624) | 2(0.6) 310(90.6) | 221 (64.6) 1i0.3)
MER LY v GRiES )

B 134 (39.6) | 64(18.%) 0 | 12336.0) | 64(18.7) | 0 |

F PR AE 99 (29.3) 65 (19.2) 0 | 98(28.7) | 69(20.2) 0

/R E 35(104) | 12(36) | 0 401171 | 18(53) 0

A 1 B A 19 (5.6) 7{2.1) 0 1544 | 24060 | 0 |
P& e

HORIRE SRR T 22 (6.5) 0 0 8(2.3) 0 | 0
Rt L R R

BERBER 43(12.7) 2 (0.6) 0 | 55(16.1) | 2(0.6) 0

B~ 7330 ANFE 24(7.1) 5(1.5) 0 15 (4.4} 1 (0.3 0
TR REE

TER AR 20 (5.9) 0 0 16 (4.7) o | o
BBEE

Bl 118(349) | 3(0.9) 0 | 10330 | 3(0.9) 0
_ gnt 37 (10.9] 3 (0.9) 0 | 44(12.9) 5(1.5) 0

(4% 34 (10.1) 0 0 33 (9.6) 0 0

T 29 (8.6) 1i0.3) 0 25(7.3) 2(0.6) 0

H M4 17 (5.0} 0 0 15 (4.4) 0 0
BB L U TS J

% 24 (7.1) 0 0 23(6.7) 0 0

R 24(7.1) 1(0.3) 0 14041y | 0 0

% 5 EENE 23 (6.8) 0 0 16 (4.7} 0 0
i - EFEER LRSI OWE

% 74(21.9) 9.7 0 74 (21.6) $(2.3) 0

HHIE 37(10.9) 4(1.2) 0 37(10.8) 7(2.0) 0|

N 22 (6.5) 1(0.3) 0 16 (4.7) 1(0.3) 0
ERARIR T

4T o Bk Hhcei b 89(26.3) | 70(20.7) 0 104 (304) | 87(25.4) 0

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

= i Bk 34 (10.1) 14 (4.1) 0 45(13.2) 201(5.8) 0

TS5V T IS RT R 17 (5.0) 4(1.2) 0 18 (5.3) 1(0.3) 0

7= T —Em -

M7 L7 F = 00 8 (2.4) ¢ ] 26 (7.6) 1(0.3) 0|

feds. AFIGHHEEI BT, BIEMMER 46 (1.2%), BEDO VR # (03%), IF
HEBEREE « T4 « BI{BMEARA 45 21 6] (6.2%) . HSRIRBEREINTE 23 f7 (6.8%) . HIRIR



PRAETLEIE 7 6] (2.1%), BIBREREE 4 61 (1.2%). 1 BUBERIS 1 41 (0.3%). infusion
reaction3 i (0.9%). MEEE (X7« AL—EERLZEL) 16 (03%). L 2 4
(0.6%) PR LN, Eie, RBK, BEE FIEMEAS) ., B4 - BCGHRMLE,
LR, BAEHMEIAE . T RAHMAEIEE, Mk, EEORBIRE, HEWELT HERRBE,
AL ERTL. BERRS, SoREtEm / MEIRAME B ORIFERIS IR bz o Tz, ARIFER

HEBRDIBESS 2 S LEHERETT,



4. FERXIZDWT ,

S U R 7 EHEEE (RMP) (CEB-3& | AFOEE R T SHERTEE)~O i ) 4]
NHAHMRTH-> T, AFORENED 2BE LB - HEL, FAlORSICIVEE
EWER &S L -BIOHRT 5 2 s RSB, UTFOO~Q03 < TEMi T
RICBWTHERATRETH S,

O HERIZoOWT

DO-1 Tz (1) ~ 5) DTS TIERTHDIZ &,

(1) BASBRENEET 55 ADHEEEHLAFRIRS  (EHERT IR A B REE L SRR,
Hivtil 53 A S0 S HEHL SRR . HUSAS A B RR R &)

(2) 5 EBREMET

() FEITRMBEATEET 55 ADTEEERN (A RIS T R, A BRI
W, P AR R e &) |

@) SARALFHRERZRE L, SREBHERER R 1, SREBHE R 2
AR LSRR R 3 O EMEICE S B 21T - TV B RER

(5) FLEEEAN S B EIE ORI R BHET> T iR

D-2 R DAL R R VBRI FEBREFO S +5 il & R A RO ER (TR

DOWFRMIZEY T B EM) A, YEBHEORANIET2EFEOREE L LThE S
nTtnaZé,
ESS

- BRI 2 EOMMMFHERET Lo 5 L o3 ABROBRTHE %
ToTWa e, 5h, 2HEY bIZ. NAEMEES X & Ul RRIBEZOME 217
STWAI &,

B IE% 2 FOTIMHERET Liciic 4 L EOBEKREREA LTNS
&, 9h, 3FLEE, EBEEONAEYEEEELEAMROBRIHEERT T
WAz L,

@ BRENOEESFREROEMIZONT

FEERLFRERICAET A EMENERE SN, HEMENLOFRED, A X
LB ROEHE CEMSIZ T 2 ERELE, AEFRRBRELEBEORE
R, SRHONITONAEHNE->TWHWAZ L,

@ BIER~DORITITONT
@-1 MERRHIZEET 2 B

MEMMRBSEOEERREASFAE ULBRIC, 24 BFRBEAH O T HEZERX
FOEHEEER T IV T, BB L BERICIE U T AREE R O CT £ 0ORWERA OERNZ L
EAHBEOREENAYBRICELN, EHICKIGRE2ERSESTWDH L &,



@2 EREFEICLSFEESMNICET I EY

BARRICEDL 2EM 2 MB R OCERE2 BT 2 ERREL NEERE =2 U
EEOREHEOAZ V—= T EITWEIRE LB 2 A TE 3F — AEEEH
ENTWD I e, bk, BEERIZOWT, BABELZOFRRCHYICASSRT
WA &,

@-3 BIERORECRR I LT

BIVEM (REMENTER R, IFHARRSE - 1T - BULIERRAJs . AREE (FRRIg e
., BIRHERE, FEREAEEES), BEE (MEEBAE), infusionreaction, X
B - BEOTH, | BBERA, 7% - MBUTRARIE, DRhYe. BEMERE, MK,
So e/ MRHAE B, B O BT AEREE (5 v - S U — SRR RS Tr) |
LA AR ORBWEITERIRE, WIS, B, RERES) /LT, N
RN ST B A O B P & A B A &R L (BIEROBERRSIcE LT
FERUXELZT bh 5 hD 2 L), EHICEDALENTE 5 HHNE-T
WAL,



5. RENMBLRABE

[Ehiic B4 5 F1H]

O AbZEFERO R REYER AR ILERBF BT, KA, o2 U HERE
B RATTZF 0t DHRAREOFEDERRENTV D,

@ TRICHEYTAERFOREROERFEC >N TR, AEOBEMERHSIENTE
L9, ARIOBRERERL B0,
o OTHEHOFHEDNT S TV hOBEMEER & Ot S
. fAENEE

[tz 4 5 F1E] _
O TRIEFEYTABEFECOWVWTIIAFOBREPEZD L INTWAZ L, #EEIT
b oA AN

. AFI DA TR LIRBE OBEEREO H 5 B

@ EEMOFMICBWTTRIEESETBREIZOWTE, AFoRSEIHEI LGN
25, OEEERES 2 WHAICRY | BECAMNEERTLZ2EETED,
. MEMRESR (IR ZED) O s BETFOMEROH 2 HE
. M EGRE CRE R 2R 5 BE R UM &% O iz BRI LA 2
LB BE
. H O REE B DA H BN 2E L IXERED 8 CRERBEORFRED
boEE
. WHO Performance Status 2-4 U 0B

1) WHO ¢> Performance Status (PS)

{rade

0 Foh<{ M2 EWHTEL, REOERFNELYY BHALALBEEBESRRR TAE.

1 BRI LW EBREIREN A2, BITTT, BERCHRITI m LN T 5, EREsER NS
L— KD LA MR B TE A BELEEND, _
2 BITEET. BSOEOEDY O L TSR, EEETERy, BFO 50%L L~y FATR T,

BoNFASOEDELIOI L LOTERY, BHO S0%E EEy FAHF TR TT, |

4 | Fok B\ HECHOEDIDILEF ok TERY. By FHHFTHIT,

10



6. RERBELTEETREHH

O BACESIMA, BUERITEE RIRET 2 BREICES & AR OFER U THE
RAD DI BERERE TSI HR LT LERT A &,

@ BFBRMGIZAS D, BEIIZ OB R ERELS +SHA L, REL2E
ThbEETsz L,

® FRBEWER ORI A Y Moo

PP S (RIARIBA 2 E0) Bbobhd Z EB8H 50T, WHHER
(B0, FRIREREE, W BEE) ORRRUEEXHRREOEEE, B
EPAILITH 2k, Ein, BENIIR UTHECT, i~ —7 —%S0ORE % £
THI L,

infusion reaction?3 & L35 T LA H Y | 2[E B LIEE O AFIE 5-FFZ b infusion
reaction?3db b oIV D T & B3 D O T, AFHE T IIEEEE OREBE I
BT 2 Z &, infusionreaction 23585 H AL HEITEY 2B EITH & L bio,
FERDEE S 2 THEEORBE+SITHRBTHZ L,

FURIREENEIE S . BB E R U FRABEEERH b A2 L BHAD
T, ARG B AGET R O 5 R i 2 IR N 53 R R 2 (TSH. 0BT,
WEHETA, ACTH, ML =3V —VEDRIE) 21T, BEOREL FSICHE
BYHE, £, RBEERUTHERESOERHERTH 2 &,

AFIOBEIC LY | BEOREFRITERT S &£ % bh biia R BORE
BhHbbdZEhbs, BELHSITO. BESRDLNIBEITIET, 8
EORERGC LR ORRLER L, BURENZH TS 2 &, @
DHBEFIST L BEVEM S EDN 2 B0, AF QBRSO ik UE
BEREFNVEVHOBRSELEET DL,

BEH TR, SRS SEIARB LT LEHERRSRET A - L b B0,
ARF O TR HEWER ORBIZ S BT 5,

AST (GOT) . ALT (GPT) . y-GTP, B VAV %0 ER A4S IFHiepEE.
e, LB RSB S bbb = & 33h 50T, KRR ST A OB ]
M EMMIZFSERE STV, BEoREL ol EsTas o L,

FRAEBEERR, ARBERALEOBEERHLDLILAZ EBHEDOT, A4
& 5-BRLART K O SR P i E BRI B RERE 21TV BEOWRERZ 451
HE4yrn L,

IBIBERIN S B Hb, BERFMSY T F=oRI0EBR 2 N8 BHA50T, 1
@, Bl BHFOEROBECMEED LR ITH5EET S 2 &, 1TBERRK
BRELDNWEBAITE, 4 A ) VRHEZRET ASOBENRNE LTS = &,

@ TOPAZ-1FRBRIZIB\W T, FE5MIAD L2 RIF6HE . FNLUBRSEEICGSMED
ﬂm%ﬁorwt:&%éﬁm\$ﬁﬂ$¢ﬁﬁ%%n@@ﬁﬁfﬁ%@%ﬁéﬁ
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REERAHET A RF 4
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FME6E 11 A (4T84 6 AT
RSB

O




Hk

T HIZ
- AR ORI, ERMET
i PR AR
MERRIZ 2T
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1. LI

IR OB - B ORERO T bICIE . TR OIS0 BT A 28R
LD, S0z, WFORFEHENOESC LD | FUFERR R & ORI RIEAR
FEEGPEBENDIT T, ZNHOERL S EICLE2BECRIET 5 2 L ARED
B 2o TH Y REMECEY L S04 2016 R 28 46 6 H 2 A RIZEE)
BT, EFNEERSOERORBILEELRSZ & & SR TVAE,.

PR ERS T, EREARERE S 0 7 7 A VBBEEOERS LB LR
BRBEZERBD, TORD, BMERUESHICET 2 BRSO EET 5 S TO/”.
YHESEROBEEBL T B L BRSNS BFICH L THERATS L & bz, BlifE
FIMFEE L BIC MR G % & 5 5 & ST — E OB & 1 7 g < A
TEILNEECTHS,

L7l T, AHA R4 0 Clt, BIRBES T E TIELL TN B EEREN -
R¥MRMIZ RS S UTOERKRORELZFASHET 2B 500 LBREH, 2
FROEBEEEE FT,

¥, AHA KT A i, MSTITBIENERE SIS RS EA S, AHREEA R
FRARIEE A, — At B ARBE RN E S R OAHEIE A B AR ABIEE RS 0
BhHOH EIER L,

M E R BEER  Fals N eT (BETFHBRL)

BERAMELEDE - 1T c BROFEHE

HARERARERCRE : BAVRT T F L R OY F9 0 RREEEER & OffHIzB T,
EEORAGET 2w 7 GEBEFEIB L) & LT 1| 1120
mg % 3 ARME T, 60 B LA TEREHET 2, TO®HD
HEEEEICBWT, FaisVl-T (BEFEHRZ) P LT, 1
[EF 1500 mg % 4 BERER T 60 ML LT TAMRET S, &
2L, KT 30kg LT OBE. HRREIZRIT S 1 RS,
20mgkg (FE) &5,

BE IR B EH T AN ERIERSH




2. BRIORE. EREF

F a7 (BEFEEZ) (CUF, THRA) &, & b programmed cell death ligand
1 (PD-L1) (o84 2% 07V Glk (IgGly) #7277 20e Mix / 7a—JF v
R Th D,

CD274 (PD-L1) iZ. AERNICBNTHERZ™EREIZER L TR, EfbLEZY
3%k (T#HERD, BHIAR T F =2 Z 45T —THIR) SIRHET 5 CD279 (PD-1) &
T CD8O(B7-1) & FA L AFIRE 2 BICHIET 5 L E X 6TV 5 (Annu Rev Immunol
2008;26: 677-704. Blood 2010; 116:1291-8), ¥£7/=, PD-L1 %, fix OMEEMRIC S HEE
LTWaAZ & (NatMed 2002; 8: 793-800. J Immunol 2003; 170: 1257-66) D3#EE 2 TE
M. PD-L1 & PD-1 &4t L7z WI%. EEARRAPURS R TR L OWEE L E
WS DHEFEO—2 & LTELLN TN,

AF)iL. PD-L1 OFIMSMEIC#ES L. PD-L]1 & PD-1 O#&%2HETZ 2 2 %i0 )
D, RARREE RS T ABOMRESEEEEE L, EEORELZNHT2:E25
T D,

AR (I 55 < B DS RISIC & 2 BUEMS 25 & b, BE LT
€2 MR S 5. RFOR FRRUEREHIE, BEOREE AT, RENR
b B NIBAI I, E LT HEITAS U TP 2R & A5 2 R D LA 2 S L Ol
R EERIBI 21T\, MEDRBRAIC k EHER DN SHA I, BB RER
U AOREBOEYRIB AT BES b5



3. ERERRE

[Azhik]
EIBRH RIS MAHE (DUO-E #5R) 7
{CEEPRIERE D I ST - RO TEERERE?718 6 (DARIA+4 50 7+
LS TE 239 B, OARKHbZpiES B 238 B, GLSRE 88 241 #)) (AAA 88 45
LENZ @26 4, @30 1, @32 #1]) 2R, FRORUOLQ@0HMNERLE
P A fRET L 7n,

EEFHEE A & Sz RECIST verl.l (223 < RS Y ERHEIC & 2 WA TE
R (BUF, TPFS)) (FRff [95%(EIEXME (LUF. TCL)T) oSS, AFI+ 47 3
V7 HEFHRER T 151, FA - {L2RER T 102, {bPEEHETos vHTHY, &
Bl -+ 7 230 7 HEFFRE R ORE] + (LR R E 2B R I L R B 7
HERET Ul (OIEFPRIERICE T R4 +4 5 30 7 HbEmE o ¥ — P,
[95%CI] : 0.55 [0.43~0.69], p<0.0001 [JEH log-rank #/E1. BEAKHE (FHI) 0.025.
ONEFFEREI ST D AR LR O~ — R [95%CT] @ 0.71 [0.57~0.89]. p
=0.003 [J&5] log-rank }R7E., FEARE (MM 0.025. 20234E4 B 2 BF—¥D v b7

7).

*] RIS R OMBEL b L CHESEERA R E S B e ik, HENEESIORKEE R
PHEEEETTOHBES 12 P AR EoBEER L SR,
2UTOWTROHSTIBRENGRE S,
> International Federation of Gynecology and Obstefrics (BAF. [FIGO]) 434 (2009 4£5F) MMEAC
BEOCSH, FHITABEIZ RECIST ver 1.1 ILES< HIEFRERERE D b /- B
»  FIGO 733E (2009 €£4R) WHIOBHE (FWXIZEREOBTFREOT BB/
P FiiEEShERC L vRET A TEESECBREOBRS
ML HAECHERLTOLED 2 &hi,

5B g i | : HEFFRRIAEA
— :
AR+ A0 7 %B,g CAg%XI ;2; i?g * A 1,500 mg ¥ QAW TEHIRFAIRE
bR R Q3W TR T o AZ/3) 7 300mg & BID EOiRs
| CBDCAPTX'! 2 L o i
AL AR FT, A 1120 mg & | | 2% | S00me & QoW EREHEY
] Q3W THErMikPEE 12 Il
| CBDCA/PTX ™! 2 & o fif e
Y | g ¢« FHOTZ AR E QAW CHIRNES
(LR R AT, 7788 & QW [
CHIRAL S T | FIN T DT TR BIDFEORS

CBDCA : #ARTZF, PTX : /327 Y # %k, CBDCA/PTX : CBDCA * PTX + OEA.

Q3W : 3 EFIMME. Q4W : 4 HEMFIE. BID: 1 H 2E. T1:CBDCAAUCS Xid 6 mg * min/mL

TEHYEERTPTX 175 mg/m? & Q3W THARFIRE. 12 : CBDCAPTX #4512 L 2 BBEEER SN

ZH LRSI, OCBDCA RUGPTX 24N FhOy AT T F LRGSR Y # X+
(P 7 L AEER) L P& S kficERTREEE S, T3 ke @S



1.0 KR4 A T AT —
L R | _—
0.9 ] LR

8
07

6

H i R

05

Op R

0l

0.0

a 3 L F 12 15 ] Fl| Fel 27 k1] it

F o alpmhnmin (B

at risk £
FE AT
Thesee 239 214 198 169 139 95 51 3 16 7 3 0
FAHEPHEE oy 211 188 138 105 69 45 2 13 5 o 0

i S n3 14 125 8 a5 2 10 3 1 1 0

(PD-L1 ZEER IR DB IR U 2)

EEd:FE S NHHRR (DUO-E RBY) IHAANLNZBED I 5, EEMRRAIC
BT % PD-L1 OFBHE (TAP) IZBIT B HEMSE LN e —HOBZEOF — X T S%,
PD-L1 H#MBHNIERAICINT ET o AR CESHEORBRIZUTO LBV TH
2,

HEMEIZB LT, TAPZ1 #[H & bkl LT TAP<{1 Tk, {LPsEIc AR
FRUAS ) TH FETHIEICLD PFS OEEDHRIN S ERSHED b

(3 1), TAP=Z 1 £ KR O TAP<1 £ OB FERIC KT 5 PFS @ Kaplan-Meier IR
B1oéBYThoT,

728, PD-L1 OEBEBZ L LT, KFOREM T v 7 7 A NEREETH T,
+ : (DHIFBT B RS 2SR b h 5 A R COMMIE LR E T AR SN bh 2 BE
B AT A OE# S . ESESSAOEMTRLT 100 2R UE (%)



F1 PD-L1 ORBIRBID PFS OENTREE
(GEBRE Y ERTHIE, 2023¢E4 B 2 AF~F o +F7)

TS T =) — 5
s oemeay (LR REfERO pE?

_ il 150 170 163 <HH - FF2Y
TAP A2 M (%) 68 (45.3) 97 (57.1) 114 (69.9) o+ {poepriklE L
=1 mRfE [95%CI1 {(#A) 208 [15.1, &F] 113 [97,154] 9.5.[7.9,99] {ERrpr ey

¥ FH [95%CI] 1 0.42 [0.31,057]  0.63 [0.48, 0.83] - 0.005
B 82 61 . 75
TAP A0 MR (%) 55 (67.1) 38 (623) 57 (76.0) <AFH+ AR
<l rmifd [95%CI] (F A} 101 [9.5,15.0] 9.7 [7.0,147] 9.9 [7.6,12.5] B>
A= FH [95%CT] T 0.80 [0.55,1.16]  0.89 [0.59,1.34] = 0.147

— SR L, %1 BRI Cox HHIAF— FEF A, *2: ORSE, OPD-LI ORBERKCOEEEE - PD-
L1 DFHRKB & ORZEIERA 2 HER Y Uiz Cox HFIAF— FEF N



1.0 Hazard ratio (85%CD
A+ T 050 T LA vs LSRR 0.42 0.31 —0.57)
piid W+ LB ve (CPREERY 063 (0.45-0.80)
0.8
t% Median PFS (months) ©5%C0
BE
& {eAEREEE 95 0.9 - 99
5= HH AR 113 07 - 15.9
FHA AT Y TR 208 (151 - NR)
gj 0.6 -
& I T
'-+"ill-+|-—-ﬁ&+-----|+—--—+i|
0.4
: T e — — i
y |
e —— .
0.2 |
e fCEHEE ;
AR |
—— e AR T T R ;
0.0 - e e u — 1 b —— -

T r T T T T
01 2345 6 7 8 9101112131415 1617 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
F ¥ sk o oHE (A)

at risk 3%

i 163 155 149 141 139 125 122 %2 85 80 58 57 33 33 33 29 2@ 27 17 13 13§ 7 7 3 3 3 1
#fF +asgar 170 162 158 153 152 193 142 122 109 103 80 7¥ 75 53 53 53 43 43 38 33 33 12 21 20 12 11 11 4
AF AT A pgEpg 150 147 144 136 135 127 126 118 116 114 101 97 95 68 66 65 45 25 40 3B ¥ M 2% 32 13 (1 19 5

[P
St
[P S
=]
<

1.0 Hazerd ratie (95%CD
= F+ AT YT LPHIER ve (LR 0.80 (055 - 116)
:;»E AE -+ ELHER ve (EFIIER 0.80 (059 - 1.28
0.8
Medisn PFS (months) (95%CI)
= fEEAFERE: 0.9 (7.6 — 12.5)
TF FE HEEREERE A7 (7.0 - 147
& 06— h AFl4 A F 40 7 HEFRERE 101 (95 — 15.0)
&
o =
'_.__‘.t-.-.'_,....r.g___i_-j_.._.._...————q.
- e - e e —— et
0.2
— RS
—_—— AF TR AR
— e AT S LSRR
.0 — —T T T T e T T | —

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

7w Fadbh s OHR ()

at, risk #
{haakibe 5 71 69 &0 GB 63 60 52 44 44 34 3 43 19 16 16 10 pLI] 4 4 & 3 1 o Q o i) o [¢] o
A+ SR 51 3% 87 5b 4B 45 41 3% 31 30 3B OB I/ OIG 16 139 9 6 4 4 3 k] 2 1 1 1 3 1 3 o
EB A I AU (LR 2 TR 7B 72 69 67 66 57 51 50 40 39 39 29 2% 26 18 18 10 % .9 3] 6 3 3 3 T 2 2 0

1 PD-L1 ORFIRIMAND PFS O Kaplan-Meier i
(BB EATKIE, 202344 0 12 B85 =¥ b v + A7)
(EE : TAP=1 4H, TH : TAP<1£H)



[Zatk]

EB RS AR (DUO-E H5)

HEFLIIAK A 550 7+ LR R 2372380 (99.6%) . 4K + (b sy
232/235%) (98.7%) . {L"PREERE236/23640] (100%) 23R bhiz, WihpOiEmE &
DOREFBFEPTECERVWEESESR EWEMR) 1. ZhFh234/238%1) (983%). 219/235

B (93.2%) . 228/236%1 (96.6%) |

=

L[—yi:,\

Dxolz, WO TRREEFIG 5% LOBERRITROLBY Thol,
#2 VWTROORTRAREH S%IUEOBIER RARMTAKER) (DUO-ERE. SRR

B BIRGE

B (%)

Do, £D I HITH (Grade5) 123D bR

————
g M”";; ’(stfw“;‘“%’% A AL ERIRE (235 ) LR (236 B)
(bf::_ig)?ﬁ/ ! 2 Grade | Grade 3/4 | Grade & Giade Grade @ Grade Grade
1 5 Grade 3/4 5 Grade 3/4 5
2E{ER 234 128 (53.8) 0 219 101 0 228 96 (40.7) 0|
198.3) | 193.2) 143.0} 196.6)
MR LY IR EE
E=il 133 53(223) 0 91 32 0 108 27(11.4) 0
155.9) (3R.7) 113.6} (45.8)
B i ER g 14 4 0 10 2 0 8 2 0
= (5.9) (7 4.3 (0.9) (3.4} 0.8)
P EREA | 45(18.9) 23 0 34 18 0 10 13 0
" 9.7 (14.5) (77 (12.7) (5.5)
/R | 32 (15.4) 8 0 29 7 -0 i6 3 ]
= (3.4) {123} (3.0) (6.8} (1.3)
P4y B N
Bk R i e 11 0 0 15 0 0 4 0 0
TritesE (4.6) 6.4) (L7}
Bk fddee | 31(135.0) 0 0 34 i 0 5 0 0
BT (14.5) 2.1)
Rt L i®iEs
BERELE 45(18.9) 2 0 32 ] 0 16 0 0
10.8) (13.6) 153
A YA 13 4(1.7) 0 12 0 0 10 1 I
g (5.5) 5.0 4.2) (0.4}
Bz & 22 0 0 21 1 0 25 1 0
% A (9.2) (8.9 {0.4) (10.6) 0.4}
TR EE
BEISHE 23 0 0 15 0 0 21 0 ¢
N | en (6.4) (8.9)
e 22 0 ] 22 0 0 24 o ¢
i9.2) (9.4 11020 |
B 12 ] 0 9 0 0 1w | ¢ 0
15.00 (3.81 {4.2] |
LSRR 12 0 0 [ 0 o 10 ] 0
15.0) (3.4) 14.2)
== | 57(239) | 4 0 &1 2 o 62 1 0
— S a7 26.0 (0.9) (26.3) (0.4)
TR | 0 ) 13 0 0 8 0 0
2.1 | (5.5) {3.4)
FRHEmE | 54227 2 0 54 o o 61 6 0
= oo (0.8) 23.0) (25.8) 2.5
9’-_ | 1
MR SR, BRI X ORREE l
TR, R 8 1 0 17 1 0 9 0 0
(3.4} 0.4} 17.2) 10.4) 13.8)
BEEE i
[FE 13 0 0 11 ¢ 0 3 o | o ]
15.5) 14.7) (1.3) |




s (%)

BEBRIR [ RE+ A 550 T RE
S EAREE B (238 p) - AH| L FFEERE (235 ) IEEEEERE (236 1)
(1:1:: 12);{:3/ ! 4 Grade | Grade3/ | Grade 4 Grade Grade ) Grade Grade
5 Grade 3/4 5 Grade 3/4 5
{3 R 39(16.4) G 0 35 1 0 41 1 4]
(14.9} 10.4) (17.4) 10.4)
i 47(19.7) 2 0 49 3 0 42 2 1]
10.81 {20.9) (1.3} (17.8) 0.8)
L 121 7 0 78 1 0 96 2 4]
i50.8] 2.9) 133.2) 0.4} {40.74 (0.8)
Orm#% 21 6 4] 12 [\ 0 17 0 )
8.8} (5.1} 17.2)
IE 0+ 49 (20.6) 1 0 15 -4 0 34 1 0
0.4} (14.9} 11.7} (14.4) 0.4}
R b LU TR
TH=EsE 112 0 0 113 [\ 0 f14 0 0
147.1) 148.13 {48.3)
+ D EESE 26(10.9) 2 0 24 4] 0 19 0 [
10.8) (10.2} 8.1}
*iE 21 1 0 32 1 0 " 20 1 1]
| i%.8) i0.41 13,6} [0.4) (8.5} 10.4)
BEE B 13 1 0 10 3 0 5 1 [\
B (5.5 ©.4) (4.3) (1.3) 2.1) (0.4)
A AR L USRS SRS
EEES 33{13.9) 1 l 0 40 0 0 38 0 i}
10.4) (17.0) (16.1)
B 9 0 0 1 ¢ 0 16 0 ¢
i3.8) 4.7 16.8)
= 22 0 o 27(11.5) ¢ 0 37 1 ¢
i9.2] (15.7) (0.4
T 13 1 1 ] 17 ] 0 19 1 ¢
{5.5] 10.4) l (7.21 8.1} 10.4)
—f - ERETE LRSI ORE
ST 35(14.7 6 0 19 2 0 17 3 o
(2.5) 18.11 13.9) 17.2) {1.3)
e 81(34.00 5 0 63 5 0 68 3 0
(2.1} i28.9) 2.1} (28.8) (1.3}
e 10 0 0 12 0 0 14 1 0
4.2 15.1) (5.9 10.4)
FIGEFAE 9 0 0 12 0 0 7 0 0
; (3.8) 15.11 13,04
FEFR iR
F I = 25(10.5) 4 0 23 3 0 13 2 0
IS (L7 {9.8) (1.3) (5.5) 0.8)
A7 LT —
FHAIN
T AT X 15 2 0 17 1 0 12 1] 0
vEET I 6.3) (0.8) (7.2) (0.4) (5.1)
FFAT
r T — 1
An
M7 7 15 0 0 3 0 ] 8 0 0
F = BN 5.3) (1.3 (34
y— & F 13 0 0 9 4 0 8 1 0
ARy | (59 (3.8) (1.7) (3.4) ©.4)
A7 xT—
¥ A
M ChEREHE, | 50(21.0) | 32(134) 0 42 - 26 o 61 34 (14.4) 0
A (17.9) {111 (25.8)
nin RS | 40(16.8) 6 0 36 g Y 34 9 0
A (2.5 (15.3) (3.4) (H4.4) 3.8
B EREE | 36(15.1) 9 4] 28{11.9) 8 [ 40 11 0
i (3.8) (3.4) (16.9) “n




Hl3 (%)
BEBIANE Ay T
cuas | EATO0 T EERE | i Q35 ) IR (236 )
(“"}:f’;;f;“)’ ! "2 Grade | Crade 3¢ | Grade | 2 Gade [ Grade | £ | Gude | Gude
| 5 Grade 3/4 5 Grade | 3/4 5

BE, hEL I CLESGHE

BALHED | 13 1 0 1 0 0 24 3 0
R (5.5) (0.4) (6.0) 102 | 03

10




72k, BRI+ AT U FHEFFRERICBS W T, AR L ORREBRETETERVE
BEPERTEE 1141 (4.6%), KBBZ 44 (1.7%), AFEEAEREE - IF4 21 4 (8.8%), AR
JFHEREIR T AE 31 51 (13.0%). FIRIRBEEETUESRE 16 1 (6.7%) . infusion reaction 6 il

(2.5%), MBEE (F7 2« ALEEREEST) 96 (3.8%), ik « ST RARE
1 (0.4%) . FHERE (HERSEED 3 6 (6%). wiltEEhn (530 7HFHE)

(GERPEEL) 3 41 (1.6%) . FEMELTPERBE 2 #1 (0.8%) PR Lk, i,
HEE O T, MALIEARE %, BITEAREEREE . 1 AR, BIEE (MEME RS Bk,
DR, BREMESE, TEREEERE. Nk, EEORERE, HLEZRL, BBEE
B UM ML MR RR Y b vz o 7,

Fio. BRI HEEFEFIZBW T, AR OFRRBEESEE TERWEENERKRE 4
5 (1.7%) . KB 4 51 (1.7%)  FEEE O TR 2 41 (0.9%) | JFHREREE - T 2% 26 471 (11.1%) |
BEACVERRE 25 1 41 (0.4%). FOIRISSEEIR TIE 34 1 (14.5%), FORIBHEAETIEE 18 &)

(7.7%) . 1 BUEERIS 1 1 (0.4%). infusion reaction 4 ] (1.7%). MEEEE (¥7 . -
NU—IEGEREEET) 116 (4.7%), & - BEUTRRARE 6 61 (2.6%) . BEEMEHIE 2
il (0.9%). BEEOEBEE 161 (0.4%). FEEWEGPERBAE 17 (0.4%), R
ANEEIAME 1 (0.4%) D358 LTz, E7-RIEMEERE, BEE (REMERSE).
Bede, Dffde, THRAHRERE. MK, WLERL. BIRRERUORFREITRD Dl
ot

ARERABRTIRILIIBEEF R 4 FOEHER L =T,

11



4. HERRIZDWT

EFS ) X7 EHEHE (RMP) WCE-S& | KRE| O ESE S 222 MR IEE)~0 B 1 {44
B AR Th-> T, AR OBEIME /2 AE 20 - HEL, AROREIZ L Y EE
REWER 3B LB 5 2 L A E A b, BT OD~@0F ~T 2igi T
RICBWTHEHT A& TH D,

O HERiTOWT

O-1 TEo (1) ~ (5) OWTFRNCHEYTIHmRTHEI L,

(1) AR EASHRTE Y 5 45 AR ROEHEHL IS CRISERT IS A AT LSO,
HIEAS A2 FOEHEHL S Be . Mtk ds A el &)

(2) FrEMRERT

() EFHEMRMESIBET 2B ARELERE (BADEEEIS TR, AR
Wk, A3 A B ROEE R 1)

) SARACEREELRE L, AOREE LR RR 1. SRIEE LR R 2
RIZHKAEE R D RER 3 DM IR DRI 21T - TV B HER

(5) PUBEIEGAIL L & I INE ORI HEEIT IR B B I 21T - T B Mgk

O-2 +EHEOLFERER VORI 'f’Eﬁ]%ﬁﬁ%@ﬁﬁf I+mie ik s BREFFOIEM (TR

DWFRHITEYTBER) R, SEZFROARICET A REOREE L LTRE S

nTnaszE,

F

¢ ERSFRERE 2 FOMMFERE T LI2RIC 5 ELEORARED RETHE 2
ToTWAIZ e, 5b, 240 X, BARYEEL XL LEEKEEFZOWEL
ToTWaIZ &,

o [ERPGRITEISE 2 TOMHHERET Lt 4 EULOBKRBREZA LTS
ko Dbl 3FEL R MABEEONAEYMEE RSP AREOERTEY
fToTWAZE,

@ BRACERMLEREROERITOVT

EXELEREHI AT TOHEEEIERB Sh, RELELLOERED., Bt - 2
SMHFEZNHROEBR CEMSIONT 2 BRIE. AEERLRA LILGEOHE
KB, FRFERPTITONSERBE->TND 2 L,

@ BIERA~O®IRIZOWT
®-1 Hagkfmliz B 284

%Eﬁ%ﬁ*#@ﬁ%&ﬂﬁﬁﬂ%&bmﬁ . 24 EERBEERIO T, Yk X
IRhEEE MR IZ BV T, %ﬁbt@@%kftrkﬁ RO CT EORIVER ORI &L
ERRBEOFRPEARICE LN, BRI EHNEoTnE 2 L,
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@2 EFNEHICLIAFERNINCET 22

BABRCHD 5 SN2 R E UL AT S EREEENBIERE=2 U v 7
EEDEEROA Y Y —=v P ETOERE L FHREHE TE 55— AEREH
BERTWDZ L, 2B, BHEEFICHOVWT, BABE L ZORKCHAICEM ST
WaHZ &,

@-3 BHERoREeBIcE LT

BIVER (FIEMENREE, FFRAEREE - IF4 - EEIEE R, WoWREE (FRARERE
REE. BIBMAERE,. TEAMERES | BEEMEEBHS). infusionreaction, X
fBds - EREDO TR, 1 BUEEIRIR, Ah7¢ - MUBARRMARAE . (LA, EREME/E, BEMR,
S I/ N L IS, B DR EREE  MiREE (X7 v N L—ERE R E D) .
(bSO M O S EMET P ERIAME, BB ZTL. BER. RIS, mittgn
S0 THERRE) &) 2k LT, MBI UL ESME OBEME R A3 S EM L E
1L @EERAOZE S L THRERUIERSIT ARSI HLZE) [ ED
LR AMEDS T E AP S TN BT L,

13



5. et ir o BE
[BxEzBE3 5 $H1E]
O (EFFEREORVIET - BROTESBERECBEBNT, (1) FH+45 0 7+
{EFHEIE KT (i) AR HEFERE OFIMEITRENR TS
L HART T F RO Y o FHENEER, dARTFF RO U E L o
ERWTRESHEET S,

@ TRICEYTZBFEHT IE5FOBRGERUEAFEC ST, AR OF MR
A ENTE LT, AEORERG L2 LRN
o FIGO S8 I HIKRCIMOBRE . TN FIGO SMEIHORED 5 bHFEHRUZ
R R T B AR A S/ BE |
o OTHEAOFENRTEN TWRWLOHFEMEIEER & OftHES
o {NEMBIEE

® EREAFMENR (DUOEME) 51T, PD-LI ORRE (TAP) 12X VAP
AR BEASTREN TS G~8BI) T &b, AMERETHAI
(L. TAP bHERB L ECIRGFIBROHMET 5 2 L AHE LV, TAP B 1 R#TH
HTEPHERSNICEE BN TR, AFOREOLEELEEICHET5 2 &,

[Zatiz B 2 FmH]

O TRIEELTHBRFIL OV THEARROBEFET L ENTHWAZ EhD, WEZIT
DRI L,
o FRANORTICR URBIEOBREREO H B RE

@ WBERTOFMIZ BT FRICE YT 2 BF TV T, REIOR STHR S s
B, A OIEFERIRBE B R WEEIZRY . HECAREERTI2 2B TES,
o MEMEIRE (BEBMEEAZE0) Obs BB XILZOMEROH 5 BE
o EEEIERMRE THEE 280 5 BE R UL & S O I RIERE S B
LD B
*  HOAEKREOSHF BN L ZHREMEO A CalERBOBETED
b5 RE
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6. BEIZBLTHE TR HE

@

@

WA CEEIIN 2 BUERTEEE N IRIGT 2B SIS & A DR B UNEIEE
HoOEOIlnE M ERE+SIIBR LRI A Z L,

WEFRBRMBIZ AL, BEXITFORBICHIELROfERELHSEH L. REEZS
TinbEETHZE,

EREWER O~=2 Y A v MzonT

IR R (BB R 2 E0) BHobh a2 L 8H 50T, YIHIER
(BE0Fy, PEURREE, ik, REAE) ORMERUMEH X SREOEHSE, BE
BPHoATo 28, Eh. BECS U THE CT, iE~——S0mELE
WTaZe,

infusion reaction 733 H A2 5 Z & 3% 1 | 2 [B] B LARRDAFI#E 5K & infusion
reaction HHINBZ EBHBHOT, ARSI ERBE OWREEZ+57
IZHE4 5 2 &, infusionreaction 233 b NG EINHEU LLERFITO £ & b
i, ERAEET B & TREORELHCHRT S b,

ORISR S, B ERERUTEERREREE b obha Lt B3H5D
T AR 5 FREARTR U 5-HAR T X E A 43 IS RERR 2T (TSH., 28 T3,
WEHE T4, ACTH, i =205 —VEORIE) 21T, BEOWREL 5128
B1H b, Flo, HEDSUTEHBMESOERBLERE TS Z &,
AROBGICIY | BEOREFGCERET 2 LE 2 bh ks WEBORE
BhbbhdZ bbb, BIEL+HIZT0, RELBDLAEEEIZE. B

BEOREFOMI L SRIEROREREEE L, B @B 2T 2 &, BE

ORFERIG L DEHER B RDNW S BEITIE. FF OS5 DORIE, PIETE
BRESNVECRORESEEETHI L,

WERTH, BBE»LEDAZB L THLEERBRET A LRHL D,
AR OB G/ THRICOEERORBRIZH5TEET 5,

AST (GOT)., ALT {(GPT), y-GTP, VULV Z0 /&4 5 ITHEEREE, I
2%, BACHEE RN D LI Z LB BB O T, AFIEE AR UER 5 IR
I EREN I RERE LTV, BEOREZ +SIBET L &,
RAEMEEER RREBREOBEREESHLDORDHIEEHLEDT, KA
5 B AT R O SR i BRI B EERE 21TV BEORES HIT
BETAZ L, . _

| BIBERIE DN B o, BERFEMY b7V F—V RACERZ L8 HEOT, O
B, B, BHEEOEROEBCMEEED LA HSEET S L, 1 BIER
BB OIEIEEIIE. A AR VBRI RET HEOHEN LB EIT S Z L,

DUO-E RERIZRBWT, ®ERBAS 188X 9 8., FHLUERIE 12 BETED
ORI ZIT - T =2 & 282 2, ARIR S PIEMNICEERE S THROM
BEITHZ &,
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W
M
&)

REFERHEET A R4
Farr Ve (BEETHERE)
~ B DA ~

SMTHEIR (5846 AkED)

A



B

1. Uz P2
2. AR ORH. (ERET P3
3. ERIRRIGE P4
4. WERIZOWT P8
5. ERHREIBBEE P10
6. BEICELTEET EHIE P11



1. LB

B OF Y - B EMORMROT DI, TR TEEIC S B T A H 25k
bRB, I, TECHERHITORAIC LY | FUAERR A L OREH /2 R IRk
FEELPARINDEZP T, 2NOOERLZEICHERBHFITREET 5 2 L NARBRD
WY 7o TR REMBGEY L WEOEAFE 2016 (ERL 28 7F 6 B 2 AEI®RE)
RN TH, HHNERSSOEAOREIELRS L L ShTH5,

FORIEFRA BRI RRERRR AN T 1 7 7 4 LBBEOERS LB 52 R
RBZLBBD, TORD, FIMEL ORI ET A EEAFOERT S CO/.
UHERLOBEEAM T DD LA SR B EFICH LTHERT 2 & L i, BIfE
FDSRE L BT B RIS & B 2 L ST B OB & T R i
THILREETH A,

LidiaT, BHA KTA 2 Tt BIRERR 2 IE TR LT\ B E LIRS -
B RIS & | T OEER OB 28 B 2 HET 2880 b NE R B, £ 2
FROBEEELRT,

Rds, RAA KT A 03, MITATEIE NEEREREER O, AXHEEABA
PRI S | — AR A B AR NAHE 2 R O— A AEA A AR REHES OB
AOG EER L,

B ERBERL : Far =T (BEERL)

HRLDRDDETIIHR - BEMEEIZ R0 DHTHT - HTLmBhEk

HELRBBERCHE  IFATRBIBE T, AV eV IEMIER OV A7 5 F 0 L off
HiZEBWT, 8%, AT 2 <7 (BiFiz) &
LT, 1B 1500mg % 3 MR T 4 [1E T, 60 SMLLEDTT
AT B, F0%, IRRHBIEE TR, Falr <7 (&
R zZ) & LT, 1[E 1500 mg % 4 ARIERET8EE T, 60
SPMILL B TRIERET 2, 2770, RE kg U TOHA®
1 Bl# 5813 20 mg/kg (IRE) L4 5,

WERFTEELE: 72 NTE¥RIBSH

(%)

BARRBRIC BT A R EHO AL - AEIT 13 BERE OE Pa~) BB




2. FHIORME. ERRF

Fansgbw7 (GG Z)  (BUF. TAF) ) &, E b programmed cell death
ligand 1 (PD-L1) {235 26487 07 Y v Gix (IgGlx) 77 720k NlE/) 7o
—FAHERTH B,

CD274 (PD-L1) iZ. EFAICBWTHRBETHREIZBEL T Skl Y
LSER (T #BNE, B MIRR O F = 5 4% 5 —T #if) SRKET5 cD279 (PD-1) &
R CDS0 (B7-1) & fE 4 L RIEIRE & BIZHIET 5 & & 2 5T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , 7=, PD-L1 i, flx OEEMATIZ 3
BT\ 5 & (NatMed 2002; 8: 793-800, JImmunol 2003; 170: 1257-66) 7334 ST
#0. PDL1 & PD-1 &40 L7 SR8EIE. WS pasFLEue R T Mlas b OBR%S %
B O 2 LTEZ LN TS,

AFE. PD-L1 OFENaSSEEIZEA L, PDL1 & PD-1 OfESEMETS 2 L %0 &
D BAFBSEROLR THROMIZEEINE LR L, EEOMBELMEITL 5L L
nTwnWa,

RHN OIERBERF IS GBEORERIGIT L 2EHERS RS b b, BEEXIIELI
FEAAREMN b D, FFOBEFROBERIT, BEOBSE ATV, BHSE
b LR EEA L BB LRI U E M i & R e R OER & B L CE
P72 N 21TV BE ORERIGC & ZEIER RERDR A 56103, BIREERL
EVRIOBREEOREAEERITONER DD,



3. BRARRREE
TERLEE ISR T A TRl - A EDEEE ORIl 2 1T o R RBR O RS A R
ﬁ_o

[G%hE] ,
EBRH R MRS (NIAGARA )

B EIEREDERE (MIBC) 123 % £ 5 (b3 IE L Bt B D 22V s, ARTANY
BEREEREERAT OTERS & 742 5 FEIRIRH T2-T4aNOMO Xi3 T2-T4aN1IMO @ MIBC "

(WHO/ECOG Performance Status 0 XX 1) 1,063 il (AAA 121 fleEd) SR,
WRTHBIARE L LTAR 2 2 ¥ AL ¥ EUEmE (T, (F AL FEV]) +3 A TS
FoBEHREE L, 20BOMERMBNEE & L TAAM M5 Lnga (RHIG
RRES33 G [AARN 2 ETe]) L, WATMBIRIEL LTHF AV I+ RFFF
VRERHFRES LBE CHRE 530 48] [AARAN 59 FlEET]) OFMMERUESME
Et L,

TR Q02 Tdh 5 B FIRSL P IR X2 b s B A BRI E 1 k5 1
Ay MEFERE (BLTF, TEFS)) (i [95%EHEXM]) 433 ror~<r k) o2
[E] B O T ORERIT. ARFIGFHEET NE® [NE~NE]. fB# T 46.1 [32.2~NE]
IR THT (NP — R [95%F8HIXR] - 0.68 [0.558~0.817] 6, p<0.0001 [EZ log-
rank HRE, AEANE GHAD 0.04123], 2024 4E4 H 29 AF—FH v A7) v,

*1 : ERARSHALE American Joint Committee on Cancer 415088 (55 8 AR -5 <, fASHRE e
THRSNER (BERURELHR) ORBEEE SRS RE LAERCRE EEEOR
BTy AT BEERSRLE L,

« : ARG | 3 MRIE 1 A 208 LC, %1 H B IAH L500mg % 4 91 2 LHS Uk,

LT Fory VT 7R 60mLimin PLEOBEF T, 3BBEZ 13420 LT, B1HBILH
L3 H E 1L,000mgim? & AT FF - 70mgim?E, B8 B HIZS AV F 2 1,000mgm? R 4 A &
RS LT, 2 VvFF = U T 50 A 40mLimin B L 60mL/min SO BEICIT., 3 AWE 1 ¥
AZAELT, F1EUS AR AYZE Y L000mg/m? & & A7 FF 2 35mg/m? & 4 ¥4 7 /L
5L,

*4 WA A EEE 1Y 70 L LT, B 1 B BIAH 1,500mg B RAK 8 A 2 A4ES L,

*5 AR (UF. M)

*6 : HEARIEICIG L7z 95 877%EMHERMIT [0.554~0.824]

“*7: EFS @ 1 [ B ORI ICHET S AR ER A EH IS CEBRITRE R



10 4 —

0.8 -

0.6

DPIRTRHE T\ A2

EFSHe {3 {95% 1]

FHISER  NE{NE~NE}

46,1 [32.2~NE]

I — K H (G55 CI) 0.68 (D.558~0.817)

— Wh—

At Riskik
FEIGHRAE 533
wEEEE 530

454
416

12

386
343

T
18

348
300

1

24 30 3% 42
rARITH S ORRE (H)
330 312 B5 180
81 259 214 159

L]

48

15
g4

B 1 BRTHPICAEX IR ERE#RENEICL S

EFS @ Kaplan-Meier Hif
(202454 A29 85 —Fh v bA7)



[ZZatt]

ERR L FE MRS (NIAGARAGER)
BEFRIIAFIOERRES27/5306] (99.4%) R USHFREES25/52641 (99.8%) IZ58® b
oo WTNAORREL OREBERNTETERVWESEES EIER) 11, #h£h
502/53041 (94.7%) B (R487/526f5 (92.6%) WFRDBIL. FD D B (Grade5) (X,
ENEIL3/5306 (0.6%) K F3/526f] (0.6%) Thoiz, WTEN»OREH CREFEEN

5% LORMERIITRO B Thotr,
Rl WThrOREH TRERNRS%I EOBHER (ZLMMITNREN) (NIAGARARE)
WEBKRSE / AR g (%)
(MedDRA/J ver 26.1) FHIGFHEE (53041) “xTRREE (526 4)
% Grade | Grade 3/4 Grade 5 4 Grade | Grade 3/4 Grade 5

ZEIEA 502 (94.7) | 215 (40.6) 3 (0.6) 487 (92.6) | 213 (40.5) 3 {0.6)
M#HE IV RES

L BRI EE 132(249) | 74 (14.0) 0 160 (30.4) | 87(16.5) 0

=yl 125(236) | 32(6.0) 0 138(26.2) | 49(9.3) 0

ML NS A AiE 51(9.6) 10(1.9) 0 55(10.5) 16 (3.0) 0

i BRI A e 29(5.5) 3(0.6) 0 35(6.7) 5(1.0) 0
P TEE

FAR IR SRR T I 52 (9.8) 1{0.2) 0 204 0 0
K L UEEES

BAREHR 107 (20.2) 1{0.2) 0 110 (20.9) 3(0.6) 0

i R0 A 33(6.2) 1{0.2) 0 37(7.0) 0 0
HRREE

S N 34 (6.4) 0 0 28 (5.3) 0 0
S e o — s — 27 (5.1) 1(0.2) 0 25(4.8) 0 0
Hii X UUEREE

B 33 (6.2) 0 0 39 (7.4) 1(0.2) 0
M RR, MERES L OHRREE

Leo< b 31(5.8) 0 0 33(6.3) 0 0
BIEEE

Bl 258(48.7) | 5(0.9) 0 22935 | 50.0) 0

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

B 78 (14.7) 5(0.9) 0 62 (11.8) 0 0

TH 47(8.9) 3 (0.6) 0 37(7.0) 1(0.2) 0
KB LU Tiams

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

% S FRAE 48 (9.1) 0 0 8 (1.5) 0 0




RERIRSE / EAE iz (%)
(MedDRA/I ver 26.1) FHIGAEE (530 #) FEREE (526 )
4 Grade Grade 3/4 Grade § 4 Grade Grade 3/4 Grade 5

TRESE 46 (8.7 2(0.4) 0 55 (10.5) 0 0
—% - EREER L RS ORE

o 164 (30.9) | 6(LY) 0 148(28.1) | 9.7 0

O AE 68 (12.8) 2(0.4) 0 T2(13.7) 2 (0.4) 0

e e 30(5.7) 2(0.4) ] 21 (4.0) 2(0.4) 0
BR AR

SRR 74 (14.0) 36 (6.8) 0 69 (13.1) 34 (6.5) 0

mehy v 7 F = 48 (9.1) 3(0.6) 0 47 (8.9) 2 (0.4) 0

BRI 7 3158 13 (2.5) ] 35 (6.7) 14 (2.7) 0

FImwT 325 A | 30057 4(0.8) 0 28 (5.3) 3(0.6) 0

7 =7 — ¥

A Bk 23(4.3) 7(.3) 0 33 (6.3) 6{1.1) 0

F 7o U TICEHER 5 LRIERABRR N OEHGT RT3, ARFRABE W T,
RV A B 7 48] (1.3%) . KABAS 6 A (1.1%) . RO TR 2 61 (0.4%) . ITFHSEEREE -
JF45 30 /8 (5.7%) . HUIRARBREEIR TIE 52 1] (9.8%) . FRIRASEE TLEEE 22 A (4.2%) |
BB HAEREE 2 ] (0.4%). TEAHEEEREE 3 61 (0.6%). BEE (BEMBEFE) 56

(0.9%) . 85453l (0.6%) ., 52 141 (0.2%) . BEEMEE 16 (0.2%), MhiRkEEE

(X7« NU—ERBE2ET) 76 (13%), infusion reaction 7 ] (1.3%), K%K 141

(0.2%) . FEAEH TERIFASE 1 #] (02%) PO, ¥, BbiEiiE R, 18
BEIRIG . Sk MRV IE . IS, BEOMERE, WHCEEIL. MR aE, §
B K URIFFERE I D e o T,



4, HWRIZHOWT

S Y A2 EHEHE RMP) ([CE-5%, AHOERE RS ERET~O WA H
BHDLMRTH> T, AHORESHY 2 BELLH - HEL, AHOREIC Ly B
REWEM 2B LIS T 2 2 L RBEAR T ®, LT OO~@D 42T &/ 1 H
RIZBWTHERT 2T Th3B,

O HMERizo>WT
®-1 TRo (1) ~ 5} OWFhicgLT o Ths L,
() BAGBAEREET 223 BB mmie s (BN RS ARG BRI
M3 23 A RS R L AR BE . IS A BRI e &)
(2) FrEHERENRT
(3) HERMRMESIEET 2P ARFEMRET (0 ARSI, NAREEE
I, 73 ARG R e L) -
4) ARICFHREELRE L. SRERCERIEDER 1| SAREE LERED R 2
TS RIEREA LI TE DR 3 ORI F B B 21T » TV 2 iRy
(5) MEMEFEALTERNEOBRERIELBHEIT> T DR .
-2 H%Hi’r’;ﬁ@{t?ﬁﬁi&(ﬁ?ﬁ?'wﬁ)ﬁ%ﬁﬂj%@iﬂl— oA L R R FFOERT (TR
DWTRPIIEE T HEM) 2, YEZFEBROREICET AEROELE L L TERE S
nTnasZ &,
*
- ERTREFRURH 2 EOMMPHERET LRI S 2L L0 n ABROBIKIHES
ToTnhHZl, 5%, 2 LIE, BAEREESY L LEBERIEBSEOTE LT
oTWVNHI L,
- BRI IRES 2 FEOMMBHERET LRI 4 0 - OWRBRIEO HFHESR
EELTWAIE, 95, 24 EIE, BN OH A SR % & o8 AR R O B
BHEZ 1T > TWVWA T &,

@ BENOEERESEROEHRIZONT
EXEMMFREBIIEEFTIEMAPEES L. REGENLOBERED, HOM -2

EMTFEFINFTROGHR CEMSICAT IR, FEFERRL LB ORE

FEBEPERLHITITONAEHBE->TWBE 2 L,

® BUER~DOXIIZONT
@-1 FER&HlicBE+ 5 B4

FﬁE@HWﬁ*%@i’%fiﬁl WERDSFEA U2 BRIC, 24 FRRRIEIERI O T, Mk X
PR IZ 3\ T, B L2 RBITERICE U T ABRE B O CT L ORHER ORIz 4
%f@}ﬁﬁ@f’%mé Bz oh, ELICHETRZERSE>THE DL,



@-2 EEREEE L 2 AFESICETIE S

BABRCED 2 MM 2ERE OBRELE T 5EREESPAHERT=5 ) 7
BEEOREROAS ) —= v FERITHERIE LIERE A TE DT — AERGFHNE
HEhTwad e, 28, BEEEIZOWT, PABRE L EZOFEBITHSICEmENT
WwhZ &,

@-3 BIVER OB iICBI LT

BIVER (RAEMEMGER S, AFHEEREE « T - sB(LHERE 2. PaBEE (FURIRGEEE
BEE. RIBEERESE, TEREEES), BEE (FESHELSE). infusionreaction, X
f5% - EREOTR, 1 BUBERA, 4  BHmAEE. Ok, EEMEIE. JlE,
SR /AR B, IS, BEE O K BIEE, MREE (X7 v N L—EBEREET) .
(bR O RBEWE PERBUE, #LE BT, BER. RIFERPBE) IH LT, 4
R LT E B O B P AR A ERT & B L (BIVEA oMot i iz B L T
RERUXELZZTLNARMICH D2 L), EHHITHEURLER TE D HRHRE- T
WhIZ b,



5. BEXBLARDEE

[z B+ 5 3m])

O RIBEMERSRHBRFESEIG L 25 MIBC BEFIBWT, AFKlE F AV Z VR
VAT IFF ORI L B IETHBRE R UK B 5 o L AR BRI

DEDUEIRERTVS,

[Zz 24z B+ 2 FE)

O FRUIEYTABEE DWW TIAROBREREZ L SN THnA LG BE 51T
ot/ ANaP

o ARIORST R LIBEE OBREEO S B B

@ BERTOFHICR W T TRICHY T 5 BF TS0 T, RRIOR SRS R0
B, MOTERRRIEA R WBRIRY | EEICARZERT A L2 BB TE S,
. BEMEMRE (BHRREAE 2 E) OB BEXTFOHEROL I BE
 EHEGRE THEEE E D 5 B R ORI 4 0 i RIEEM T LS

Lo #BE
. B SRR E O S HF TR 28 L < REFRMEO H CAEREOBREFRED
HHBE

. ECOG Performance Status 2-4 &V mBEF

¥E1 ECOG 2 Performance Status (PS)
Grade DO

0 4 < PAREZ < BN TR B, BAATE A U A EAFEIRIRER TR 3.

1 PHARIIC B L EBT IR S5 88, SHTTTREC. BIFRCE » TOERIIATS Z L R TE 3,
7 BVEE. B

BITARE CESOFOE Y OZ LI F_TAREESERITE R, BHRO s0%e i~y Ko,
RoNABSOEORIOI E LA TEARY, BPD 0% LR~y FAETF BT,

|-&an

| B3R, SROROEY O LiFe TERY, BRIy FABT TR
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6. BEICEBLTHEETEHIH

O FATCES ML, WERFGEE VIR 2 ERE RS X AF OB R ONEEE
Ao EiefFRE+oC B L ThoERTHZ &,

@ {ERBICEN . B IFOFRICEDELEREELFORA L. RELES
ThbEEToZ L,

@ THEERO~FRI AL L2 T

MIEMEEE HEMRE 2 S AhobhdZ 3 H50T, PIHER
(B, MERIREE R, REAE) OMRBRUREXEMREOERS, B2
ETITY 2 b, Fin, LER UTHECT, Mg~ —bt—ZS0kE % EiE
TEIE,

infusion reaction? % L2 Z & H3H 0, 20 B LI OAAR 5 FFZ b infusion
reactionid H D Z &M 50T, AR TR ERIBE OREE T
HE4 5 = L, infusion reaction 373 ® b N BE LB e LE 2175 & & biT,
IERBEE T 5 E CREORES DI ERTo 2 &,

LIRS, BIEHMEEE RO TEABEREESH LDONDLZ LBHLOD
T, AFHE 5 B GET R O S 1 8 P i BRI N S I R A (TSH., IrBET3.
WEBET4, ACTH, ML =LY —AFO[E) 217\, BEOREL I8
By b, ¥, MBS CEHBRESDERLEETH 2 L,

REOBEIC LY BEDORFERGICREST % L& 2 658 K BPRE
BHLbIAZ EibD, BEL ST, REXED LB EAIIE, B
BEDGIERIG K ARIERORBREZEE L, MY RERBMEITS 2 &, BE
OEEFAC L HEWER SRR ABE I, AHOBREDOKRE, ik IR
BRERAEVRIORGSLER TS,

BERTHR, JoARM»LEVARE L TroRERBEHRT L 2 LB 5700,
AR ORER THRIZOEWERDREIZH DI EET 5,

AST (GOT) . ALT (GPT) . y-GTP, B U AL ED LR &M D TS,
FF4e. BEALMERRE R H LI D 2 L 335 5O T, AFE 5 BALERT K U4 5.1
R o E BRI TR B R A B 4T BB ORELZ THIEBET S T b,

FAEHMEMNER. AREBREOBEERHDDNS I LBHEDOT, A
B AA A A O IR I IR I B R 2 17, BE ORER 21
gETsI L,

VEEERIR A B B, BRI b7V = RAZER LB HAHOT, O
B, B, WELESOTER OB LMBEED ERI-HEET S 2 L, VR
BEONIHEIE, A VA Y VREEBE TS OMNRBEETD T L,

@ NIAGARAFERIZ 5V T, IRIARIBEME EIERRIT O LMt . RAND2470 A RIIZ1218,
367 AIZE D ECH24BRE. £OREISZEBCADEOFELIT> TVl L x5
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B, AABE PR ENNCESRE CHROMRBET I 2L, 2B, FHORSE
IMTRIMENREE & L T4 E T, WRMEBIRIEE LETETa I L,
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