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D % Frak)
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WOLEDNEET D260 (TEMEET] 7o TERMZEGY] $TOI BEET L)
7 ERIRFFIRAGER 2 FOYHINHE 22 T L72#RIC 5 4FLLE DS ATRIR D EFIRAT

BEEIT-TWNDH I L, 9b, 2L R, DAEMIREZ T & UIZIRRIER 5O

WHEZIToTWNHZ &,

A EEIRFFRSE 2 FOBNHE ZE T LIt ISIHbaR O AL Z &
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RE & 7o o TRV REMBGEE & e EOFEARTEF 2016 (AL 28 4 6 H 2 H MEEILE)
ICBWTH, EHMERLEOMHORBIHEEEZNS 2L L STV5,

FHLERRE T EIR AT, KEERAC M7 1 7 7 A VDB EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET AERAHERT 5 £ oM.,
WUHERGOBRELZRS 2T 5 Z B SNDBEICH L THERATS & & b, BIfE
HDRBL LT BRI LB kS 2 & D Z & D AIBE7R — E O B 23 7 3 = A6 B <4 A
THZEDNEETHD,
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iR O B R,

BRI, ARHA KT A %, MSZATEUE N B RSSO, NIRAEEEA B A
PRI s . — At B N B ARERIRNELE 2 R OV EE N B AR 0W o
b EAERC LT,

X5 & 7R BRI, - FALVIRA~T (5 1R Z)

K5 LB DMBUINE  IRIEEISR N RE AR LT - FEFE D B

R ERDMERCHE  hoPUEMEER & OFEFHICI VT, @E., RAZIZ, FALY
A~7 (Bl Ff#az) & LT, 1\ 200 mg % 3 EHFET 60
ST TRIRERES 2, 7238 IR G- 0O BN BAF CThL,
2 [a] B DARE O F 5-BE 1% 30 43 & CHEMiCE D,
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2. AHF O, EREF

FALVY XA=7 (B l#az) (LT, IHAL &9, ) X, & b programmed cell
death-1 (LL'F, TPD-1) &\W9H, ) IZxd 5 1gG4 727 7 ADE MELE/ 7 m—F b
ik TH 5,

PD-1 %, Husisiialc 84 % PD-1 U ' K (CD274 (PD-L1) }&UfCD273 (PD-
L2) ) LA L, EISEEZAICHET 2 B2 5 TwWd (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 XU PD-L2 I%, Flix OIEEHEMICHEEL L TWD Z Ll s
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#& 1%, FESHIAE A HURER LAY
72 T MO DK BEEZERET DFO—D2L LTEALNTWVND

AHFNE, PD-1 OMifasE (PD-1 U 4> RiEGaEk) ([2fEG L, PD-1 L 2DV H
RT& 5 PD-L1 KO'PD-L2 & DfEGAAET 52 LIk BAGURFERA 7 T Ak
DTGP OB AR 3 2 MRS F TR M 2 B8R 9~ 5 2 & C. G OB 2 Jifl 35
EBEZBILTND,

ARANOVERBE 25D B DRIEFUSIZ & DBWEMEDRH b i, BEIILLTIC
EDLARENEDN D 5, AANOBGH R OEEGHRIZIT, BEOBEL T0I2ATV, RE DR

DO HEITIE, FEB LI HF4U EELtiﬁrF‘%’Jiﬁ%ﬂu%&@%%?#Ol:ﬁﬂ?& Gk APNGT:]
Y72 ERIZ W 21TV I ORIERUSIC K D RIERI DI D 55 \ BRI BE ARV

OGO Y IR ALE 21T 9 DR D D,
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[H2hE]
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{BZFRIERE D 732\ y HER2 [ O UIBR A RE 72 R FTdEd THE SO bR Esfs 2 4 5§ e
AT BB H A B 997 fl (AARN 101 filZEde) 255, 1RERHEY =
DRI LA FIEED R FTARK E I B ROBEIER VWL LT 52 L %
Hig L Uiz BiEAL —HEE RN Em S e (X 1), FEFHMEEE TH 5 PD-L1 B
PERRAT RIS EE] (PD-L1 FEBURIL. TAP=5%) K ONITT fEH 6 S EMICRBIT 5 24:1F
HIM (0S) 1. WIFNOEMIZBWT Y, 778 R &L L P (LR, TP+C))
BE & LR U CARK LRk L offH (LT, TT+C)) BECHGEHPNIICHERIER %
w7z (F1L 2, K2, 3),
*1 R LRSI S U7 TR BRI SEIR L AL Fo L B0,

AR A LATIORIR S 7 1RBRH X AR EitaR it %k

B U7k E

BB EFXYVTTF LD T+CHE 46611
P+CHE 4651

INFOTTINELATTF LD T+CHE 3551
P+CHE 3141

X 1 BGB-A317-305 REBRDOF A o

PIERK 6 594 70

4 N

Y4 70T LR

T+CH
KA LR
( \ o A : 200 mg IV, Day 1,
3 e
. &?dﬁugﬁ erazft"}'fgﬁi):
B 3 GRERFAT R[S 0P - )\
EMEXIRGEI R | —| FEVG .. A7+ 200 m
e - AXYYVTTFV H 2.
# (N-980) 130 mg/m? IV. Day 1 RO IV, Dayl. 338
@ : HRTREY - |“|;,i-': P N
o Mok 2 I (f g IR 2721000 mg/m?
dwats) B F 4., 14 Hishige, 354 ' o LUF ok
=1 215 e 'C}X.ﬁ[ }H 2 |”|%]L:"| I‘L( A |‘0)-l HLVJ‘."M;’.
A DRI R iz . 14 [ [ »oh s Tk A
Sk Tz oft SYRTFF Y+5-FU w3 R < L i '
IR —a SR S 5ot N
. PD-L1 5681 (B3 |— 80 mg/m2 IV, Day 1 KU J_',‘Cl' Gae
e 5-FU 800 mg/m?/[] IV, \ ) | ®e Xan
o WSO i1 R DR
L()“ D Vi3 fE f;;{!;&%ﬂl:A\ K] Ry /—\ ;‘.:5‘5-55’{‘[1'9:5
 ERRICES \ / i : N
DFEPRIC K B .’ ;
S HREREY
ARk i P+CH# 1000 mg/m?2, 1
7' 7 e R HUERRE H2 Illl%lx‘-ill llfé't
L o s o i 14
\ / IE é‘ﬁ(ﬁ{‘i A H C/R I V‘] 7?’/"3\ 3 L"j_l/l”l]Nf L
\f* %) \ J
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# 1 0S O BT REE (PD-L1 BER (TAP=5%) (20214210 B 8 BF—&hyh47)

T+C P+C
(274 51l (272 )
OS | hsefir [#HA] 17.2 12.6
(95%15 M X ) (13.9,21.3) (12.0,14.4)
NP R 0.74 B
(95%(EHEXH) ™1 (0.59, 0.94) *2
P (fan) *3 0.0056 -

*1 : Hidsk G727 b2 Ot o #idgk) I ONERRERRE DA A Tg R 1 & L7z ERICox el N — RET L
*) A EKYEIT S L 7298.2%CHiE [0.56, 0.98]
*3 : J@llog-rank#iE  (BRICox LBl N — REF /L L R—DEHINF) . ARk (FHED 0.0092

X 2 OS O HEEHTRED Kaplan-Meier Hi#R (PD-L1 BBi£ER (TAP=5%) . 20214 10

ASBTF—Fhy v47)

1.0 5

0.9+

0.8

0.7 =

0.6

0.5+

0.4

Survival Probability

0.3

0.1+

0.0+

— Arm A :n=274, events = 130 Median:17.2 ,95% CI 13.9 - 21.3
- Arm B:n=272, events = 161 Median:12.6 ,95% CI1 12.0 - 14.4

HR (95% CI) : 0.74 (0.59 - 0.94)
Log-rank test p-value : 0.0056

Number of Patients at Risk:

Time (Months)

Time: 01 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
Arm A 274264262 252246234 227219196 185 167144122109 93 77 70 62 52 47 38 35 30 22 19 14 11 10 9 6 3 1 0
Arm B 272268261 254237226 215203189168 156141118 94 80 70 57 49 44 35 26 20 16 13 12 9 6 5 2 1 0 0 0

*k Arm A:T+CEE, Arm B:P+C~7 7 &R
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# 2 0S OFEMMENTHER (ITTEM, 202322887 %Wy v47)

T+C P+C
(501 f31) (496 )
(O e [ A ] 15.0 12.9
(95% {5 FE X i) (13.6, 16.5) (12.1,14.1)
MNP — R 0.80
(95%E 4 X [H]) ™! (0.70,0.92) "2
PfE (hl) *s 0.0011 —

*1 gk GR7 U7 xt2 OftioHilk) | PD-LIZEELK QNGRS O A 164 J8 HIK 1 & U785 Cox Hufsl
NP — RET )L

*) L A EKYEIT RIS L7295.5%CIiE [0.69, 0.93]

*3 : J@ R llog-rank i E  (BRICox BN — REF L L R—DERHINF) . Akl (FHE) 0.0226

3 OS OEAESENTIRED Kaplan-Meier Hiff (ITT £H., 202342 A 2885 —% v b4
7)

1.0

0.9

— Arm A :n =501, events =370 , Median:15.0 , 95% CI 13.6 - 16.5

0.8 - - Arm B:n =496, events =406 , Median:12.9 , 95% CI 12.1 - 14.1

0.7
HR (95% CI) : 0.80 (0.70 - 0.92)

0.6 Log-rank test p-value : 0.0011

0.5

0.4

Survival Probability

0.3

0.2 - ™

ot
o1 1 3 1 e T TR N

0.0

—r1 1 T T T T T 1 1 T T T T T T T T T T T T T T T 1
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50

Time (Months)
Number of Patients at Risk:

Time: 0 2 4 o6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50
Arm A 501477 445 404 355316 278 254226 202 179 165152130107 77 59 53 43 31 22 13 10 4 1 0
ArmB 496 472 431 398 344 304 264 218 186 155136 119109 96 73 52 39 29 25 20 15 6 3 2 0 O

*Arm A: T+CEE, Arm B:P+CHf



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

(PD-L1ZEBLAR BRI DA 20HE)

FE B IL A B IFERER (BGB-A317-305 #BR) ICHAANONIZBFED S 6| JEEEHHE
TARIRIZ I 1T D PD-L1 OREBLRYL (TAP) (BT 2 HRA G ONT-BEOT — XK
&, PD-L1 FELRILBI DOERBR I 72 fRNT 24T S T A IMEDRERITLL T D LB Th -
776

%3 PD-L1EBURILI D OSDOEMENTREE (BGB-A317-30538k, 20235F2H28B5 — 2y b4 7)

Ay S
PD-L1 %3 BehEE %K R IfE [95%CI] AN N2

(%) (B H) [95%CT]

T+ 227 178 (784 141 (119,156 .
TAP=3% e i i 283.5; 12,9 Eu.si 14.7% (074,112
-
TPEI%  pC s G 1as Diases] 043074

*1 : PD-L1 HIEARRETH > T2 BE IS S 47z, *2 - @R Cox Hffi T — RET L

PD-L1 Status: TAP <5%

Survival Probability (%)

L e e e e L I o e e e e e e e e e e L
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48
Time (Months)
No. At Risk:
THC 227 214 198 176 156 138 122 109 O3 82 70 63 55 46 390 27 21 19 16 12 8 4 3 1 0
P+C 224 211 195 183 154 136 116 98 87 72 67 60 56 45 34 23 16 13 11 11 8 3 1 1 0

PD-L1 Status: TAP Score 5% - 10%

100
S %
)
3570
| 60
Qo
o 50
[
S 30
g 20
]
@ 104 —o— T+C
0 & P+C
T —rr T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48
Time (Months)
No. At Risk:
T4C 138 134 125 116 98 84 73 67 56 47 43 38 38 31 27 19 13 12 10 7 5 3 3 1 0
P+C 127 123 111 101 93 82 73 57 43 39 30 26 23 22 17 13 10 7 5 4 3 1 0 0 0

PD-L1 Status: TAP >= 10%

100
;\: 90
= 80
E 70
E 60
S 50
o 40
S
2 20
1
» 10 o— T+C
0 A P+C
L e e S e I I S e e e e e WL S S S s e e S
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50
Time (Months)
No. At Risk:
THC 136 120 122 112 101 94 83 78 77 73 66 64 50 53 41 31 25 22 17 12 9 6 4 2 1 0

X4 PD-L1RILIRILE D OSD BASBEHTFE D Kaplan-Meier i#f (BGB-A317-305388%. 2023452 5 28H F— &
Hy bAT) (LB : TAP<5%, FEX : 5S<TAP<10%. TE : TAP=10%)
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[Zeatt]
[EI B[] 2 I AH SR (BGB-A317-305 #ER)
HEFLRIT T+C B 495/498 B (99.4%) . P+C Bf 486/494 i (98.4%) IZiBDH AL, 1A
BRIE & ORI FEBURDEE TE RWEEFRIL, Z 2 483/498 6 (97.0%) & Y 476/494
B (96.4%) (258 LTz, WTNDORETHRIEIG DN 5% EORIERIZTFROLEBY

Thol,
£4 WVWTNHLOBHTRERBIEH 5%LL EOEIER (BGB-A317-305 R ER)
Bl (%)
FEAGE
(PT: Preferred Term) Ten Frem
(MedDRA ver.25.1) 498 11 494 151
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2REIER 483 (97.0) 268 (53.8) 11(2.2) 476 (96.4) 246 (49.8) 4(0.8)
L 237 (47.6) 13 (2.6) 0 (0.0) 232 (47.0) 9(1.8) 0(0.0)
ot Bl 182 (36.5) 14 (2.8) 0 (0.0) 185 (37.4) 16 (3.2) 0 (0.0)
/N 175 (35.1) 56 (11.2) 0(0.0) 183 (37.0) 57 (11.5) 0(0.0)
I BR AR 168 (33.7) 59 (11.8) 0 (0.0) 160 (32.4) 57 (11.5) 0 (0.0)
M - 161 (32.3) 112.2) 0 (0.0) 162 (32.8) 12 2.4) 0(0.0)
2 i 158 (31.7) 25 (5.0) 0(0.0) 163 (33.0) 37(7.5) 0(0.0)
TANRTXUEBT ) 146 (29.3) 13 (2.6) 0(0.0) 137 27.7) 4(0.8) 0(0.0)
NT AT =T —EHN
i BRECR 119 (23.9) 15 (3.0) 0 (0.0) 134 (27.1) 8 (1.6) 0 (0.0)
TI=rT I RT Y 113 (22.7) 8 (1.6) 0 (0.0) 97 (19.6) 4(0.8) 0(0.0)
A7 =T —EHM
T 111 (22.3) 12 (2.4) 0(0.0) 126 (25.5) 1122) 0(0.0)
KIEHERRE =2 —a % 106 (21.3) 1(0.2) 0 (0.0) 116 (23.5) 3(0.6) 0 (0.0)
F
Fi - RIERRAHE A 95(19.1) 15 (3.0) 0 (0.0) 93 (18.8) 10 (2.0) 0 (0.0)
EARRE
8 JE 76 (15.3) 10 (2.0) 0(0.0) 71 (14.4) 7(1.4) 0(0.0)
W 55 75 (15.1) 9(1.8) 0 (0.0) 61(12.3) 6(1.2) 0(0.0)
I A ERIBE 74 (14.9) 33 (6.6) 0 (0.0) 80 (16.2) 34 (6.9) 0 (0.0)
ISR 69 (13.9) 1(0.2) 0(0.0) 67 (13.6) 0 (0.0) 0 (0.0)
M e YL e HEn 61 (12.2) 7(1.4) 0(0.0) 58 (11.7) 3(0.6) 0(0.0)
/N E 60 (12.0) 15 (3.0) 0(0.0) 56 (11.3) 14 (2.8) 0(0.0)
LNEEN 58 (11.6) 0 (0.0) 0 (0.0) 54(10.9) 0 (0.0) 0 (0.0)
FR B RE AR T 57 (11.4) 1(0.2) 0 (0.0) 13 (2.6) 0 (0.0) 0 (0.0)
Z 5 FEIE 45 (9.0) 1(0.2) 0(0.0) 9(1.8) 0(0.0) 0(0.0)
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B (%)

FAGE

(PT: Preferred Term) Ten Prem
(MedDRA ver.25.1) 498 151 494 141

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
1 BRI 44 (8.8) 6(1.2) 0 (0.0) 44 (8.9) 7 (1.4) 0 (0.0)
FEHA 44 (8.8) 3(0.6) 0(0.0) 25 (5.1) 2(0.4) 0(0.0)
TR 40 (8.0) 1(0.2) 0(0.0) 46 (9.3) 1(0.2) 0(0.0)
&7 A7 2 M 38 (7.6) 1(0.2) 0(0.0) 46 (9.3) 2(0.4) 0(0.0)
H A% 36 (7.2) 7 (1.4) 0 (0.0) 35(7.1) 7 (1.4) 0 (0.0)
TR 34 (6.8) 2(0.4) 0(0.0) 36 (7.3) 0 (0.0) 0(0.0)
F35 34 (6.8) 0(0.0) 0(0.0) 9(1.8) 0(0.0) 0(0.0)
&7 U 7 A e 28 (5.6) 6(1.2) 0(0.0) 33(6.7) 9(1.8) 0(0.0)
FEIED E 27 (5.4) 1(0.2) 0(0.0) 27 (5.5) 0 (0.0) 0 (0.0)
U Lo SERERR D 26(5.2) 5(1.0) 0 (0.0) 20 (4.0) 5 (1.0) 0 (0.0)
fiym 16 3.2) 0 (0.0) 0(0.0) 25 (5.1) 2(0.4) 0(0.0)

728, T+C EHZ IR W THE MR 16 6 (3.2%) . Infusion reaction 220 1] (44.2%) |
K% 6 Bl (1.2%) . /MEZE 2 B (0.4%) . BEEO TH 12 61 (2.4%) . FFAL 9 f
(1.8%) . ATREREFETE 199 fl (40.0%) . AT 8 i (1.6%) . Lok 341 (0.6%) . H
JE DR EREE 20 1 (4.0%) . 578 361 (0.6%) . AEEUTHRAMELE 1 61 (02%) . EAER
HRE 1B (0.2%) . WowmlEs (FUIRIEREIES . RIS . T AR E)
66 Bl (13.3%) . 1 BUBERIE 561 (1.0%) . BER 161 (02%) . Ei&refEsE (R
BRI, RERIRRERTE) 9B (1.8%) . MK 14 B (2.8%) . #PfEfETE (7 - L
—REMERESE) 239 f (48.0%) . HEEERMIRIEDS 22 # (4.4%) . FHRMARIERIE 5 B
(1.0%) . BEOBK 49 6 (FEE 58%) N bilic, £70. IR, BEEK, FHE
%, %, S E MK, EALMEIRE RIZERO B0 o 1o, ARRIVERZEBLIR LI B
% (RRREMERETEZET) 280EHEREZRT,
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4. FEERIZDOWT

ARFN OG- RO 72 BE 22W - FFE L, AFIOFHIC LY EEREWEHZRBL L
B KHST B Z M Ee7e D LLFOO~Q@D T R T & /- T ERICBWTHEHRT 5
REThHDH,

O MERIZOWVT

D-1 Tied (1) ~ (5) ODWFNNTELTIMEHRTHDHZ &,

(1) JEATFBREDEET 55 A FOa LR B (BB IR S ARl HE L S e
Mgl A3 A RSB EE ML SRS, MUY AR 72 &)

(2) FEEREREFRPL

(3) HBENFULAIERRE T D0 ABIEEEFRRT (DA BHEEERR ERbL, 23 A ihEE
W 19FRE. 23 ARSI EEHEE R 72 &)

(4) I RACERIERE A2 3R E L, S RIER L FRER R 1, S RIS Lk iiort 2
AT SRR SR 3 ORisR FEUE AR B R 21T - TV D fitiak

(5) PUEMEREEAIAL S & BINE O IR DR 21T - T D itk

O-2 B OALFHE K ORIE AR B O3t 50 72 sk & B 2 FFo Rl (TR
WPIDNCRE Y T D ER) 25, M ERORFNICET HIEEOEEE L L TRE SN
TWnH Z &,

#*

o [EMGFFEUGHE 2 FOYHINHEZ(E T LT-12IC 5 FELL LD ATRIEOEGRIHE
EIToTWDHZ e, 9, 24 RIX. DARYRELZ T L U RRERE O
EEZITHOTNDHZ &,

o [ERRFFESE 2 FEOYIIHE Z21E T L% IS LS O N A EKYIRIEE &1 5
FELLEOWMALBARZLDEH 1T TnD Z &,

o [ERIRFFESHE 2 FOYMITHEZ(E T LI21RIC 4 FEL EOBRRSREZH LTV
HZ e 9B, 3EM IR, TELENE DD A SRR 2 G T e AL S5 S D B R
EEITHOTNDHZ &,

OBEN D EIKMIFHRE R DEHIIDOVT

EEMERE BRI FE T 5 TE D EE S, BN OFRE D, Ao - &2
VIR O B E N NERRZ R 2 SRt AEFSNRE LG5 0oHE
HEBFEDHELCIIATON D ERHINFE S TNDH Z L,

10
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® BIER~DOR AT DONT
@-1 MRS 5 Bk

PR M B O B 72 B AR A LIS, 24 WFRIIRIRHIO T, 4%t X
R R 350 T, BB L AR U C AR ELR O CT % 0o 1E A D3I 2
B/ RAT O RERASYS B A D, BB IS ATRE A R 2R > TV B Tk,

@-2 ERIEFEEFIC L 2AFFRAINCHET HEMS

S ABHRCHE D D BT 72 e e O\ Be 2 2 BIRIEFRE D EIE =2 Y 7
EEDITEROA Y V== 7 ZATOERE L FRE A TE 5T — AR 2R
SN TVD Z &, 2B, BiAHIZOWNT, BDABE L ZOFRBE ST M T
WwWnHZ &,

@-3 BIEADZWrORIMZE LT

BIER (FEVERZ RN %, infusion reaction, KIFZE « /MG « HE D T, AT
A - IFRERERETE - PR, (O % - DIRSE, BEDEEE, Ak - BT R ARE -
HIEM S E, NAOWRES (RS, AIBReEESE, TERAKEREE) . 14
VEPRIA . S, BHEREREE (RANE R R, SRERIRBRE) . MK - #ilsk - B
K. MREREE (F7 2 - NUEBES) . BEERMEREE . fIRIOEZERE, /.
SEI R, EEOBR, BLMRE %, BasBE (&g iEsL 5T o
b5 BE~OMH, IR - B IREMER O R MESE) 126 L C, Mikhiiat I B
BRI D EMNEL AT DA & EHE L (BHWEH OZBroRSITBE L THRER SR 2%
TONLEMICHDH L), BEHITHUIZRLENTE HEHBESTNDHZ L,

11
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5. REXRLELRDEE
[ B2z B4 5 F1E]
O TROBEIZBWT, KA FRIEEOGFHER 5 ORI RIS T D,
e HER2 [2MEO B YIBRARRE /R EIT - B3O BEE
£ R SNSRI T O L B Y,
o FXHUFSITFURVBHARLHE Y
. AT T F KON 5-FU

@ TRLISHEE T DB DARAN DB G K O TS SV TR, AR O DD
MENTELT | AR OEGHRERBIRN,
o DOTAHHANDAH NP REFTWRUMBOFUEMEIET A L OO I # 5
o FioMiBEIE
*  HER2 [GPEDIGEYIERARE/R AT - R38O H

@ [EEEHLEFIAFEFER (BGB-A317-305 #B#R) (23U T, PD-L1 #ELHE (TAP) 2LV
AH| LA & OO G- OFER R DA REI N TN D (p7 S2H) 2
EMB | KA & MOFUEMEESA & OO GICER L TiE, TAP s L7z LT
Hr[BO¥k 2T Z ENEE LY, TAP 2 10 RitiCTh D Z L RNER SN BE
IZBWTIE, ARAIDSAOERERFE b ZET 52 &,

12
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(%
O T

B9 5 FIH]
_Mé?5$%;OWTi$ﬁ®&5ﬂ“a&§ﬂTP6 b, W5 21T
b&w Eo
o KRANIDEGTITRT UIWBUE O BEERE D & 5 B
/’“f?ﬁu@uﬁﬂﬁ BWTTFRRICEY T 2RBEFICOWNTL, AFIOEGITHESE S 20
S, MOTERGERIUL A 72 WIGAIZIRY . HEICAFEZMFEHTHZ L 2BETE 5,
o FHEMEMZEEDOEIFX ‘i%ﬁi@?ﬁ)é JiEa
o ES g CRVE R 2 58 60 5 B K ONE B M O Hod F Atk 28 <0 kg e it ¢ 55
DR RIEVEZAL DS P2 Ehé%%
o ACOREEROEUIUIEMENAE L IXFERED B CAEEBOBEROH 5
B
o JEERBME (EMm&MBHEL ST Ob b EE
. ﬁ&@@%ﬂi%ﬁ%ﬁ?é%ﬁ
e ECOG Performance Status 3-4 "V o &

(ED

ECOG @ Performance Status (PS)

Score

e

0

<R JEBITE 5, FHETL R U HHEAEDHIRZR TR 5,

PIEREZIE LWEENIHIR S5 25, BTHIRE T, BAFELH > TOERIITI 2N TE D,
Bl O, FEEE

BATRIRECTH S OE ORI O Z L33 X TR DNEEIL TE 2\, HHD 50%LL Eid~<> KAl 29,

[BHNTESOHEDEY DI & LNTER, HREO 50%L FE Xy R+l 4,

AW

AL TRV, BOOHGOEY O Z L34 TERY, BEICy KW+ T4,

13
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6. HEICHL THEETRXEIH

@ RSB 2, SR EEE D HRIET 2 GRS S & ARH 0 i J OSE A
D72 DI B A 43 B LTS 5 2 &,

TRIRBRIRIT e B, B T OFIRICE R Vet o3 L, REzE
ThoBET5 2k,

FREEH O~ A MZONT

@

®

AFNOEHIZ XY | BEORERISITER T 2 &£ B 2 DDA R REBRE
DHLOLNDZ Enb D, BIEEL 7TV, BENEDO LNEAICIE, @
FEDGRIE RN L DRIER ORBAZZRE L, M2 kaiTH> 2 &, mE
DHPE N L DRIWER N BEDON D51, BB RERLVE KO E%E%
BETHZ L, £, AFBRGRTRICEERBEARO DN ERH D
DT, FABEGKTHRBBE L 2T 2 8,

FEMEMEEN D S D Z ENH DO T, FIHER (BYIiv, MR, %
W) OMERE M OV X SR O FM%, BlEE +oI 7o 28, £z, M3
(20t U TS CT, I~ —h —F0MmExEhiid 52 &,

Infusion reaction 23 & H 1L 5 Z L& 5, Infusion reaction 232D HILTZHHE T
L EERAE AT O & &b, SERBEIET D £ THREOREL I8l
THZ L,

JFR4A, FFRERES, FRVNHObND Z ENH DD T, AAIR 5 BRLART RO
B EIM eI IR RERM A (AST, ALT., y-GTP, Al-P, BV /LE V%D
HE) 2179 Z &,

ORI RERE S . T RAKEREE L ORIBEREREEN S b bNDs Z R LD
T, AHNOEG-BIAHT R OB G X E WIS N W EER A (TSH, fEhf
T3, 78 T4, ACTH, I =/LF Y — VEORE) Z2FEEd 52 &,

1 BUBEPRIF (BUE 1 BUBERIR &2 & de) 23 Db, BERFME7 b7 v F— A
WCELZENHDLOT, A, EO, RHFOER OB MEED L& 2+
DEETDHZ L, 1 BERBEN DN A IR S ERIEL, AR Y UH
H O 55 OMEY I E AT H Z &,

A TH . BARBMN S5 AREB L T LRWERN AT ERNH D720,
KB DG THRIZHRIER ORI 7312 EET D,

BGB-A317-305 ik CTILI& 5-BRAA 6 48 % £ TiE 6 AMEREE. < D%k 9 #RE
kR CHZMEFL 21T > T\ e 2 & 25380, AAIR G PIXEHIC EE MR T
ROMEREITH Z &,

14
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KK 0619 &5 2 &
S f 8 46 H 19 H

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

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

T a7 (B TR Z) A O Sl AHEET A N7 A v
(BE) OERL gt HHEE T A K74 > GENERaNE. /s
AR TR IR, THERE. R L OMEEE) o —H eI
DT

TR A BE & S O BT #2016 (CEE% 28 42 6 H 2 H BRI E) 128\ T,
B ESE S O H O FGEbHEEZ XD Z E AV IAENTE D L EZIT T, &
B EIEG 2 B L E R BE IR 5 2 L 2 BRI Tl e A4 K2
4] BERT DL ELTVET,

S, T a7 GEE SR ®ANCOWT, BEIC L THERT S
RO BEFREELNIRO LB KEERAHEET A R4 LTRVELHEL
TeDT, ZOFERCHTZ>TE, KA RTA IO THESIRD L), &
N O ERFEEI K QSRR 2 Bz BV L E 7,

Flo, Tan v~ (Blo i) 85514 6/ N, R i, T
AR . RESERE, 7B A L ORI Lot L CRER 3 2 BROF B FHEIC OV T,
[T a2 v~7 (Bo T R) SO faifli H#EET A B A > (BEbtE)
DVER I O i FHHERE T A N Z 1 > GE/INRaRTE) O —H8EIZ DWW T (B
749 H 19 BAHTEIRIEFET 0919 55 3 5 /R4 F7 84 = 38 m [ 3 in g A B
ARREAE) FCLY, TREFEAHEET A R4 ) ELTORLTERREZAT
R

e, T a7 (Bl R) "WANZOW T, A LS GE


AKNJX
テキストボックス
別添２



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

DYFTIFE, Bl HEE S A BT A % ZRENBIHRO &Y BIEW T L
ELOT, BENOEFRMERE K ORI 2 AMmE B LET, ZOERO

[ fERHEET A R 742 1, RS ED LBV TT,
7ok, KBHODOE LIZOWT, BIFEOFREICEESER T LD T, SO H
Lz £,
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Bl L

INASAEEITE N
HARESS
—fFEHIEA
NASAEFETEAN
—fFEHIEA
—fFEHIEA

HAERRT =

AR 2
A B2
AR PIRHE 2
AR R

Fre EEANGENEN  AARIESES
FredEEREENEN AR

—fRALHITEA
—fRALHITEA
—fRALHITEA
INASAEEITE N
—fRALHITEA
—fAEHIEA
NASAEETEAN
—fFEHIEA
—fFEHIEA

SESEE LS
AR 2
ARRFIBREAN R 22
SESTINY LS
AR R AR 2
AR
SES SRS
AT BRI
FARERPR 367 22

T AT BRI

MSTATEGE N AR AL R R S p A

T IR AR
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ElIEGS

He KR i gee D e B HEE T A R Z A > OWGET AT Cir B X HRER)

(BB I XS IERB57)

Peli IH
3. EEPR AR 3. HRIRRHE
(%) (%)
[Z241E] [Zz421E]
OFE B [F ZF MARFER  (PACIFIC 75#) OEFE IR FMARER (PACIFIC #5R)
(%) (%)

7ok, LTICBhEESR A & 0RIEMABIURIOEFHE R 2R
T ARFIFECIW T, RVEMEMER (it iiiilgsx 2 & te) 66
(13.9%) . HURAREREAS TUE 50 1] (10. 5%) . FRAREEAE TLHESE
33 %51 (6.9%) . FFEErEREE 20 f5] (4.2%). infusion reaction8 f
(1.7%) . KIGZ 2 1 (0.4%) . TEEO FHI2 F (0.4%) . BhEE
(MR AREE) 161 (0.2%) . 1 BUBERIE 161 (0.2%) . B
REREE 1] (0.2%) 2SFRD BT, Fio. R - BT BARIE.
O, BIEMMEDRE, TERMAMEREE ., BB Mkl MR
T E M ORZEERE 1580 B iv7e o Tz,

@ E AL [E S MFE R (POSEIDON #45R)

(%)

2. UL FICBEEFESE2EORIERRBUIR O LGSR Z2 R
I, AFIPFABECB W T, KB F LAY A~ T7 L ORIEBEGR
DI TE T & WO VMR B 15 5] (4. 5%) . K75 16 1] (4. 8%) .

2B, UUNICEEFESG 2 5 0REIER B BLR I O LR R 2R
T ARFFEIZIW T, FEMEMER (Pt 2 5 de) 66 4
(13.9%) . FIRBRFEREAS TAE 50 1] (10.5%) . FHIRARFERE TUEE
33 %1 (6.9%) . FHERERESE 20 41 (4.2%). infusion reaction8 {3
(1.7%) . KIEZ 2 Bl (0.4%) . FTEED FH# 2 F] (0.4%), BbssE
(FEMEB 2e%%) 141 (0.2%) . 1 AEESRIS 1 1 (0. 2%) . R
AERESE 161 (0.2%) 2O BNz, T, Ak - BBUHRAIE .
O g, BEIEMEE A, T IAMRREREE | B & OV i)
R MEEEBEIR 1378 D L7 o T2,
@EFEH[F #5 MAHFABR  (POSEIDON #45R)

(%)

72E. UUNICEEFESG 2 5 0REIERBBLR I OEFHR R 2R
T AFIPFAREZRB VT, AFIUL R LAY A~7 L OREREGR
NRTE CTE RO B A 15 1] (4. 5%) . K2 16 61 (4. 8%) .
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HEDO TR 241 (0.6%) . HILEZRIL 1B (0.3%) . FHRERE

IE 34 611 (10.3%) | FARBREERETUEEIE 21 61 (6. 4%) | &I
PRRERRTE 6 B (1.8%) . TIEMERAERET 5 61 (1.5%) . 1 AREIR

i 151 (0. 3%) | TTFHEREREES « IT2 - AL PENRAE 2% 48 151] (14. 5%) |
RREE (MR E) 261 (0.6%) . fhdk - AEUHRARIE 2 3
(0. 6%) | Laige 141 (0. 3%) . S f/ MiJsAE 141 (0. 3%) .
infusion reaction 11 1 (3.3%) . FEEMEAFHERIADIE 1
(0.3%) . EEORERSE 1 4] (0.3%) . #fEkESE (X7 AN
Ve A S Te) 1] (0.3%) . Mgk 1 (0.3%) | BESK 7 5
(2. 1%) DB DO BN, Flo, BEIEA TSI, BEER &K OURIFER
BEIIRO LN o T,

QEREILFE 111 AH3R5R (AEGEAN 3B, 2024 425 A 10 HF—#
By NAT7)

(%)

72k, UUTICEEFEG 2 5 0RITER B BLR IO LR R 2 R
T, AFIPFHBRCIRN T, BEMEMRE (ROl 2 & i)
26 5 (6.5%) . KAHZ 2 6] (0.5%) ., BREE (MEMEBERE) 2 6
(0.5%) . AFEEREREE - BFZK - MEALPEARAE 28 47 5] (11.7%) . AR
WRFEREAR TE 45 61 (11. 2%) . FUIRIRBERE TTHESE 17 61 (4. 2%) |
B HEREREE 2 /5] (0.5%) ., TFHEEMAHEEEREE 2 51 (0.5%) . 1 B4k
PRI 11 (0. 2%) . o2 1431 (0. 2%) . EEJE A4 S0 1 51 (0. 2%) .
fd2e 161 (0.2%) . FREFESE (7 2 « NL—JEEREE &Te) 4
(1.0%) . infusion reaction 4 5] (1.0%). HJEDZJEEZE 1 4

HEO TH 261 (0.6%) . 1HEEZL 1 H] (0.3%) . FUIREREEE
X HE 34 61 (10.3%) . HUREMEEETTHESE 21 f (6. 4%) | I
PEREREE 6 B (1.8%) . TEE(APERERETE 5 1] (1.5%) . 1 BUpER
Jpi 1B (0.3%) . IFHERERRESE - 2% - i MENEAE 2% 48 f31] (14. 5%) |
RrfEds (REMEBALE) 241 (0.6%) . fids - RERUT BARIE 2 1
(0.6%) . Lde 14 (0.3%) . Sk MR SR BER 1 1
(0.3%) . infusion reaction 11 (3.3%) . FEENMELF BRI
iE 11 (0.3%) . FEEDLJERE 161 (0.3%) . MREES (X7
Vo NU—IEBEREE S T) 1 (0.3%) . Mg 11 (0.3%) | FE
KTH (2.1%) DD BT, F-, BEIEMDIETE M ORI 1T
RO BRI,

G ERILFEF 111 AHRBR (AEGEAN 3B, 2024 4E 5 H 10 HF— X
B NAT7)

(%)

72d. UUNICBEEFESG 2 5 0RIER B BLR I O LR R 2R
T AFPFHBCIBWT, FEMERMZER (SO % 2 1)
26 B (6.5%) . KAZHK 261 (0.5%) . BEEE (FEMEBERSE 24
(0. 5%) . AFH&REREE « AT - fEALMENRAE 2 47 1] (11.7%) . HIK
PRFEREAR TIE 45 1 (11.2%) . FRRBREEEETCHESE 17 651 (4. 2%) |
B R RERE 2 5] (0.5%) ., FIEAKERERESEE 2 (5] (0.5%) ., 1 R
PRI 1451 (0. 2%) . L 11 (0. 2%) . FESEADEESI5E 1 451 (0. 2%) .
fd2e 1) (0.2%) , FRREREE (7 v « NL—IE@EREZ S T) 4 6
(1.0%) . infusion reaction 4 fI (1.0%) . EEDKZFEEE 1 4]
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(0.2%) . W& 2 B (0.5%) MR DHBNTZ, £7-. BEED FH.
fh2% « RERCADRMARIE . FEBEAT TP ERIBUDE . MBS L. BlIFZS .
G2 PRI IR E M OVIR BRI IR O H LR o 7,

(%)

(0.2%) . WExR 2 B (0.5%) MEDHBNTZ, £7-. EED FH,
fh% « RERURD RIMRIE . FEEVEAT R ERIBVDE . T LB 2L, BlIEEAS .
o e M I IR B D PSR BEIR K ORZFERIE 138D B e v 7=,

(%)

4. FEFRIZOWT

(%)
@FEIWER ~D Xz DN T
(%)
@-3 RBIEH OZEr-CRIIZE LT
BIER (MEMEMREE (B 2 Ede) . IFiReRE
JF% - BEALPERRAE 2. Ny wikess (FUR IR RERR . Rl e

. OTEAEERET) ., BEEHE_(HEMEX%) . infusion
reaction, KEZ « BEO THI, | BIBEIRIN. Aok - BT AR
e D Je, BIEAEESIE, BRI, SeR M MR IE, MY
HEORERESE, PRREE (X7 - NU—EEREEZET) . b
FIEDF R O FEEEAT R ERIBAE . THILAE 22 4L, HER . JRIFEK
PEEE) 1Tk LT, MRtk XA BB O B 2 B T D 1=
il & HE U (BIEH OZWr-oR 2B L THRE L SR 2= 1T 6
NOERMZH D Z L), EHITHEERLEN TE DIEG08% - T
WhHZ &,

4. FEERIZDOUWNT

(W)
@EHER ~D Xz 2T
(W)

©@-3 BHWEH OZKxHSIZBE LT

RIVER (MEMERZEE (BNl 2 a5 de) . IFiRelmE -
JFE - BEALPERRAE 2. N wibeEss (FRR IR RERR . BB RE e
=N EAKRERE), BEE, infusion reaction, KiZ%k - &
FED TR, 1 BUBEIRIE . Fhidk - BROBOTREfRE, (Db s, EEA
JVE, BEIEDE . Sy ME i MR SRS . Mo, HEEE oD R e
EOAREE (XT7 2 NUEEREE G L) . ALSPIRIED R
DIEBNELF P ERBUDE . THILE 2L, BER . FRIFEREESE) 1Tx L
T YR a5 ST T R EE R B 0 B P 2 A9 D AT & EHE L
(RIWER OZWB-CX B L CHRE R O R A2 Hiv b 54
2D Z L) EHITET R EN TE DEHINES TND Z L,
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/INHI G e D Fre TR A E T A R 7 A > OWGET AT Cir B X RER)

(BB I XS IERB57)

il

L. IZE®»IZ
(&)

Mg LhosBEEKL TarwT (BloFHiEz)

(W)

1. (ZFL®IZ
(%)
B LR E KM AIT 0V RHERE 120 mg, A
7 4 Y HEEE 500 mg (—f%4 -
T a7 (EiE gz )

(M)

2. RFNOFeE, 1EHET

TanlN w7 (B Z) _(CLF TARAlD) X, B B
programmed cell death ligand 1 (PD-L1) ZxId A E s o>
U Glk (Ig6lk) ¥ 727 FADE MlE ) 7 u—F AHEKETH
%o

2. ARFIOFE. 1ERF

A 27 4 VAR 120 mg K ONELSREEHE 500 mg (%
% T ans~T (Einfaz) . DUF TR#FD) 1, e b
programmed cell death ligand 1 (PD-L1) (2% A% o~
Uy 6l (Igblk) 727 I3 2D MUE ) 7 a0 —F LK TH
%)

(%) (%)

3. ERIR AR 3. ERIKARE

(%) (%)

[Z2414] [Ze4tE]

OFE B [E 25 MARFKER  (CASPIAN 5:5#) DOE B[R 2 MAHFRER  (CASPTAN 5X5R)
(%) (%)

k. UFICBEE RS 2 S 0RIEM IR O LG R 278
o AFPHHBECIW T, REMEMRE 761 (2.6%) . K%k 1
B (0.4%) . BHEED FHT2 61 (0.8%) . ITHEREREE 14 151 (5. 3%) .

k. UTICBEEES 2 3 ORIERFEIIRDLOERHE R 278
o AFNPHHBECIS T, EMEMRE 761 (2.6%) . KK 1
B (0.4%) . BHEED #1241 (0.8%) . ITHREREZ 14 51 (5. 3%) .
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RO IR REARS TE 23 1 (8. 7%) . AR BRI RE TUHESE 25 1] (9. 4%) |
Bl REREE 2 651 (0.8%) . 1 AUBE/RIE 2 6l (0.8%) . infusion
reaction 3 f5 (1.1%) . FEEWELFrPERI/E 2 1] (0. 8%) M358
D, Eo, BEEE (HEHRES) | 5% - BUHRALE.
Do, BEIEANEE, NEMHEERE ., BEBI . i/ MR
T E M ORZEERE 1580 B v7e o Tz,

@[EBE LRI AR (ADRIATIC 35%)

(%)

7B, U TICEEFEG 2 5 0RIEHRBBLR IO LR R & R
T RHFBECIBN T, FEMEMEER SRR mER &2 & te) 45 6

(17.2%) . FEEEDO THI 2 ] (0.8%) . FFHEEREREE - T4 - AE{LE
AEAE % 25 B (9. 5%) , FRHRMRHEREAR TUE 39 #1 (14. 9%) . FLIRAR
FERETHESE 25 1 (9.5%) . BITFERER=S 3 51 (1. 1%) . T HEAH
BEREE 2 1] (0.8%) . 1 BLBEIRIG 1 41 (0. 4%) . LM% 161 (0. 4%) .
fg¢ 141 (0. 4%) . MfRREE (72 « N —JEEREZ S Te) 3§

(1.1%). infusion reaction 2 i (0.8%). BEXR 1 6] (0.4%) M
WObNT, £, KBk, BhEE (REMEBRE) . fidk - B
R ALARE . EELE A D . EERE 0D B2 R PR AL R ER A E |
LB 2L, RIS, SRR v i RIS JE S OVRFFER S 13580
nighnoi,

FPR I B T 23 1) (8. 7%) . H R i RE U sE 25 51 (9. 4%) |
RIS REREE 2 1 (0.8%) . 1 ZAUBESRYE 2 5] (0.8%) . infusion
reaction 3 f (1.1%) . FEEWPELFPERIECE 2 6] (0. 8%) 2332
bz, £, BlEE (FEMEERSE) | K - AR RARE.,
O de, BEIEMEEAE, T IAMRREREE | B L OV /]
R PSR BRI 1378 D L7 o T2,
@EFEH[F # MAHFABR  (ADRIATIC 3X5R)

(%)

7B, UUTICEESES 2 5 0REIEHRBBLR I O LR R 2R
T ARFIBEIZIWNT, VB MR R OB Rt z2 2 2e) 45 #
(17.2%) . EEO T 2 1 (0.8%), FFHEREREE « T4 - B ki
NEAE 2% 25 5] (9. 5%) . FUIRAREEREAR NAE 39 61 (14.9%) . HUIRAR
PERETUHESE 25 5] (9.5%) . WIEHEREREE 3 41 (1. 1%) . TEEMAREE
REFEEE 2 451 (0. 8%) . 1 RUBELRIS 1 451 (0. 4%) . LBz 1651 (0. 4%) .
M2 161 (0. 4%) , #pfEBEDE (X7 > « NL—JEEREZET) 3 41
(1.1%). infusion reaction 2 f5 (0.8%). Mz 145 (0.4%) 2%
mH b, £, Kipk, BiEE (MEMEBEXRE) . Hik - BH
R RMARAE | B D E , B O R RGP ML BRI E
TEALE 22 7L, BEMESS . Sy i/ D M SR B9 K VIR 2R ER B 1 X
RO B oT,

4. FFRIZDOWT
(%)

4. FFRIZDOUWT
(%)
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®
(
®_

IEH ~D IRz T

)

BIER OZWoxHEIZB LT

IEA (VR MERZE R (R Rl ss &2 & Te) . R RERR

% - BEALPENRE 2. N mbEss (FUR IR RERE | RIB B RERE
FHLOPMEAEERTE), BEE_(HEMEBERLE) . infusion
reaction, KK « HEO FHI, | BUBERE. Ahok - MUEUT RlAZE
SE, D2, BIEMBEAE, BEESS . o M MRS E . BN
EEOREREE, MREE (X7 - SAU—EREEEET) ., 1k
EIRE O R O BV A P BRIV E . THLAE ZE AL, ER . JRIFEK
PESE) Tk UL Mkt ak XU UT B RSB D B A A5 B 1
Al & s U (BIEA OZEr-ox IS I L CTHRER O EEZ 21T 5
NDHEMICHD L), EHITHEYZRALE N TE DRG0 > T
WaHZ L,

LS EE

&=

RIVEHI OS2V T

(%)
@-3 BITEA OZWCRHRIZE LT

RIVER (MEMEREE (BN 2 a2 de) . FiRelmE -
JF% « BEALPEREAE 2%, N0 mbbess (FURIRERERSE 2 . RIS BERERR
FH.ONEAEERED) . BEE, infusion reaction, K%k - &
FEO TR, 1 BUBERIE ., sk - BREUHRARIE, (O Jk, B M
U, BEEES . S MR RIS PSR BRI . IS, ELE oD R fE B
= OREE (X7 - NU—EREEET) . (LREREO
DIEBNELF P ERIBUDE . THILE 2L, BER . FRIFEREESE) ITxt L
T Y REH RS ST M R B O B 2 A5 D AT & L
(RWER OO IS L CHRE R OB 2% 1 Hiv b &M
2D Z &) EHITEE) R ED TE RGBS TND Z &,

& O
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ST B R g O e b o FIHEE T A N7 A > OWGET AT Cir B X HRER)

(BB I XS IERB57)

il

L. IZE®»IZ
(&)

Mg LhosBEEKL TarwT (BloFHiEz)

(W)

1. (ZFL®IZ
(%)
B LR E KM AIT 0V RHERE 120 mg, A
7 4 Y HEEE 500 mg (—f%4 -
T a7 (EiE gz )

(M)

2. RFNOFeE, 1EHET

TanlN w7 (B Z) _(CLF TARAlD) X, B B
programmed cell death ligand 1 (PD-L1) ZxId A E s o>
U Glk (Ig6lk) ¥ 727 FADE MlE ) 7 u—F AHEKETH
%o

2. ARFIOFE. 1ERF

A 27 4 VAR 120 mg K ONELSREEHE 500 mg (%
% T ans~T (Einfaz) . DUF TR#FD) 1, e b
programmed cell death ligand 1 (PD-L1) (2% A% o~
Uy 6l (Igblk) 727 I3 2D MUE ) 7 a0 —F LK TH
%)

(%) (%)

3. ERIR AR 3. ERIKARE

(%) (%)

[Z2414] [Ze4tE]

[EIRS I EISE 11T FHFRER  (HIMALAYA #R05%) [EIRS LRSS 11T FHARER  (HIMALAYA 3R5%)
(%) (%)

ek, AFIDFHBEICIW T, MIEMEMER 8 #1 (2.1%) . KiE
K 8B (2.1%) . EED FH 13 ] (3.4%) . FFHEREREE - fT7%¢ -
AL PEREAE 2% 57 1) (14. 7%) . FIRIREEHEAR TE 43 61 (11.1%) .

7ok, AFIPFRABEZIW T, MEMMER 8 B (2.1%) . KiG
K 8B (2.1%) . FEED TH 13 B (3.4%) . NFHEREREE « T4 -
AL MEREAE 2 57 51 (14. 7%) . FUIRBASEEIR TE 43 1 (11.1%) .
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FOR IR RE TTHEESE 39 31 (10. 1%) . BB HEREREE 6 1 (1.5%) .
ME(RPREEREES 2 151 (0.5%) . BFEE (HEMERXE) 341 (0.8%) .
% « RERCan EfigiE 4 51 (1. 0%) . infusion reaction 8 4] (2. 1%) .
D2 2 B (0. 5%) . EEREMEJ0E 2 61 (0. 5%) . HEE D JEREE
1 5] (0. 3%) . FHEREEE (T L« N L—JEEREE ST0) 5 41 (1. 3%) .
FE A (1.0%) 23R8 BTz, 1 BRI, FEMAE L kD
fE. Moe, HARAE 2R FL. BEREAR . Sy v i VR iE X VR EK
BETRO Lo T,

Fo. AFIFMBCIB DT, MEMEMZEESE] (1.5%) . KGR
20 (0.5%) . EFED THISHE (1. 3%) . FFHsRER S « 145 « flfbi:
NEAE Je5401 (13.9%) . FRERFEREAS FAE15H1 (3. 9%) . HRREE
REULERE 126 (3. 1%) . RIBHEREREEAE] (1. 0%) . 1RLBE PRI 161

(0.3%) . infusion reaction 5% (1.3%). L:Ze141 (0. 3%) .
FEEAREE DAE L] (0. 3%) . HEPED R EREE 15 (0. 3%) . fhiipEE

(F T2 - NU—EEEA ST 1451 (0.3%) ., BERLB] (0.3%) 23
Wbz, BEE (FEMERRE) . Bk - BRUH@MiEE. T
FEARPRRERE T | FEEVEAT P ERIBUDE , Ik, THALAE 22 FL. Rl
SR R R S M R ZE BRI 1358 D B LR o 72,

ARWERFBURDUI B EER 2 Z DR R L =<,

FOR IR RE TTEESE 39 1 (10. 1%) . R FERERESS 6 #1 (1.5%) . T
TE(RPEREREES 2 1] (0.5%) . BFRTE (HIEMER KRS 341 (0.8%).
2% « ROl ARAE 4 %1 (1. 0%) . infusion reaction 8 1 (2. 1%) .
OB 2 1 (0. 5%) . EEAEMGEJ0E 2 61 (0. 5%) . HEE D R JEREE
161 (0. 3%) . FfRfEE (T o« N L —JEERER S Te) 5 51 (1. 3%) .
FEge A5l (1.0%) 23388 Havlz, 1 BEIRIE ., T L h BRI
fiE, Mige, THALE 2R 4L, NI M OV M i/ MR s P SR B | 52
RO B oT,

Fo. AFIFMBCIBWN T, MEMEMZEE6H] (1.5%) . Kk
201 (0.5%) . FEEED TFHISE (1.3%) . ITHERERE - fT4 - M LM
NRAE 25401 (13.9%) . FRARBEREAK THAELSH] (3. 9%) . FURAREE
REULERE 1265 (3.1%) . FIBEEREREEAE] (1. 0%) . 1ALbE PRI 161

(0.3%). infusion reaction 5% (1.3%). L:i2e141 (0. 3%) .
FEE AR HESRE L] (0. 3%) . DR EREE 1] (0. 3%) . fpEE

(FZ v - NU—EGEEAET) 151 (0.3%) ., BB (0.3%) 73
b, BhEE (FEMEBRE) . Mk - BMBmHaAEE. T
FERPRRERE S | FEEWEAF P ERIBAE, o, THILE 2R 4L, B R
SO M il INRBD PE SR BRI 1378 6D B L7 o T2,

ARWERFBRDLUI B EER 2 G OB R L =T,

4. B IZHOWT

(%)
A FIVER~DREIZ DOV T
(%)

@-3 EIEHOBWr-CXHISIZE LT

4. FaFZIZHOWT

(%)
QRIWEH~DO RO T
(%)

-3 BIEH OZWr-CRIIC B LT
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RITEH (VMR TP RE R
SyUsRETE (FLRRTERERS

K e

=R - B EEIRE R N
= ORIBEREREE, FTEAEREEE) .
= (EEMRRLY) . infusion reaction, KGR « EED T
Fi, 1 RUBERRIE ., Aok - BRRUTAMARIE . (O, EIEM HEE,
BEMLAE . S i MR E . IMdS. B DRSS, fhffEE

(X7 v - NU—EGEE ) . ALFRIEDFHIRE OIS B4
BOBU/DE, THIBE 2L, BER. JRIFEREE) 1TxF LT, YHakltiak
AT B ERAE R O B2 9 2 AN & ddE U (RITEH 02K
ORI L THRELRPXEBEZITONLEFICHDHZ &), B
HIZHE U 2L E D TE DRI > TWnD Z &,

BIVER (MVEMERIZE R, FPsRERE « IFR - B LPEIRE R, N
ik (FURAREEERE E . RIBHREERE S, T ERAHRERE) |
i, infusion reaction, KIGZ « EED FH, 1 BRI,
% - BEACTRMVRIE, O, EEMMIE, BERS, i
INBRIBDPESR B, M. EE O R EREE . pigkEE (X7 .
NU—EEREZ G Te) . ALFRIEDEF R O3 B E A BRIV E |
EALEZEFL, BEde, JRIFERBESE) (oxF LT, Makhtiak ) IXiTBEE
PRREBE O EEFAME &2 A7 4 2 R &l L (RIVEF O <R i 2 B
LTHENOIXEEZZTONAFMICHHZ L), BEHIZHEEZR
BLEE DS CE DRGNS TWDH Z &,
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RETE I8 D e

W FAHERE T A KT A > OUGETERT CHrIH % RER)

(BB I XS IERB57)

il

L. IZE®»IZ
(&)

Mg LhosBEEKL TarwT (BloFHiEz)

(W)

1. (ZFL®IZ
(%)
B LR E KM AIT 0V RHERE 120 mg, A
7 4 Y HEEE 500 mg (—f%4 -
T a7 (EiE gz )

(M)

2. RFNOFeE, 1EHET

TanlN w7 (B Z) _(CLF TARAlD) X, B B
programmed cell death ligand 1 (PD-L1) ZxId A E s o>
U Glk (Ig6lk) ¥ 727 FADE MlE ) 7 u—F AHEKETH
%o

2. ARFIOFE. 1ERF

A 27 4 VAR 120 mg K ONELSREEHE 500 mg (%
% T ans~T (Einfaz) . DUF TR#FD) 1, e b
programmed cell death ligand 1 (PD-L1) (2% A% o~
Uy 6l (Igblk) 727 I3 2D MUE ) 7 a0 —F LK TH
%)

(%) (%)

3. ERIR AR 3. ERIKARE

(%) (%)

[Z2414] [Ze4tE]

[EIBE I [R5 MAHARER  (TOPAZ-1 5X5R) [EIRS I [R5 MARRRER  (TOPAZ-1 5X5R)
(%) (%)

k. ARSIV T, MEMERE 4 61 (1.2%), BEE
O T 161 (0. 3%)  FFHERERR T - IT 2% - BEALMERRAE 2% 21 161 (6. 2%) |
HUIRBRBRRE(R TE 23 51 (6. 8%) . HARBRPERETLHEAE 7 61 (2. 1%)

B, AFIPFAEHCR VT, FEMERZRE 4 61 (1. 2%) . HE
D T 1451 (0. 3%)  IFFERERE T « T2k - AEALPERRAE 2% 21 51 (6. 2%)
HEIRBRBERE(R TIE 23 51 (6. 8%) . HARBRPERETLHEEAE 7 61 (2. 1%)
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BB REREE 4 1 (1.2%) . 1 BUBERRI 1 61 (0.3%). infusion
reaction 3 i (0.9%), #HfkfEE (¥ 7 - NL—EGEHEL )
1 (0.3%) . WEzk 2 51 (0.6%) 23580 bNIZ, £z, KIEK.

EhEE (RVEMERERSE) . Bk - BBUHRARE. DR, BHIED
HEJE, TEAHREREE . MK, BB O EREE, HBEWEL Bk
WAE, TR ZRFL, BEIEIE . Sy M il R R iE e OVR 2 BR %
ERR D LR Do 7o, REWEMFE LR DU IBEFE S 2 & AR
REr7,

B FSREREE 4 B (1.2%). 1 ZUBERRYE 1 61 (0.3%). infusion
reaction 3 ff (0.9%) . #fEEE (¥ 7 - NU—EGEREET)
161 (0.3%) . FEK 2 1 (0.6%) DRHOLINT, Fo, KIFE.
RS (MEMERRTE) . MK - BRUHMAE. Ok, BEIEDH
HEHRE, TEEAHERERE, MK, EEORERE, FEWELG FEk
JAE, HALAE 2R L. BRI S OV M i N e PR SR B I 1 38
D HAVIR o To, REIWERARBURDUIEE RS 4 5 R R %
Y,

4. FEFRIZDOWT

(%)
AFIVEHR~DREIZ DOV T
(%)

@-3 RITEA OZEH-CRIGIZE LT

BIVER (RVEMMER, IFREREE « PR - RS &, N
SR (RRIREERERE S, RGeS, TRk
RS (MEMEE RS, infusion reaction, K&K - HED T
F. 1 BOBEIRIE . Ak - BRBUTRMEIE . Dk, EERNHEE,
BERE S . o M MR E . IMZE . RS D RS AR
(F 7 v« NU—JEGEEAZET) . LFREDF R O T B4
BRIBAMIE ., THALAE 2R FL, HER. ARIFEREESE) 1TXF LT, YMkhtiax
SO BB O B A B3 5 AN & wilE U (RIVEH o2
XS L THREXR U EZZ T oNLI5MHIH D2 &), |
HIZE P72 RLE D TE DRI > TnD Z Ly

4. FEERIZDOUWNT

(%)
BIVEF ~D X2 T
(%)

@-3 RITEH OZWr-extSIZE LT

RIVER (FIEMEME B, S REREE - TR - i brEIRE R, N
SrislEE (HURIRERERRE . RIS PRRERRE . T AR
B[S infusion reaction, KAGZ « BEE O NI, 1 B RIF .
e - BRACTRMRIE, Ok, EIEMEGE, BRI, gt
IS PESEBEIR . IMAE . EE O EREE . MREE (X7 -
NU—SEGREZ B Te) . ALFIRIEDFH IRF O FEBMELT HRER D E |
LB ZRAL, BESe, ARIFEREESE) (T L, Makhtiak T b=
B OB 2 A9 2 Al &EE U (RIEH O K% a3
LTHREROXEBELZ T ONIRKHIH L2 L) EHIZHEEIZR
LN TE HIRHINE S TWD Z &,
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FE DR HAEET A N T A o OWGETEAT Gir BT RER)

(BB I XS IERB57)

E<l) IH
3. ERIR AR 3. ERIKAGRE
(%) (%)
[Z2414] [Ze4tE]
[E R [R5 MAHFRER  (DUO-E 55R) RS I [F 25 MARFRER  (DUO-E #ER)
(%) (%)

B KA+ AT RN T HEFERERICRB W T, AHE ORIE
BAR NG E CERWVEEMEMZER 11 1 (4.6%) . KEK 4

(1.7%) . NFHEBEREE - IF4 21 f51] (8.8%) . HURERFEREIR TIE 31
1 (13.0%) . AR BRESRE FUIESE 16 651 (6. 7%) . infusion reaction
6 1 (2. 5%) MRS (T o - N L —EEREA S T) 9 41 (3. 8%) .
e - BRACTIRIAEIE 1 61 (0. 4%) . JRIFEREE (HEFRPRIEHD) 3 f

(1.6%) ., witEgm (5730 70FRRE)  GERpRIER) 3

(1. 6%) . FEEELF R ERIAME 2 B (0.8%) M58 bz, Fiz,
EEO TR, BLMEIRE R, FIBHEERTE, | BRI, B REE

(FEMEBRE) ., PEx, Ok, EEMEDIE, TERAKER
=S, BEORERE, HILE L, B K O M
MO E TR B o 1=,

F T2 ARFHACFRIERRIC BT, KA & ORRERAGET
IRV MERE AR 4 5] (1. 7%) . KIB& 461 (1.7%) ., BED T
2 61 (0.9%) . NTFHERERRES - iT28 26 31 (11. 1%) . AfLMEREAE
1B (0. 4%) . FRIRBRFSAEAR TE 34 1] (14.5%) . FUIRAREERE TTE

I KA+ AT ) T HEFERIERIZ BN T, KA E ORE
RN EE CEARWHEMEMZER 11 i (4.6%) . KK 4 6

(1.7%) . FFHBERET - 2 21 5] (8.8%) . FUIRMRHEREILN TIE 31
Bl (13.0%) . FRAREEARE TUESE 16 1 (6. 7%) . infusion reaction
6 5l (2. 5%) . FhERIEDE (FF o« N L —SEERE A S Te) 9 51 (3. 8%) .
% - BRRUTEARE 1 41 (0. 4%) . ZREFFERE (A7 ) 7 )

(HERFIEIEI) 3 41 (1. 6%) , wiftE& I (4730 7 OFHEE) (He
FRiEd) 341 (1. 6%) . FEEMELFFERBAE 2 61 (0. 8%) 23588
b, £/, BEO TR, LS X, BIEEREREE, 14
PERIA, BhEE (RVEMER RS, R, Ok, FIEM I E,
TERERERE ., Mk, EEOLEREE, HILE L, BEREK &
OV P I IR D PSR B 1 L33  H e o 72,

F 7o AFIHALFRIERZ W T, KA & ORFERNGE T
7ROV MERTE AR 4 1] (1. 7%) . RIBZK 461 (1.7%) . BEED T
2 1 (0.9%) . FFHERERED - T2 26 Bl (11.1%) . FEALPEARAE 2
11 (0. 4%) . FRIRESEEAS TE 34 B (14.5%) . FIRAREEHE SLiE
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JE 18 1 (7.7%) . 1 ZUBERRIE 1 61 (0.4%). infusion reaction 4
B (1. 7%) . AR (5T L« N L —JEEREAEST) 11 61 (4. T%) .
e - BESCT REEAE 6 51 (2. 6%) . FEANHE)E 2 1] (0.9%) .
FE D Rz EREE 1 5] (0. 4%) . FEEMELFHERBE 161 (0. 4%) . F
P ME L/ INBOBE 161 (0. 4%) 358D BTz, £ 7= BB RERE
RS (RMEMEERE) . PR, DAk, TERMEREREE, MK,
THILE 2L, BEIER M QR IFER; IXER O e o T,

ARIEARBURDLUIEEFR 2 5 RS R A T,

SE 18 B (7.7%) . 1 HLHESRIS 1 B (0.4%). infusion reaction 4
B (1. 7%) . FRRRFEZE (5T L« N L —EEREA STe) 11 41 (4. T%) .
e - BB RlEEAE 6 51 (2. 6%) . FEEANHEAE 2 1] (0.9%) .,
FE DRz EREE 1] (0. 4%) . FEEMELFHERBUDE 1651 (0. 4%) . 52
P M I OB PEEREESR 161 (0. 4%) 23388 Hiviz, F 7RI
AefEE, PR (REMER RS . R, Dk, TR
TR, LB RIL, BEIRER K OURIFEER; (4 Z XY 7 OFHEE
ZRL) TR bR o Tz,

ARBIEH BRI B E R 2 & R R 2

4. FEFRIZDOWT

(%)
A FIVEHR~DREIZ DOV T
(%)

@-3 RITEA OZEH-CRIGIZE LT

TEA (FEMEME R, P RERE S « JIF4¢ - M LPERRE K, N
SribEE (FRIRMERE RS . RIBMREREE . N EAEaERHETE) |
EhEE (MEMEE RS, infusion reaction, KK - HED T
. 1 BBEIRIE . Ak - BRBUTRMEAE . DAk, EERL HEE,
BERE S . Sog P OB E . IMZE . RS D RS AR
(F 7 v« NU—JEREAZET) . LFRIEDF R O T B4
BRIBAMIE, VHILAE 2R FL, WER. ARIFERES . Witeg . (7)Y
O 2) 1Tk LT, ShER U R R RS O B &
BT 5 ERE L (BWERAORZE-ORHZ B LTS & OV
EZITONARMEICH L Z L), BHHICHE) R MALE ) T X DK

= E

=

4. FEFRIZDOWT

(%)
QRIWEH ~D RO T
(%)

@-3 RITEH OZWr-oxtSIZE LT

AIWER (RVEMENRE, IR - TR - BEMEIRE &, N
SrislEE (FARIREEREREE . RIBREREREE ., N ERAHREERED) |
B[S infusion reaction, KAGZ « BEE O NI, 1 B RIF .
e - BRACTRMRIE, Ok, EIEMEGE, BERRAK . gt
ISR PESEBEIR . MZE . EE O EREE, MREE (X7 -
NU—EGREZ B Te) . ALFIRIEDF RO FEBNELT HRER D E |
HIEE L, Bk, ARIFERE_ (A Z NV T OFHED) | FiftEg i

(A7)0 7OFRHEE) %) (2xF LT, MEMm Y 3T 2= R % R
D2 AT D =AD& L (RWEHOZWr-ex S LT
O EEZ T ONDEMCH D L), EHITHEY 7L E A
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DHESTNDHZ L,

TE DIEHINESTNDSZ L,
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gt seE O F E FHEE T A N7 A > OWET AT Cor BT HRER)

(BB I XS IERB57)

E<l) IH
3. ERIR AR 3. ERIKAGRE
(%) (%)
[Z2414] [Ze4tE]
[EI BRI R 25 AR FRER  (NTAGARAGRER) [EI B A [F] 25 AR ARER - (NTAGARARRIER)
(%) (%)

F7o, LT ICBEEFERLZ G ORIWEHABBURN O LSRR L2 R
T AFIPFHBRCR T, BEMEEE 7 6 (1.3%) . K% 6
B (1. 1%) . ELEE D T 2 61 (0. 4%) | JHHEBERE S - IT4¢ 30 51 (5. 7%) .
FOPR BB REAR TE 52 1 (9. 8%) . FUIR IR BE TUAHESE 22 f31] (4. 2%) |
B REREREE 2 1] (0. 4%) . THEABERERESE 3 1] (0. 6%) ., BFEE
(FEMEBRE) 5 #1 (0.9%) . ik 3 fil (0.6%) ., LAk 1 6l
(0.2%) ., EJEFEESGE 1641 (0.2%) . ffRfEE (X7« NL—
SEMEREA & de) 7] (1.3%). infusion reaction 7 4] (1.3%).
e 1B (0. 2%)  FEEMAELFHERIDE 1611 (0. 2%) 23588 i
Too FTo. B{EMERRE S, 1 ADHEIRIE ., SosEMEl /OB E ., AN
K, BEORERES, HLEZRLL, FRURARE, $EER & OUR
FHEERB IR D Lo T,

Fo. UTICEEFER 2 5 ORIERBEBURIOEFHE R LR,
AFNOFHBE BT, MEMEMEE 7 61 (1.3%) . Kiadk 6
(1. 1%) . FEED T 910 2 5] (0. 4%) | TTFHEREREE - iF 2% 30 # (5. 7%) |
FOR BB RE AR TE 52 1 (9. 8%) . HRRFERE TCHESE 22 f51] (4. 2%) |
A RERERRE 2 5] (0. 4%) . T EEIABERERRE 3 51 (0.6%) ., BFE
(BF2k) 561 (0.9%) . gk 341 (0.6%) ., Lafide 1451 (0.2%),
SEFGIESE 161 (0.2%) . FEEEE (¥ 72 - NU—ERHEL S
Fp) 7 # (1.3%). infusion reaction 7 f (1.3%). &L 1 #
(0. 2%) . FEEWELFHRERIBE 161 (0.2%) 2FRD BTz, F70,
BEALPEREAE 28 1 BUBEIRIN . S M i/ MRS PEER BTN . iM%
HEOREREE, HLE L. BB RARIE, BRI & ORI EK
BRSO R o T,

4. JEREIZHOWNT

(%)

@REIER ~DREEHIZ DUV T
(%)

4. FEERIZDOWT

(%)
BIVEF ~D X2 T
(%)
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@-3 RBITEA OZE-CRIGIZE LT

BIVER (MMM R, IPREREE « PR - SRS 2. N
SR (RRIREERERE S, RGeS, TRk
hEd (EMEERTE) . infusion reaction, K « HED T
. 1 BOBEIRIE . Ak - BRBUTRMEIE . (k. EERNHEE,
BERE IS . SoZ M OB E . IMZE . FRE D RS AR
(F 7 v« NU—JEREAZET) . LFRIEDF R O T B4
BRIBAMIE ., THARAE 2R P, HER. ARIFEREESE) 1TX LT, YMkhtiax
SO BB O B A B9 2 AN & wilE U (RIVEH o2
RXSZE L THREL OB EZZ T o N5 &), B
HIZE T2 RLE D TE DRI > TnD Z Ly

@-3 FEIEAOBEr-CR ST LT
AITEH (FEMERR . ITiaEks
SRR (FHIR IR RERS

5 R X ot e K= 7 N
. ORI, T EAEREREE
X% infusion reaction, K4 « TE O NI, 1 BRI,
e - BRACTRMRIE, Ok, EIEMEGE, BRI, gt
IS PESEBEIE . IMZE . EE O EREE, MREE (X7 -
NU—EGREZ B Te) . ALFIRIEDF I RF O FEBNELT HRER D E |
LB 2L, BER, IRIFEREESE) 12X LT, Makhax X3 Bz
B O B2 A9 2 Al &EE U (RIEH O K% In 2 B
LTHERVSELZ T ONLEKMCH L 2 L), EHIZHEEI7ZR
RLE N TE HIRHINE S TWD Z &,
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BEfEHHEETA KT A
F a7 (BIn ¥ )
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nfl 846 H
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HR

1. [T HIZ

2. KFNOF, 1ERBET

3. BERIKBORE

4. gkl oW\ T

5. Gl 70 DA

6. HHITE L THETREHIE

P2
P3
P4
P11
P13
P14
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1. IZC®IC

3R DB N « ZZRMEDFRMR O T2 DI, IRASCEZ ISV 2 20 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH) 72 J R AE A%
FPEEMMAERINDH T, IO OERMZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R TR 2016 (AL 28 45 6 A 2 A BIRERE)
IZRBWTYH, FHERLEOHHORE(LHEEZXS Z L& TWna,

BORERRE PRSI, REERSZ 2T 1 7 7 A VSBEfF DO EESRG & B 5 )iz
B2 ERNBD, 2O AMER ORI T 2 WA+ ST 5 £ TOR,
W ERGOBEEEZIT D2 ERPFR SN BEICR U THEMAT L & &b, BIE
HDRBL LT BRI LB kS 2 & D Z & DS AIBE7R — E O B 23 7 3 = A B <4
THZEREETHD,

L7ei3o T, RAA KT A4 Tk, BARBEES I E T LN TW D EFLIRER -
BRI R S & | LT ORI O i 7068 2 HEE T 2 8L b B B0k B %
HEROEEFREE T,

¥, RATA BT A %, MSIATEUE N ESE L EREIRR O AREETEAN B AR
BRI P, — M ENE N B ARBRRANEES . —ENE AN B AR B 7 Rk OV E I
ERNEENEAN B AREEFE OO b EAER LT,

MR ERBDEIESL T a v T (GBIG T Z)

R LR AR - BRI T BINAT - T RHBE S

HNEERAMERVHE: 7vF a5 L, LARFBYF—h, XY FS5F KRN RES
XA LDOUHIZBWT, BE., RAIZIET 2 v v~ T (Bis T
M z) & LT, 118 1500mg % 4 HE R TR 2 BlE T, &
OMF#£IC 2 BIE T, 60 MLL EN T CREEET 2, 0%, 7
2NV T GEE TR Z) & LT, 118 1500mg % 4 R
T 10 [EFE T, 60 LA ET ChfEErET 5, 7272 L, 1KE 30kg
LLFO%GE O 1 [BI# 581 20mg/kg (KE) &35,

B E R 5 ¥ F T AT ERIBASH
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2. AANORE. TERBF

T a7 (B z) (BUF TARA) 1%, & b programmed cell death ligand
1 (PD-L1) 24 2%/ 17V v Glk (IgGlx) 727 7 ADe WMilxe /) 7 a—F )L
R TH 5,

CD274 (PD-L1) (. AKANICE W THURRERMFIZHBLL TR | EHkLcY
VORER (THERE, BM@L VT =7 /0% 7 —Tfild) FI%84 % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, s 2 AIZHIET 5 & & 2 51TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F 7=, PD-L1 I%, 4 OESHHIALIZ I H
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23S S TE
V. PD-L1 & PD-1 &40 L7oRBKIE, MESGHIRL S HURRS 2R 72 T MIRE 2> & O BB 4 2 [a]
BETHHEFDO—o L LTEZLN TS,

AANL, PD-L1 OAMAESMEIRIZ#ES L. PD-L1 & PD-1 OfAEMLET 5 Z L& IC X
D BAPURRRRN) 72 T MO MG BT E 2 R U, BB O s+ 5 &5 26
nTna,

AFIO MR IS < B DS SUSIC & B BIEM 2B b b, XTSI
5 RN D B, AFIOR IR OB GHICIT, B OB % T, IR
> B AT ST I, FEHE L RITIE U T SR 072 S0 & 6058 % 5 D BRI 1 s L
GBI AT, MEOGRIERISIC X B BEN DI I IL, BB TR L
LA G ORI 2T 5 BEN BB,
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3. ERERAGAE

BRI DA - TR A BEIE O KGRI I Z RN 217 o 72 3 72 iR RBR O plidl & 7R
7
(2]

[ BRIL[F 25 MAHRAER  (MATTERHORN #5R)

ERIRW I T ~IVA O Mo B X BEE #4 R EF"T (WHO/ECOG
Performance Status 0 XX 1) 948 f5 (CAHI+FLOT [AKIOFHEE 474 1] 2, IR+
FLOT [xtFeEEE 474 6] ") (AAN 86 65l [AFIDFHRE 40 B, xfRERE 46 #1]] 2 3T) %
SFERIT, INRTHBIRIE L L CAAIE FLOT ZOFH&G L. IFEmMBRE L L TAAIL
FLOT & Off & GZh] & & AH & Bl 5 L 2B OB/ IIMER V2 et 2 at L,

HRENT (2024 - 12 H 20 A7 —# 1w b4 7) OfER., HEFHMHEE CTb 25 A
Ry NEFHIFR O IAE (95%EHHIXHE) (385 DA X2 ) 1, AFIDFHEET NE?

(40.7~NE) # . *HEET32.8 (27.9~NE) #H Tho7z (NH— Rk [95%(5HEX

M1 :0.71 [0.58~0.86] ™, p<0.001 [J&5 log-rank W&, AEA%E (M) 0.0239]) ™5,

*1 : ARIBH T 388G & 72 D American Joint Committee on Cancer (55 8 i) @ I ~IVA i HBE A3 A
Anbhiz,

*2 0 ik ARBIRAA—TVOROLEBY L ENT,

3 HEERRE (BLF. R

*4  FREAKHEIZKHER LT 97.61%(EEXEIE [0.56,0.89]

*5 : BIKEHIE H 0 —> T b 2B 52224 (pCR) 380 FBARNT (4 M U235\ T EFS @

FENT BATDIVT) OB ICTET ST BRSNS < MRS S
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AR OB G AT Y 2 — >

(o] Ff fhite 2
5T
FLOT {f ¢ 5-#f b€ EeR |

A#|+FLOT FLOT™' (% 1,15 HA)| #% %4 ¥ | FLOT™! (4 1. 15 H |A# 1,500 mg % Q4W
(AFIDEFRE) & o fFA T A A B) & OfFHTARA |TIOYA 70 E THIR

1,500 mg (351 A H) 1,500mg (351 HE) |P$EsET2

% QAW T2 HA 7L % Q4W T2HA 7

¥ CERIRNE L T2 FCHIRN S T2
75 %R +FLOT FLOT™' (% 1,15 HA)| #% % ¥ | FLOT™ (% 1. 15 H |7 &4X% Q4W T 10
(xHHERE) LOGHTT IR T H) L OBHTT T [ 2 1 CHIRPE

((B1HHE)ZQ4W T R 1ARH) % QAW |52

2 YA 7 IVETHIRN T2 AT NVETE

Bh-1? RN #2572

Q4W : 4 R

T1:4BEAE2 194270 LT, OQ7AFunrIi90 (81 K015 BBIT2,600mgm?), @&V F—F
FU DA G5 K5 HABIZ200mg/m? (HATIE, LASY F— b 100mg/m?)), @A X%V 75F > (5
1 &V 15 B AIC85mg/m?), @ KEXFEL (551 K015 B EBIZ 50mg/m?)
T2 ¢ ARSI AR B LT IR FBEAT UL AR R ASL O BRI C FLOT O 52 1k L7256 TRBRE
£ (0#) EROHBHNCIESEARFI UL T 7 B R 2 HM TG TE 52 L L LT,

T3 iR OAROKRERBUTIEF 12 VA 7 LVETE LT,
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DR LNE

X 1

0.9 -
08 -
0.7 Higeg e

0.6 - \ ~%i B
05 TNM%\E
0.4
03 -

0.2 4

0.1

0.0

AFOHTARE 474 436 404 381 351 334 320 307 288 234 187 107 88 33 20 2 1

AFOF I AE

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
HEVEZ BN D DR (F)
At risk#L
0
SHEERE 474 429 392 360 329 302 278 264 249 202 160 89 65 26 21 2 1 0

A RfRAT IR D2 X | AEAEIRI o Kaplan-Meier B (MATTERHORN 7#45R)

HENT (2024 12 A 20 H7—# B v b4 7)) OfEE., EEARFEIKFEAEE OO
EOTH D RAEFHM O IAE (95%EFIXHE) (321 oA~ R) 1%, KAIGFHEET
NE (NE~NE)., XH#ET 472 (45.1~NE) #H ThH 7= (N V— Nk [95%(FHEX M ] :
0.78 [0.62~0.97]),

o> 3 B

1.0 4

0.9 1

0.8

0.7

0.6

0.5

04 |

0.3 |

0.2 4

0.1 4

0.0 4

A B HIRE

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5l

IEVEZ BN 22D O (7))

At risk%

AFIOFTRE 474 464 438 422 403 389 376 367 351 338 293 205 143 80 38 8 2

%] 2

xffERE 474 457 439 414 395 374 354 337 323 309 262 197 128 72 33 11 2

rh EARHT IR 0O 42 7731 o Kaplan-Meier #if (MATTERHORN 545R)
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(g PRI 131 O A 55 1)

[ B[R] 55 ITAH AR (MATTERHORN 3RBR) (S AN B TZBE D 5 B BN 515
(ERBRIIZIENT AT S e A IMEDFERIZLL T D LB Th o7, BRWHHITA K OB O
LRIV T, RTRREE & bl U -CARFIOF A EE T EFS KON 0S MER T 2 A 2358 B iL7e
MmoTr,

# 1 FERBEHR O EFS O FRIEATRS S (TT M. 2024 £ 12 H20 HF—& H v b A

7)
S | ST RN
1B 4] ﬁﬂggﬁ 183 iz 823 3998 ESB;%;]*] 0.97 [0.61,1.56]
TR ebe T
vam R b e 1w e 0% (01605

1.04 :
e 09 h\““\\} e
% 08 — AFIGF B
~ 0 /
v 06
z /
b5 cHR R
£ 04
¢ 034
02 o 02
A o1 & o1
0.0 0.0
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
SR LB B oW (F) AR R EIS 25 OWIR ()
At riskE At riskEt
EFIGFARE 37 33 32 30 28 26 24 24 24 22 18 10 9 3 2 0 G AERE 109 101 93 88 80 77 73 72 70 55 37 21 16 4 2 0 O
XEREE 25 24 21 21 21 21 19 17 16 12 9 4 3 0 0 O HrERE 108 96 87 84 77 75 74 70 65 50 36 20 16 8 5 1 0

104 < 1.04 =
w09 \\e,\ 09 5 )
4 o8 D KAIDERRE A 08 3 AAIGF AT
<07 N ~ 0 iy /
0.6 e TN v 06
ko oos 7\“\%_, A kooo0s :
% ; ! .

S04 gz 04y ;
EY % o3 /
| & —
G 0.2 " 0.2 T
a0y & oy HHRRE
0.0 0.01
0 3 6 9 1215 18 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
. HEFERES D OHIRE () . SEVE 2 EIS 25 MR ()
Atrisk# Atrisk¥
AFGEAEE 287 264 243 230 213 203 196 186 170 136 113 64 51 22 14 1 0 0 A#pGAEE 41 38 36 33 30 28 27 25 24 21 1912 12 4 2 L 1 0
AHEEE 298 272 252 226 210 190 174 166 158 133 110 62 43 18 16 1 1 0 wmEE: 42 36 31 28 20 151010 9 6 5 3 3 0 0 0 0 0

3 EEERIFEHABI D EFS o AT O Kaplan-Meier #if¢ (ITT 4[], 2024 45 12 A 20 H
T—2Ay hAT7) (KR DA#, £ EX: IB#, £ FX: I, £ FX: VA #)
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#2  EERIEHIRIO OS ORISR (ITTH£M. 202412 H20 HF—&Z v M A

7)
00 Py s 4’«*‘(;//0)%%& Elﬂﬂ%ﬁ(ﬁ[;s;ﬁcﬂ /\[4;“:5; C%éh
S S T s R
T ——— ——
m e Tl Gre) e T 7 057100
e e

— HEEAREE. * R Cox LBINY— FET L

10 g 10 =, R
09 L 09 \_LH /
s o g Tt e R MJMM
s AABPRE s P : -
- 0.6 = 0.6
7 os g 05
=] 0.4 II/_} 0.4
AN
& 03 03
02 02
0.1 0.1
00 : , 00 ; ;
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

AR RIS B oW () AR TS oW ()

At risk AtriskE
AFIGFARE 37 35 34 32 30 29 28 28 28 27 22 19 13 10 3 0 AFIGEAEE 109 107 100 94 93 90 87 84 82 77 63 40 25 13 3 1 0 0
B 25 24 23 23 23 23 22 21 20 18 15 7 7 5 0 0 %fBEE 108 105 100 95 95 91 88 87 83 81 65 46 26 14 7 4 1 0
1.0 -
e 5 . e 1.0 ™ for1 13 ",
N .. - AR
f N : /
4 0.8 }\‘/\k A 0.8
& 0.7 B =
A T s 0.7
D06 i ———— = 06 .
o R e Foos /T emoen
F- /I ay St BR R we o
& 0.4 ,/,\ 04
=)
0.3 0.3
0.2 0.2
0.1 0.1
0.0 0.0
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
- SAEBBI D5 OMA () e AEATI S OWI (1)
t risk3 =
AHIGFRE 287 282 267 260 246 237 228 224 211 205 183 127 90 47 28 6 1 0 AFIGFAEE 41 40 37 36 34 33 33 31 302925191510 4 1 1 0
%R 298 287 277 262 248 234 220 205 198 189 167132 88 48 26 7 1 0 #EEBE 42 40 38 33 28 2523 2321201512 7 5 0 0 0 0

X 4 BEEAEHERBIO OS O REfENT I D Kaplan-Meier #if (ITT #, 2024 4F 12 4 20 HF
—HHhy hA7) (FEEX: TA#, AEX: OBH, £ FX : I#, A FX : VA #)
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[Z4i]
BRI [E] 25 M AHFAER  (MATTERHORN 55%)

BEFGUIARAIOEHEE 471/475 11 (99.2%) K Ok FREE 463/469 5] (98.7%) 278D ©
oo AARIPEFHBEZIB VT, W ORERfE 3K & ORRBERNGE TE R WA ESF
G301 453/475 1) (95.4%) IZRBO B, LD 9 BIELEH] (Grade5) 1E. 6/475 61 (1.3%)
Th o Tz, AFPFABETHRIL LW T OB 3R & OREBEGENEE TER2WE
EHEL (BBEE %I L) ITROEBY ThoT,

#3 AFBEABRTREALZVThIOBBREREKE OREBBEPIEETERVEEES (BHEK 5%L
+) (RetfEbratg4£EM) (MATTERHORN 3Bk

B (%)
AFIOFHEE (475 61)

FRE RS | HATE
(MedDRA/J ver. 27.1)

4= Grade Grade 3-4 Grade 5
WD OTRERAE FHEE & O [KUIRBIR NG E 453 (95.4) 283 (59.6) 6 (1.3)
TERWEFEHEER
MmgFs KOV > RbEE
I FRERIS i 144 (30.3) 97 (20.4) 0
2 1 72 (15.2) 8 (1.7) 0
MR E 26 (5.5) 1(0.2)
N Ea R A
FOPR SR A REAR T i 31(6.5) 1(0.2) 0
R L Ok E
AR 103 (21.7) 8 (1.7) 0
PR R R
KRR = 2 —m T — 95 (20.0) 1(0.2) 0
R N 70 (14.7) 0 0
K= 2 — a8 F— 69 (14.5) 7(1.5) 0
BERR 35(7.4) 2 (0.4) 0
SF = a1 T 24 (5.1) 4(0.8) 0
LRNEN IS SEON il
g 28 (5.9) 0 0
B i
T 258 (54.3) 25(5.3) 0
L 215 (45.3) 11 (2.3) 0
Mg - 100 (21.1) 6(1.3) 0
A% 58 (12.2) 3 (0.6) 0
5K 34 (7.2) 0 0
P 31(6.5) 2 (0.4) 0
g ¥ KL OV TRk
B ENE 136 (28.6) 0 0
% 47 (9.9) 3(0.6) 0
% O PEIE 41 (8.6) 0 0
B2 R 26 (5.5) 0 0

—fi%  EHFEE I L O GHALOIREE
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B (%)
AFIOFHEE (475 61)

PRE RS | HATE
(MedDRA/J ver. 27.1)

4= Grade Grade 3-4 Grade 5

it 113 (23.8) 9(1.9) 0

% SIRE 74 (15.6) 12 (2.5) 0

FEEN 47 (9.9) 3 (0.6) 0

FEREE D S SE 26 (5.5) 2 (0.4) 0
i R AR AR

I HRERER D 116 (24.4) 92 (19.4) 0

H i Bk H e 43 (9.1) 25(5.3) 0

RRANY % el % 30 (6.3) 2(0.4) 0

RE D 25(5.3) 1(0.2) 0
BE, PHEB X OLESIHE

EAIZPE D RIS 33(6.9) 5(1.1) 0

723, LU T I BE RS 2 5 T RIE R FBUIRI OLEFHE R 43, AAIDFREEIZ VT
ARH & KR BRI EE T & RV EMEMRE 14 61 (2.9%) . KiBE 6] (1.3%) . &
FEDO T3 B (0.6%)  HLEZFL 1 6] (02%) . ARRIREERELR TE 31 61 (6.5%) .
FOR IR TLEESE 21 1] (4.4%) | RIBHERERE 6 ] (1.3%) . THEERBERERETE 3 #

(0.6%) . 1 BUFEIRIE 4 1511 (0.8%) . NFHERERETE - T2k 38 1 (8.0%) . &Fad (MHE
PR RTE) 361 (0.6%) . ik 141 (0.2%) . Dz 161 (0.2%) . Bk 2 6l (0.4%) .
HEORERE 161 (0.2%) | MEEE (F7 2 - SU—EERL D) 6 41 (1.3%) |
infusion reaction 8 fiil (1.7%) 233D bivlz, Fio, ALPEARE S, BBTEARE, iE
RS TIE, Sa M R E . IR . FEEMELAF TR ERIBUDE . BRSO M OVR IR ER IS 138
D BRI,

10
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4. HEFRIZHOWT

EH G Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G2 VR ARTE B~ {7 ) (]
W DHiER Tl > T, AR OGN 72 EE ZZW - FrE L, AFIOFGIC LY HEE
7REWER Z 3B LTRSS 5 2 & DB R 7o D LU DO~@DF T A& 72 7 i
RIZBWTHEHAT2RETH D,

O MEFIZHONT

@-1 Figo (1) ~ (5) OWTNIHEYT DR THDH I &,

(1) BAETEREDGET 203 VBN SRR (EE IR DS A2 s #E AL S
B, HidskAs A HOEEEIL AR L, HUE A AR RIERE e &)

(2) FFEEHEEEIRPT

(3) HBEAFREEDEE T D M ABFEERPE (03 AIEEERERbT, 23 A2
W 1IRBE. DY A REEEHEE SR B 7 &)

(4) IRILFIRIEEZRE U, SORIEE L RE2E 1, AORIES LR IE2 R 2
SATAN SRR AR R 3 Otk FYEIZLR D R 24T - T D ik

(5) DU AL & BINE O Mk FEICAR D B A 1T - TV D Jitix

@-2 B O HRE K ORIERFEBLR OIS0 2 ik & BB & FF Rl (TR
WTNDNIEE S T D ER) 2 HEZEBOARANC T DIEROBMEE L L TRE S
TnnHZ L,

*

o [ERMCFFESE 2 FOWMIHEZE T L7212 5 FELL EOR AIEGEDRMHE %
IToTWBHZ L, 95, 24 RIX. NARERYEEZ T L LERRBEESOMHE %
ITHoTWVWAHZ L,

o [ERNIFEISH 2 FEOWHINHE ZE T L2512, ML DN AYIRIEZ &1 5
FLL E ORI FOE A2 IT> TnND Z &y

o [ERRCIFESE 2 FOWMIHEZE T L7212 4 FEL LOBRKRRREZAH L T\ 5
ZE, OB, 3FELLEIL., {BILERE DD AIRY L & G e E b a R S DO IR HE %
T TCWNWAZ L,

@ BENOEFELEFREEDMEHIZONT
RGBT T 5 BT DS L S, BRAEN D OFRE N, Ao - &
PRSI MO F LR ONERTZE (263 2 iR, AEFSNRE LHAE0WE
B SERESCHIATON DA REINE S TWDH L,

*®

11
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® BIER~DOXRITONT
@-1 HEgkmIc i3 2 B4

MR PERTR B D B 2 BITEA SRR AE LIZBIC, 24 BERESIRIEHIO T, Mikhaak X
MR (23T B LZZBIERNICIS U CTARBE B L N CT ZOFIVER ORI 4
ZERRAEOR RN L AIE O, EHITRISATREZRARI N > Tnd Z &y

@-2 BEREFEICLIFFFRNNCET 28 S

DS AR D D B I ik e O R 2 A3 D IRIRIEFE DNEWEH =421 v 7
EBFOTEROAT V—=0 7 24TVWERE Ll 2 G TE 2 F — L ERA 235
SN TWnBZ L, ek, BREAFIZOWT, DABRE LEZOFBRICHICEAmsT
W5nHZ &,

(P MERTZ B, ATRRREFRETE - IT 2% - B LMEARRE 28, oIS (HOR e
. BIERREEREE, TERAEERES) . BEE (BEMEB RS, infusionreaction, K
NBd% - EEED TR, 1 RUHEIRIA ., R - BRI RMRIE ., (O, BEIEREEIIE, BEAK,
Go e M/ NS E | 2% | ELEE 0D RS IR | R IEE (77 v - N —EREZ 5 T0)
(LFREDE R O R B AT P ERIBAE . 1AL 2R AL, BER . REFEREEE) (T LT, 4
At ER AT AT B B O BEFIPE A A3 2 A &EEE U (RIEH o2 Wr-extic iz B LT
BEROIEEZZTONDIRJMCHD 2 L), BEHITHURLED TE DRGNS T
WH Ik,

12
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5. B#ExtG Lo BE

[B2hHEIC B3 2 ]

O FERFHEH O ~IVAOFETH O B EE (RiE B ES e EF IR E05 L 220 5
D) KT D, AKFE, TFda T, LRKRYF—h, FXRYFUTITFURK
O R XN (FLOT) & OPFREE X DHTRT « ik OF D% DR
FHIME 512 K DINBHBIEIE DG MER RIS TV D,

@  TRRICHEYS T DARAN OG-} O H I IEIZ W TR, AR OB LN HENL S TR
59, ARAOEGRG L7 B0,
o OTAERHFOEZMEN R EN TV WM OFUEMEREA] & OG5

@ FEEILFES IR (MATTERHORNRER) (2B C, AR T AL O T BOKEM
BT, R IREE & Ll U CARKIOF I RE CEFS e NOSANE £ 3~ B fH[A 2338 D7
MoT=Z e, BRFA TAR O IBOBE BT, AFIF G- LIS D15
DEE ST 52 L,

[Z IR 4 2 9]

O TFTRACEY T 2RFIZOVWTEIARAOEENEZ L INTWDLZ b, &HEEIT
DRI &,
o KRB DRI UIEBUE DREERED & % BHE

@ WWHFHIOTHRICHE T FRICHES T 5 BEICOV T, AR OB SITHEIR S )
75, MOWBERIREN /2 AR | ERICAFIE AT 5 2 L & BB TE 5,
o BVEPERGSCE (HORBITIRG 2 G 10) OB IME UL T OBHEED b 2 B
o MUETE R CRITTE & R 5 B S SRR PER S 48 O S (757

oY (%5
o ACERERBOSUUTIENMERN 23S L ITHEREMEO B SRR BOBEEED
b oHEBE

e ECOG Performance Status 2-4 1 d 3

GED ECOG @ Performance Status (PS)

Grade

0 2 < 2R TEB T & £, FWATE [ U B HARESHIRZ <ATA D,

1 RRRCI LWEEN SRR S 525, BATAIRE T, BAFECIE - TOERIFTO 2 &N TE D,
Bl - EEVF R, T EE

BATARECTHS DL DEID O Z L3 X CA[REEAERITTE 2, B D 50%LL Eig~y R CiliZ 4,

RONTZHDOLEOEY DL LNTERY, HFRO 50%LL EE Xy Rk Cilh 27,

LIV, BaOHOEY OZ L3 TERV, BRIy Rhf+ T2,

13
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6. REICBRLTHETNEHH

o)

@

®

ATSCEFITIN 2, SOEREEER SR D ERME 1T D & AR O FeM M OV 1EAE

O DIZ LB R ERZ B LTI 52 &,

TRIREBRLAIZIENE D | BB UL OFEITH MR etz ol L, AR5

ThboH&ETHZ L,

EREWEH O~ Y A MZONT

o [MEMEMERE (BURBIER 2 51e) Db bbitd Z &N 50T, FIHER

(EEIAL, PEUR RIS, ngmk, REENE) OfER & O X SiR s o s, #8152
ATy 2k, Fa, BEIDS U TRE CT, Mg~ —h—%0mE % E
M5 &,

* infusionreaction 3% H I D Z L3V | 2 [A]H LD ARHF & 5FFIZ S infusion
reaction 23& HDOIND T EDDHDH DT, AFERHIZITEREIBE OREL 15
(#1539 % Z &, infusionreaction 23588 LT EITHE U R LEZITH & & b
2. SRR EIE T 2 £ THEOWRELZ +0I2HRT 52 &,

o HURRPEREFET, RIBHEREEE X N T REEERESZ N H 6L ERH LD
T A BB AR M OV G- 31 i F I 30 IS N ik e i A (TSH., 174 T3,
et T4, ACTH, M = LF Y —VEORIE) Z1T, BEFORIEL 47108
RTHZ L, £, MEIDLS U TEBMRAEFOEMHZETHZ &,

o AFIOEEIZEY | BEORIERISITERT D EB 2 DDA IR B RE
WHLONDZ ENHD, BELTHITATY, BEPROONTHEITIE, @
FEDGPESNZ K DEWER OB ABE L, WURENZK 21T 2 & WE
DHPE SN LD EWER G0 255 121E, AFI OG- ORI, ik U3
HRERNVE A ROREFEEZET DL,

o FHKTH, BOERNOH ARE L COLEWERNRELT 220355720,
AR OREHE T %I HRIER OB 3 ITEET D,

e AST (GOT). ALT (GPT). y-GTP, BV VU Lt %0 FH 205 rkRerEE . iT
R, BACPEIRE XD B D Z LMD T, AFIFGBRIGHT & O 581
H3E AN ATRERER A 21TV, BB ORBL +0ICBIB T 2 &,

o RAEMEMEER, REKEKEREFOBEENHHLOND Z ENHDH DT, KAl
P 5-BiaA T L O G-I R o e W I B Re R 21TV BB OREEE 451
BETH L,

o IHUBERIEN D B, BERIFMES R TV RV RAIZELZENRHDHDT, M
B, D, EMEOER DR BCMBHED LA HoEET 52 &, 1 BUBER
WREE DN HAITIE, A 2 VARG 5 EOBEU R AE 2T Z L

MATTERHORN FBRIZ W T, LU RIS REdl L 72 RS A DE DR 24T > T iz Z

L EBBEBIT, RAEGRITEMICEGR A COROMREITO 2 &,

o
-
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o ETHIBNIEE & LT FLOT OGN D 28 H LLN O ffFH(T

o % 4 ML ERRIE % 230 T X AURTIRR BN IE O BAART 28 H AN

o INTRAHBDIRIEBRGA D & 2 T 12 B, Z Ok 24 H g

2B, AANOBEIIRITMEEE S LT 2 BIE T, BRERIEL LT R EET
e B B

15
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1. IZC®IC

3R DB N « ZZRMEDFRMR O T2 DI, IRASCEZ ISV 2 20 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH) 72 J R AE A%
FPEEMMAERINDH T, IO OERMZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R TR 2016 (AL 28 45 6 A 2 A BIRERE)
IZRBWTYH, FHERLEOHHORE(LHEEZXS Z L& TWna,

BORERRE PRSI, REERSZ 2T 1 7 7 A VSBEfF DO EESRG & B 5 )iz
B2 ERNBD, 2O AMER ORI T 2 WA+ ST 5 £ TOR,
W ERGOBEEEZIT D2 ERPFR SN BEICR U THEMAT L & &b, BIE
HDRBL LT BRI LB kS 2 & D Z & DS AIBE7R — E O B 23 7 3 = A B <4
THZEREETHD,

L7ei3o T, RAA KT A4 Tk, BARBEES I E T LN TW D EFLIRER -
BRI R S & | LT ORI O i 7068 2 HEE T 2 8L b B B0k B %
HEROEEFREE T,

¥, RATA BT A %, MSIATEUE N ESE L EREIRR O AREETEAN B AR
BRI o, — M ERNE N A ARERNBH ES BEFEEFITEEE A B AN 22 & O
—RAEEEN B AR ER TR OO b AR LT,

KB EMRBDEIET T a2~ T GBI z)

REERDIEIDE - UIBRARR 22 SR P AT O I/ INRR AHE |2 35 1 D ARTE B L P UR BRI 1L %
DR IE
BIBRAHEZ2HEAT « P& DI/ INH R e
FE/ N |2 33 1 DI - IR A B E

KEERDAERORE : (BIBRARRZR R FTHEST O FE/ IR (2 36 1F D ARTERI L R i 15 1%
DHERFRIE)
WE, EANIET 2 =7 GBIsF##z) & LT, 1A 1500 mg
% 4 AR T 60 43 LA 2T TAillsE+ 2, 5T 12 7 A M
EFTET D, 1220, KHE 30kg LT OBZED 1 BlEG&EIT 20 mg/kg
(KE) &95,
(BIBRARBZ2HELT « FFF8 DI/ IR it
LAY A= (GBI THIEZ) ROASRPUEMELA 2 & Teflobt
FEMEELL A & OBV T, @E . AIZIET 24 b= 7 (BT
AL Z) L LT, 1[E 1500 mg % 3 BEFE T 4 B, 60 73FLL E2T T
SEHET A, FOK, TalowT GEETEHZ) LT, 1H
1500 mg % 4 FMRIFET 60 3L E2NT TRFFHET 5, 72720, 1K
H30kg L FOLAED 1 B G-&1X 20 mgkg ((KE) 75,

2
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(/N Rt 2 33U BRI - I Bh R

TR B S Cld, M OPTENEREE A & O PV T, @mE, BRI
7 2~ 7 B HE#Z) & LT, 1181500 mg & 3 AR
T4 EIET, 60 ML ET TRIGFHET 5, £O%., sl T
%, T2 bsT (Bia R z) & LT, 1R 1500 mg % 4 @EfH
W& C 12 [B1E T, 60 ML BT CTHRlEET 5, 72720, KHE 30kg
LLTFOSAO 1 El#EE 21X 20 mgkg ((KE) &35,

B3 B 7 ¥ K T AN IR AMASH

(%)

R AU A~T (GBE B Z) OMEEUIE., HIEROH &
SRE TSN « GIBRAREZeHETT « T8 DI/ N ifa
MEROHE : 7 a2~ 7 GERIG TR 2) KOS RIUEMEIEEA 2 & Tefh O ik
JEEAI & ORIV T OB AICIZ P L A Y A~ 7 GBEEFH#z) & LT, 1 [ 75 mg
Z 3 AT 4 8], 60 Z2HILL BT TRIEFHET 2, 20k, 7THEMORREAZ 22T, b
LAY AT (BT z) &L T75mg % 18] 60 /MLl B2 CHREiET 5,

FRAGRERIZ 3 1T D5 FA O HIE - &L 13, BRG] oI (P5~) &
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2. AANORE. TERBF

T a7 (B z) (BUF TARA) 1%, & b programmed cell death ligand
1 (PD-L1) 24 2%/ 17V v Glk (IgGlx) 727 7 ADe WMilxe /) 7 a—F )L
R TH 5,

CD274 (PD-L1) (. AKANICE W THURRERMFIZHBLL TR | EHkLcY
VORER (THERE, BM@L VT =7 /0% 7 —Tfild) FI%84 % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, s 2 AIZHIET 5 & & 2 51TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F 7=, PD-L1 I%, 4 OESHHIALIZ I H
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23S S TE
V. PD-L1 & PD-1 &40 L7oRBKIE, MESGHIRL S HURRS 2R 72 T MIRE 2> & O BB 4 2 [a]
BETHHEFDO—o L LTEZLN TS,

AANL, PD-L1 OAMAESMEIRIZ#ES L. PD-L1 & PD-1 OfAEMLET 5 Z L& IC X
D BAPURRRRN) 72 T MO MG BT E 2 R U, BB O s+ 5 &5 26
nTna,

AFNOVEFRMEFFZ IS B ORERISIZ L DRIERZEN & b b, EE IS
BLAREMENH D, RANOEGH R OEE#ZIIL, BFOBIEE 52TV, BEGR
D BTG AE DI, BB LT F5U0 U SR 70 mil & BRBR A RO R AN & dd L il
G 7o 8RR W 21TV I8 DS0IE I L A RIWER BB 556121, BRI RE AL
TR OBRGEDOEO)RIE ZAT O BN D D,
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3. BEREE

YIBRASRE 72 R FTES T D FE/ NI BRI | 2 38 1 D ARTERI SR i R 1 DO #ERFIRE  Y)
FRANREZRHETT « F-38 O FE/ N e K OSE/ Nt (2 3 1 D ATRIT - I f Bh i o 7K
SRR B 21T - 7= B2 B R BR O plig 2 o1,

(B 2hE]

O FEEIFEF MRS (PACIFIC #5R)
a2 YA 7 D AL E T ARG B O R 14 |\ DR R T 338

D B IVZe o T UIBR AR BE 72 R PT A T O FE/ N @ ifigeE 255 (WHO Performance Status 0 X
X 1) 713 6] CRFIRE 476 B, 77 &ARRE237 41) (HARN 112 6] [KARE 72 61, 7
TAREE 40 Bl ZETe) AXIGIC, ALFHERRERS T 42 ALAINICAH] 10 mgke
X7 7 e R0 2B L, 2 BEER CIT. TQ2W)) THRIBFELZ & EDOHEL)
PR OLEMEZRE Lz, FEEFEEE Th 2 P fEIc L 5 B EAR R (LUF,

PFS)) (9l [95%EHXHE]) OfERIT. AFHET 16.8 (13.0~18.1) A, 77
TARBETS.6 (4.6~7.8) BHTHY, KFNTT 7 2RITH LFEFHFICHBERIERE % R~
L7z (ONF— R 0.52 [0.42~0.65]. p<0.0001 [J&5! log-rank K], 201742 H 13 H
T—H By A7),

o
1

Median PFS (95% Cl)
*# 16.8(13.0, 18.1)
PELTS 56(4.6,7.8)

A= FH(95%Cl)  0.52(0.42, 0.65)

o 9 o »
1 1 1 1

w e =
1 1 1

---------------

- D
1 1

D)2 3t HF G o

o
1

mEAREHLOMME) ) )

Number of patients at risk

Month 0 3 6 9 12 15 18 21 24 27 30

A 476 377 301 264 159 86 44 21 4
T5tR 237 163 106 87 52 28 15 4 3 0

B 1 B X5 PFS O HEfFHTRED Kaplan-Meier BHfR

Fo. b O OO EFMEE ThHAAFHME (BLT, ToS)) (-l [95%(54
X1 © 16 HOHRENT (299 DA X2 ) OFESIE, AFIHET NE™ (34.7~NE)
A, 7T EAREET28.7 (229~NE) ZHATHY . KANLT 7 EHRITK LFEHERICH
BRIEEA R L (O — FE0.68 [0.53~0.87], p=0.00251 [J&%] log-rank ¥ 7E. A&
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AKUE (WEA]) 0.00274], 201843 H 22 BT —X B v b4 7),

* o HEEARE (BAF, [RER)

11 Median OS (95% CI)
AF NE (34.7, NE)
0.9 . ISR 28.7 (22.9, NE)
it /N — KLk (95%CI)  0.68 (0.53, 0.87)
08 | --“ -----
¥ 07
=
A o064
&
0.5 A N
..'t'-_.
ALY DY NI P S R DAY DR O Py |
0.4 4
0.3
0.2 4
— %A
0.1 1
----- I3tk
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number of patients at risk W £ 2 B (0 - ()
*=F| 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0
JotiR 237 220 198 178 170 155 141 130 117 78 42 21 9 3 ! 0

X2 OS OHHEAETEFD Kaplan-Meier HifR

AA NEREEE 112 ] CRFIRE 7261, 77 2AREE40 1) @ PFS (P fl [95% (548

X1 1ZAFBETNE [109~NE] 7 H., 77 ®REET72 [2.0~18.6] 7 H

('

RE 0.49 [95%(EMEX M : 0.26~0.89], 201742 H 13 AF—% v b4+ 7)., 0S (th
BB [95%(EFEIX 1) 1%, AHKIFETNE [NE~NE] # H., 77 RETNE [NE~NE]

HHATHoT= ONF— KL 0.96

[95%(FHX R : 0.48~1.92], 2018423 A 22 HF—4

Ay bET),
1 Median PFS (95% CI)
.- NE (10.9, NE)
0.9 F5tR 7.2 (2.0, 18.6)
NH— R (95%Cl)  0.49 (0.26, 0.89)
08
& o7 3
1 =
E o6 El
£ 5
7
o 05 05
a
0.4 0.4
03 03
0.2 0.2 Median OS (95% ClI)
— %R — %A AH| NE (NE, NE)
0.1 0.1 5tk NE (NE, NE)
----- 75k -=-=- 5t N — FH (95%Cl)  0.96 (0.48, 1.92)
0 0 - - - - - - - . - - -
0 3 6 9 12 15 18 21 24 21 30 0 3 6 9 12 15 18 21 24 27 30 33 % 2 2 4
Number of patients at risk AL TH S0 HEIA) Number of patients at risk EEBLH SO HIR(F)
ES] 72 59 51 47 34 27 19 10 3 0 0 *#) 72 7 68 67 63 63 61 58 57 49 2 21 0 0 0
774K 40 26 21 17 14 9 6 1 1 0 0 75t 40 3B % 34 JE el S 2023 15 9 5 0 0 0

X3

HA NBEEFIZI T 5 PFS K O0OSD F [Ef#HTRE (O Kaplan-Meier H R

(£ : PFS. £AIX : 0S)
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(PD-L1 FEHLR DRI DA M e OV22 )

ER AL [E 2B MAHFRER (PACIFIC

HRKER) ITHOAANONT-BED S B, JEEERIZBWD

T PD-L1 %8 L2 @SR 5 528G (LAF. TPD-L1 815 )) (2B 2 15 8@035
BT OEE DT — XIS E | PD-L1 BRI RB T 21T > T 90ME &
OCZEMEDOFRERIFUTDO LB ThoTo,

ARPEICBI LT, PFS TN 0S DWW HIZEB W T H PD-L1 ERNMEVIEE 7 T R
BRI 2 ARFNBEDO P — RN KX < 2 A ABO vz (X 4), PD-L1 HILE
DY 1%A K& OF PD-L1 FEELE D 1%L EOEEEMICI 1T 5 0S @ Kaplan-Meier HifRI
508D THoT,

728, PD-L1 OFBRIZEI 6T, KFOLEWT 07 7 A VTR CTH -T2,

AR B (%)

M I5uR HR (95% CI)

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

48/115(41.7%)  31/44(70.5%) 0.41(0.26,0.65)
36/97(37.1%) 28147 (59.6%) 0.49(0.30,0.80)
49/90(54.4%) 40/58(69.0%) 0.73(0.48,1.11)
81/174(46.6%) 58/88(65.9%) 0.59(0.42,0.83)

e4:3 15 B ==
PD-L1 TC 225% ——y
PD-L1 TC 15-<25% p——e——
PD-L1 TC <1% —_——————
PD-L1 Unknown
0.2 0.4 06 o8 1.0

215860

PD-L1TC 225%

PD-L1 TC 1-<25%

PD-L1 TC <1%

PD-L1 Unknown

HOH
e
p——
p—————
]
: : : ;
0.§ 1.0 1.8 .0

AR B PARR (%)

M I35tk HR (95% Cl)

183/476(38.4%) 116/237(48.9%) 0.68(0.53,0.87)

37/115(32.2%)  23/44(52.3%) 0.46(0.27,0.78)
33/97(34.0%) 22/47 (46.8%) 0.60(0.35,1.03)
41/90(45.6%) 19/58(32.8%) 1.36(0.79,2.34)
T2174(41.4%) 52/88(59.1%) 0.62(0.43,0.89)

4 PACIFIC RBRIZEIT 5 PD-L1 HBBURPLBITD PFS KR0S D7 + VA F 7y K
(£ : PFS. £AIX : 08S)

.......

op 2 3

.......

......

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

NE (27.3, NE)

1.36 (0.79, 2.34)

S
T5eR
/\Y— FH (95%Cl)

0 3 9 2. .15 18 21
Number of patients at risk

A5 9 88 84 81 72 1 657 156 150
I3 58 56 47 45 4 43 40 B

X 5

PACIFIC

24 27 30 3 36 39 42 45

EERID S0 M)

45 35 20 7 3 0 0 [
35 21 " 8 3 1 1 0

T
0.9
08
07
06
05
04
03

0.2

=,
.......

0.1

0

s atattan

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

29.1 (17.7, NE)

0.53 (0.36, 0.77)

g
TS5k
\H— FH (95%Cl)

[ R -

0 3

6

Number of patients at risk

5|
TSR 91 81

212 208 193

75

9

187 178

67

12

64

15

171
58

18

52

21

24 27 30 33 36 39 42 45

EEDITHSOHBEA)
165 156 134 105 62 34 12 1 0 0

46

41 29 17 7 5 2 0 0

ARERIZHB 1T 5 PD-L1 EBURPLAITD OS D Kaplan-Meier #hfR

(K : PD-L1 HEHE<1%DOEBELEMH. AKX : PD-L1 BEE=1%DBELEH)
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© HEEIEFEFEMAHFE (POSEIDON #E#)

L FRAEE D 72 WU R AN RE 22 HEAT - B3 O I/ e it s L E T (WHO/ECOG
Performance Status 0 XiX 1) 6755l (AAI?+ FL AU A~ (Biaf#z) (LU,

TR LAY A7) 2+ BefAZ ST s RO EE 338 #11]. Bafdf 25
T b PR B [P FRRE 337 6] (HA N 49 B [ARHIGFARE 21 51, < FR#EE 28 B %
) EXBIT, AKAL B LAY AT ROASMAZ ST LERIEZOREE L2
B OB IR NZE2ME R LT,

0S (il [95%EHEXHT) (536 DA R b)) OFEFRIL, AAIOFHRET 14.0 (11.7
~16.1) A, XHEEET11.7 (10.5~13.1) Z A THY | AFOFHREIREEC) LHEG
PHNCHBERIERE 2 Lis (O — R [95%(E#EX M1 :0.77 [0.650~0.916] ., p=0.00304

[J& 5 log-rank &, A &Y (M) 0.007971, 2021 453 A 12 BF—X A v b4 7),

*1RE30kg BTHY . LEETER T BE (LLF, TEGFR)) IR AR ORI v/ il
¥ —¥ (LLTF., T4LK)) BEEGFREEOBRENME L SN, L, B LR IR IR i
T Kirsten T v FPIJE Y A VARG ARE 0 2 (KRAS) 5125 RGO B 13 EGFR &
BT ERERNALK B G BETEROBRE L FHE L2\ 2 ERTFR I,

*2 0 AFN1500mg KOR LAY A~7 75mg %50, 3, 6, OB ICK 1 [mFLEL, TO%FE 12#HA
D HAK] 1500 mg & 4 BRI (LLTF, TQ4W)) TRE L, /o, F16HAIC LAY AT
75mg % 1 [E#E Lz,

*3:3EME 1A 7 LE LT, OX7 ) ZxEL (TAT7 I BER) (5B 1, 8. 15 A BIZ 100 mg/m?
E¥E) AR TTF (1 HBEICAUCS 6 2#5), @7y a2y (81, 8 HHIC
1,000 mg/m? Xi% 1,250 mg/m? 2t 5.) + A7 7F > (FE1HBIZ TS mgm? 2% 5) &L IEh
NRTZF v (1 HBIZAUCS Xt 6 ##5) (REEEEOAR), XI@RA MFE R (B
1 A HIZ500 mg/m? Z#h) +3 A7 F7F > (1 BBIZTS mgm? 2&5) HLIZAAVRT T
Fr (1 HBIZTAUCS Xt 6 ##5) GERELEEDOR) OWTd gk 4 A 7 L5 LTz,
SPBRETIE, MELHETSNEBASOIZ 2 VA 7 VETEBMATE Lz, @A FLFER+A
SRIRNBEGHITFEPET L CORVEEIE, <A FLF B R (500mgm?) MaERRE RAIDEA
BT Q4W 85 RTIBRETIE 3 WM UL Q4W #&5) 1ITBiT L=,

104
OS$fE (B) [ 95%Cl ]
g FE+ LAY LTS
08 + ASNAGBLPRER 140 [11.7~16.1]
——————— BENAGBCSAEE®E 117 [105~13.1]
4 NHF—Fi (95% CI) 0.77 (0.650~0.916)
06+
3
@-_—
%
04
A
=]
024
00 T T T T T T T T T T T T T T T T T
0 3 6 9 12 1s 173 Pal 24 27 30 n 36 39 o @~ a8
at risk# ARSI, > 0EE (B)

EF+ bLAY LT+ ASUAGALERER
338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0
EEUAFRLEFERAN
337 284 23 204 160 132 111 91 72 62 52 38 21 13 6 0

X 6 OS ® Kaplan-Meier Hifg
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@ HEEILFEFEMAHRE (AEGEAN 75k)

BRIRIR ) I, A X HIB (N2) OUIER w672 I/ Nl it 8™ (WHO/ECOG
Performance Status 0 X% 1) 802 %] (HARAN 79 #ilZ&Te) ZRtGi2, WaimiBhiEiE L L
TAH & AaAZ STt PRIELZ PG L, 2 OB OINZ ML & L TARAIZ H
MG Lct ORFIDEMEE 400 B [AARN 3T Bl ETe]) & ANCT 7R E A4
RIH 2 G BRE A OFRIR G- L, INBIC T 7 B R 2GS L28A GHRRE 402 61 [H
AN 2P EETe]) S ORI RE Lz, 7eds, R 1C EGFR s T
IERLPGVE L ALK A BAR T BETE R S AV BB OB ek A Ak & 9 5 BT Z8 B A
1Tk, FHEIZ F NI A AT S VT2 Y5k BB 1A D HERRAT R R S Bz (B 2k
NG MBI ITT £  AFIOFHEE 366 B, XFRARE 374 1), ZZRVEMNTHRIX, 1R
BRI SE D e G- STz 799 1] CAAIFHIEE 401 (i, St REEE 398 i) T -7z,

FEFHEE O—>TH L EMH MNP EIC L D8~ MEFHM (LT,

TEFSJ) @ 1 [51H O FRIfENT OSSR (Rl [95%E XM (236 fFo A~ 1) 1,
AFIFHFETNE (31.9~NE) #H. *HHEET25.9 (189~NE) W HTH Y, KA
FEIIRT FRBR IR LIEEHFIICHE BRIERE 2R L. (AN — R [95% 15X ] : 0.68

[0.53~0.88] 7, p=0.003902 [J&#%!] log-rank f7E, A E/AK%E (M) 0.009899], 2022 4
IHWAIWBT—=ZTy N47),
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EFS RRfE (A)[95% Cl]

— REGFRE NE [31.9~NE]
1.0 - gk 25.9 [18.9~NE]
NF— K [95%CI] 0.68 [0.53~0.88]
(2022 11 B 10 BF—2h v k4 7)
w 0.8 -
1
~
{
& 0.6 =
T
2
&
0.4 =
0.2 =
0.0 7
1 1 1 1 1 1 1
0 6 12 18 24 30 36 42 48
EEABS,SOHIM (A)
at risk %%
ARHFIGEHRE 366 271 140 78 49 30 11 1 0
papiieisa 374 257 136 74 50 25 13 1 0

X7 SR TSP RYEIC X D EFS @ Kaplan-Meier B
QI2ENAI0ET—ZIy bE7)

*4 ¢ R IAIE American Joint Committee on Cancer 935738 (58 8 hi) 12F:2 <,

*5 PR, HERAZ ST b RE S OGP T T &A1 E 1500 mg X777 AR % 3 ARHFRT
BR4TA 7L, 2, &A1 | 1500 mg 37T R % 4 BREKECTRKR 12 912
NFEE LT,

{LEEO ML - A&EIX, 3EMEZ 1A 2718 LT TOWT RN ERIR I L7z,

R EREICRT LT

ORZ7 VU ZxE/A (F1 HBIZ200mg/m?) +H/VR7ZF (1 HBEIZAUC6)

@7 rvxey (1 KO8 HHEIC 1250 mg/m? (AATIE 1000 mg/m?)) +> A7 ZF > (BB 1 H
HIZ 75 mg/m?)

FER BRIk LT,

@A MLFER (1 HHIZS00mgm?) +>A7Z7F 2 (51 HHIC 75 mg/m?)

@A MLFEFR (1 HEBIZS500mg/m?) +HAVRTZF > (51 HBIZ AUCS)

B, QRUOILONWT, BEUERRRRIGE, VAT FF N AINVRT T F AU 2 ThE
LENT, OIZHONWT, JFRIEEND D EE IV AT T F U CHEEN 2 L S h - B
. PA 7V I ANVRTTF o (1 HEIZAUCS) I[CAEE AR L S,

*6 : RPREEICEI D (1T SN b OO, HBMIERIEDRIIDO YA 7 VIR W TR > TAAIN 1 [ 5
Sz 1 BIA, BT S E M TIIARIGEAREE LTl bz,
*7 - G KUEIT S LT 99.0101% (218X [E1% [0.48, 0.96]

10
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[Z4i]

O HEEIFEFAHFER (PACIFIC R5R)

BERFGUIIARAIRE 460/475 B (96.8%) K ONT 7 & AEE 222/234 5] (94.9%) 1258 5
Nize WL OTERIE E ORRBERENGE TERVWAEEFR EIEH) X, 2hth
322/475 B (67.8%) KON 125/234 Bl (53.4%) (2§D HiL, D 5 BILTH] (Grade 5)
X, ERER 7475 611 (1.5%) KTN3/234 5] (1.3%) Tholz, WTORE TRIER
5% EORIERIZTRDO LB Thoto,

1 WIFNHORETRBEEN 5% EORIER (BT REN) (PACIFIC RER)

TERBIRDIE | BEARGE BIEL (%)
(MedDRA/J ver 19.1) AFIEE (475 B) 772 AREE (234 Bi)
4> Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade5

EIEM 322(67.8) 56(11.8) 7(1.5) 125(53.4) 10 (4.3) 3(1.3)
Rl s

FROPR IR B RETCAEESE 30 (6.3) 0 0 3(1.3) 0 0

AR B R AR T 50 (10.5) 1(0.2) 0 1(0.4) 0 0
B IakEE

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

L 26 (5.5) 0 0 14 (6.0) 0 0
— % - BHEER L ORI OREE

) SiE 28 (5.9) 3(0.6) 0 15 (6.4) 0 0

i 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
R L OV E

EEXE Bl 27 (5.7) 0 0 7 (3.0) 1(0.4) 0
MR R, MERFS X OVt hR R

Nz ik 25(5.3) 0 0 4(1.7) 0 0

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

Jitifig e 43 (9.1) 6(1.3) 4 (0.8) 8(3.4) 2 (0.9) 2(0.9)
B R KOV T RREE

Z 5 FEIE 33 (6.9) 0 0 5(2.1) 0 0

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

¥, UTICEEREREZSORIEHREBUROEG R 2 R"¥, AFFICBNT, M
EMERR R (il 2 & ie) 66 B (13.9%) . FURAMEEER FIE 50 41 (10.5%) |
R IR A RE TUEENE 33 3] (6.9%) | ITHEREFRTE 20 f4] (4.2%) | infusion reaction8 51 (1.7%) .
K% 2 61 (0.4%) . BEED FHI2 F (04%) . BEEE (FEEERE) 160 (02%) |
1 BBEIRIE 161 (02%) | BIEEEEERETE 161 (02%) o bhviz, o, ik - B
R, O sc, BEUEREEAE, TR, BRI, St MR IEUE KON
TRIFFERIBHIRD SN2 Do T2,

@ EpHLFEFE M ERE (POSEIDON #ER)
HEFEGIIARFIOFHEE 321/330 5] (97.3%) KOS BREE 320/333 1] (96.1%) 12588 5
N, RBEELE ORFEBRBEE CERWAEESRS (BIEH) X, ZE4 306/330 4

11
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(92.7%) JTr298/333 f5il (89.5%) IZBDH HAL, £ D 9 BLILLH (Grade5) 1%, ENE
AU 11/330 f51l (3.3%) TN 8/333 il (2.4%) Th o7z, WTNODRETIHELEN 10%LL 1
OEWERIZTTED LBV THhoTe,

£2 WTHDOBETRERED 10%LL EORWER (REMMITERER) (POSEIDON #Bk)

R L RARSE B (%)
(MedDRA/J ver 23.1) AFNOFFEE(330 ) KT RRRE(333 f31)
4= Grade  Grade 3/4 Grade 5 4= Grade  Grade 3/4  Grade 5

EIEM 306(92.7) 171(51.8)  11(33)  298(89.5) 148(444) 8(2.4)
Mgk LY v RbEE

21 144 (43.6)  57(17.3) 0 145(43.5)  68(20.4) 0

I ERIE A IE 96 (29.1) 53 (16.1) 0 75(22.5) 40 (12.0) 0

1/ NI SE 53 (16.1) 18 (5.5) 0 53 (15.9) 17 (5.1) 0

1 BR e i 42 (12.7) 9(2.7) 0 36 (10.8) 12 (3.6) 0
W Wb

R B RE AR T E 35 (10.6) 0 0 3(0.9) 0 0
R Lo skEE

AR 69 (20.9) 5(1.5) 0 70 (21.0) 4(1.2) 0
H e

T 124 (37.6)  4(1.2) 0 115(34.5)  5(1.5) 0

Mg 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(12) 0

(G 27 (8.2) 0 0 49 (14.7) 2 (0.6) 0
B $s KOV Tk b=

B 52 (15.8) 4(1.2) 0 10 (3.0) 0 0
—f% - RHEFER L OB G ORE

W5 65 (19.7) 5(1.5) 0 62 (18.6) 72.1) 0

) 5E 41 (12.4) 8 (2.4) 0 26 (7.8) 5(1.5) 0
HR R A

TI3=vT I NTUAT 34(103) 4(1.2) 0 41 (12.3) 7@2.1) 0

=T —VHN

I HRERER D 35(10.6)  24(71.3) 0 57(17.1)  25(7.5) 0

723, LU T I BE RS 2 5 T RIE R ZBUIRI OLEFHE R 43, AAIDFAEEIZ VT
AFIE R LAY A~T7 L OREBENGE TE R WFEMEMZER 15 6] (4.5%) . K
B% 16 B (4.8%) . EED FHI2 B (0.6%) . {HLEZFL 1 H] (0.3%) . HIRIREEE
{5 TE 34 B (10.3%) | FLIRIREERE TUHESE 21 B (6.4%) . RiIEHEREREE 6 61 (1.8%)
TIEAEEREREE 5 6] (1.5%) . 1 BUEERRSS 1 61 (0.3%) . FREREREE « T4 - LA
BRABHI (14.5%) | EhEE (MEMERRSE) 261 (0.6%) . Mgk - B BARILE 2 B

(0.6%) . L 16 (0.3%) . SofZd i/ Mg iE 141 (0.3%) . infusion reaction 11
B (3.3%) . FEEMEAFFERBUDIE 161 (0.3%) . EEEORERE 16 (03%) . gk

12
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E(XFT L NU—SEEREZET) 16 (03%) . I 161 (0.3%) | SR 761 (2.1%)
RO LT, T, EIEMEIE, BERER N OFRFERBIIRO oo T,

@ [EEEILFEZ O FH3ER (AEGEAN #BR, 2024 5 H 10 HTF—# B v A7)

B EFGIIARAIGEHRE 387/401 B (96.5%) e Uvk FREE 379/398 5] (95.2%) 12388 &
iz, B E ORIRBRA G E TE RWAFEFS (RIEMH) 1L, £ 224/401 4
(55.9%) TN 180/398 f3il (45.2%) IZBDH HAL, £ D 9 BLILLH] (Grade5) 1%, ENE
AL 6/401 B (1.5%) KLY 0/398 fil Toh o7, W DORETRIEN 5%, EORIEM

IITERDOEBY ThoTo,
K3 DITNHPOFFTREEN 5%ULORER (ZEMMITIREH) (AEGEAN k)
R L RARTE B (%)
(MedDRA/J ver 26.1) AFN0F FEE401 ) KT FERE(398 1)
4= Grade  Grade 3/4 Grade 5 4= Grade  Grade 3/4  Grade 5

2RIEH 224(55.9) 59 (14.7) 6 (1.5) 180 (45.2) 47(11.8) 0
Mgk LY v RbEE

2 1 22 (5.5) 3(0.7) 0 25 (6.3) 2(0.5) 0
PN oAb

R IR RE A T iE 45(11.2) 0 0 6 (1.5) 0 0
R KOsk E

AAEOR 20 (5.0) 0 0 12 (3.0) 0 0
Bk

IR 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

(A 11(2.7) 0 0 20 (5.0) 0 0
B $ KOV Tk bE

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

Z 5 FEIE 29 (7.2) 0 0 6 (1.5) 0 0
—f - R EFES L OB GHAORE

I JHE 20 (5.0) 0 0 22 (5.5) 2(0.5) 0
BRIR I A

TI7=vT I TR T 22(55) 2(0.5) 0 15 (3.8) 1 (0.3) 0

= I —FHNN

2044ES A 0BT —% by v A7

¥, LTICBEEFERR 2 S 0RIEHRBBUR N OEF R L R~ T, AFOFHEZB Y
T, RVEPERRE (il 2 & te) 26 61 (6.5%). KB 2 B (0.5%) ., &pEE
(VB MERE %) 261 (0.5%). HFHEREFRETE - A - mE(LMENRAE 2 47 1 (11.7%) . AR
BRBEBEAR T AE 45 1511 (11.2%) . FURERFERETLHERE 17 51 (4.2%) | BB RERE T 2 51 (0.5%) .
THAFEREREE 2 1] (0.5%) . 1 BUBERIE 1 61 (0.2%) . D2 11 (0.2%) . EEAER,HE

13
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THE 161 (02%) . % 1 B (02%), #higkES (F7 2 - NL—JEREEZET) 4 6
(1.0%) . infusion reaction4 il (1.0%). B DR EREDE 1] (0.2%). SR 2 6 (0.5%)
WO BT, £z, EHED TR, MR - MEUHRIE, FEEWELG PERBE, HLE
ZEfL. BEMESE. S MR IMRIBUAME e ORFERIBH IR B L2 o 72,

[ - H&E]

AR OBHE MY BRERRITET VA2 W -3 2 2 L—3 3 12 XV PACIFIC iRBR D
BFLRNTAA] 10 mg/kg 2 Q2W XX 1500 mg % Q4W THH- L7z & & D i PR EN
BatSnie, i, AHOBRE —JUSITET LMy Iab—yaic kb,
PACIFIC 38k 0 BEEFNZAA] 10 mg/kg 2 Q2W XX 1500 mg % Q4W T H L7z & %
D 0S Bat & iz, TOFER, KKl 1500mg Q4W #HHHFD Chinss 1Z. AH] 10 mg/kg
Q2W 5 RE D Crings & ol U TR Z 9 & PRS2 H DD, 10 mgkg QW # 5- &
1500 mg Q4W #%5-&L DT, OS [T/ ZRIFTFRD b e Tlllahz, £/, K
#1500 mg Q4W X 5-HF D Conaxss 1. A 10 mg/kg Q2W & G-HF D Cnanss & HL#E L T E

T L PRSI H DO, PACIFIC RERIC W TAAI 10 mgkg QW %5 L 7-FR DR
o LBt L OISR BE TR B o 7o T & K OHE AL NI it B

IZARZE 1500 mg Q4W Bt 5 L7=BROMRFE & & et & ORI M BE TR S e
ST Z Enn, I/ NIEAE BE IV THAA] 1500 mg Q4W £ 5-1LAK] 10 mg/kg
Q2W ¥t h- L RIBRIC AR FIRE L B 2 biTz,

#3 PACIFIC RBOBEEFIZBWTTFR ENT-EFID PK /35 A —F

A% - A= BEHY AUC;s (ug-day/mL) Crmaxss (g/mL) Chmin,ss (Lg/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)

P (90% FHIXH) . AUCs : EFIRREIC T 2% 5% 28 A MO iE iR — R HhHR T A, Crminss
TEFARIBICE T 2 BB IR, Cmass : EFIRIBICE T 2 @ Mg PR (GRIEK TR

14
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4. HEFRIZHOWT

EH G Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G2 VR ARTE B~ {7 ) (]
W DHiER Tl > T, AR OGN 72 EE ZZW - FrE L, AFIOFGIC LY HEE
7REWER Z 3B LTRSS 5 2 & DB R 7o D LU DO~@DF T A& 72 7 i
RIZBWTHEHAT2RETH D,

O iz oNT

O-1 Fied (1) ~ (5) OWFNPTEYT IR TH D Z &,

(1) BAETEREDGET 203 VBN SRR (EE IR DS A2 s #E AL S
e, Hulshs AR HEILAURPE . Hisls U2 emle7e &)

(2) FFEEHEEEIRPT

(3) HBEAFREEDEE T D M ABFEERPE (03 AIEEERERbT, 23 A2
W IR, DY Are i EEHEE R e &)

(4) RAbFIRIEEARE L, SCRIEG L FREZ R 1, S RIE LA REZ R R 2
I KREIGACFRIEZ IR 3 OMiER HEEI R D R AT > TV D Jifiak

(5) U L5 B BN O Ji sk FEHE AR D Ja tH 21T - T 2 itk

-2 i DAL SRR & B de 08 A SR HRE M OVRIE F 38 BIE O seb il 2 40 72 Jn
ik L RBR AR OERT (FEOWTNMNIEY T HER) 2, U2 OARFNCET 5
BEROEFEE L L TRHE SN TWD Z &,

#

o [ERMCFFESE 2 FOWMIHEZE T L7212 5 FELL EOR AIEGEDRMHE %
IToTWBHZ L, 95, 24 RIX. NARERYEEZ T L LERRBEESOMHE %
ITHoTWVWAHZ L,

o [EHithIFEEHE 2 FEOVIHHEAZE T L72%IC 4 L LOBKRRBRAZA L T\ 5
Z L&, OB 3FELLEIT, B O ALY A G e R ESR S O BE IR IHE 21T -
TWbHZ &,

© B OERLIEHRE B OEHIZHOWNT

EEERE I F T 2 AN R E S, BEERAE D OFmED, Ao - %
EYEEIEIOE OB B ONERZ SR D iRt AFFR0RE LG o®RE
¥, HRNRHSODIATON D IRHINE S TWDHZ &,

15
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® EHWEH DS ONT
@1 Jaak Al B3 2 2

VRt B (ORI 2 2 &) S EERBWEN S HAE LI2BRIC, 24 BER2 0%
RO T, M3hER I TEEE MR IV T, BB L2 BERICIE U CABREB K O CT
LORIWER OB LB RAEORERY A IS S, B HITKHG rTEE 22 A 235 -
TnbH Zk,

@2 ERMEFEEIT L DA FFZASICITE T 5 At

S ABHRTHE D 2 BT 72 e O\ BE 2 2 BIRIEFRE D EIE =2 Y 7
EEDITEROA Y V== 7 2ATOERE L FwE A TE 5 F— AR 2R
flishTWD Z L, B, BIAHICOWT, DABE LZOFEIZHoEAmE T
52k,

@-3 EHWEH OZWrREITEE LT

RIER (MEMERRE (BORBERilRE 2 5 te) . IFHReRES - IFR - sk PEIRE 2%
W iESE (HURIRAERERE S . RIS PRREIRE . T RABREESE) . BREE (MEMER X
%) | infusionreaction, K74 - EELD THI, 1 BUBEIRIA . 9% - BORUTHBUARAE . L5 2%
EIEM M IE, BB MR I RO E . M, B O R R, fhRkkEE (X7
Vo NUEEREE G Te) | ALSEIRIEOF IR O B AF TR ERIE . AL B AL, AR
IREFEREE ) 1Tk LT, Makhtiak XTT B EEAR B O P 2 9 5 Al &g L (E
TEROZEr-CRINICE L THRERUIRR AT ONL5&EICHH 2 L), EHIZ#EY7R
LB TE HIERHINE S TS Z &,

N

A

16



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

5. EXR LR DHEFE
(bt B3 % 3]
O TROBHFITHEY T H2HEHFTIEICB WO TARAER G OFEIER RS ILTV S,

o HARIAIZ S T RIE L F R R PEE DR IR EEI TN S iv7e - 724
FRANEEZ2 P T O FE/ NI g (Stage T (2%~ DHERFRIEMTHIL D R
BT HARK O RS

o AbLFRIERED 72\ EGFR Bi5 T RIZME L N ALK fiA B RO IR A RE
7o EAT - B OIE/ NIRRT B ITRT A, AKL P AU AT KON A4eR
A & & e OPUEM RS A & OFH S

o YIRRWIREZJE/ NS (Stage I, IIIA % IIB [N2]) (/=72 L. EGFR &/x
TR T ALK B E B TG CTH D 2 E MR SN TV D BEFTTERL)
R D ARHE AR A2 G T b FRET & OO BT X DR,
K ORK B 512 X A% A BhEE
P SN TALFRIEIILA T O L B0, FEE T3, BRERAGEE. [A k] O B [E 265 AR R ER

(AEGEAN #BR) | D1ER*5 2,

<@ b ey >
HINKRTTF U RONNT Y X XH )L

. VAT TF U RS LA R
HNVRTZF L BT by 2 e IR

<R R >

. VATTFURORNRA RLFRE RS RU DL
HNVRTFFURONA R FE RF R oA

@ TFRUISHEE T D BE T 2 ARAN OB G K O TR OV TR, AR OFZED
ML ENTE LT, AAOERGXR LR LRN,
o B 2 S AR L T BRIE DIRIRIE O 72 WU GE 22 R BT 1T O
FE/ AR BB X D AR OB 5
o B 2 S AR L TR BRIE DR IIRBET 0358 0 b2 YIBR A EE
72 SR FITHEEAT D I/ N i B X D AR OB G-
o OTHEAIDOAMED RS TR OFUEMEIRE A & OO 5

@ AFNFEBRLFES MAHER (PACIFIC #BR) (2B T, 2RENTT 7 B REHI%
L CEEIMEER & S72 PFS KT 0S OB ARSI T3, 7277 L., 3R
HI7RFRHTHE R Tl 2 b DD, PD-L1 FBLRIZ L0 AN R D 2 LAVRIE S
HFRERDFEOLNTND Z ENnE (PSR YIBRARE e R ATHETT O I/ NI it 1
BT DRI EHUR BRI S OERFRIEIZ B W TARBI 2 & 59 584 121X, PD-
L1 BERGHER LT LT, GG 0HM2T25Z L0 E LV, PD-L1 FHi=R
N 1%AR T D Z & BHERINTBFEICBN L, AR OGO A EEIC
FIr2 2 &,

17
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72%. PD-L1 HEBLRZ MR T D720 DRADOZW I~ % F OptiView PD-
L1(SP263) TH L 25, LLF DXk %2312, PD-L1 IHC 22C3 pharmDx [# =] X
% PD-L1THC 28-8 pharmDx [# =] (2L ¥ PD-L1 FBEEZ MR L. AFI DO H- 0]
BERNTHZEHTED,

SCHREE)

*  Marianne J Ratcliffe et al. : Clin Cancer Res 2017; 3: 3585-91
e 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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[ 2B 5 FF]
® Taﬂ ﬁié‘f%%% IOWVWTIIARKIOEENED L INTWDZ Enb, BE AT
DRk

o KAIDORKITIX LBBUE DO BEAERED & % B4

© BIBRAREZ: RPTHEEAT O FE/ NI ITIE 12 35 1T D ARTEHI L P U BRI E % OHERREEIC
BWT, TRRICZET 2E8E KT D2 ARFOEGIZHOWTIL, ARAN DL AN HESL
SNTELT, KAOEE[FR LR LN,
o RIGHNLFEHEFREIEIZ X U Grade 2 DL EORVE MR B (BUR B AtIR S 2 &

Tp) OIBLNRD BT B
e WHO Performance Status 2-4 =V 0 B3

@ UIBRARERHELT « IR OIE/ NI BV T, Fatlci Y 4 5 BE Tk A AK|
DEEANZ DWW TR AR O RPN SN TR LT AR ORGRGR L2570,
e WHO Performance Status 2-4 “*V o B3

@ FE/HRRE 3T HIRAT - TR ABRIEIZIB VT, TSNS T 2B T T 5
AHN O GAZONTIL, AR OLZEMEDHL SN TE LT, RAlOT GG L2 5
AAN
e WHO Performance Status 2-4 =V 0 #B3#

C)%%%®ﬂﬁ ICBWTFRICEE YT 2 BHEICHONTIL, AFOFEEITHER IR
. MOIREEGEIRIE A IR WVIGEICIRY | HEICAKZMEHT 2 2L 2ZETE 5,
o [MEMEMERE (gL 2 5te) Ob 5 EFEXTZFORERED & 5 B
([Z2MEIZBET 2 FH] @IS LARWSEAICRD)
. %%EQME?%E% D B FBFE S OV it 28 55 0D i | A 22 (s 7

S EE ([LEMEICET 2 HH] OIC%E LeWERIcRS)
- H Eﬁa&’ﬁ%@%@é\%ﬂ (TEPERY 70 L < ITA3EMED B 2R B O BEHERE O
b oHEBE

D WHO o Performance Status (PS)

Grade

0 Fo K MEARIEETE 5, SUREOMMELE LT, FFAL [ U A EEENHIRZR <ATR 5,

1 PIRRICE LORENIRIIR S 225, BITHRET, BIEELMAZEITAT Y Z LN TE D, S HATIE Y
VRO LRCKHBEREDTE2BELEEND,

2 BATHRET, ANDOHEOELY OZ LT THREEN, EEIXTE 20, HHFO 50%LL FiZ~Xy R Tl 29,

RONTZHDOEDOEDLY DI L LnTERY, HHFD 50%LL EE~y R2k1-Cilt 2,

4 Fo<@iF Ry, BADHDEDLY DI LITFE-7-L TERY, BRIy R+ Til I,

19
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6. MEICERL THETN&EFH

O WA SCEFITN A RIERIEEE DRI D ERME IS & ARHI O Re K OV
RO DI EREHRAE B L T2 2 &,

TBRBHARIZ e D | JBE XX E OFIRICEDNEL Va2 +aa L, REZ2 5
ThroHEETLHZ L,

BIBRASRE 22 R FTHES T D /N AR I8 |2 38 U 2 ARTR B L2 iU B 1 1% O HERPIR A
IZFBWTIL, PD-L1 BEER G R L2 L CTAKOE G RG22 EREE L
W23, PD-L1 BB R T E R WIGEITIE, AFI O H o5 2 @ Uk L7z
ETRETHZ L,

EREIER O~ XY A MZHOWT

@

®

BRI (ORI 2 5 de) Db bbitd Z N5 0T, FIHER
(EEIAL, PEUR RIS, ngmk, REENE) OfER & O X #iR s o s, 8152
AT 2k, Fe, BEIDS U TRE CT, Mg~ —h —%0mE % E
M5 &,

infusion reaction 3% H I H Z L A3 U | 2 [B] B LA O AAI#: 5-FFIZ $ infusion
reaction 23& HOIND T EDHDH DT, AFERHZ T EREIBE OREL 155
(#1539 % Z &, infusionreaction 23588 HINTZ A ITHE U R LEZITH & & b
2. SRR EIE T D £ THEOWRELZ +0I2HRT 52 &,

FRIREERERE T | BB REREE X N T R EEZ N H bbb 2 LR 50D
T AA BB AR M O G- 31 i F 30 IS N ik e i A (TSH., 174 T3,
et T4, ACTH, M =L F Y —VEORIE) Z1T, BEFORIEL +470 8
RTHZ L, £, MEIDLS U TEBMREFOEMOZRETHZ &,
AFNOEGAIZ XY | WEOREFISITER T 5 &5 2 B Dk % R RE
WHLONDZ ENHD, BEELTHIATV, BEPROONTHEITIE, @
FEDGPESNZ K DEWER OB ABE L, WURENZK AT 2 & WE
DHPE SN L D EWER D G0 255 121E, AFI OG- ORI, ik U3
HREASNEAFOBRGEZEET D L,

BeHRET %, BORN OB AR\ L COLRTERANRELT 2 nH 57290,
AR OREHE T %I HRIER OB 3 ITEET D,

AST (GOT). ALT (GPT). y-GTP, B U /LB 5D EH 2 0E 5 FFHEREREE . T
R, BEACPEIRE XD B D Z LM DO T, AFIEGBRIGHT & O 581
H3E AN ATRERERR A 21TV, BB ORBE +0ITBIE T 2 &,

PRANE FVEMER . RERABREDOEEENH HOND ZENHDHD T, AH
P 5-BiaA T L O G- W R o e W I B Re R 21TV BB OREEE 431
BETH L,

| BUREPRIE S & Bt FERPIMES TV R—=V RCED 2 ERHLOT, H

20



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

B, s, ﬂEﬂi“@Wdt@%éfﬁ%mWE@Lﬁ THaEET A&, 1 BER
W EE DN HAITIE, A R VARG 5 EOBEU R AE 2T Z L
® AHNOEERFERIZI T, PACIFIC 55k CIdf& 5-88465 12 4 AL 8 #H1E
POSEIDON Gk Tl 5-BRiA 5 12 ML 6 Mg, £ D% 8 M. AEGEAN
FRER CIIIN AT BN IESE TIEA ., fiit: S WM, 48 WRFE Tl 12 BEICHZMED
Pl ZAT o> TV 2 & BB, AAIERGFIXESICE G RE COROMRZAT
5T &, . YIBRAREZR R AT T O I INHIR T |2 35 1 2 AR R L U S
% OMERFRIE I T D AK OB G WIRIL 12 5 A £, BNt 250 270 -
it i BRIk 9 D ARAN O e 51 NRTHIBIEE & LT 4 [0l T, L iBIERIE &
LTREETETDH L,
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1. [T HIZ
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3. BERIKBORE
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5. GGl 70 DA

6. HHITE L THETREHIE
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1. IZC®IC

3R DB N « ZZRMEDFRMR O T2 DI, IRASCEZ ISV 2 20 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH) 72 J R AE A%
FPEEMMAERINDH T, IO OERMZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R TR 2016 (AL 28 45 6 A 2 A BIRERE)
IZRBWTYH, FHERLEOHHORE(LHEEZXS Z L& TWna,

BORERRE PRSI, REERSZ 2T 1 7 7 A VSBEfF DO EESRG & B 5 )iz
B2 ERNBD, 2O AMER ORI T 2 WA+ ST 5 £ TOR,
W ERGOBEEEZIT D2 ERPFR SN BEICR U THEMAT L & &b, BIE
HDRBL LT BRI LB kS 2 & D Z & DS AIBE7R — E O B 23 7 3 = A B <4
THZEREETHD,

L7ei3o T, RAA KT A4 Tk, BARBEES I E T LN TW D EFLIRER -
BRI R S & | LT ORI O i 7068 2 HEE T 2 8L b B B0k B %
HEROEEFREE T,

¥, RATA BT A %, MSIATEUE N ESE L EREIRR O AREETEAN B AR
BRI o, — M ERNE N A ARERNBH ES BEFEEFITEEE A B AN 22 & O
—RAEEEN B AR ER TR OO b AR LT,

MR ERBDEIESL T a2~ T (GBIG T Z)

KB E 7 DA ST ¢ HE R N R A
FE JR3 B/ IR B L 2 5 U B ARTE B L B R R 1% D AR

R ERDRERORE « GHERI NI i)
4 R PUBEMIREA L O bR Y R EOPEFRICBW T, @i, A
[ZIET 2 v\ =7 (B x) & LT, 1F 1500mg % 3
MMFET 4 [\, 60 3Rl LT CRIEEHET 5, Dk, T 2b
w7 (BIETR#LZ) & LT, 1B 1500 mg % 4 @R T 60
L BT TR EET 5, 72720, (KE 30 kg LFOHAD 1
#5581 20 mgkg ((KE) L35,
(R R ISR RIS |2 33 V) 2 ARVA I L2 B BRI I 14 D HERFIRRIE)
W RNZIET 2 b= 7 (B 2 ) & LT 1 E 1500 mg
% 4 T 60 43 ILL E T TRl 5, &5 1M 24 &
AMlETcET%, 72720, IKHE 30 kg LAFDHBAED 1 B 5EIX
20 mgkg (KEH) L35,

B E R 9 ¥ FH T AT ERIBASH
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(%)

VAT T F U OBEX TR, HIER O E

IER A ESHIE SN ol i

RELORE : VA7 T7F L LT 70~90 mgm? (REEAE) 210 1E&EEL, D7l
EH3EBKREST D, k17— E L, BEEBRYIET,

NNRT T F O XITNE, HELOH &

IER A ESHIE SR TN b

FER O E @, AV RTZ7F £ LT, 1 A 1 [E 300~400 mg/m? (K
) 5L, 2 b 4R ESTS, Chix 17— L, 5%
MEVIRT, i, BEEIE, B, KA ERICE VEEERT 2,

T MRY ROBEEIIZNE, AELOHE

BHRESUIIZN SR« Iifi/ N e

REROHE : = AR RELT, 1 HE60~100 mg/m? ((AFHEFE) % 5 B BHEG T
EL, 3BEMARKRESTSD, Zhxzl1r7—nb L, HEEBYIET,
7k, BHREITEEA, ERICE Y EEERT 5,

FRIRERER(Z 31T 22 M o ik - MEIE 13, BRRAGE) OHE P5~) 2
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2. AANORE. TERBF

T a7 (B z) (BUF TARA) 1%, & b programmed cell death ligand
1 (PD-L1) 24 2%/ 17V v Glk (IgGlx) 727 7 ADe WMilxe /) 7 a—F )L
R TH 5,

CD274 (PD-L1) (. AKANICE W THURRERMFIZHBLL TR | EHkLcY
VORER (THERE, BM@L VT =7 /0% 7 —Tfild) FI%84 % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, s 2 AIZHIET 5 & & 2 51TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F 7=, PD-L1 I%, 4 OESHHIALIZ I H
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23S S TE
V. PD-L1 & PD-1 &40 L7oRBKIE, MESGHIRL S HURRS 2R 72 T MIRE 2> & O BB 4 2 [a]
BETHHEFDO—o L LTEZLN TS,

AANL, PD-L1 OAMAESMEIRIZ#ES L. PD-L1 & PD-1 OfAEMLET 5 Z L& IC X
D BAPURRRRN) 72 T MO MG BT E 2 R U, BB O s+ 5 &5 26
nTna,

AFIO MR IS < B DS SUSIC & B BIEM 2B b b, XTSI
5 RN D B, AFIOR IR OB GHICIT, B OB % T, IR
> B AT ST I, FEHE L RITIE U T SR 072 S0 & 6058 % 5 D BRI 1 s L
GBI AT, MEOGRIERISIC X B BEN DI I IL, BB TR L
LA G ORI 2T 5 BEN BB,
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3. ERPRAE

HE I/ NHE R AT S ONBR R AL/ SRR g 12 35 1T B ARIE R L U BT E L OMERFRIE O

TR IZ R 21T 72 B R B IRRBR O BE 2 7~ 37,
[ &hE]
O EREILFEF NS (CASPIAN #ER)

A PEEIE D 7 i TR N i BB (WHO/ECOG Performance Status 0 13 1)

537 51 (RH) & AARPUEMERESS] (DR T ZF U IV AT T F V) += bRV R)
[AAIOERE 2268 B ], A& RPUEMIRGA] (WVRTTF oI ATTF ) +x
MR R DA IREES269 B11) (HACN 34 5] CAFIGFHTRE 18 B, S IREE 16 #1]) =& Te)

ERBIT, A, ASRPENERER (WAVRTTF oIV AT TF ) JO=T bR

¥ R a2 G L2556 ORME R OV etz it Lz,

HRREIEAT OFE R, EEFHMmEE Th D OS (FRME [95%(5 X R]) (336 DA~
»R) VR AREIGHHRET 13.0 [11.5~14.8] HH . AT 103 [93~11.2] WA TH
V. ARAIOF R BB LRERHPRUICA BRER 28 LTz (AN — R [95%(3#
Xf] :0.73 [0.591~0.909], p=0.0047 [}&51] log-rank f7E, AEAKAE (W) 0.0178],
20093 H 11 BT —% 0y hA7),

*1 : {KE 30 kg #7>>DAmerican Joint Committee on Cancer (55 7 hR) DIV XIZ@IRHFHFIZ o7 285K
DFfFEEIA & 535 U < WSS,/ A E 2K & W 2 8 1C K0 TS TRE 22 OR R TA I # 1 T) B — PR
BNICIE VD & 570 T3~4 OBREDBHAAN DT,

*2 0 KA 1,500mg KNI NVHR T T TF 2 (AUC 5~6) T AT T7F 2 (75~80mg/m?) DOWTink
KA 70D 1 HEIL, EHIZT R K (80~100 mgm?) =KV 7A00 1, 2, 3HBEIZ3HA
HHRTRKR 4 A 7 VFE%, A4 1,500 mg & 4 B FFRE TS L,

*¥3: HNVARTTF 2 (AUC 5~6) XTI ATTF 2 (75~80 mg/m?) OWTFInz&t A 7LD 1A
iz, 62 FARY R (80~100 mg/m?) &Y A 74?1, 2, 3 A BIC 3 ERMRETRK6 ¥

A I NVEE LT,
1 ey OSHh&{E (B)[95% CI)
S — AF|GHFARE 13.0 [11.5~14.8]
09 N BB 103 [ 9.3~11.2
\\ ﬁﬁ [ ]
as . NH— KL [95%CI) 0.73 [0.591~0.909]
2 07
’+
# 06
|
S 0s
04
0.3
0.2
0.1
0
0 3 6 9 12 15 18 21 24
at risk3% A BBEH SO W)
AFIGEEEE 268 244 214 177 16 57 25 5 0
Pofiichia 269 242 209 153 82 44 17 1

1 PRSI O OS @ Kaplan-Meier i (CASPIAN 7t5R)

5
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© HEEILFEFMAHFER (ADRIATIC 75k)

HVE A TR RE AL 2 O MR ™ 12 (R AR EEA T 2338 80 & AU 7 VN BR SR Z /il e fr e R
(WHO/ECOG Performance Status 0 X% 1) 530 1] (AFKIRE 264 6, 7" F & R 266 1)
(AN 50 6 [AFIBE19 B, 77 2REE 31 Hl] 258Te) 2RI, (LM RE
T 42 BUNIZARRIUL T 78R &2 &5 LcGa OB IR VL e E2 RE LT,
Rk A&, AH1,500mg X377 AR % 4 BB CEIRNEZE G52 & L s,
PRABIEITE U < IXE G IR EEMEIZR Y 5 £ TSR K 24 WA Q6 1 7 0) H&5
v 3 T SRR b W

AT O R, EEFMEEE O—2>Th 5 B NN RGN ELC & 5 Mg
AL (BUF, TPFS)) (08 DA X ) DOFEFRIZOWT, KRABET T 7 2 AREEIC
X URESEHFRINCH B IE R 2 7~ LTe (AP — R [95%(E 88X ] £ 0.76 [0.606~0.950]
p=0.01608 [J&@%I] log-rank fE. A E/AKEE ([H) 0.02805], 20241 A 15 HTF—% 7
v A7), PFS OHIE [95%EHEX ] X, AAIBET 16.6 [10.2~282] W H, 77
TARBET9.2 [74~129] THTH-7=,

Fo. b9 —OOEEFMEE Th H2LEFHM (LT, T0S)) (261 DA < )
[ZDWT, RABEL T 7 B ABECK LFGRHFRICH BERIER 278 LTe (O — REE[95%
fEHX M ]:0.73[0.569~0.928 ], p=0.01042 [ & ] log-rank % 1E , A = /K ¥ ([{H]) 0.01679]) |
2024 1 H 15 BT =%y b4 7)), 0S OHFRAE [95%FHEX ] X, AHKIRET 55.9
[37.3~NE™?] #H., 77&HREET33.4 [255~399] W HTH-T=,

*1 : {KEE 30kg #A7>> American Joint Committee on Cancer (AJCC) / (UICC) (%5 8 i) (293 < BRIAHR

T ~TOEE (1303 THOBAIEELEMICORREREE) AAAN DI, (LR
LT, AeRFEMEES CATITFUITANRTTF L) Lx bR REOfEHEE% 4
A7V IR LG LT, HEHRRE L LT, 6 H TRRE 60~66 Gy #5495 1 H 1 @@
Y BIRRAHE T 3 TR TR 45 Gy 28555 1 B 2 FIOMEE S FIREED W& 8RN
Utze TR ARG I3 HRBR Y [ 00 W C S M AT A & S, (LSOO MiA T 12 2 L
BEVE LA R VRO FIE 53 1~42 BEAICSE TT 52 & & Lz,

2 MR EE
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0.9

08
X 07
0.6
05
04
03
02

0.1

0.0

PFS$ Rl (B)(95% CI)
— AW 16.6 [10.2~28.2)
75N 92 7.4~129)
= KL [95%CI) 0.76 [0.606~0.950)

0
at risk 8

zMn 284
7oeHn 204

X 2

0.8 A

0.7 4

3t HE

0.6 4
S|
0.5
0.4 A
0.3 4

0.2

0.1 A

0.0

HH S AEATRE D PFS @ Kaplan-Meier g% (ADRIATIC

6 12 18 24 30 36 42 4 54 60
D RIH S0 W)

181 13 101 8 $1 3 9 10 4 0

146 100 7 m @ H 2 14 s ]

Ak R)

OSH&E (B)[95% Cl]
— KHEIE 55.9 [37.3~ NE]
...... I5ukRE 33.4 [25.5~39.9]
/NY— FE [95%CI] 0.73 [0.569~0.928]

g,

bon
T (2 SR T Y

at risk3
FHIB
ToRE

264
266

6 12 18 24 30 36 42 48 54 60
EERZEAHLOHM (B)

248 223 189 172 141 % 51 27 1" 1

247 214 175 151 123 80 44 23 8 1

3 hiEfENTE O OS O Kaplan-Meier #ifi (ADRIATIC

AkR)
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[Ze2tE]
O FEEEIFEFMAHGER (CASPIAN ER)

B EFGUIARAIOEHEE 260/265 5] (98.1%) K UNKHEREE 258/266 5] (97.0%) 278D ©
iz, ARPFHBRZIBWT, KH L ORREBEENGE TERWAEFFRS (RIEH) X
156/265 i (58.9%) IZ#BH B, D 9 BLILTHI (GradeS) 1%, 1/265 il (0.4%) TH
ST, ARFIOFHBETHRILED 5%, EORWERIZI TERO EBY TH -7,

# 1 AFIGEAEECRIERDN 5% LORIER (REMMTHSRER) (CASPIAN RER)

B (%)
AFIOFHEE (265 51)

SE BRI | HEAGE
(MedDRA/J ver. 21.1)

4= Grade Grade 3-4 Grade 5

2RIEM 156 (58.9) 40 (15.1) 1(0.4)
MmigFs LY > RkEE

2 fi 21(7.9) 2(0.8)

I FRERIS i 21 (7.9) 9(3.4)
N Ea R A

RN =G Ohe 21(7.9)

FRODR A RE AR T i 23 (8.7)
R L OvesErEE

RARIHER 21 (7.9) 0 0
B i

TR 14 (5.3) 2 (0.8)

HEL 32 (12.1) 0
— i - 2HEER X OG0 RE

)9 20 (7.5) 1(0.4)

I 57 16 (6.0) 0

728 LATICEE S 2 5 D RIME A B BRI O R 2 7”7 AAIDFHERIZ BV T,
MV MENRE R 761 (2.6%) . KR 16 (0.4%) . BEEOTHI 2 4] (0.8%) . FiEER
E 1441 (5.3%)  HURERBEREIRTAE 23 B (8.7%) | HURBRFERETCHEIE 25 61 (9.4%) |
R REREE 2 1] (0.8%) . 1 ZUBEIRI% 2 151 (0.8%) . infusion reaction 3 il (1.1%) .
FEEELF P ERIEAE 2 1] (0.8%) 23 FRD bivie, 7o, BEE (MEMERSE) | Bk -
BRI BARIE . (O Jc, BIERNEEAE, T IAHERERRE . BENRIE. St Mk fiE
K ORFERIE TGO b ino Tz,

@ [EEEHLFRIFE ISR (ADRIATIC #5R)

BEFGIIARAEED 247/262 B (94.3%) KO T B ARBED 234/265 151 (88.3%) 127
D HiTz, RFFEICBWNT, KAl OREBERPEE TS RWEESRES EIEH) X
176/262 B (67.2%) (2B BV, D 5 LI LTH] (Grade5) 1E, 2/262 5l (0.8%) TH
STz, AEFETHRELEDN 5% LORWERIZTRO LB THoTz,

8
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£2 FEBFECTREEDR S%ULORER (ZEMMITHREN) (ADRIATIC RER)

% (%)
ARFIEE (262 1)

SE BRI | HEAGE
(MedDRA/J ver. 26.1)

4= Grade Grade 3-4 Grade 5

ENEM 176 (67.2) 23 (8.8) 2(0.8)
N Ea R A

R B p RE U 23 (8.8)

FOPR BRAEREAR T i 39 (14.9)
R L OvesErEE

RARIHR 22 (8.4) 0 0
ERNEN (IS SR ]

JiTifig e 24 (9.2) 3(1.1) 1(0.4)
B IR E

T 13 (5.0) 2(0.8) 0
FERE ¥ KO TRk

& O FEIE 25(9.5) 0

B 21 (8.0) 1(0.4)
— i - 2HEER X OG0 RRE

) 5E 13 (5.0)

97 21 (8.0)
B AR AR AR

TI=T I RNTURT 2T —BH 13 (5.0) 1(0.4) 0
il

B LUTICEESES 2 5 D RIEH BRI OEEHR R 2”77, AFIFEICISW T, [H
BN R (R AR 2 5 Te) 45 6 (17.2%) . BEEO THI 2 1 (0.8%) . FFHERERS
F oo PR - mALPERRAE 2 25 B (9.5%) . HUIRIBEREIR TE 39 1] (14.9%) . HUIRBUERE
TUHESE 25 B (9.5%) . EIEHEREREE 3 61 (1.1%). T HEMAFEREREE 2 61 (0.8%). 1 ZlpE
PRI 161 (0.4%) . DR 161 (0.4%), kg 161 (0.4%), MPERES (7> - N —
JEWEREZ S Te) 341 (1.1%). infusionreaction2 f5] (0.8%). P& 161 (0.4%) HFRH 5
Nic, £, KIBk, BEE (MEMEBRE) . MR - MUHRAE, BEREMEDIE, &
FED R fEREE . FEEWEAF P EREUE, THILE 2L, B SN MR E e OVR
FERBE TR o Tz,
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4. HEFRIZHOWT

I Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G 22 VR ARTE B~ {7 ) (]
W DHiER Tl > T, AR OGN 72 EE ZZW - FrE L, AFIOFGIC LY HEE
7REWER Z 3B LTRSS 5 2 & DB R 7o D LU DO~@DF T A& 72 7 i
RIZBWTHEHAT2RETH D,

O MEFIZHONT

@-1 Figo (1) ~ (5) OWTNIHEYT DR THDH I &,

(1) BAETEREDGET 203 VBN SRR (EE IR DS A2 s #E AL S
B, HidskAs A HOEEEIL AR L, HUE A AR RIERE e &)

(2) FFEEHEEEIRPT

(3) HBEAFREEDEE T D M ABFEERPE (03 AIEEERERbT, 23 A2
W 1IRBE. DY A REEEHEE SR B 7 &)

(4) IRILFIRIEEZRE U, SORIEE L RE2E 1, AORIES LR IE2 R 2
SATAN SRR AR R 3 Otk FYEIZLR D R 24T - T D ik

(5) DU AL & BINE O Mk FEICAR D B A 1T - TV D Jitix

@-2  JitiE DAL E K ORI E I FEBLR O SIS 00 722 ik & #RBR & FF Rl (TR D
WTNDNIEE S T D ER) 2 HEZEBOARANC T DIEROBMEE L L TRE S
TnnHZ L,

*

o [ERMCFFESE 2 FOWMIHEZE T L7212 5 FELL EOR AIEGEDRMHE %
IToTWBHZ L, 95, 24 RIX. NARERYEEZ T L LERRBEESOMHE %
ITHoTWVWAHZ L,

o [EHithIFEEHE 2 FEOVIHHEAZE T L72%IC 4 L LOBKRRBRAZA L T\ 5
Z L&, OB 3FELLEIT, B O ALY A G e R ESR S O BE IR IHE 21T -
TWbHZ &,

@ BENOEEBIEFERERDOMEHIZONT

R G A B AE T T D BT O ELE S, BRI D OFRE N, Ao - &
EYEEIEIOE O B B ONERZ SR D iRt AFFR0%/E LG o®RE
EW, SFERHONIITONDIEHINE S TVWDH Z L,

10
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® BIERA~DOXRITONT
@-1 HEFiamlc i3 2 B4

M PERTR BRSO B 2 BITEA SR AE LB, 24 BEREISIRIEHIO T, Yikhaas X
XM RR (23T FBL L2 BIERNICS U CARBEE B KON CT ZOFIVER ORIz 4
ZIRRAEOR RS E AHIE O, BHITRISATREZRARI N > Tnd Z &,

@-2 BEREFEICLIFFFRNNCET 28 S

DS AR D 5 B I ik e OB 2 A3 D IRIRIEFE DNEWEH =42 U v 7
EBFOTEROART ) —=0 7 24TV ERE Ll 2 G TE 2 F — L ERA 235
SN TWnDZ L, ek, BREAFIZOWT, DABRE LEZOFBRICHICEAmsT
W5nHZ &,

@-3 BIEROZKCHRINICE LT

RIVER (MEVERRE (BeR#milsR 2 5 te) . IFHEREREE - IR - A LPENRAE %
W iEE (HURIRAERERE . RIBARREIRE . T RABREEESE) . BREE (MEMER X
%) | infusionreaction, K74 - EELD TR, 1 BUBEIRIA . 5% - BOEUTHBUARAE . L5 2%
EIEMMEAE, BB, MR I RO E . M, B O R EREE, fhRkkEE (X7
Vo NUEEREE G Te) | ALSEIRIEOF IR O B A TR ERIE . AL B AL, AR
IREFEREE ) 1Tk LT, Makhtiak XTT B EEAR B O P 2 9 5 Al &g L (E
TEROZEr-CRINIZE L THRERUOSR AT ONL5&MEICHH 2 L), EHIZ#EYZR
LB TE HIERHINE S TS Z &,

A

11
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5. #EXRLLRDEE

(2 BE 3 2 F]

O TROBFIZBWTAR, BERIUEMEER DAV RTTF oI AT TF
V) RO= RV REDOPFRBEGOEIENREIN TN D,
o ALZEREERE O 72 AR NI A R

@ TROBH BV TAAOHMEBEGOFIEP RSN TN D,
o ASRIUBMER A2 & AR A B R E R IR BT 23558 0 b g
VR RS N [T ~ T (1 X3 I OS8R PRI YR AR 2255 |
(2R U THERPIRIENMT DI D B

@ TRLCEZY T 2 BT KT 2 AR K OB G K O FIEIZ DWW TR, REIOF#HE

MHELINTELT, AAOEEGRIR LR LI,

o DOTABIOHMEN R S TV W O FUEMEREEA & O OF %5

o ASRYUENENEE A A 5 Lo ARTA R T U BRIRE O IRIRIE O 70 R R AL N
He i BB LTk 2 AR D Fe -

o HASRYUENMENEE A A 5 Lo ARIAR L B SERE R (R BT R D b7
R Sy L/ Il e B R LS k97 2 AR D ¢ 5

o /AR B T DI BRIE & L CORA DS

(22t B4 2 9]
C)Tﬁ_ﬁéﬁéﬁﬁLowfmﬁﬂw&ﬁﬁgékéhfwézkﬂ%\&ﬁ%ﬁ
PRI L,
o KFNDRGIITKE UIEBUE DREERE D & % B

@ MRIREL IR Z 36 1T 2 IRIBAME A BRIRIER DHERPRIEICI W T, FREICEZ
YJ 5 BB KT 2AHNOEGIZHONWTIL, AAIOLZEEPHLENTEL T, A
FIOFEGG LI B2,

o RIBHULF R BRIEIC &V Grade 284 O VB MM E (USRI 2 5
te) ORBINRO LT BEH

©) /“fﬁ*ﬁumﬂﬂﬁ BWTFRICHEY T 2EFICONTIE, AHI OB G ITHERE S 1780
. MOIREEEIRIE A IR WVIGEICIRY | HEICAKZMEHT 2 2L 2ZETE 5,
o MEMEMERE (L 2 5Te) Ob 5 EFEXTZFORERED & 5 B
([Z PRI 2 5] OIZEY LARWGAICRED)
. %%ﬁﬁﬁﬁfﬁg% D B D B K ONEGMENT 25 O il RIE M2 Ab

12
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MHHNDLEBE ([LEMICET 5FEH] OIS L2WSEEITRS)

o HORERBOEGI UTBMER M L IXFEFRMED B CaE R B OB ERED
b5 IEE

e WHO Performance Status 3-4 =V 0B

GED WHO @ Performance Status (PS)

Grade

0 Fo {MERTEMTE 5, SREOMMZLE L3 FHTATL [ U B E AN IR <172 2,

1 PIRROICE LURENIHIER S D23, BTRIRE T, \AEERMEIIT O Z LN TE D, SRELHHTIE Y
VRO LRCKHBERFEDTE2BELEEND,

BATARET, BOOHDOE LY O Z L IFAETARELE N, MEEIXTE 20, HHD 50%LL FiX~<y RG24,

RONTZHDOHEDEDLY DI L LnTERY, HFD 50%LL EE~y R2k1-Cilt 2,

F ol @FR, BODHDEDLY D LiTE 72 TEARY, BRIy R+l =+

13
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6. REICBRLTHETNEHH
O W SCEFITI A BRI HT 5 B2 5D & A O R e ONE IE(E

@

®

)
CASPIAN HRERICBWCIIHE GRS 12 #EIX 6 Am., T0#%IX 8 I,
ADRIATIC FRERICEB W CIXEG-BRAED S 72 L 8 B E. 96 WkF £ TIX 12 #HfE.

RO DI ERE IR L T BRI 52 &y

TBHRBRALEIC NI D | B XUTE OFEICH INE R ERMEZ +ofB L, FAE 25
TobEhET5Z L,

EREWEH O~ XY A v MZOWT

BRI (ORI 2 5 de) Db bbiLd 2 EndH 50T, FIHER
(EEIAL, PEUR RIS, ngmk, REENE) OfER & O X SiR s o s, #8152
ATy 2k, Fa, BEIDS U TRE CT, Mg~ —h—%0mE % E
M5 &,

infusion reaction 3% H I 5D Z L A3 U | 2 [B] B LA DO AA#: 5-FFIZ $ infusion
reaction 23& HDOIND T EDDHDH DT, AFERHIZITEREIBE OREL 15
(#1539 % Z &, infusionreaction 23588 LT EITHE U R LEZITH & & b
2. SRR EIE T 2 £ THEOWRELZ +0I2HRT 52 &,

FRIREERE R | BB RERE S X N T A EBEFT N H bbb 2 LR 50D
T A BB AR M OV G- 31 i F I 30 IS N ik e i A (TSH., 174 T3,
et T4, ACTH, M = LF Y —VEORIE) Z1T, BEFORIEL 47108
RTHZ L, £, MEIDLS U TEBMRAEFOEMHZETHZ &,
AFNOEGIZ XY | WEOREFOSITER T 5 &5 2 Bk % R RE
WHLONDZ ENHD, BELTHITATY, BEPROONTHEITIE, @
FEDGPESNZ K DEWER OB ABE L, WURENZK 21T 2 & WE
DHPE SN LD EWER G0 255 121E, AFI OG- ORI, ik U3
HREASNEAFOBRGEZEET D L,

BeHRET %, BORN OB ARRE L COLRTEARRELT 2 nH 57290,
AR OREHE T %I HRIER OB 3 ITEET D,

AST (GOT). ALT (GPT). y-GTP, B U LB %D EH 2 0E 5 FFHREREE . T
R, BACPEIRE XD B D Z LMD T, AFIFGBRIGHT & O 581
H3E AN ATRERER A 21TV, BB ORBL +0ICBIB T 2 &,

PRANE FVEMER . RERABREDOEEENH LOND Z ENHDHD T, KA
P 5-BiaA T L O G-I R o e W I B Re R 21TV BB OREEE 451
BETH L,

| BUREPRIE S & Bt FERPIMES N7V R—=V RCED 2 ERHLOT, H
B, D, EMEOER DR BCMBHED LA HoEET 52 &, 1 BUBER
MDD GBI, A AV CHUHIZ b 2 F O b 7 ALE 21T &

14
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F D% 24 BB MO AN ZIT > TV Z & 2 HBEI2 . AKX EEH
ICHEBIRE TR OMEGREIT O 2 &, 728, [RIBA/INMAEAE 235 2RI
TR RO IE R OMERRFRIE L L CORA OB GHIMIZ 24 TAETETHZ &,

15
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REEREET A KT A
Fansnw7 (BIRTFHBZ)
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Bk

1. [ZFL®IZ P2
2. ARHIOFE, TEREF P3
3. BRPRAKAE P4
4. FEEXIZHOWT P8
5. \ERREMRDIEE P10
6. HHICEE L THET XX HIH P11
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1. IXIC®HIT

PSS DGR« LZEMEDTARD T2 D11, TRA SCEEIZE S W E 2 235k
HHND, S5, FEORFEEMOEHRIC LV | FUREERL 2 & O 281
PR FFIEIRAAR EN DT T, TNHDEERNLAZBEICLERBEICRMETZ Z LN
BEXDFRE & oo TER Y, RFMBEER & EDOFEART #2016 (FRk 28 426 A 2 H
PRI E) I2B W ThH, BEHMERLEOHEHORE(bHEEZXS Z L L ST
%

PELEARFFEER X, REERASOREE T v 7 7 A VRBEFOEIN LB 5
B enbb, 20, AOMEROZEMEICET2IERN+0EETL2ETO
M, HXERGOBEEZBI T LRSS BEICH L THEHATLE LD
(2. BIWEHZSREH LB LBk a & 5 2 L S ATRE 2R — & OB %0l 7= B ek
BCHATLZZENEETH D,

L7eoT, RAA RTA4 0 TlE, BBEBESLINETIZELN TV A EFIRSE
1« BHER M-S & | LUT OEK G O i 72 2 HEtE T 28150 D LB 7 8L
T, B2 R OEEFEERT,

I, RITA KT A %, MSATEHE NESE SRR S, A fHME AR
ARERARIEE o —FE N B ARERRANRHES L Otk A B A2 O W
JDoH EAER LT,

KL R DEIEY T a2 ~T (B Z)

RG L RDRETNE « BIBRARE 7o M0 A

B ERDMEROAE IBE ., BRAIZITT 2 Vb~ 7 (B R Z) & LT, 1181500
mg % 4 FMRIFE T 60 R LA L2 CREEEET 5, 72721, K
H30kg LLFOHAO 1 I G-2I1X 20 mgkeg (KE) &35,

B YE R 5E ¥ FH T A NI EXRIHASH

(235)

LAY LA~T (BT OREUIE. HIEKOHE

R AT - BIBRARE 72 T AT R e

HEROHE : T a0~ 7 (B fz) EOffHIcs T, @, lmAIZiE b
AV L=T (BlaFHE#Z) & LT, 300mg % 60 43LL Lo T THELA
WEET D, 7272 L, (KE 30kg LTFOHAD 1 Bl 5 EIX 4 mgkg (IR
#H) L7 5,
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2. AFNORR, TERBEF

T ansVbs 7 (B z) (BUF TARAI) X, & § programmed cell death ligand
1 (PD-L1) (x4 267/ 07U v Glk (IgGlk) 77 7 A0t Mt ) 7 o—F)
ik Th 5,

CD274 (PD-L1) 1%, ZEEANIZEW THURRSMEICHE L TR Y | EHfbL2Y
VRER (THIME, BARKL OV F = 7% 7 —T fllfi) &84 % CD279 (PD-1) &
' CD80 (B7-1) &fEA L, ®EILELZAICHIET 5 LB 6 TW5S (Annu Rev
Immunol 2008; 26: 677-704, Blood 2010; 116: 1291-8), F£7-. PD-L1 I%. F&E 4 O fEEHi
IZHFEBLL TV D Z & (Nat Med 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 72345
ENTEY, PD-L1 & PD-1 &/ L7ZRREIE, BEESAAE S FURRR A7 T M 5 DK
B2 AT AEFO—2 L LTEZLN TN,

AFNZ, PD-L1 OMEAEIRIZAEA L, PD-L1 & PD-1 OFEA2ET D Z &I X
0 DSAPURRFRI e T RO E ZEE 2 B8 U, R OB A2 MHT 25 &5 25
NTW5,

AFNOVEFIEFICHES GREDOREFUGIC L BBHERS N & & b, BEUIETIC
B ARENED 85, AR OEG R OBGHIIL, BEOBERE D117, S 23
o BT AT, FEHL LIS GRITIE U 72 M 7 itk & AR BR & RO PR & G L Ciid
Gl BRI AT\, M ORIERGIT L BRI B S HAITIE, BIBRE AL
T LA OB OO 7RI EAT D MBI D D,
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3. BREREE
YIBRANBE 7 FF MR D A GR IR Z 5T 2 1T - 72 3= 72 B R 3R O il & 7~ 97,

| @ERIIE
EIFRILEZE 1 AR (HIMALAYA #5%)

2B PRIERE O 720 Child-Pugh 238 A OYIBRARBEZR P B E T (ECOG
Performance Status 0 3{% 1) 1,171 5] K&+ FL AU A~7 (Bl Z) (LLTF,

[RL AU L~T)) "2 [AFIGEIIEE 393 4], AHI BB 57 K HEMEE 389 fi], v
77 = =7 [XHIEHE389 f51]]) (HARN 108 6l [AHKIOFHHEE 34 1], ASKIHEAEE 45 B, *F
FREE 29 B] Z&de) ZRIBRIC, AAIE LAY A~ T 20HHEE LTGA L OARHK %
B 5 L7256 O A MR Va2 et L,

FEFHMIHE & SN 2EFHM (LUT, T0S)) (HHRAE [95%EHIXH]) (836 D
ARV B) R, KFIGERRET 164 [142~19.6] H A, AHFIHEMEET 16.6 [14.1~19.1]
71 A, RHEREET 13.8 [12.3~16.1] ZHTH Y . AFIOHHERIZRHBRERIZ R LFEEHEAIIC
BERIEE R LT (AN — R [95%E@XH] : 0.78 [0.66~0.92], p=0.0035 [/&5!]
log-rank B, A E/AKUE (W) 0.0398]), F7=, AFIFEMELZOWT, ~NP— NEDF
BEKMEIZHRHES LI E XM O ERNSFEANCHE LD E~Y—T > TH D 1.08 % FE
ST T b REIBIBEDO X REEIZ 0 2 B ERHER S (O — R [95.67%
EHEXH] : 0.86 [0.73~1.02]) Q021 4E8 H 27 HF—4 D1~ b4 7)),

] RPEE (RIS ) —VEARE, T DA MBEIRE, ~ A 7 v IREEERE, FBIRIERR
/IR JE s, MORARIES) OIS & 72 2 BE IR S -,
*2 0 AKI 1,500 mg XKOVR LA U AT 300 mg & 1 Bl Z D% 4 WEORFEZ 22T, A4 1,500 mg

% 4 B CERIRN 5
*3 : RAI 1,500 mg % 4 8 ERIE CEIRNE S LTz,
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;
os#xiE (A} [95% CIl
0.9 1 — +F{FATE 164 [14.2-196]
— M 13.8 [12.3~16.1]
0.8 1 A¥—FL (95% Cl) 078 [0.66-~0.92]
20.7-
% 06 4
7 os ]
&
» 04
=
0.3
0.2
0.1
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
mESRTHS>DHEERA (B)
At risk

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

1 -
osshkfa (H) [95% Cl]
09 1 — FE|HEE 166 [14.1~19.1]
— XfEEEE 13.8 [12.3~16.1]
0.8 1 A —KH (9567% CI)  0.86 [0.73~1.02]
2 0.7 4
% 06
7
05 4
1]
& 0.4
03 4
02 4
0.1 4
o ———m——-m---
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
EEAISH >R (B)
At riskZ1

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

1 OS ® Kaplan-Meier i3
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[Zcapt]

EIFRILEZE 1 AHFER (HIMALAYA #5%)
AEFRIIARANDFRE 378/388 5] (97.4%) . AAIHIMEE 345/388 151 (88.9%) K Ubxt
HRRE 357/374 18] (95.5%) 12388 HILT-, W DIEERIE & DR EBUENGE T 72
WHEEHRES (BRWER) 1. 2 294/388 15 (75.8%) . 202/388 #il (52.1%) KX
317/374 ] (84.8%) IZi@H HAL, T D 5 HILTH (Grade 5) X, L 9/388 fl
(2.3%) . 0 BIR N 3/374 6 (0.8%) T -T2, WTNNDOEERETRILR)N 5%LL L
OEWERIZTTFTERD EBY TH -T2,

£ 1 VT OREHTREEENS%ULORIER (REHMITREER) (HIMALAYARER)
AERIR A Bl (%)
LN
(MedDRA/J ver 23.1) AFIOF AR (388 B1) AFIEMEE (388 f51) KTEREE (374 f31)
£ Grade | Grade = Grade | Grade £ Grade | Grade
Grade 3/4 5 Grade 3/4 5 Grade 3/4 5
AEIVEF 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)
o iE
AR IR RE TUENE 31 1(0.3) 0 8(2.1) 0 0 2(0.5) 0 0
(8.0)
AR IR RE AR TE 42 0 0 15 0 0 8(2.1) 0 0
(10.8) (3.9)
R L OVesEhaE
EEXE Bl 21 1(0.3) 0 10 1(0.3) 0 45 2 (0.5) 0
(5.4) (2.6) (12.0)
BIEEE
T 64 13 0 23 5(1.3) 0 145 15 0
16.5) | (3.4 (5.9) (38.8) | (4.0)
G 20 0 0 13 0 0 36 0 0
(5.2) (3.4) (9.6)
I i 10 | 2(0.5) 0 7(1.8) 0 0 19 1(0.3) 0
(2.6) (5.1
R 4(1.0) 0 0 4 (1.0) 0 0 21 3(0.8) 0
(5.6)
A% 4 (1.0 0 0 2(0.5) | 1(0.3) 0 27 1(0.3) 0
(7.2)
BB LR PR
7 9 FEfE 66 0 0 28 0 0 21 1(0.3) 0
(17.0) (7.2) (5.6)
5 76 | 6(1.5) 0 29 1(0.3) 0 47 | 4(LD) 0
(19.6) (7.5) (12.6)
i =5 1(0.3) 0 0 3(0.8) 0 0 48 0 0
(12.8)
FE - BIEFERIMFEA | 2(0.5) 0 0 0 0 0 164 33 0
BIEERE (43.9) | (8.8)
— % - FEER L OB G OREE
Y7 30 | 6(1.5) 0 25 0 0 55 5(1.3) 0
(7.7 (6.4) (14.7)
HE S RE 11 2(0.5) 0 14 1(0.3) 0 27 | 9(24) 0
(2.8) (3.6) (7.2)
1
s 3(0.8) | 1(0.3) 0 2(0.5) | 1(0.3) 0 56 20 0
(15.0) | (5.3)
MR, HELES & OVithRks
el 1(0.3) 0 0 1(0.3) 0 0 19 0 0
(5.1)
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FRE RIS / Bl (%)
FEARGE

(MedDRA/J ver 23.1) AFIGETRE (388 ) | AKIHMEE 388 %1) [ KIEEE (374 f)

BRI IR AT

TIS=vTI ) RTv 18 4 (1.0 0 22 5(1.3) 0 8(2.1) | 3(0.8) 0

AT =T — LN (4.6) (5.7)

7= 21 10 0 7(1.8) | 2(0.5) 0 4(1.1) | 1(0.3) 0
54 | @6

T ARG X UERT R ) 22 9 (2.3) 0 25 9(2.3) 0 10 6 (1.6) 0

FFrAT=T—EH | (5.7) (6.4) 2.7

i

U R—BHIN 25 17 0 12 8(2.1) 0 10 8 (2.1) 0
64 | 4.4 (3.1) 2.7

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

(7.2)

2B, AAIGEFHBHCBW T, FEMEMEE 8 6] (2.1%). KIFE 86 (2.1%)., HED
TR 13 41 (3.4%) . FHHERERE S - 4% - EALMENRE 2% 57 61 (14.7%) . HURIRFEREIR T
iE 43 61 (11.1%) . HUIRIREERETLEE 39 1 (10.1%) . RIEHEEREE 6 i (1.5%)., T
RBEREREE 2 61 (0.5%) . BibssE (MEMERRE) 361 (0.8%). Tk « BUUHEARIE 4
5] (1.0%) . infusion reaction 8 5 (2.1%) . {LoiH7¢ 2 il (0.5%) . EIEMHETIIE 2 41 (0.5%) |
BEEORERE 161 (03%), REE (F7 0 - SU—EEREZET) 561 (1.3%) .
g 4 1 (1.0%) H3FB& HAvTz, | BUFEIRIR . FEEMAEAT TR ERIBVE . iM%, THILE 22 4L,
BERESS . St il IRV ME Je OIR FFERIS 137880 B e o 72,

F o, AFIEMBECIW T, BEMEMZER6H (1.5%). KR4 (0.5%), EEDOT
FISH (1.3%) . FFHERERESE « T4 « LIR8540 (13.9%) . FLIRIREERE(R TAE 1541
(3.9%) . HURIRBERE TCHESE 12451 (3.1%) | Bl i RERE F 4451 (1.0%) | 1ELBE R IH 141 (0.3%)
infusion reaction 541 (1.3%) . OipZE 1481 (0.3%) . EIEAHESIIEIH] (0.3%). BHEDKE
FEE 14511(0.3%), ffRFEE (X7 v« NU—JEEREE & Te) 141 (0.3%) . 1451 (0.3%)
MR bz, BhEE (MEEERE) . ik - BRRMAE, TR, BE
PEAFHERISE, i, THALE 2L, BEMEAE . S0 Mk i/ MO I B OVIRZFBR B 1 L3R
Y (WAL Y

ARIEAFBUR DU I F 5 2 B oL R A T~ T,
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4. FEERIZDOUVNT

PRI Y A 7 EHIEE (RMP) ITHED& | AHI O [ 38 5 2 M BE TS B~ oD fih ) (Al
N Dl T - T, KA OFGNWEY) 2 BEEZZW - FrE L, AFOFRGICL D EE
7REIER ZRBL L 2BRICx ST 5 Z E DB 7272 LLF OO~Q@ D3 T Z i 727 i
FHIZBWTHEAT 2 RETH D,

O MERRIZOWVT

O-1 T (1) ~ (5) OWTINIELT I THDLZ &,

(1) EAFEREDSEET 203 VISR (BRE T IR S A B2 HE L R L
HE D ARSI SURE . HUES AR 72 &)

(2) FrEHEREIRPE

(3) HEMNIRAENRET 2 0N AREEEERPE (D AR ERPL, 23 Ao
W /IEBE, D3 A EEHEE BT /e &)

(@) ARALTFRIEE 2 FE U, SRS L PRIEZ IR 1, SRS L PR IEZ R 2
SATAN RIS G R 3 Ok FYEIAR DR Z 1T > T D fiek

(5) PUEMEREEAILL G & BN O s EUEIZ R DR H 21T > TV D itk

-2 AFffass Db 7 K ORIE I3 BLIRE Ot ISl Z + 50 72 ek & Rk 2 R o ERD (F
RONWTIDITEE YT DHER) 2, BRI OARFICET I8RO ETHE & L TEE
INTWBHZ L,

#*

=R R4 2 FEOMHIHE ZE T L7222 5 DL L DD ATEE O ERIRIHE %2
IToTWHZ &, 96, 2 FLLERIF, BAFEWEEZ I & UTBIRIERE 7 OHE
BT TWAZ &,

[EEMGEFFIUS% 2 FEOPHINHE Z1E T L7222 4 FLL EOKRKRR A2/ LT\ 5
Z &, 9B, 3 AEDLRE. AR O D A SEYREE & T IR S O R HE %
IToTWAHZ &,

© BEANOEKLIFEREBEDOEHIZONT

I IEHRE BT 2 A D EE S, EBEN D OFRED ., Ao - &
EMAEIERE RO E B K OEMSEIC T 2 WMt A FFRBBAE LG H oRE
¥, HRHSODIATON D IRHINE S TWDH Z &,

® BUWER~DRIGIZONT
@-1 MEskHHIc B 5 B

FABTMEAZ B O B /2B AR A LIS, 24 WFRIIRIRHIO T 4t X
TEEERERR (ST FEBL L RIERICIE U CABEE B L O CT F ORIEH OS2
WAREOREN Y B PICB DI, B HICRE TR RN E - TN 5 = &,
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©@-2 ERREEEIC L DA EFRAISITHET D 2M:

S ASIRCHE D 5 REFIH 72 Gk M OB BE &2 A D IR A D EEl =42 Y > 7
EEDITEROA Y V== T 2ATOERE L FmzE A TE 5 F— AR 2R
flishTnD Z L, B, BiiAHICOWT, DABE L ZOFEIZHHIZAmENT
WwWnHZ &,

@-3 BIEADZWrORIMZE LT

BIVEA (RVEMERERE, SRS - R - BEMEIRE K. WOWESE  (FURIREEE
P, EIEHRRERE S, MEAHRERETE) ., BEE (MEMEX%) . infusionreaction, K
W% « EEEED TR, | BUBEIRIF. A - BB RARAE . (O Z¢, EIEAN I/ 0E, BERZ .
SR MRIBE | 48 . B O S SR | MiklERE (7 o - N U—IEER L ST |
(LFIEIED R OFEBWELF P ERIB/E . THALRE 270, ER . SRFFEREESE) IZR LT, 4
At ER AT AT B B O BEFIPE 2 A3 2 AN &EHE U (RIEH o2 Wr-extic ic B LT
FFEROIEZZITONLEZMTH D Z L), EHITHEU R MLE N TE DRG0 - T
WbH Ik,
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5. BEXRLBRDIBE
[G%hiEIC B3 2 F1E]

o)

@

BEAVFRIERED 72\ Child-Pugh 708 A OYIERASEE 72 R AR B E 12\ TAA
E MLV AV LA=T EOFRHEG L OARFIHEMB GO MMEN RSN TN 5,

TRLIZRZE Y T 2 BE KT D AHN OB 5 K O T IEIZ SV TE AFIOF LMD

HESL L TR LT, AADOHTRLGHR L 2B,

o OTAHADEZMENR RS TWIRWOFUEPEEL A & OfF 5

o RPTRIE REMT X ) —/WENFRIE, 7 DA WBEARIE, ~ A 7 2R
5 ITEhARIERR IR IE/ ITBIIR L S ZE AR R . BRI IESE) OIS & 72 2 Al
HREE

KFNDO¥H T > Tid, AFIE LAY A=T L OPFHEEGICHOWTIEIY T 7 =
=T A EEME R RGES TV D — 7T, AFIEME S ICOW TR Y T 7 ==
TN T DIELYED BRI TRENTWD Z &% HIMALAYA Bk O RGRE & 145 1B
fig L= BT, BEOREL BB L, HE - HEZEIRTIVLERDH D,

[zt Bd % FIH]

@

@

TRICEY T 2BEICOVWTIAFORENED L SNLTWDHZ LD, &5 21T
brenz &,
o ARANDFIITHR LIBBUE DB LD & 5 B

BRI O IZF T TREICZ S T 2 BF IOV TR, A ORGITHELE S 7

WS, L DTEFERIUR A R WG IR Y | EEICAAZEHT 52 L aBE T

%P

o MVEMEMER (BUHNHEEE Z 5T Ob 5 BE IFOBEREDO & 5 B

o MEREMG A CRIE R 2580 5 A L OV T 2% 5 D ifi 12 RAEMEZE LS 7
biLbEE

o ACOREREROADUIIEMENE L ITHRED B OB EEOBERED
b5 RE

e ECOG Performance Status 2-4 "5V 0 Hig

(1) ECOG @ Performance Status (PS)

Grade

0

F o MR JEBTE D, FIFHTL (R U B HAEEAHIRZR AT D,

1

PIRRIICE LR ENIHIER S D23, BT IRE T, BEEEMAIEITTH 2 L8 TE D,
Bl - EEWF R, FEEE

2

BATHRET, ANDOHOELY OZ LT THREEN, EEIXTE 20, HHEO 50%LL FiZ~Xy R Tl 29,

ROENTZHZOHEDEDLYDZ L LNTERY, HFD 50%U EEXy R+ TilI1,

FoLKETR, BODHOEDLYDZ LITE-72L TERY, BEICy RO+~ TilEId,

10
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6. WEICBELTHERETREEH

O WASCEFION A, BGERTEER DREET DGR T 3D & ARF O R K& OV E
M OIZ DI B2 WA T B L T o35 Z &,

@ BB D B T OFBRITAHMER Otz o L, FEER
TG+ 252 L,

® EREWERH DO~ AL MZHOWNWT

MR MENR R (RIS 2 &) BN Hbnd 2 ENHDHDT, YIHIE
W (B, PR IREE, gk, FEENEE) O O XA R A O i, #l
BhETSIATO T L, e, MBS U THECT, Mg~ — b —%F0R#&%
Fhd 52 &,

infusion reaction2¥ & HHOIL 5 Z LN H V| 2[8] B AR DO AHKI$E 5-1EZ $ infusion
reaction? & HOILDH Z LD DH DT, AFIF G-I L ERIEE OIRREZ 147
(2812245 Z &, infusion reaction3F8 8 H VG A TE U R E AT O & L b
2, JERDEET 5 F TREOREZ +0ICRm T 56 2 &,

FORIRIERERE S . R HEEREE R OV T R AEEREERNH DN DL Z ERH D
DT, K E-BAGET X O G- W P E I c N isiee i s (TSH, ifF
BET3, WEEET4, ACTH, I 2L —VEORIE) 2170, BEORRES
FCBIETH L, o, VBN THBREFEOEMLBET 52
&

AR OFEEIZ LY | WEORIESUSTER T D L& 2 5N DL IR ESR
BRHOLONDZ ENRDDH, BEELHZITITV, BFEDPBDOLNTGAEIC

X, WEORERICC L DFRIERORELZZE L, U228 4175 2
& WEDORPEISZ L D RIERNE DN A5 AI12IE, REIOEE ORI,
R SUTRIE B R NVE RO EEEET D L,

TG T %, BORAR N DE ARE LT ORWERNRBERT 52 b 5T
O, AAIOHGHE TRICHRIWEHOREIUS A 3IEET 5.

AST (GOT) . ALT (GPT) . y-GTP, B U /LB VEED EJ % £ 5 FFiperE
=T, BLPEIRE RN H DD ZENHDH DT, AFIEG-BHAEHT KO
BeGHARIRIXESMICAT e A 21TV, B OREEZ 0BT 5 2
&

PRANE BB, REREKBEREOERENHLDONDZ ERHDHDT, K
FI#e 5-BHAGRT K& O G- 1M th I3 E IR B REMAE 21T\, BREDIREEL |
DCBIETHZ L,

VR IRIF N B D bodL, HERIFIES N TV R—=Y RAICEAHAZ ENRHHDOT, O
18, O, R OEROFECMPEED LRI+ oEFEET 52 &, 18R
RN EE DN T EI1IE, A v AV VR 2B 54 A %0 2 g 2179 2

11
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&o

@ HIMALAYA RERICIBWT, #ERME O 48 WRIT 8 W m. ZNLUEIT 12 BfIchH
EDRHE 21T > T2 Z L 25 HIT, ARAIFE I EMIICEE R TR O
BEITHIZ &,

12
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REEREET A KT A
Fansnw7 (BIRTFHBZ)

~ RE & ~

G412 A (5Ff 846 AET)
B A s
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Bk

1. [ZFL®IZ P2
2. ARANOK. 1ERT P4
3. BRPRAKAE P5
4. FEEXIZHOWT P8
5. \ERREMRDIEE P10
6. HHICEE L THET XX HIH P11
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1. IIC®IZ

RIS OFBE « LEMEOHIRDT-DIZIT, IRASCEE IS i B2 23K o
b5, EBHIT, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FRESRE D KR IS T, 2D OEEM 2 B HNERBE RS 5 2 & RO
RE & 7o o TRV REMBGEE & e EOFEARTEF 2016 (AL 28 4 6 H 2 H MEEILE)
ICBWTH, EHMERLEOMHORBIHEEEZNS 2L L STV5,

FHLERRE T EIR AT, KEERAC M7 1 7 7 A VDB EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET AERAHERT 5 £ oM.,
MHZERLOBEZBZIT 52 LRI NIBFICH L THEHT S L &I, BIFE
HDRBL LT BRI LB kS 2 & D Z & D AIBE7R — E O B 23 7 3 = A6 B <4 A
THZEDNEETHD,

L7 o T, KA RT A4 Tlik, BB ZNE TR LA TV D EFIHEFHR -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 2 8LA0 b B R B & %
iR O B R,

I, RITA KT A A%, MIATEIE N EIE SRR O, A ENEAN B AR
BRI e . — MR B ARER IR NFHE 2 K OV ERE N B ARFIEESAN R 22 0
Whob LR LE,

KR LIRDERY - F a2 v~T (BT z)

KRG LR DREIHR - 1B OIBRAGE e I E g

MEERDHEROHE : 7 Ao ¥ EUEBIER NV AT T F o L OFRIZBW T, @,
RNICIET 2 v v~ 7 (BBl 2) & LT, 3 MR T,
1 [8] 1,500 mg % 60 43 fILL L) CEMEET 5, 3 BEREMET
OV IR LEEE%, T a0~ T7 GEEFHiz) LT, 1
[l 1,500 mg % 4 #FEFEFE T 60 7ML 2T TRIEFES 5. 72
72 L., KRHE30kg L FDOGEEO 1 FIHRG-&1X 20mg/kg ((KHE) &
T 5,

B E AR 9E ¥ F T A NI ERAMASH

(%)

Ty H e R OMRE IR HER O &

BRESITANAL « MEIE

MEROHE @E ., FACIEZ A2 & LT 1 E 1,000 mg/m? % 30 37T T AT

FREL, 1 EERE5E2 3 EER L, 4 HEIIRET S, Zhela—x

ELTHEGZBY KT, 7ok, BEOREBICXVEERET 5,
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VAT TF U DOEE XTI, HELOHE

ZhRE SN A - MEE S
FER O & IER I, 7 Ay & BV & O EE LT TIEEZ®RIRT 5,
[ : VA7 TF L LT 25mgm? (IRFRERE) % 60 730 CAafihE

L. #1522 @ EE L, 3EBIXMRERTS, chadel7—n1dL
THRE A2 KT,
ok, 1EOBRGEIZBFEORIEIC LY EERET 5.,

BRRFABRIZ B 1 2 AN O L - EIE 13, ERIREGE O P5~) M

1
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2. AHF O, EREF

T ans w7 (BiafHiz) (CUF. RS ) X, B b programmed cell death
ligand 1 (PD-L1) (Zk}9 5% %E 717V Glx (IgGlx) 727 F7ADk hNlE /7o
—FTAHRTH %,

CD274 (PD-L1) &, EERNICE W THFIERMAEICHE L TR, &L L72Y
VoRER (TR, BMIELE N F = 7 0% 7 —T fMifld) 51038132 CD279 (PD-1) K&
N CD80 (B7-1) L fhA L, M B 2 AIZHIE3 25 &3 2 541 TW % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , 7=, PD-L1 |%, 4 OEEHIEIZ H %
HFLTWDZ L& (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) A3455 ST
¥, PD-L1 & PD-1 241 U7-#RB& 1T, JEGHIRLASGURAFEAY 722 T AR & OB B % %
5B DEEFD—2 L LTEZ LN TS,

AFNE, PD-L1 OHIfESMEIKICHE A L, PD-L1 & PD-1 DA ZHET D Z L&k
D DS ATUREERA e T ML O MRS IR 2 858 U, g o2 sl 25 & 52 5
ncTunag,

ARFN OB I < EE DS FOGIZ K DEIWERE RN & by, HEXIIIELTIC
ELARMENRD D, AFOEGH R UREG%IZIT, BEOBIEEZ 72TV, B
D BTG EITIE, FEH LT F RIS U REPIR 2 ik & BB & R DR Al & L Tl
BRI 24T\ i EE O SIEROGIZ & D BIERI 3 e 2 5581213, BB BB RV
OGO Y IR ALE 21T 9 DR D D,
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3. BREREGE
MG R 72 NS 00 AR I B 21T > 7 72 R R AR D B

[H2hE]

E B IL[F S MARFER (TOPAZ-1 #5x)

(LB D 72 BB UIBR AN BE 22 IHE #E AR (WHO/ECOG Performance Status 0 X
1) 68561 (KFIL 7Ly B e thipth+3 277 F 0 [ARAIDEHARE 341 Bl], 77 &R
ET LU U AL AT T F 2 Dt REE 344 1) (RAN 78 B [ARAIDF FHEE 37
Bl XPRERE 41 Bl] 2 5Te) ZxRIC, ARA, FAVFEUEBER AT T F 0%
OG- Lo 56 OB MR VR Z /G L7272

HfRNT OFE R, EEFHMEEE Th o 2SN (LT, ToS)) (Rl [95%(5%E
X1 (424 DA X2 RN I, ARFIGFHRET 12.8 [11.1~14.0] A, *IFREET 11.5
[10.1~12.5] B HTH Y . AAIDFHBIR IS LFGEHPRIICA BRRIER 2R LTS
(NP— FH [95%EHEX[#] : 0.80 [0.66~0.97], p=0.021 [} log-rank ¥ 7E. A &K
#e (W) 0.03], 2021 4E8 H 11 BT —X b v vA7),

* o IBWUIRMT O AT, 6 TABEZRB LZBICHE LIZEBENGSRE SN, £7-. ik
TSR AT o B O SR IE T D= B A1, 6T 15 6 0 B &%l L1242 1% L
TFRERRSRE SN,

*2:3 #E 1 A7 E LT, A 1,500 mg X7 T®AREE 1 BRIZ, FAV ¥ B iR
1,000 mg/m? & ¥ A7 5 F 25 mgm? &4 1, 8 H BITHK 8 ¥ 7 b1, AAl 1,500 mg X
7T AR % BT 4 BRI TR LT,

OSHR{E(H) [95%Cl]

ol ~ KHIGHEEE 12.8011.1~14.0]
0.5 - XfERE¥ 11.5[10.1~12.5]
£ o7 INF—RE(95%CI) 0.80[0.66~0.97]
£ 06
17 0.5-
g 047
~ 037
0.2
0.1
0.0 1, T T T T T T T T T ]
0 3 6 9 12 15 18 21 24 27 30
BIEAZIFITHSOER(B)
at risk#X
AEIGFREE 341 309 268 208 135 79 49 24 9 1
*TEREY 344 317 261 183 125 65 29 10 4 0

X1 OS ® Kaplan-Meier Hi%R
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[Z4xt]

[EI BRI [F S IFERAER  (TOPAZ-1545R)

AEFRIIAANDHRE336/338%1 (99.4%) K USefHE338/34241 (98.8%) IZ7 8 Hi
oo WTNAORBIE L ORREEARNEE TS VWA ERS FEIER) X, Thth
315/338%1 (93.2%) K 1U310/34261] (90.6%) (Zi&D HiL, T D 9 HIELH (Grade5) 13X,
ZNE 233851 (0.6%) K ON/34201 (0.3%) Tholz, WITNOFKGEETHRIRN
5%V EORIWERIZTRD LB TH o7z,

Fl VWTIhPOREH TREARPS%ULDRIER (REMMFITHRER) (TOPAZ-1FAR)

SR BIRIE | RAGE

B% (%)

(MedDRA/J ver 24.0) AFIGHHRE (338 #1)) STHERE (342 B1)
4= Grade | Grade 3/4 Grade 5 4= Grade | Grade 3/4 Grade 5

EEIEM 315(93.2) | 211(62.4) 2 (0.6) 310(90.6) | 221 (64.6) 1(0.3)
Mg LY R fEE

2 134 (39.6) | 64 (18.9) 0 123 (36.0) | 64 (18.7) 0

I ERIBAE 99(29.3) | 65(19.2) 0 98 (28.7) | 69(20.2) 0

M/ NRIBA E 35(10.4) 12 (3.6) 0 40 (11.7) 18 (5.3) 0

BRI iE 19 (5.6) 7(2.1) 0 15 (4.4) 2 (0.6) 0
A

R IR REAR T 22 (6.5) 0 0 8(2.3) 0 | 0
R L OB E

=X RIES 43 (12.7) 2 (0.6) 0 55 (16.1) 2 (0.6) 0

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

R 20 (5.9) 0 0 16 (4.7) 0 | 0
B IR

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

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

(74 34 (10.1) 0 0 33 (9.6) 0 0

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

EIRES 17 (5.0) 0 0 15 (4.4) 0 0
KB KO AR RRRE

W5 24 (7.1) 0 0 23 (6.7) 0 0

JESE 24 (7.1) 1(0.3) 0 14 (4.1) 0 0

Z 5 FEE 23 (6.8) 0 0 16 (4.7) 0 0
— ik - AFFEEL L OGN OREE

97 74 (21.9) 9 (2.7) 0 74 (21.6) 8(2.3) 0

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

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

i ER SR 89 (26.3) | 70(20.7) 0 104 (304) | 87(25.4) 0

1R EEA 64 (18.9) 27 (8.0) 0 71 (20.8) 26 (7.6) 0

I i ER R 34 (10.1) 14 (4.1) 0 45(13.2) 20 (5.8) 0

TI=rT ) TR 17 (5.0) 4(1.2) 0 18 (5.3) 1(0.3) 0

7 =7 —E¥8n

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

7ok, AFIGFHBECRB VT, MIEMEMZER 4 6] (1.2%). BEEO TH 14 (0.3%). A
FEREREEE « IFZ% - AL MERRAE 2% 21 B (6.2%) . HUIRARFREEAR TE 23 1] (6.8%) . HIRAR
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FERETUHESE 7 B (2.1%) . RIIFEHERERESE 4 1] (1.2%). 1 BUHERS 1651 (0.3%) . infusion
reaction 3 il (0.9%) . HHREEE (5L - SL—EEREE ST 14 (03%). Bk 2
(0.6%) DB O, Fo, KIEK, BEE (FEMEBSRE) . ik - BT BRIE.
Dde, EIERGIEE, T IRMAHSEEREE | IMJS, B O R REREE | FBEWELT P EREE .,
HALE Z2FL., BENRE . Se Mt M IR IE B OFREER S 13380 B vz v o 7=, AREIEH

BRI EFE R 2 50 EFHE R 277,
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4. FEERIZOWNT

PRI Y A 7 EHEHE (RMP) (23D & ARH OIS Z2 VR ARTE B~ i ) (4]
NdHMEHETH > T, AFN OGN EE) 2 EBEZZW - FrEL, AFOFEGICL Y HE
7REWER Z 3B LT BRICIS T 5 2 E BB 72 LLFOO~@ DT X T & 7= i
RIZBW AT I RETHD,

O MERRIZOWVT

O-1 FiLo (1) ~ (5) OWThNIZELT I THDHZ L,

(1) EAFEREDSEET 203 VISR (BRE T IR S A B2 HE L R L
M A3 A RSB SRS, HUEY AR 7R &)

(2) FrEHEREIRPE

(3) HEMNIRAENIRET 2 0N AREEEERPT (B AR EWPL, 23 Ao
W 19mRE. 23 AR EEHEE R 72 &)

@) KA TFRIEE 2 FE U, SRS L PHRIEZ IR 1, SRS L PR IEZ R 2
AT AR SRR 3 D% EEICAR D m & 1T > T B itk

(5) PUEMEREEAILL G & BN O s EUEIZ R DR H 21T > TV D itk

D-2 MEIEHE DAL WL OBIE A BLRE O RS S 443 7o ik & Bk &2 Ff o =R (T &
DWTINITEEE T HERN) 23, U2 OARFNCET 21RO EME & L CRES
NTNWDHZ &,
T3
- [EANRFFEUSE 2 FOMMINHE ZE T L72RIC 5 UL EO N ATRIE O ERIHE %
IToTWAHZ &, 96, 29 EIT, DAFEYIFRES £ & LIRS OMHE 21T
STWAZ &,
- ERIGFFEUS% 2 FOPMINHEZAE T L2122 4 FLLEOBKRRREH/ LT\ 5
Zbo 9B, 3MELLRIE, REERE DD A FEWITE 2 e DS AR D ERIRMHE 21T > T
W5HZ e,

© BEANOEKLIFEREBEDOEHIZONT

I IEHRE BT 2 A D EE S, EBEN D OFRED ., Ao - &
EMAEIERE RO E B K OEMSEIC T 2 WMt A FFRBBAE LG H oRE
¥, HRHSODIATON D IRHINE S TWDH Z &,

® BUWER~DRIGIZONT
@-1 MEskHHIc B 5 B

FABTMEAZ B O B /2B AR A LIS, 24 WFRIIRIRHIO T 4t X
TEEERERR (ST FEBL L RIERICIE U CABEE B L O CT F ORIEH OS2
WAREOREN Y B PICB DI, B HICRE TR RN E - TN 5 = &,
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©@-2 ERREEEIC L DA EFRMISITHET D 2M:

IR AFZIRICHE D 5 B M OB RE 2 A D IERICFE DR E=2 ) 7
EEDITEROA Y ) == 7 2ATOERE L FRE A TE 5T — AERAHI 2R
flishTnD Z L, B, BiiAHICO>WT, DABE L ZOFEIZHHIZAmENT
WwWnHZ &,

@-3 BIEADZWrORIZE LT

BIVEA (RIEMERERE, SRS - R - BibMEIRAE K. WOWRESE  (FUIRIREEE
P, EIEHREREIES. MEAHERERET) ., BEE (MEMBXS%) . infusionreaction, K
W% - EEEED TR, | BUBEIRIF. A - BB BRI . (O 2¢, EIEAL I /0, BERZ .
SRl MRIBE | 48 . BLEE O SR | MiklER (77 v - N U—IEEHR A ) |
(L FIED R OFEBWELF P ERIB/E . THALRE 2L, HER ., ARFEREESE) IZX LT, 4
At ER AT AT BB O BEFIME A A3 5 AN &EEE U (RIEH o2 Wr-extic iz B LT
FFEROIEZZITONLEZMITH D L), EHITHEU R ME N TE DK 038 - T
WbH Ik,
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5. REXMBRLRDBE

[ 2hPEiIc B3 2 F1H]

O AFRIEED 2B OIBR A RE 2 LB BE 2BV T, ARAl, 7 Ay ¥ v B
KOV AT ZF o & O HEGDOHEIERRINTND,

@ TFRICEY T DAFN OB K O IR SV TE, RKFIOFMERHEL SN TE
5, AFOEERRLE 2B,
o DOTARFDOERNMEIREN TV AW OHTEMEEA] & OO RS
o I AMHBhIRIE

[zl B3 2% F]

O FTRICEYT H2EEFIZOVWTEIAFOEENEZE SNTWNWDHZ Enb, &5 %217
oY AN
. ARHN D R kE U ioE O BEAEE D & 5 B3

@ BFATOFHEIZ IV T FRLCEE S 2 BT OV T AFIOFKGITHELE S
D, ALOTRBERIRB D NG IR Y | HEICAF 2T 52 L 2B/ TE 5,
. PV MEMR . (BRI & Gte) Do 5 B XXE OO & 5 B
o G CRVE S 2R 0 D BE K ORI 48 55 D Jifi (S SAEVEZEAL 3 2

SY (+¥5E )
. H O R O O SUTIRMER 72238 U IZFEFEIEO B LR S ORBEED
b oHEE

. WHO Performance Status 2-4 0 o B3

(#1 WHO & Performance Status (PS)

Grade

0 Fo {MERTEMTE 5, SREOMMHZLE L3 FHTATL [ U B EARNHIRZ <172 2,

1 PIRBIZIR LU EBNEHIIR S D25, BTAMME T, BAEELHEIIAT O J LN TE 2, SMEEENTIE s
V— RO LRCSHERFEN TS 2BELEEND,

2 HBATHRET, B OFOEDLY O Z LIXETHREEN, fEEIXTE 20, HH O 50%LL R~y RA4Ti| T,

ROENTZHSOHEDEDLYDZ L LNTERY, HFD 50%U EEXy R+ TilI1,

4 Fo<@iF Ry, BADHDEDLY DI LITFE-7-L TERY, BRIy R+ Til I,

10
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6. WEICBELTHERETREEH
O WASCEFEISA, RUERTEES SRS 5 BRI HD & AHI O K5 M OV IEAE
MOIZ DI B2 WA 0B L T D5 2 &,

@ BB D, BE UIZ OFIRITHINER OfatEz i L, RE 25
TG DZ L,

@ EREWEHDO~R Y AL MZDNT
o MVEMERIER (BaHERE 2 5T) R bbb I ERH 50T, FIHIER
CEEIAL, PR IREE, nZmk, FEENVEE) ORI O XA A o FEhi s, #1122
AT Y k. Flo, MBI UTHERCT, g~ — 7 —Z DM % Fi
T5HI L,

e infusion reaction’’®H H IV DH Z LBV . 208 B LA O ARHKIFE H-FEIZ ) infusion
reaction3 & H IV DH Z & Db D O T, KA GRHIZ T EREIEE OREEZ 4312
#2295 Z L, infusion reaction23 58 LN LA XU LB 2179 & & BT,
JERNEIE T 5 F THEOREBZ +0ICHRET 52 &,

o HURIRFEREREE, RIBHEERER O TERIEERENRH SO ENRHH D
T ARKIE G- BAART K O 5- B TP X E IS N WS RERR S (TSH., HEBET3,
WEBET4, ACTH, IH = /LF Y — VEORIE) Z4TV, BE OREL +5510 8]
BYH Lk, Fio, MEIDSC TEBREZOEMLEET 52 L,

o AHNOEEGITEY [ @EORERISITERT D L F R DI DRRX IR
WHHONDZEND D, BEETIIATV, RENBO NS AITIE,
EORPEROSIC L DRIE OB L FE L, @Y 2Bk 2175 Z &, @
DRPE I & D RINERANEEDN 551213, ARG OREE, ik 3ax
BREBRNERORGEEERETDH L,

o FEKTH. BOAMNOE I ARBE L COHLEWERNRIRT S 2L 0H 5=,
AFNOFEEFE THRICHRWEH ORI+ ICEET 5,

e AST (GOT) . ALT (GPT) . y-GTP, B U LB U0 FH % ££ 5 FFiknERE
fFde. BEALYERRRE RN B b Z 3D 5 DT, AFIFE-BRLERT K O 5.5
M E AR RER A 21TV, A OIRIER I BIsRT 5 2 &

o JRANVERIEMER %, REREBREDOBEEND HDONDZ ENHDHDT, KA
B 5-BHAGRT K O G-I TP X E IR I B REMAE 21T\, R OARREAR 431
BIRTHZ L,

o VRMEIRIFN D Lo, FERFHESS N TV R—Y RICEALAZENRHHDOT, O
Y8, L MEMEE OFER O R BCMABEED R H0EET 5 2 &, VIR
NEONTESICIE, A2 VK 2T 55O R0E 2T 2 &,

@ TOPAZ-1ERBRIZIBWT, H5BMED H24MIT6EE ., FLLEIZ8EMEICA INED

AT o T2 Z L 2B BT, AAER G PIXERAICEGRE TR OMRELT

Cor

N EE

|

—

Ho|

11
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1. IIC®IZ

RIS OFBE « LEMEOHIRDT-DIZIT, IRASCEE IS i B2 23K o
b5, EBHIT, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FRESRE D KR IS T, 2D OEEM 2 B HNERBE RS 5 2 & RO
RE & 7o o TRV REMBGEE & e EOFEARTEF 2016 (AL 28 4 6 H 2 H MEEILE)
ICBWTH, EHMERLEOMHORBIHEEEZNS 2L L STV5,

FHLERRE T EIR AT, KEERAC M7 1 7 7 A VDB EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET AERAHERT 5 £ oM.,
MHZERLOBEZBZIT 52 LRI NIBFICH L THEHT S L &I, BIFE
HDRBL LT BRI LB kS 2 & D Z & D AIBE7R — E O B 23 7 3 = A6 B <4 A
THZEDNEETHD,

L7 o T, KA RT A4 Tlik, BB ZNE TR LA TV D EFIHEFHR -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 2 8LA0 b B R B & %
iR O B R,

I, RITA KT A A%, MIATEIE N EIE SRR O, A ENEAN B AR
BRI s . — MR B ARER IR NBHE 2 K VAL FERAE N B A ANBHES P2 0
Whob LR LE,

KL R DEIEY T a2 ~T (B Z)

REERDMEIHE T - HRO T SR8

HNEERDHERORE « VR T T F U RO X5 o RPUEMIEEA] & ORIz W T,
W AT 2 v v~ 7 GEE L z) & LT 1EI1120
mg % 3 BRI T, 60 /MLl LT CAEHET 2, TDHO
HERRRIEICBWT, Taa <7 (GEiEF#Hfz) LT, 1
[1] 1500 mg 7% 4 A [FIE R T 60 7 HLL LT TRIEFET 5, 72
72U, IR 30kg LLF WG, MERFRIEICIS T 5 1 B G- 8IE,
20 mgkg (REH) &35,

3 R 5E ¥ F T A NI R IHASH
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2. AFNORR, TERBEF

T a7 (BIn R z) (BLF, TARA) 1%, & b programmed cell death ligand
1 (PD-L1) (29 5% n 7Y Glk (IgGlk) V77 7 Ape Mt ) 7 o—F
ik Cch 5,

CD274 (PD-L1) (. AHEENICB W THRESMREICHELL TR0 | IEM kLY
VRER (THIRE, BRfR L OV T = 7 0% Z—T flifid) FIC%BT % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, IS 2 AIZHIET 5 & & 2 53TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F7=. PD-L1 1%, flix OEEAMILIZ HIEH
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23S S TE
V. PD-L1 & PD-1 ZJ1 L7 R IX, TSRS HUR AR B 72 T HERE D © D BB %% 4 [A]
BT HHFD—o L LTEZBNT VS,

AANL, PD-L1 OAMAESMEIRIZHES L. PD-L1 & PD-1 OfAEMLET 5 Z L& IC X
0 DSAPURRFRI e T MO ZEE 2 B8 U, RO A ST 2 525
nTnb,

AFNOVEFIEIFICEES GREOREFUGIC L BBHERS N & &b, BEUIETIC
B ARENED 85, AR OEG R OBGHIIL, BEOBERE D117, R 23
o BT AT L, FEHL LIS GRITIE U 72 M 7 itk & AR BR & Fe O PR & G L C il
Gl BRI AT\ M ORIERGIT L BRI B S HAITIE, BIBRE AL
T LA OB GO G/ AT MDD D,
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3. BRERARE

[H2hE]

[EBs L [E S MAREER  (DUO-E #5R)

(LB DO 720 AT « RO FEREEE2 718 Bl (ODAF+4 730 74+
PRV BE 239 i, QAHHLRRIE #E 238 B, @fbRRIES B 241 1) (A AN 88 il
[(Zh @26 ], @30 1], @32 H61]) Zx5iz. EiLOR U@ EQ@DH N V24
PEERRT L7,

FEIMIEH & S/ RECIST ver. 1.1 (ZHEED < JRBRE Y EARHE 12 L 5 A 1F
WM (LAF. TPFS)) (HFofil [95%EHEXM (LAF., IC1))]) OfERIF, AAI+ 478
U 7 HACERRIERE T 151, ARF|HESARERE T 10.2, LPRIEREC96 VA THY . K
-+ 247 )Y T AL L OARA LR bR T3 L CRERH I A & e
R AR LT (DIEFEEIEREC T 2 A8+ 4 Z 8 7 H b2 ERE O N — Rk
[95%CI] : 0.55 [0.43~0.69]. p<0.0001 [J&%! log-rank #7& ], A E/AK%E ([FH) 0.025,
O ZEIRIERH T B AR H L EIRIERE O Y — R [95%CI] : 0.71 [0.57~0.89]. p
=0.003 [J&5!] log-rank #7E, A E/KE (M) 0.025,. 20234 H 12 B7F—% v M4
)0

1 1 HERTSUIHTE ORBIREE & U CHUEMEIESAI 2 5 S N5 A0iE, FUBEMEIEEA] O Bk 5 A
DR ETOMBI 12 7 AL, EOBRESIE L Sz,
£ : LT OWFRMNICHST 5 BRENR S E Shiz,
> International Federation of Gynecology and Obstetrics (BT, TFIGOJ) 4348 (2009 4FhR) MO
BEDI L, B UTERMBIZ RECIST ver. 1.1 (1253 < JIE FTHER A M50 b B
> FIGO 4338 (2009 4Ehf) IVHADBRE (T UTEMRE OFRFHREOF I D7)
> T A S TIRIC L VARIET D ATREMEME VB R O B
3. k- HEELD FTO LY LS,
PR i T
T1. Y
KH+ T Y 7 CBDCAPTX™H > £ DU | | el 1500 mg % Q4W THAIRINE S

ST AT, AHI 1,120 mg % = 91 = .
HESRIERE Q3W CEHIRAE S T A7 %0 7300 mg % BID f& 0 #5-

CBDCA/PTX'! 2 L o fif
AH) b iR AT, AAI 1,120 mg &
Q3W THiRPIFR 513

CBDCA/PTX'! 2 L o fif e e .
— Hc. 75 AE Q3W KENDT 7 vR%E QAW THHRNK 5

CHR NG T3 * FINRNYT DT TR %E BID REO#E

CBDCA : HAVRFFF . PTX : 237 U Z ¥+, CBDCA/PTX : CBDCA & PTX & O,
Q3W : 3 RIS, Q4W : 4 WRARAM. BID: 1 H 2E, 11 :CBDCAAUC5 X% 6 mg * min/mL
FH Y 5 OVPTX 175 mg/m? % Q3W THARMN G-, T2 : CBDCA/PTX #% 512 K 5 i HUE KA
FHLHA%1213. OCBDCA L O@PTX 22 NZENDOV AT T F U RO@/R 7 ) ZXt&)L
(TAVT I REED) I R X KM EE/REL Sz, T3 : &K 65

AHl 1,500 mg & Q4W THEIRIN R 5-
F5 %) T DT 5ER% BID RO &5
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1.0 KA+ AT T+ EERERE ——
KA — —
09 fesr et
08
w 07
ﬁ05
g
G 05
E|
& 04
- W e o
. ‘e
03 wer- — —w
H
Sy
0.2 \o .
0.1
00
0 3 6 9 12 15 18 21 24 27 30 33
F U 2MEm b O (H)
at risk %t
K+ AT <)
Lemikee 239 214 198 169 139 95 51 30 16 7 3 0
AFHEFRIERE 38 211 168 138 105 69 45 26 13 5 0 0
(EPHERE 94y 213 184 125 86 45 26 10 3 1 1 0

(PD-L1 Z8ELIRISI DA 5hitk o N2 4 E)
ERLFE S MR (DUO-E #ER) ICHAANONIZHBED S B, [EEHER AR
1T 5 PD-L1 OFHLHE (TAP) [T 2ERA GO N —HOBEOT — X |TH X,

PD-L1 FEBLRBIN BRIV AT > To B IR OVZEEDORERIZLUITO LB ThH

>72,

HEEICB LT, TAP=1 M & il L T TAP<1 M TlE. (b BEEICAHF TR

KR OAZ R T EFdT5HZ L85 PFS OEEZEN /NS UVMERINFED Hivlz
(£ 1), TAP=1 AL TAP<1 £ D EFHEMIZI 1T 5 PFS @ Kaplan-Meier Hi#RI

M1DEBY ThHhoTz,

72%. PD-L1 ORBRIZLOT, RKFOLZEMT a7 7 A ViLFEETH -T2,
* o DMINIREC Yt 5 AN 3R B A 2 IS M B XM S 0 B | 2 e 0 S 2838 oD B A 2 NS

B fe AR A E S D BRI O AR 2 FISS RIS AR O AT TR L T 100 Z23% U7 (%)




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

# 1 PD-L1 ORBURIBID PFS OEMTHRER
(B Y EMHEIE, 200354 A 12 B5—F by b4 7)

KR +AZF 0 7 AH h e " .
Tl e (OO REIRAO A
Bil%k 150 170 163 <KAFI+AF %Y
TAP AR M (%) 68 (45.3) 97 (57.1) 114 (69.9) 7 qprrpmyhmt &
=1 Hhgefll [95%CI) (B H) 208 [15.1, &£l 113 [9.7,154] 9.5 [7.9,9.9] LS E R >
AP — R [95%CI] " 042 [0.31,0.57]  0.63 [0.48,0.83] — 0.005
%k 82 61 75
TAP AR M (%) 55 (67.1) 38 (62.3) 57 (76.0) <AL
<1 "Rl [95%CI] (B H) 10.1 [9.5,15.0] 9.7 [7.0,14.7] 9.9 [7.6,12.5] B>
N — F‘tt [95%CI] *'  0.80 [0.55,1.16]  0.89 [0.59, 1.34] — 0.147
*2 . OEERE, @PD-L1 OFILRIL L 0@ F 5-4#f & PD-

DY L, : FERERI Cox eI — RET L,
L1 @%fﬂ«ﬁiﬁk @@Eﬁfﬁﬁ IR L LTz Cox LN — FETF L



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

1.0 Hazard ratio (95%CD
—_—— AF+ AT 30 T LR vs LEREEEE 0.42 (0.31 - 0.57)
-~
plis ARHAACFHERE vs (L FHEERE 0.63 (0.48-0.83)
B 0.8 _
Median PFS (months) (95%CI)
e (L5 EisRE 9.5 (7.9 - 9.9)
£ KHAIHLERERE 113 0.7 - 15.4)
Tiz 0.6 AH+ AT %) 7 LA 20.8 (15.1 - NR)
il ‘
/EI\
T e SHrs == o
0.4 — '
o — - — —
L |
- —— i
0.2 |
(LR =+ + +
—_——— AFHETFERE
— e RF AT ) T R
00 1 I T T T T T T T T T T T T T T T I T T i T T 1 1 T 1 T I 1 T I 1
012 3 456 78 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
T A ME DO (A)
at risk £
Lo R 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
AR ERE 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 fepsesne 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+ Hagzard ratio (95%CI)
e AFN+ AT 8 T AHACERGERE vs LA 0.80 (0.55 - 1.16)
A AHHAERERE vs (LZERIERE 0.89 (0.59 - 1.34)
084
o Median PFS (months) (95%CI)
S {boEifibRE 9.9 (7.6 — 12.5)
T? AH+1b7
& 0.6 AFN+ AT 30 T HEERRERE 101 (9.5 — 15.0)
AN
=
0.4 et
e ——— — — -+
0.2 - —— - — - —— et
(LR
——— A LR
—_—— RH AT Y T AR R
00 T T T T T T T T T T T T T T T T T E T T T T T T T T T T T T T
01 2 3 4 5 6 7 8 9 1011 12 13 14 1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30
T U H AMEH ORI (H)
at risk &
fseseke 75 71 69 69 68 65 60 52 44 44 3 33 19 16 16 10 10 9 4 4 2 2 1 0 0 0 0 0 0 0
AKF+H{esERiERE 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
AF+AT ) TR 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-Li DIFEBLRDLA r;> PFS @ Kaplan-Meier Bi##
(BB M ERHIE, 2023FE4H R BT —F Wy b4 7)
(EX : TAP=1 £H, TX : TAP<1 £H)
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[Ze421E]

ERE IR E M AR (DUO-E 545R)

BERGIIARK A T XU 7 L FIERE237/238%1 (99.6%) . AHKI +{b 2 18
232/235%5 (98.7%) . {7 FHE1ERE236/236%1 (100%) (2788 BTz, WL OTREHK &
DOEREBIENEE CE 2 WAEFR (BIWER) X, £ E1234/238%1 (98.3%) . 219/235
il (93.2%) . 228/236%1 (96.6%) IZF2H B L, £ D 5 HITH] (Grade5) 1XF8H LR
Dol WTNMORETHBELEIGNS% L EORWERIZTTRD LB Tholz,
£2 VWThOOBTRRHEN 5% EOBWER (R&MMTRER) (DUO-E KBk, £RBIM)

AR PR )
Kk S <1 Ry S
Jukm | T i ’(23)87@3“5"?@ R CEREERE (235 ) fL2EseRe (236 )
(I\‘/,[:f ];? %/J 4> Grade | Grade 3/4 Grade 2 Grade Grade 4 Grade Grade
5 Grade 3/4 5 Grade 3/4 5
AEIVER 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
2 133 53 (22.3) 0 91 32 0 108 27 (11.4) 0
(55.9) (38.7) (13.6) (45.8)
SRR 2 14 4 0 10 2 0 8 2 0
JiE (5.9) (1.7) (4.3) 0.9) (3.4 (0.8)
HF R BR[| 45 (18.9) 23 0 34 18 0 30 13 0
i 9.7) (14.5) (7.7) 12.7) (5.5)
/BRI | 32 (13.4) 8 0 29 7 0 16 3 0
e (3.4) (12.3) (3.0 (6.8) 1.3)
PN I
FHBR A% R 11 0 0 15 0 0 4 0 0
JUAESE (4.6) (6.4) (1.7)
FOR Ik RE | 31(13.0) 0 0 34 0 0 5 0 0
1K T (14.5) 2.1
Rt L OesEEE
RAKROR 45 (18.9) 2 0 32 0 0 36 0 0
(0.8) (13.6) (15.3)
AN 13 4(1.7) 0 12 0 0 10 1 0
MfE (5.5) (5.1 (4.2) 0.4)
&~ 7 > 22 0 0 21 1 0 25 1 0
v A 9.2) (8.9) 0.4) (10.6) (0.4)
PR SRR
FEIE D E 23 0 0 15 0 0 21 0 0
w 9.7) (6.4) (8.9)
R A 22 0 0 22 0 0 24 0 0
9.2) 9.4) (10.2)
THIR 12 0 0 9 0 0 10 0 0
(5.0) (3.8) (4.2)
R SRR 12 0 0 8 0 0 10 0 0
(5.0) (3.4) (4.2)
K== | 57(23.9) 4 0 61 2 0 62 1 0
S 1.7 (26.0) (0.9) (26.3) (0.4
SR 5 0 0 13 0 0 8 0 0
2.1 (5.5) (3.4)
KA PERE | 54 (22.7) 2 0 54 0 0 61 6 0
= a2 —nS (0.8) (23.0) (25.8) (2.5)
9‘—.__
M. MERIs X Ohm i
I, ] 8 1 0 17 1 0 9 0 0
(3.4) 0.4) (1.2) 0.4) (3.8)
Elles
iz 13 0 0 11 0 0 3 0 0
(5.5) 4.7 (1.3)
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P Bk (%)
FE S5 <0 S e
suhan | FRTA TN CEIRE | i esemnt 235 ) (2Rt (236 1)
(I\‘/,[:f ];? /SH 4> Grade | Grade 3/4 Grade 2 Grade Grade 4 Grade Grade
5 Grade 3/4 5 Grade 3/4 5
{5 39 (16.4) 0 0 35 1 0 41 1 0
(14.9) 0.4) (17.4) 0.4)
R 47(19.7) 2 0 49 3 0 42 2 0
(0.8) (20.9) (1.3) (17.8) (0.8)
B 121 7 0 78 1 0 96 2 0
(50.8) (2.9) (33.2) 0.4) (40.7) (0.8)
EISPS 21 0 0 12 0 0 17 0 0
(8.8) (.1 (71.2)
M - 49 (20.6) 1 0 35 4 0 34 1 0
0.4) (14.9) 1.7 (14.4) 0.4)
J2 @R KO FRfkbEE
[TEa 112 0 0 113 0 0 114 0 0
47.1) (48.1) (48.3)
Z 5 e 26 (10.9) 2 0 24 0 0 19 0 0
(0.8) (10.2) (8.1)
B 21 1 0 32 1 0 20 1 0
(8.8) 0.4) (13.6) 0.4) (8.5) 0.4)
BEAR B R 13 1 0 10 3 0 5 1 0
5325 (5.5) 0.4) (4.3) (1.3) 2.1 0.4)
B # R KOS A FRLRREE =
R & 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) “.7 (6.8)
P 22 0 0 27 (11.5) 0 0 37 1 0
9.2) (15.7) 0.4)
DUl fiz 55 13 1 0 17 0 0 19 1 0
(5.5) 0.4) (7.2) (8.1) (0.4)
—f% - BHEFR L OGN OREE
) iE 35 (14.7) 6 0 19 2 0 17 3 0
(2.5) (8.1) 0.9) (7.2) (1.3)
e 81 (34.0) 5 0 68 5 0 68 3 0
2.1) (28.9) 2.1) (28.8) (1.3)
oy 10 0 0 12 0 0 14 1 0
(4.2) (5.1 (5.9) 04
HRAYVETRIE 9 0 0 12 0 0 7 0 0
(3.8) (5.1) (3.0)
B AR AR AT
7 I =27 | 25(10.5) 4 0 23 3 0 13 2 0
2T 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) (5.1
AV 4
=T — P
o
ez vy 15 0 0 3 0 0 8 0 0
T = (6.3) (1.3) (3.4)
y— 2z 13 0 0 9 4 0 8 1 0
STV (5.5) (3.8) (1.7) (34 0.4)
AT T —
BHn
A ER B | 50 (21.0) | 32(13.4) 0 42 26 0 61 34 (14.4) 0
N (17.9) (11.1) (25.8)
/MR E s | 40 (16.8) 6 0 36 8 0 34 9 0
/> (2.5) (15.3) (3.4) (14.4) (3.8)
M i Bk 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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B (%)
DS IPNAS —
sahan | FRTAZEN TS CERE | i esemnt 235 ) E5ERERE (236 )
(I\f:f??.ﬁ” 4> Grade | Grade3/4 | Grade e Grade Grade = Grade Grade
5 Grade 3/4 5 Grade 3/4 5

&5, Pl L OLEA IHE

ENICEED 13 1 0 14 0 0 24 3 0
B (5.5) 0.4) (6.0) (10.2) 1.3)

10
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2B ARFN+ AT T HEFERIERICB W T, AFIE ORI FERAESE T 22U H
PR 11 B (4.6%) . KiGHK 461 (1.7%) . FFEEREREEE « T4 21 B (8.8%). HIK
RRESEEIS TIE 31 61 (13.0%) . FARIREEHETTHESE 16 i (6.7%). infusion reaction 6 {5

(2.5%) . MRS (F7 2 « NU—EEREEZ ZT0) 9] (3.8%). ik - BB BhARAE
1 5 (0.4%) . FRIFERE GERPEIEHD) 3 6] (1.6%) . wiMmEE I (573U 70K

(MERPRIEI) 3 61 (1.6%) . FEEMAELF TP ERBE 2 5] (0.8%) MO L, £,
HE O TH, EACPEIRE R, R HREREE, 1| BUBEIRE, BkEE (BB RSE) | X,
D26, BEAERME S AE, TEEAEREREE, MKk, EEOREEE, HLEZF L, BiEK
e OV 2 M i/ MR ZRR 8 B AL 7R o 72,

F 7o, AR HALFHRERICB W T, AEI & OREEBRNEE TE W EEE S 4
B (1.7%) . KB 4 B (1.7%) . T O T 2 51 (0.9%) | FFRERERE 3 - FF 4 26 61 (11.1%) .
BEALPERRAE 2 1451 (0.4%) . HURIRFEREAR TE 34 61 (14.5%) . HURMREERETTHESE 18 4]

(7.7%) . 1 TUPERRIE 1 61 (0.4%) . infusion reaction 4 il (1.7%) . fFEFEE (7 -
NU—EGREZETe) 1161 (4.7%) . Fisk - BEUTHRARIE 6 1 (2.6%) . B, HE /) fiE 2
B (0.9%) . HEEOREREDE 16 (0.4%) . FEEWVELFRERBAE 161 (0.4%) . St
INHBIE 111 (0.4%) Ae8® BTz, E-RIBHEREREE, BREE (WEMEBR%).
Ege, DA, TEAHEEEREE, M, B 2L, BB K OURFEERBHIRD bl
Mol

AEWERFBURIUI B E RS 2 5 OERE R 2 T,

11
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4. FEERIZOWNT

PRI Y A 7 EHEHE (RMP) (23D & ARH OIS Z2 2 VEREARTE B~ i ) (4]
W DHIiEx T o T, AFNOEGNEY) 72 BE Z2W - FrE L, AFOEEIZL Y HE
7REIER ZRBL L 2BRICx ST 5 Z E DB 7272 LLF OO ~Q@ D3 T Z i 727 Ji
FHIZBWTHEAT 2 RETH D,

O HWHizHWT

O-1 T (1) ~ (5) OWThNIZEYT I THDHZ L,

(1) BEAEFBREDNRET 2 03 A2 EEEERLSIR B BRE T 23 A
HE D AR HEEE L SURE . HUES AR 7R &)

(2) FrEHEREIRPE

(3) HEM IR FENIEET 20N AZFEEEFPE (S ARHEEETE BT, AR REHE
W /IEBE, D3 A EEHEE BT /e &)

(4) IRALFHEEZRE U, SRS LRk ieeh 1, SRIEE L P a2 R 2
ATAN RIS G R 3 Ok FYEIAR DR 21T - T D fiek

(5) PUEMEREEAILL G & BN O s UEIZ R DR H 21T - TV D itk

I

MR

E
&

%Iﬁ%ﬁﬁ%\

p={1}

O-2 &9 DAL FEE X ORIE AR B O3 IS I +40 72 ik & /R BR 2 e o=l (R &%
DOWTIITEEY T HERN) 23, B2 BEROARAICET 2RO ELE & L TRE S
NTNnAZ L,

#*

o [EMIFFESH 2 FOYMMIFHEZE T L7o&IC 5 FELL L0 AIRIEOKRIHE %
fToTWbHZ &, 95, 24U RIE, BNAREYEEE L LIRSS OWHE %
fToTWbHZ &,

o [EMFFESH% 2 FOYMMIFHEZE T L7oRIC 4 FLU LOBRREBREHFLTWD
&, 9B, 3EU LRI, WBAREE DN AL 2 & e A ATER O ERRIHME %
IToTWVWAHZ L,

S)

BEN D B 3K 5L E HE B OARHIIZ oW T

IS BT T 2 BTEE D ELE S, RERBEN D OBERE D, Aok - &
PSSR E RO S OERSEIC T 215 @RI, AFEFSNRAE LGS 0WmE
RS, SEREODIATON D REINESTWNWD Z L,

@ BHEH~DO®RIZ2VNT
@-1 faskEHlicBEd 524

VMR B O BEZRRBITERA 233 E LIZBRIC, 24 BRIR2IRIRHIO T, Mi%hiisk X
TR BT, B LZRIERIZS U CABREHE L O CT 2 0FIER ORI &4
TR ORERD Y H IS, B HBIZHIGATRE R AHI R EE > T D Z &,

12
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@-2 EFRNEEEIC I DAFERAISCET BN

N ABIRCHE D 5 BT 72 e O\ BE 2 A 2 BRI FE D EIE =2 Y 7
EEDITEROA Y ) == 7 2ATOERE & FmE A TE 5T — AEFRAH 2R
SN TVD Z &, 2B, BiAHIZHOWNT, BDABE L ZOFRBET ST M T
WwWnHZ &,

@-3 BIERHOZWrRMCEE LT

RIVER (FVEPERERE, FHEREREE - TR - B LMEIRE 28, NoinkEs (FOR R
[ R RRERE T, TR | EEE (MEMERE). infusionreaction, K
2% « BEEE O T, 1 BBEIRIA, Aok - AREUTRMIRIE, (O 2. EAEM M E, Bk,
Fod M I VRIS I8 . BRSO B2 SR B T ARIRBEE (3¢ 7 v - NIRRT |
(b EDE RO R B AT R ERIBE . TEALE 2L, R, JRIFERES, WM tEE . (4
Z 80 TOFHEE) &) 12k LT, MR % ST R RSB o0 REF I A A B R &
L (BIEHORBE-OoxHGICBE L THRE R O IHEEZZ T ON&Mchbsr ) B
(Y22 E N TE HIRHINE S TNDH Z &,

13
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5. ‘‘EXRLERDBE
[G%hiEIC B3 2 F1E]
O ALFREREO I2WETT - BROFEREEREEICBWNT, (1) AFl+A4F7 30 7+
{LFIE RO (1) ARFHEFRIE OFIER RSN TS
£ VRS TF U RO XL RPUBMIEGEA, WARTTF LRSS UL xEL DDA
BTG & BAT 5,

@  TREICEEY T 2 BEITHT 2 AR O 5 K OME AR OV TUE, KAIOFZIEN
ENLSINTELT, AFOEGRR LB RN
e FIGO 7 I ML QNI EFE, W ONZ FIGO IO EF D 5 6 P x
RN TRAFT DR E LA STV EH
o OTAEHBNDOAHMEIN R EN TORWOFUEMIEE A & OG5
o IREEAHBIIERIE

@ EEHLFEFEIAHRE (DUO-E #RER) 1B\ T, PD-L1 O3 HFR (TAP) XV HL
PERS B/ HMHE DRI STV D (p6~8 M) Z Lnb ., AHIZEGTHEAIC
I, TAP bR L7c ECREFEOYKi AT 5 Z ENEE LW, TAP 8 1 Kl CTh
5:&ﬁ%%éhk%%m%wrm\Kﬂ@&%@%%ﬁ%ﬁﬁﬁ%%ﬁé:&o

(LAt B4 % 9]

O TFRUCHYT2EFICOVTEARIOEEN DL SN TWDZ b, 5 E21T
biRnz b
N [)5 %) EBHUE OBEEIRE D & % B

@ (REATOFHMIZEB W T FRRICEY T 2 BF IOV T, AFOF G HER S W

M, AMOIREERIRE N 72 WG AR Y . EEICARZERT 2 2BE T 5,

o [WEVEREER (BB E % E51e) Db 5 BE IE OO H 5 BE

o S EG A CRIE R AR D B M O ME A& 55 O Bl S RIEMEZE AL 23 P2
HiD B

o BOEAEEBROADUIBMEN A L IXHERMEO B O @R BOBEERED
Db BHE

14
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6. BEIZELTHETREEFIH

N SCGERE TN 2, RS IR I HEE DRAET 2 OB 1T D E ARHI D etk K OV EAif
H O DIZ MBI ERE B iE L T ERAT L2 &,

TRBRLRIZIENE D | B3 XX Z OFIRITAHIE R ERMEL i L, [FE %5
ThrbEET5Z L,

FEREIER O~ XY A MZHOWT

o)

@

M MENR R (BB 2 5 Te) NH LD ZENH DD T, HIHER
(EYIdv, PRLRSEE, ik, FEVE) ORI O X SR D%, #l142
EHoIATY 2k, Fe, BN U TRES CT, Mig~—h —S0me % 52
M5z L,

infusion reaction 23 H IV 5H Z L3 % V) | 2 [F] H LARE O AAE 5512 infusion
reaction 236 LN D Z DB DO T, ARFEGRAZIZERIEE OIREEZ 147
\ZBl539 % Z &, infusionreaction 23788 BV GA LY 2 LiEEITO L &b
(2, SEIRAEE T 5 E THREDOIRREL + IR TH 2 b,

FOR IR RERR . B AR RERR S N OV T AR REREE N D LoD Z ERHDH D
T AP 5-BARTET & OV G- HI i o e WA IS N 20 e B RE AR A (TSH., 162 T3,
Wl T4, ACTH, I 2T —VSEORIE) 21T\, BEOREE 43128
B35 8, £, MEDS U THBMEFOEMLBET 2 Z &,
AFNOFEEIZT LY | BEORERISITERT 5 &3 2 bl dika EROWRE
MHOLLNDZENDD, BEEZHHITITV, BEDRD N5 I1TE,
FEDFRIEFINZ X DRWER OB ZBE L, @U@z 2175 2 &,
DFRFEFONT X DRWER O L5E 11T, RFIOE G- ORIE, F ik X%
ERERNVE CAIORGELERTH L,

BeGHET 1%, BGBAMNOE I ARGE LT LEIERBBET 22 Enb 5720,
AFNOEEFETZRIZSRIER ORI EET D,

AST (GOT). ALT (GPT). y-GTP, B VU /L E V0D FH 245 FFEEREE, I
K. ALHEIRE RN H LI D Z L 03d 50O T, KA G- B IGHT K O 51 R
HITEHIRNC BRI A ATV, BFEOREBEL +2ICBIEZT 5 2 &,
PRAMEFIEMER 2, RERKBREDEREENHLDLND Z LB DD T, KAl
B 5-BRAGET K O 5 IR R I E MR B EER A 21TV B OIREE 71
Blmd 52 L,

1 BUBEPRIG N & D oL, BERIFME S TV R—V RAZEDLZ EMHHDOT, 1
B, D, RS ORER OB O EFIC TR o 2 8. 1 BER
RO ST, A VA ) VRIFIZ G5 T 5EO®E R NEZITO Z &,

B

DUO-E #HBRICBW T, #GBES 18 B 9 Mm., TR 12 g CTAERY
MOFMZIT > T2 Z & 2SBIC, ARG PILESIC EEMRAESE TR O
BEITHZ &,

15
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B AEET A FT AV
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3. BRPRAKAE P4
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1. IIC®IZ

RIS OFBE « LEMEOHIRDT-DIZIT, IRASCEE IS i B2 23K o
b5, EBHIT, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FREIRG DR INDH T, 2D DEERLZ EICLE R BF RIS 2 2 L 2RO
MR & 72> TR Y R IMBUE S & SO AT #2016 (AL 28 42 6 H 2 A B E)
ICBWTH, EHMERLEOMHORBIHEEEZNS 2L L STV5,

FHLERRE T EIR AT, KEERAC M7 1 7 7 A VDB EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET AERAHERT 5 £ oM.,
MHZERLOBEZBZIT 52 LRI NIBFICH L THEHT S L &I, BIFE
HDRBL LT BRI LB kS 2 & D Z & D AIBE7R — E O B 23 7 3 = A6 B <4 A
THZEDNEETHD,

L7 o T, KA RT A4 Tlik, BB ZNE TR LA TV D EFIHEFHR -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 2 8LA0 b B R B & %
iR O B R,

I, RITA KT A A%, MIATEIE N EIE SRR O, A ENEAN B AR
BRI s . — MR B RER IR NFHE 2 K OV ERIE N B ARG IRES R O 1)
J10H EER LT,

KR LIRDERY - F a2 v~T (BT z)

R LR DMREUINE - BEDLEIZ 35T DA « I A BEE

W LR AMERORE : #RTREIEE TIL, LY X EVIERMIER N AT T F o & off
FCHBWT, @, AICIET 200~ (Bl fHfaiz) &
LT, 1[H1500mg % 3 #HFER T 4 [BlE T, 60 43FLL E2NT T
RIEEET 5, 20Kk, WERAMRIETIE, Tar v~ (B
faf#Hz) & LT, 1181500 mg % 4 #HEREIRE T 8 [HE T, 60
YL BT CREET D, 72720, (RE 30kg L FOBAED
1 PP 5213 20 mgkg ((AE) L35,

Bl YE R 58 ¥ FH T A NI EXRIHASH

(%)

BRI RRBRIC BT 2 KA D YL - FHEIT 13, BRG] O P4~) &
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2. AHF O, EREF

T ans w7 (BiafHfz) (CUF. RS ) X, B b programmed cell death
ligand 1 (PD-L1) (Zk}9 5% %E 717V Glx (IgGlx) 727 F7ADk hNlE /7o
—FTAHRTH %,

CD274 (PD-L1) (. AKNIZE W THIFRIRRHIEICHEL L TR0 | EHE kL2 Y
VSER (T HEfE, BAIIRKE OV F 2 7 0% 7 —T fifld) FI23Bl34 % CD279 (PD-1) K&
N CD80 (B7-1) L fhA L, M B 2 AIZHIE3 25 &3 2 541 TW % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , 7=, PD-L1 |%, 4 OEEHIEIZ H %
BLLTWAZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 72345 & T
¥, PD-L1 & PD-1 241 U7-#RB& 1T, JEGHIRLASGURAFEAY 722 T AR & OB B % %
AR DHEFFD—o & L THEZ BN TS,

AFNE, PD-L1 OffasMERICFES L, PD-L1 & PD-1 OfEAZET S Z &I X
D DS ATUREERA e T ML O MRS IR 2 858 U, g o2 sl 25 & 52 5
nTns,

ARAENOIERBEFIZ LS BE O UGIZ L HRITERSN & bbb, EEXIIFETIC
ELARMENRD D, KFOEGH RO E%IZ1E, BEOBIEE 501270, 22
D HNTHEAITIE, BB LI FR ELt%W%ﬁﬁﬁ&ﬁ%%%oE%&@ﬁbf
@@%%@m%ﬁw\uﬁwﬁﬁﬁr L BRWEAMR DN DG TE, BB RE AL
RO GEOW Y IR ALE 21T 5 FEDR 8 D,



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

3. BREREE
FEE NI (2 33 U 2 AT « #5715 Al BT 00 AKER R I BTG 24T - 72 2R B R ek BR o Rl & 71~
j‘o
[ H72ht]

EIBR LA S MARFER  (NIAGARA 3U5R)

i IR PR D (MIBC) (2% 2 5 (L PRIERE SO TRERERE D720 iRIGHY

e BRI O I & 72 D EERIFRE T2-T4aNOMO X% T2-T4aNIMO @ MIBC A&

(WHO/ECOG Performance Status 0 X3 1) 1,063 5l (HAN 121 & &ie) ZXFEIC,
WRIMBRIE L U CARBI? 27 Ao 2 e Uil (LT, [Fav ey )) +v 275
F U OB L. EOROITERAERIE L UTARAM ZHME 5 L2546 (RAIDF
FEES33 61 [HARN 62 & Gde]) &, ATHIBIEIEE LT LAV 2+ AT T F
VRO LTGA GHIREE 530 1) [RAC AN 59 il &te]) DA MER VL2 %
et L7z,

FHEFMIEE O —2>Th 2 5 FMSEH I E X S B A BRI E 12 & 2 f
AN MM (LUT, TEFSY) (PR [95%(EHEXM]) (433 fho A~ k) @2
[B] H o v AT OfE FiE, AFIPEFARET NE™® [NE~NE]., XIHEET 46.1 [32.2~NE]
WA TH-T= (O — R [95%(E XM ] : 0.68 [0.558~0.817] ", p<0.0001 [J&51] log-
rank 7E, AEKYE (W) 0.04123], 2024 4 H29 BT —4% 1y "4 7) 7,

*] : ESARIH AT American Joint Committee on Cancer SR #1038 (55 8 i) 125 <, MRRAE ST Hla®
THER SN BEME (BERORE 2R <) DR R GREAS R LR K OFR B _E R o di
W7 54 ) BHEERE L,

*2 : PFRIAABYRIE ( 3 A 1A 2l LT, 1 A BITAKA 1,500mg % 4 A 7 185 Lz,

#¥3: 7 L7 F=07 V7T R 60mL/min L EOBFICIE, 3EME 1A 270 1LT, F1HBRS
L2 1,000mgm? & AT T F 2 Tomg/m?, B8 HAILST AV F B 1,000mg/m? & 4 A 7
NEE LTz, 2VT7F =27V 7T T A 40mL/min PL_E 60mL/min AR50 BF X, 3 #M% 19
A7NELT, F1IEOSABAIKT AVZEY 1,000mgm? & AT T F L 35mg/m? % 4 A 7 )b
BELT-,

*4 TR AEBDRGE 4 R A 1A 2L LT, B 1 HBICAA 1,500mg Z K 8 A 7 B LT,

*5 : HEEARE (LUF, [AIER)

%6« A EKYEICKIG LT 95.877% 548X ML [0.554~0.824]

*7 1 EFS o 1 8] H 0 th BN (2 03T &S AU 72 1RBR 20 7 i 12 B < AT s SR
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1.0

0.8

0.6

0.4

DPRERHF 7\ D AH

0.2

0.0

EFSh Rl (B)[95%CI)

ARG NE [NE~NE)

- JEE  46.1 [32.2~NE]
J\H— K (95% CI) 0.68 (0.558~0.817)

—

At Risk#
AFIEREE 533
xiEERE 530

454
416

I

12

386
343

1 I 1 | I |

18 24 30 36 42 48

SEAEDBUIH S DR (B)

348 330 312 255 180 115
300 281 259 214 159 94

54
32 1
24 2

1 BT A REE I P RFEREHRBEHEIC L D

EFS @ Kaplan-Meier B

(202444 H29 BT —F v b2 7)
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[Zz42E]

[EIBRIC[FEZE MAHRER (NIAGARAGER)

AEFRIIAANDARES27/53001 (99.4%) K O EHES25/526f1 (99.8%) 1278 Hi
o WTNAORBIE L OREBERNEBEE TS WA ERS FEIER) X, Thth
502/530051 (94.7%) K 1r487/526f51 (92.6%) (2§89 Hav, =D H HILL-H] (Grade 5) 1,
ZNEIN3/S5306 (0.6%) K O3/52661 (0.6%) T oz, WITNOFKGEETHRIRN
5%V EORIWERIZTRD LB TH o7z,

Fl_ DT LOREH TREARNPS%ULDEIER (REMMITHIRER) (NIAGARARE)

FEBIRIIR | FEATE B (%)
(MedDRA/J ver 26.1) AFIGEHRE (530 451) KTRERE (526 1)
4 Grade | Grade 3/4 Grade 5 4= Grade | Grade 3/4 Grade 5

2FIER 502 (94.7) | 215(40.6) | 3(0.6) | 487(92.6) | 213 (40.5) | 3(0.6)
Mg LY R fEE

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

2 1M 125 (23.6) | 32(6.0) 0 138 (26.2) | 49(9.3) 0

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

I 1. BRI E 29 (5.5) 3 (0.6) 0 35(6.7) 5(1.0) 0
PRl s

FPR BB RE A T E 52 (9.8) 1(0.2) 0 2(0.4) 0 0
Rt L Okl

AR 107 (20.2) 1(0.2) 0 110 (20.9) | 3(0.6) 0

K~ 7320 AlfSE 33(6.2) 1(0.2) 0 37 (7.0) 0 0
R R PR

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

Kitk= 2 —m RF— 27 (5.1) 1(0.2) 0 25 (4.8) 0 0
i KONk REE

Hgs 33 (6.2) 0 0 39 (7.4) 1(0.2) 0
R, MAERFS K OVithm R

Loo< Y 31(5.8) 0 0 33 (6.3) 0 0
B kL

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

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

AL 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
BLRE ¥ KO TRk

5% 50 (9.4) 2(0.4) 0 16 (3.0) 0 0

O FEIE 48 (9.1) 0 0 8 (1.5) 0 0
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FERIRIR | FEATE B (%)
(MedDRA/J ver 26.1) AFIGEHRE (530 451) KTRERE (526 1)
4: Grade | Grade3/4 | Grade5 | 4:Grade | Grade3/4 | Grade5

i EIE 46 (8.7) 2(0.4) 0 55 (10.5) 0 0
—% - BEEERS L O G OREE

97 164 (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

PRk 30 (5.7) 2(0.4) 0 21 (4.0 2 (0.4) 0
B AR AR AT

I T EREOED 74 (14.0) | 36(6.8) 0 69 (13.1) | 34(6.5) 0

M7 V7 F = BN 48 (9.1) 3(0.6) 0 47 (8.9) 2(0.4) 0

LIIRANY e % 31(5.8) 13 (2.5) 0 35 (6.7) 14 2.7) 0

TI=rThT7rA|[ 30(57) 4(0.8) 0 28 (5.3) 3(0.6) 0

7 =T —EHn

P Bk Kb 23 (4.3) 7(1.3) 0 33 (6.3) 6(1.1) 0

70 UUTICBEESER 2 5 CRITERZEBURIL O R 2 m 3, AAIOFEEIC B0 T
VB MERR R 7 61 (1.3%) . K2 6 B (1.1%) . BEEED TH12 1] (0.4%) . FTHERERE S -

FEZ 30 il (5.7%) . HUIRARFEHEAR T IE 52 51 (9.8%) . HIRARAE

L

AE JL

HESE 22 B (4.2%) .

AR RERE S 2 61 (0.4%) . FEERHERERETE 3 61 (0.6%). BREE (FEMEERE) 546
(0.9%) . fide 3 61 (0.6%). L 161 (0.2%) . FEIEFHTESAE 151 (0.2%) . FfRFEE
(X7 « NU—JEEREZ &) 76 (1.3%). infusion reaction 7 51 (1.3%). % 1 4
(0.2%) . FEAMELFHERIBME 161 (0.2%) 2338 b, £z, M{bPERER, 18

PEIRI . Sos M/ IMKIBE, e, B O R EREE . HALE 2L, BB AARAE, #f

e e OVIRZEERBE 138 bR o T,
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4. FEERIZOWNT

PRI Y A 7 EHEHE (RMP) (23D & ARH OIS Z2 2 VEREARTE B~ i ) (4]
NdHMEHETH > T, AFN OGN EE) 2 EBEZZW - FrEL, AFOFEGICL Y HE
7REWER Z 3B LT BRICIS T 5 2 E BB 72 LLFOO~@ DT X T & 7= i
RIZBW AT I RETHD,

O MERRIZOWVT

D-1 T (1) ~ (5) ODWFNNTELT IR THDHZ &,

(1) EAFERENEET 203 VISR (BRIE T IR S A B2 HE L R L
M 23 A RSB LSRR, HUE S AR 7R &)

(2) FrEHERENRPE

(3) HEMNIRAENRET 2 0N AREEEERPT (D AR ERPL, 23 Ao
W 19RE. 23 AR EEHEE R 72 &)

(@) KA TFRIEE 2 5E U, SRS L PRIEZ IR 1, SRS L PR IEZ R 2
AT AR SRR 3 D% EEICAR D m & 1T > T B itk

(5) PUEMEREEAILL G & BN O s EUEIZ R DR H 21T > TV D itk

D-2 IEMEE O LA K OEWE RS BLURF O RS+ 47 7e sk & i8R & R o= (R &
DOWTIITEEY T HERN) 23, B2 BRI OARAICET 2RO ELE & L TRE S
nNTnszZ &,
T3
- [EANRFFEUSE 2 FOMMINHE ZE T L72RIC 5 UL EO N ATRIE O ERIHE %
IToTWAHZ &, 96, 29 EIT, DAFEYIFRES £ & LIRS OMHE 21T
STWLHZ &,
- ERIRFF S 2 FOHIHHE ZE T L7721 4 UL EOWREFLH - O BRI
AL TWDHZ L, 96, 24ELL RIE, B D2 A FEWREE 2 5 Lo D8 TR IR D B IR
WHEZIT-TWNDH Z &,

© BEANOEKLIFEREBEDOEHIZONT

I IEHRE BT 2 A D EE S, EBEN D OFRED ., Ao - &
EMAEIERE RO E B K OEMSEIC T 2 WMt A FFRBBAE LG H oRE
EBEDRBLNAT O D IRH B> TN D 2 &,

® BWERA~DRIGIZONT
@-1 MEsHHIC B 5B

PBTMEAZ B O B /2B AR A L7 BIS, 24 WFRIIRIRHIO T 4t X
[EEERERR (ST FEBL L RIERICIE U CABEE B L O CT F ORIVEH OS2
WAREORENY B PICB DI, BB TR HHRAE - T 5 = &,



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

©@-2 ERREEEIC L DA EFRMISITHET D 2M:

IR AFZIRICHE D 5 B M OB RE 2 A D IERICFE DR E=2 ) 7
EEDITEROA Y ) == 7 2ATOERE L FRE A TE 5T — AERAHI 2R
flishTnD Z L, B, BiiAHICO>WT, DABE L ZOFEIZHHIZAmENT
WwWnHZ &,

@-3 BIEADZWrORIZE LT

BIVEA (RIEMERERE, SRS - R - BibMEIRAE K. WOWRESE  (FUIRIREEE
P, EIEHREREIES. MEAHERERET) ., BEE (MEMBXS%) . infusionreaction, K
W% - EEEED TR, | BUBEIRIF. A - BB BRI . (O 2¢, EIEAL I /0, BERZ .
SRl MRIBE | 48 . BLEE O SR | MiklER (77 v - N U—IEEHR A ) |
(L FIED R OFEBWELF P ERIB/E . THALRE 2L, HER ., ARFEREESE) IZX LT, 4
At ER AT AT BB O BEFIME A A3 5 AN &EEE U (RIEH o2 Wr-extic iz B LT
FFEROIEZZITONLEZMITH D L), EHITHEU R ME N TE DK 038 - T
WbH Ik,
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5. #EXRLLRDEE

[B2hMEIC B3 2 ]

O BIGHIBEBE 2SRRI 238 )5R & 725 MIBC BEIZBWT, KA F L2 KDY
AT T F L ORI X D UTRIHTBEIE K OAKI AR B 51 X 5 i% il Bh e vk

DEIMERREN TN D

(% (2B % FIA]

® ﬁ_&éﬁéﬁﬁLowfi$ﬂ®&5ﬂﬁﬁkéhfwé:&b%N&ﬁ%ﬁ
oYl AN

. AFNDERIII R LIS HUE D BLERE D & % 3

@ IRFERTOFRIZIHS WO T FRICEEYS T 2 BF TN T, AFIOFE G HELE S ian
N, MOIREEEIRIE R 2V GAIZIRY | EEICAKZHEHT 2 2 L 2ZETE S,

. MR B (SRR R 2 & de) Db 5 HBE ULZ OMERO B 5 B
o IR CRIE R &R 5 BE K OUEG MM 5 O il RIEMEZEL 23 22

SY (+¥5E )
. H R B DA TR 723 L < IERFEME D A SR B OBERED
b oHEBE

. ECOG Performance Status 2-4 1 o 3

(1) ECOG @ Performance Status (PS)

Grade

0 <R <IEBTE 5, AL [ A HAEENHIRE <ATZ 5,

1 PRI LUTEBNEHIER S 225, AMTARE T, BERECIE - TOMERITIT O 2 &AW TE 5,
B itb‘%% TR

2 BATARECTHS DL DEID O Z L3 X CAREEAERITTE 2, B D 50%LL Eig~y R CiliZ 4,

Eﬁ%mtﬁ%@ﬁ@@@@:k L T&ERY, BFO 50%0 EE Xy Rk iz 4,

4 BTV, AAGOHFOED OZ LT TERY, BRIy R Tl I3,
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6. WEICBELTHERETREEH
O WASCEFEISA, RUERTEES SRS 5 BRI HD & AHI O K5 M OV IEAE
MOIZ DI B2 WA 0B L T D5 2 &,

@ BB D, BE UIZ OFIRITHINER OfatEz i L, RE 25
TG DZ L,

@ EREWEHDO~R Y AL MZDNT
o MVEMERIER (BaHERE 2 5T) R bbb I ERH 50T, FIHIER
CEEIAL, PR IREE, nZmk, FEENVEE) ORI O XA A o FEhi s, #1122
AT Y k. Flo, MBI UTHERCT, g~ — 7 —Z DM % Fi
T5HI L,

e infusion reaction’’®H H IV DH Z LBV . 208 B LA O ARHKIFE H-FEIZ ) infusion
reaction3 & H IV DH Z & Db D O T, KA GRHIZ T EREIEE OREEZ 4312
#2295 Z L, infusion reaction23 58 LN LA XU LB 2179 & & BT,
JERNEIE T 5 F THEOREBZ +0ICHRET 52 &,

o HURIRFEREREE, RIBHEERER O TERIEERENRH SO ENRHH D
T ARKIE G- BAART K O 5- B TP X E IS N WS RERR S (TSH., HEBET3,
WEBET4, ACTH, IH = /LF Y — VEORIE) Z4TV, BE OREL +5510 8]
BYH Lk, Fio, MEIDSC TEBREZOEMLEET 52 L,

o AHNOEEGITEY [ @EORERISITERT D L F R DI DRRX IR
WHHONDZEND D, BEETIIATV, RENBO NS AITIE,
EORPEROSIC L DRIE OB L FE L, @Y 2Bk 2175 Z &, @
DRPE I & D RINERANEEDN 551213, ARG OREE, ik 3ax
BREBRNERORGEEERETDH L,

o WHM TR, BORMOHE ARG LT LEWEHNERT L 2085720,
ARAN DG TRICHEWERHORIUS A ICEET 5.

e AST (GOT) . ALT (GPT) . y-GTP, B U LB U0 FH % ££ 5 FFiknERE
frde. BALVERRAE RN S DD 2 L3 D DT, KA G5-BIAERT & O 5-41
ML ERIIC I RER A 21TV, BREDORREE + BT 5 2 &,

o JRANEIEMRR., REREKBREOBEENL LDLND I ENHDHD T, KAl
B 5-BHAGRT K O G-I TP X E IR I B REMAE 21T\, R OARREAR 431
BIRTHZ L,

o VRMEIRIFN D Lo, FERFHESS N TV R—Y RICEALAZENRHHDOT, O
Y8, L MEMEE OFER O R BCMABEED R H0EET 5 2 &, VIR
DEEONTHGEITIE, A A VBB Z B 5T550O#EY) R EA{TH 2 &

@ NIAGARAGRBR (2T, RIGHIE M SRR O itk . KAI0240 A BT 1208 5

36 HIZE A £ TlR24E. T OBIIS2EFICAIEDOFHMTIZIT-o T2 & 25

Cor

N EE

|

—

Ho|

o
A
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BT, ARAEG I ESICEG R TR OMEREIT O &, B, AFlo#S
IIITRTRBNETE & L C4lal £ C, e aiBhEiE L LC8lmlETETHZ &,
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