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WVHERGOBRELZRLSZT 5 Z BRI NLBEICH L THERATS & & b, BIE
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FALVY XA~7 (B l#az) (UUF, HAL &9, ) X, & B programmed cell
death-1 (LLF, [PD-1) &\W9H, ) IZxd 5 1gG4 727 7 ADE MELE/ 7 m—F v
Pk TH 5,

PD-1 %, Husisiialc 84 % PD-1 U ' K (CD274 (PD-L1) J& U CD273 (PD-
L2) ) LA L, EISEEZAICHET 2 B2 5 Twd (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 XU PD-L2 I%, Flix OIEEHHMRICHEL L T\ D Z LBl s
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#& 1%, FESHIAE A HUR AR LAY
72 T MO O BEEZERET DEFO—D2L LTEZALNTWVD

AHFNE, PD-1 OfifasaER (PD-1 U 4 RiEG k) (S L, PD-1 L 2DV H
RT& % PD-L1 KU'PD-L2 & DFfEGAAET 52 LIk BAGURFERAZ: T Mk
DTGP OB AR 3 2 MRS F TR ME 2 B8R 9~ 5 = & C. G OB 2 Il 3 5
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AT BB H A B 997 il (AARN 101 #ilZEde) 255, 1RERHEY =
DEIR LA FHIEGEH T TR E 7T v RO R e i+ 25 2 & %
Hifg & L EmEL (L —EEmRBRAEiE S e (K1), EEFHMBEA T 5 PD-L1
PERRAT RIS EE] (PD-L1 ZEBURIL. TAP=5%) K ONITT BN S EMICRIT 5 24:1F
B (08) 1. WTFHOERICBWT S, 77 AR LALEE L O (LR, TP+C))
BE & e UCARK bk & OfFH (LR, IT+C)) BECHEHMNICHERIER %

ALz (3120 K2, 3),
*1 s HEFE R LATIC IR S 7o TRBR Y BEATIANEIR L 7 (LRI L PO L 350,

AR A LATIORIR ST 1RBRH X =R EitaRita %k

B U7k

BB EFXYVTTF LD T+CHE 46611
P+CHE 4651

INFUTTINELATTF LD T+CHE 3551
P+CHE 3141

X 1 BGB-A317-305 REBRDOF A o

7

PIERK 6 594 70

=

Y4 70T LR

T+CH
KA R
( \ o A : 200 mg IV, Day 1,
3N < &
. &i‘ﬁdﬁgﬁ erazft"'r’fgﬁi):
B 3 GRERFAT R[S 0P - )\
EMEXIRGEI R | —| FEVG .. A7+ 200 m
< - FX¥VIS5FVv H 2.
# (N-980) 130 mg/m? IV. Day 1 RO IV, Dayl. 338
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o o s (f) o b U E L 31000 me/m?
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Sk Tz oft SYRTFF /+5-FU w3 R < L i '
ol —.  YRTTFY SR 5ot N
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o WSO i1 R DR
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1 0S O EfET#E R (PD-L1 BER (TAP=5%) 20214610 A 8 B —&yh47)

T+C P+C
(274 5l (272 )
OS | hsefir [#HA] 17.2 12.6
(95%13 M X ) (13.9,21.3) (12.0,14.4)
NPE— R 0.74 -
(95%(EFEXH) ™1 (0.59, 0.94) *2
P (fan) *3 0.0056

*1 2 M (RC7 27 % 2 Ot sl K QMR A7 % A BIR 1 & L 7@ BICox LBl — RET L
*) - A EKYEIS kG L 7298.2%CLiE [0.56, 0.98]
*3 : J@llog-rank i E  (BRICox LBl N — REF L L R—D@HINF) . ARk (FHED 0.0092

X 2 OS D H[EEHTRED Kaplan-Meier Hi#R (PD-L1 BBi£ER (TAP=5%) . 2021 4F 10

ASBTF—Fhy vF7)

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: 01 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22
5 34227219196 185 167144122109 93 77 70 62 52 47 38 35 30
26215203189168 156141118 94 80 70 57 49 44 35 26 20 16

Arm A 274
Arm B 272

(SIS

k Arm A:T+CEE, Arm B:P+C~7 7 &R

10 12 14 16 18 20 22 24 26 28 30 32
Time (Months)

—_ N
W
—

2

o

=N

n




# 2 0S OFMMENTHER (ITTHEM, 2023F 22887 —F Wy v47)

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

*1: Hlk GR7 U732 OftioHilsk) | PD-LIZEELK OGRS O A 64 J8 BIK 1 & U785 Cox Hfsl
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 DEAESENTIRED 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
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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 LN BEOT — XK
&, PD-L1 FELRILBI DO ERBR A 72 fRAT 24T S T A IMEDFRERITLL T D LB Th -
776

%3  PD-L1FEBURILI D OSDOEMNTREE (BGB-A317-30538k, 20234F2H28B5 — 42y b4 7)

Ay S
PD-L1 %3 BehEE il FRIfEE [95%CI] AN N2

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

T 227 178 (784 141 (119,156 .
TAP=3% e i i 283.5; 12,9 E11.3: 14.7% (074,112
-
TPEI%  pC s G taa Drases] 043074

*1 : PD-L1 ¥ EREECTH - T2 BE IR Siuiz, *2 : FEEAI Cox Hefi N — FET 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-L1RBLRILE D OS D BASEHTHE D Kaplan-Meier i# (BGB-A317-305348%. 2023452 5 28H F— &
Ty bAT) (LB TAP<5%, FE :5=TAP<10%, FE : TAP=10%)



[Z4tE]
[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 B AL, 1A
BRIE & ORI REBURDEE TE WA EFZRIL, Z 21 483/498 6 (97.0%) & OY 476/494
B (96.4%) (258 LTz, WTNDORETHRIEIG D 5% EORIERIZTFROLEBY
ThHoT,

#F4 WDWTNLOBHTHREE S 5% EOBIER (BGB-A317-305 3ER)

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 R AR 168 (33.7) 59 (11.8) 0 (0.0) 160 (32.4) 57 (11.5) 0 (0.0)

AN 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)

TANRTEUEBT ) 146 (29.3) 13 (2.6) 0(0.0) 137 (27.7) 4(0.8) 0(0.0)
NT AT =T —EHN

i BRI 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)
SEARRE

)9 76 (15.3) 10 (2.0) 0(0.0) 71 (14.4) 7(1.4) 0(0.0)

W57 75 (15.1) 9(1.8) 0 (0.0) 61 (12.3) 6(1.2) 0(0.0)

I H ERIBE 74 (14.9) 33 (6.6) 0 (0.0) 80 (16.2) 34 (6.9) 0 (0.0)
LSRR 69 (13.9) 1(0.2) 0(0.0) 67 (13.6) 0 (0.0) 0 (0.0)

M e YL s HEn 61 (12.2) 7(1.4) 0(0.0) 58 (11.7) 3(0.6) 0(0.0)

M/ 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)

R b BB AR T 57 (11.4) 1(0.2) 0 (0.0) 13 (2.6) 0 (0.0) 0 (0.0)

Z 9 FEIE 45 (9.0) 1(0.2) 0(0.0) 9(1.8) 0(0.0) 0(0.0)



% (%)

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
i 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 7 2 i 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 o A e 28 (5.6) 6(1.2) 0(0.0) 33(6.7) 9(1.8) 0(0.0)
FEED E 27 (5.4) 1(0.2) 0(0.0) 27 (5.5) 0 (0.0) 0 (0.0)
U Lo SERERRAD 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 TR MR 16 6 (3.2%) . Infusion reaction 220 1] (44.2%) |
K% 6 Bl (1.2%) . /% 2 B (0.4%) . BEEO TH 12 6 (2.4%) . FFAL 9 f
(1.8%) . ATREREFETE 199 il (40.0%) . AT 8 #l (1.6%) . Lok 341 (0.6%) . H
JE DR EREE 20 1 (4.0%) . 578 361 (0.6%) . AEEUTHAMELE 1 61 (02%) . EAER
HRE 1B (0.2%) . WomlES (FUIRIEREIES . RIS T IR E)
66 Bl (13.3%) . 1 BUBERIE 561 (1.0%) . BER 161 (02%) . EiRefEsE (R
BRI, RERIRRERTE) 9B (1.8%) . MK 14 B (2.8%) . #fEfETE (7 - L
—REMERESE) 239 f (48.0%) . HEEERMIRIES 22 # (4.4%) . FHRMARIERIE S i
(1.0%) . BEOBK 49 6] (FEE 58%) P bilic, £70. DMK, BEEK, FHE
%, %, S E MK, EALMEIRE RIZERO B o 7o, ARRIVERZEBLIR LI B
% (RRREMERETEZET) 280EHEREZRT,



4. FEERIZDOWT

AFN OG- RO 72 BE 22W - FFE L, AFIOFHIC LY EEREWEHZRIEL L
BRI T B Z M2 7o LLFOO~Q@D T R T & /- T MERICBWTHEHRT 5
REThDH,

O MERIZOWVT

D-1 Tied (1) ~ (5) DWFNNTELT IR THDHZ &,

(1) JEATFBREDEET 25 A FOa LR (BB IR S ARl HE L S e
Ml 23 A RSB EE LSRR, MU AU IRIR R 72 &)

(2) FEEREREFRL

(3) HBENFURAIENIRE T 50 ABIEEEFRRT (D3 A BHEEERR ERbL, 23 A ihEE
W19, 23 ARSI EEHEE R 72 &)

(4) HRACERIERE 23R E L, S RIER L FEER R 1, S RIS bk iiort 2
AT SRR SR 3 ORisR FEUE AR B R 2T > TV B itk

(5) PUEMEREES AL & BN O g% FE I AR D Jm H 21T > T D fitiak

O-2 B OALFRE R OBIE AR B O3t 50 72 ik & B 2 FFoERT (PR
WPIUNCRE Y T D ER) 23, M ERORFNCET 2IEEOEEE L L TRE SN
TWnH Z &,

#*

o [EMFFEUGHE 2 FOYHITHEZ(E T L1212 5 FELL LD ATRIEOEGRIHE
EIToTWDHZ e, 9b, 24 RiX, DARYRELZ T L U RRERE O
EEITHOTNDHZ &,

o [ERRFFEUSRE 2 FEOYIIHE Z21E T L% IS LSO N A EKYIRIEE &1 5
FELLEDOWMALBARZLDEH 1T TND Z &,

o [EMRFFESHE 2 FOYMITHEZ(E T L2122 4 FEL EOBERRSREZH LTV
HZl, 9B, 3R IR, TELENE DD A SRR 2 G e AL S5 S D B R
EEITOTNDHZ &,

OBEN D EIKMBIFHRE R DEHICDOVT

EEMEWRE BRI FE T 5 EE D EE S, BN OFRE D, Ao - &2
VIR O B NERRZ R D Rt AEFSNRE LG5 0oHE
HEBFEDELIIATONDERHINFE S TNDH Z L,

10



® BIER~DOR AT DONT
@-1 MRS S 5 Bk

PRTMEAZ B O B /2 B AR A L2 BT, 24 WFRIZIRIRHIO T 4k X
R R IT 350 T, BB L AR U C AR B O CT % 0o 1R 831 &
B RAOFE RIS B PICAE B, T I E ATRE AR RIS B - T B 2 b,

@-2 ERIEFEEFIC L 2AFFRAINCHET D EMS

S ABHRCHE D D BT 72 e e O\ Be 2 2 BIRIEFRE D EIE =2 Y 7
EEDITEROA Y V== T 2ATOERE L FwE A TE 5 F— AEREH 2R
SN TVD Z &, 2B, BiAHIZHOWNT, BDABE L ZOFRBET 3T mshT
WwWnHZ &,

@-3 BIEADZWrORIZE LT

BIVER (FEMERE RN %, infusion reaction, KIFZE « /MG « EHE D T, AT
AA - IFRERERETE - PR, (O % - DIRSE, BEDEEE . Ak - BB R AT -
HIEM S E, NAOWRES (RIS, AIBMEESE, TERAKERFEE) . 14
PEIRIA . S, BHEREREE (RAE MR R, SRERIRBRE) | MK - #isk - BT
K. MREREE (F7 2 - NUEBES) . BEERMEREE . fIRIOEIERIE, /.
SEI R, EEOBR, BLMRE %, BB E (&g iEsL 5T o
b5 BE~OMH, IR - g IREME R O HMESE) 126 L C, Mikhiak I B
FERI D EMINEL G DA & EEE L (BHWEH OZBr-oRHSITEE L THRER SR 2%
TONLEMICHHZ L), BEHITHUIZRLENTE HEHNESTNDHZ L,

11



5. EXRLELRDEE
[ B2z B4 5 F1E]
O TROBEIZBWT, KAl FRIEEOGFHER 5 OF I RE TN D,
e HER2 [2MEO B YIBRARRE /R EST - H3 O B ERE
£ R SNSRI T O L B Y,
o FXHUFSITFURVBHARLHE Y
. AT T F KON 5-FU

@ TRLISHKYE T DB DARA OB G K O TS SV TR, AR O DD e
MENTELT | AROEGRERBI,
o DOTAHRHANDAH NP REFTORUMBOFUEMEIET AL OO # 5
o FioMiBEIE
*  HER2 [GPEDIGEYIERARE/R AT - R38O H o

@ [EEEHLEF ISR (BGB-A317-305 #B#R) (23 T, PD-L1 #ELHE (TAP) 2LV
AH| LA L & OO G OB ER R DB REI TN D (p7 28) 2
EMB | KA MOFUEMEESAI & OOF B GICER L TiE, TAP s L7z LT
Hr[GBO¥k 2T Z ENEE LV, TAP 2 10 RitiCTh D Z L RNER SN BE
IZBWTIE, ARAIDSAOERERIK b ZET 52 &,

12



(%
O T

(B9 5 FI]
_Mé?5$%;OWTi$ﬁ®&5ﬂ“a&§ﬂTP6 b, B5 21T
b&w Eo
o KRANIDEATITR UIBBUE O BEERE D & 5 B
/’“f?ﬁu@uﬁﬂﬁ BWTTRICEY T 2RBEFICOWNTIL, AFIOEGITHERE S 20
S MOTERGRIUE A 72 WIGAIZIRY , HEICAFEZFEHTHZ 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 RIENEZAL 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 "5V 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 DNEEILTE 2\, HHD 50%LL Eid~<> KAl 29,

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

AW

2LET 2V, BOOEDEY O Z L1342 TERVY, BRIy KR+ TilmI 7,

13




6. HEICHL THEETRXEIH

@ RSB 2, BUEIREEE DHRIET 2 GRS S & ARH 0 i J OSE A
FAD 7= DI B A 43 B LT BT 5 2 &,

TRIRBRIRIC e B, B T OFIRICE R Vet Fo#FA L, REEE
ThoBRET5 2k,

FREEH O~ A MZONWT

@

®

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
DHSE N L DRIWER N BEDLN D51, BB RERLVE KO E%E%
BETHZ L, £, AFIBRGRTRICEERBEARO DN ERH D
DT, FABEGKTHRBBE L2728,

FEMEMEEN D S D Z ENH DO T, FIHER (BYIiv, MR, %
W) OMERE M OV X SR O FM%, BlEE +oI 7o 2 &, £z, M3
(20t U CHaEs CT, I~ —h —F0miE 2 Ehiid 52 &,

Infusion reaction 23& H IV 5 Z L& 5, Infusion reaction 2332 H L2 EIT
L EERAE AT O & &b, SERNEIET D £ THREOREL 08l
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
WE) 2179 Z &,

ORI RERE S . T RAKEREE L ORIBEREREEN S b bNDs Z R LD
T, AFNOEG-BIARHT R OB G-I X E IS N WS EER A (TSH, fEhf
T3, 78 T4, ACTH, I =/LF Y — VEORE) 2FEEd 5 &,

1 BUHEPRI (BUE 1 AUBERIR &2 & de) 23 Db, BERBME7 b7 v F— A
WCELZENHDLOT, AE, EL, RHFEOIER OB MEE D L& 2+
DEETDHZ L, 1 BERBEN DN A IR S ERIEL, AR Y UH
H O 55 OHEY I EETTH Z &,

A TH . BARMN S5 AREB L T LEWERNRIATHZ ERNH D720,
KB DG THRIZHRIER OB 73 I2HEET D,

BGB-A317-305 iR CTILI& 5-BRAA 6 48 % £ TiL 6 MEKEE. < D%k 9 #RE
MR CHMEFL 21T > T\ e 2 & 25380, AAIR G PIXES I EE MR T
ROMEREITH Z &,

14



K I 0619 5 2 &
S f 8 46 H 19 H

#woE g R
& | REETRE S | FETER (R) & OB
S || B S

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

T a7 (BIE TR Z) A O SoEEAWEET A N7 A v
(BE) OERL Rt HHEE T A K74 > GENERaiE. /I
AR TS IR, B, R L OMEEE) o —H e
DT

TR A BE & S O BT #2016 (CEE% 28 42 6 H 2 H BRI E) 128\ T,
B ESE S O H OB bHEEZ 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 K5
4] BERTDHZEELTVET,

S, T a7 GEE B Z) ®ANCOWT, BEIC L THERT S
RO EBEFREENIRO LB KEERAHEET A R4 LTHMVELHEL
DT, ZOFERCHTZ>TE, KA RTA IO THESRD L), &
N O ERGERI K OSSR x5 Bz BV L E 7,

Flo, Tan v (Blo i) 85514 6/ N, R itpE . T
AR . RESERE, 7B A L ORI Lo 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 5 3 584 F7 84 = 38 m [ 3 dn g A B
ARREAE) FCLY, TREFEAHEET A R4 ) ELTORLTERREZAT
R

O, T a7 (Bl R) "WANZOW T, EA SN2 SGE


AKNJX
テキストボックス
別添２



DYFTIFE, Bl HEE S A BT A % ZNENBIHRO &Y BIEW - L
ELOT, BENOEFRMERE K ORI 2 FAME B LET, ZERO

[ fEHEET A R 74 2] 1, BliRSED LBV TH,
7ok, KBHOE LIZOWT, BIFEOFREICEESERT LD T, SO H
Lz £,



Bl L

INASAEEITE N
HARESS
—fAEHIEA
NASAEFETEAN
—fFEHIEA
—fFEHIEA

HAERRT =

AR 2
A B2
AR PIRHE 2
AR R

Fre EEANEENEN  AARIESES
FredEEREENEN AR

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

HAIEE 25
H AR 2=
H AR R
H A AFBHES =
H AR 2B
HAWNRES
H ASEAIRT 2
H AR e FEA T 2
H AR AR R 4R

VN N R Ve S

MSTATEGE N AR AL R R S p A

T IR AR



ElIEGS

He KR e D e W IHEE T A R Z A > OWGET AT Cir B X HRER)

(BB I XS IERB57)

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

7ok, LTICBhEESR A & 0RIEMABIURIOEFHFE R 2R
T ARFIFECIW T, MVEMEMER (i Riiilgsx 2 & te) 66
(13.9%) . HURAREREAS TUE 50 1] (10. 5%) . FRAREEAE TLHESE
33 %51 (6.9%) . FFEERERESE 20 f5] (4.2%). infusion reaction8 f
(1.7%) . KIGZE 2 1 (0.4%) ., TEEO FHI2 F (0.4%) . BhEE
(MM AREE) 161 (0.2%) . 1 BUBERIE 161 (0.2%) . B
REREE 1] (0.2%) 2SFRD BT, T, R - BT BARIE.
O, BIEAMMEDRE, TERMAMEREE ., BBk Mkl MR
T E M ORZEERE 1580 B iv7e o Tz,

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

(%)

2. UL FICBEEFESE2EORIER R BRI O LGSR Z2 R
I, AFIPFABECB W T, KB F LAY A~ T7 L ORIEBEGR
DI TE T & WO VMR B 15 51) (4. 5%) . K75 16 1] (4. 8%) .

2B, UUNICEEFESG 2 5 0REIER B BLR I O LR R 2R
T ARFFEIZIW T, FEMEMER (Sl 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 B (0.4%) . FTEED FH# 2 5] (0.4%), BbssE
(FEMEB %) 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,
@EFE AR #5 MAHFABR  (POSEIDON #45R)

(%)

72E. UUNICEEFESG 2 5 0REIERBBLR I OEFHR R 2R
T AFIPFAREZRB VT, AFIUL R LAY A~7 L OREREGR
NRTE CE RO B A 15 1] (4. 5%) . KAGZ 16 61 (4. 8%) .




HEDO TR 241 (0.6%) . HILEZRIL 1B (0.3%) . FHRERE

IE 34 611 (10.3%) | FARBRBERETCEEIE 21 61 (6. 4%) | &I
PRAERRTE 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 RE) 261 (0.6%) . fhdk - AEUHRARIE 2 3
(0. 6%) | Laige 141 (0. 3%) , S f/ MiJsE 1 41 (0. 3%) .
infusion reaction 11 1 (3.3%) . FEEMAFHERIADIE 1
(0.3%) . EEDORERSE 1 4] (0.3%) . #fEkESE (X7 AN
V—IEERE A S Te) 1] (0.3%) . Mgk 1B (0.3%) | BESK T 5
(2. 1%) BB D BN, Flo, BEIEM A, BEER &K OURIFER
BEIIRO LN o T,

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

(%)

72k, UUTICEEFEG 2 5 0RITERBBLUR IO LR R 2 R
T, AFIPFHBRCIRN T, BEMEMRE (ROl 2 & i)
26 5 (6.5%) . KHZ 2 6] (0.5%) ., BhEE (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 BUHE
PRI 11 (0. 2%) . o2 1451 (0. 2%) . EEJE A4 F79E 1 451 (0. 2%) .
fd2e 161 (0.2%) . FREFEDE (7 2 « NL—JEEREE ETe) 4
(1.0%) . infusion reaction 4 5 (1.0%). HJEDZJEEZE 1 4

HEO TH 261 (0.6%) . 1HLEZL1H] (0.3%) . HUIREREE
X HE 34 61 (10.3%) . HURERMEEETTHESE 21 6 (6. 4%) | I
PEREREE 6 B (1.8%) | TEE(APEEERETE 5 1 (1.5%) . 1 BUPER
Joi 11 (0.3%) . ITHERERRE S - 2% - i L MENBEAE 2% 48 3] (14. 5%) |
RrfEds (REMEBALE) 241 (0.6%) . fids - RERUT BARIE 2 1
(0.6%) . Lafde 14 (0.3%) . Sk MR SR BER 1 1
(0.3%) . infusion reaction 11 (3.3%) . FEENMELF BRI
iE 16 (0.3%) . FEEDLERE 16 (0.3%) . MREES (X7
Vo NU—IEBEREE S T) 1 (0.3%) . Mg 11 (0.3%) | FE
KTH (2.1%) DD BT, £z, BEIEMDHESE M ORI 1T
RO BRI,

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

(%)

72d. UUNICBEEFESG 2 5 0RIER B BLR I O LR R 2R
T AFPFHBCIBWT, FEMERMZER (SO % 2 1)
26 B (6.5%) . KAZZK 261 (0.5%) . BEEE (FEMEERSE 24
(0. 5%) . AFH&REREE « AT - fEALMENRAE 2 47 1] (11.7%) . HK
HRFEREAR TIE 45 1 (11.2%) . FRRBREEEETCHESE 17 651 (4. 2%) |
BB RERE 2 5] (0.5%) ., FIEAkERERESEE 2 5] (0.5%) ., 1 RfE
PRI 151 (0. 2%) . L 141 (0. 2%) . FESERSEESI5E 1451 (0. 2%) .
fdze 1) (0.2%) , FRREREE (7 v « NL—E@EREEZ S T) 4 6
(1.0%) . infusion reaction 4 fI (1.0%) . EEDKZFEEE 1 4]




(0.2%) . W& 2 B (0.5%) MR DHBNTZ, £7-. BEED FH.
fh2% « RERCADRMARIE . FEBEAT TP ERIBUDE . MBS L. BEIFZS,
G2 PRI IR E M OVIR BRI IR O H R o 72,

(%)

(0.2%) . WEZ 2 61 (0.5%) HMEEHBNT=, £7-. BEED 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. FFRIZHOWNT

(%)
@FEIWER ~D Xz DN T
(%)
@-3 RIEHOZEr-CRISIZE LT
BIER (MEMEMREE Bk 2 Ede) . IFineRE
JF% - REALPENRAE 2. Ny wibess (FRIR IR RERR . R e

FH.OTEAEEERET) ., BEEHE_(HEMEX%) . infusion
reaction, KEZ « BEO THI, | BBEIRIN. Aok - BT AR
e D Je, BIEMEESIE, BEIRAE . SeR i MR IE, IMYE
HEORERESE, PRREE (X7 - NU—EEREEZET) . b
FIEDF R O FEEEAT R ERIBAE . THILAE 22 4L, HER . JRIFEK
PEEE) 1Tk LT, MRtk XX 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. FaFIZHOWT

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

©@-3 BHWEH OZKxHSIZBE LT

RIVER (MEMEREE (BNl 2 a5 de) . FiRelmE -
JFE - BEALPERRAE . N wibEss (FRR IR RE R . BB RE
=N EAKRERE), BEE, infusion reaction, KiZ%K - &
FED TR, 1 BUBEIRIS ., Fidk - BROBOTRfRE, (b s, EEA
JViE, BEEDE . SRy ME i MR SRS . Hge ., 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,




/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 (BloFiiz)

(W)

1. (ZFL®IZ
(%)
B LR E M 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
5o

2. ARFIOFE. 1ERF

A 27 4 VAR 120 mg K ONELSREEHE 500 mg (%
% T ans~T (Einfaz) . DUF TR#FD) &, e b
programmed cell death ligand 1 (PD-L1) (2% A% o~
Uy 6l (Igblk) 727 532D MUE ) 7 a0 —FLHEKTH
%)

(%) (%)

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 AFIPHHRECIW T, FEMEMRE 761 (2.6%) . K%k 1
B (0.4%) . BHEED #1241 (0.8%) . ITHREREE 14 451 (5. 3%) .

k. UTICBEEES 2 3 ORIEFEIIRDL O LR R 2 7R
T AFNPHHBECI VT, EMEMRE 761 (2.6%) . KK 1
B (0.4%) . BHEED #1241 (0.8%) . ITHEREREZ 14 51 (5. 3%) .




FROR IR REARS TE 23 1 (8. 7%) . AR RS RE TUHESE 25 1] (9. 4%) |
BB FEREREE 2 1] (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, FEMEMER SRR mER &2 &) 45 6

(17.2%) . FEEEDO THI 2 ] (0.8%) . FFHEEREREE - T4 - AE{LE
AEAE % 25 B (9. 5%), FHRMRHEREAR TUE 39 f1 (14. 9%) . FLIRAR
FERETHESE 25 1 (9.5%) . BITFERER=S 3 5] (1. 1%) . T HEAHE
BEREE 2 1] (0.8%) . 1 BLBEIRIG 1 41 (0. 4%) . LM% 161 (0. 4%) .
fg¢ 141 (0. 4%) . MRRIEE (72 « NL—JEEREZ S Te) 3 6

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

FPR I B T 23 1) (8. 7%) . HR MR RE UHESE 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 (FEMEBERSE) | 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 ARFIBEIZIWN T, VB MR R OGSO sr it z2 2 2e) 45 #
(17.2%) . EEO TFHF 2 1 (0.8%) ., IFHEREREE « T4 - Bk
NEAE 7% 25 5] (9. 5%) . FUIRAREEREAR NAE 39 61 (14.9%) . HUIRAR
PERETUHESE 25 5] (9.5%) . WIEHEREREE 3 41 (1. 1%) . TEEARE
REFEEE 2 451 (0.8%) ., 1 RUBELRIS 1 451 (0. 4%) . LBz 1451 (0. 4%) .
B2 161 (0. 4%) , #pfRBEDE (X7 > « NL—JEEREZET) 3 41
(1.1%). infusion reaction 2 f5 (0.8%). Mz 145 (0.4%) 23
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. FERIZDOUWT
(%)




@RIEH ~DRHIZ DN T

(%)

©-3 BHWEROZKOxSIZBE LT

BIVER (MEMMEER (s 2 &te) . ek E

% - BEALPERRE 2. NombEs (FUR IR RERE | RIB B RERE
FHOTEAERERES), BEE_(HEEBX%) . infusion
reaction, KB « HEO THI, | BIBERE. Ahok - MUEUTRlAZ
SE, D2, BEIEMBEAE, BEESE . o M MRS E . BN
HEOREREE, REE (X7 - AU—EREREET) . 1k
EIRE O R O BV A P BRIV E . THLAE ZE AL, ER . JRIFEK
PELE) Tk UL Mt ak T B B D B A A5 B 1
Al & s U (BIEA OZEr-ox IS I L CTHRER O EEZ 21T 5
NAEIECH D 2 &), EHITHEYI 2 ALUE RS T X 5 REI 2R - T
WaHZ L,

SELFE

J

@RIWER ~D RNz DN T
(W)
©@-3 BIEHOZErox B LT
RIVER (MVEMEMIZER ROl 2 2 de) . HFEERERE
T4 - BEALPEIRAE 26 . Ny Wkeds (ORI ReRR S, BB HneRs
FH.ONEAEERETE) . BREE, infusion reaction, K%k - &
FEO TR, 1 BIBERIE ., sk - BRSO RARIE, (O J, B M
TIE, BERESE . o M MRS D PESEBENS . IMds, B o &SGR
= ppREE (X7 - NRU—EERAET) . ALSFRIEO T
DFEEEAF R ERIBUVDE . THILE 2L, B, JRIFERESE) 1Txt L
T YR%HE % ST B R B O BE P M & 59 2 R & L
RITER O W3 ISIZ B L CTHRE R O Z % T v b 5
IZHDHZ L) EDIZHEURLENTE ARG NESTNDHZ &,




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 (BloFiiz)

(W)

1. (ZFL®IZ
(%)
B LR E M 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
5o

2. ARFIOFE. 1ERF

A 27 4 VAR 120 mg K ONELSREEHE 500 mg (%
% T ans~T (Einfaz) . DUF TR#FD) &, e b
programmed cell death ligand 1 (PD-L1) (2% A% o~
Uy 6l (Igblk) 727 532D MUE ) 7 a0 —FLHEKTH
%)

(%) (%)

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, ARFIPFRABEZIWTC, MEMMEER 8 B (2.1%) . KiG
K 8B (2.1%) . FEED TH 13 ] (3.4%) . NFHEREREE « T4 -
AL MEREAE 2 57 51 (14. 7%) . FUIRERBSEEIR TE 43 1 (11.1%) .




FOR IR RE TTHEESE 39 31 (10. 1%) . BB HERERE= 6 41 (1.5%) .
TE(RPEREREES 2 151 (0.5%) . BFEE (HEMRXEF) 341 (0.8%) .
% « RERCRn EfEE 4 /51 (1. 0%) . infusion reaction 8 4] (2. 1%) .
D2 2 B (0. 5%) . EEREMEJ0E 2 61 (0. 5%) . HE D JEkEE
1 5] (0. 3%) . FHEREEE (T L« N L—JEEREE ST0) 5 41 (1. 3%) .
FE A5 (1.0%) 23F88 BTz, 1 BRI, FEMAE L Rk
fE. oe, AR 2R FL, BEREAR, Sy v i VR iE X VR EK
BETRO Lo T,

Fo. AFIFMBCB DT, MEMEMZEESH] (1.5%) . KK
201 (0.5%) . EFED THISHE (1. 3%) . FFHsRER S « 145 - flfbi:
NEAE Je5401 (13.9%) . FRERFEREAS FAE1SH (3. 9%) . HRREE
REULERE 1261 (3. 1%) . RIBHEREREEAE] (1. 0%) . 1RLBE RIS 161

(0.3%) . infusion reaction 5% (1.3%). L:Ze141 (0. 3%) .
FEEAREENAE L] (0. 3%) . HEPED R EREE 5] (0. 3%) . fhiepEE

(F T - NU—EEEA ST 1451 (0.3%) . BERLB] (0.3%) 23
Wbz, BEE (FEMERRE) . Bk - BRUH@MisE. 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 R 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% « R ARAE 4 51 (1. 0%) . infusion reaction 8 1 (2. 1%) .
OB 2 1 (0. 5%) . EEAEMGIEJ0E 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 BIEIRIE . TN L h BRI
fiE, Mige, THALE 2R 4L, NI M OV M i/ MR s P SR B | 52
RO B oT,

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

(0.3%). infusion reaction 5% (1.3%). L:A2e141 (0. 3%) .
HEE AR HESRE 1] (0. 3%) . HEE D R EREE 1] (0. 3%) . fpEE

(FZ v - NU—EGEEA ST 1451 (0.3%) ., BEZRLB] (0.3%) 73
b, BhEE (FEMEBRE) . Mk - BMBmHREE. T
FERPRRERE S | FEEEAF P ERIBAE, Iioe, THILAE 2R FL, BRI KR
SO M il RGBTSR BRI 1378 6D B L7z o T2,

ARWERFBRDLUI B EER 2 G OB R L =T,

4. B IZHOWT

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

@-3 EIEHOBWr-CXHRIZE LT

4. FaEIZHOWT

(%)
QRIWEH~DO RO T
(%)

-3 BIEH OZWr-CRIGIC B LT




RITEH (VMR TP RE R
SyUsRETE (FLIR IR RERS

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 . INdS. B DR SRS, fhffEE

(X7 v - NU—EGEE ) . ALFRIEDFHIRE OIS B4
BOBU/DE, THIBE 2L, BER. JRIFEREE) 1TxF LT, YHakltiak
AT BB O B2 A9 2 AN & ddE U (RITEH 02K
OFHSMCE L THRELRPIXEBEZITONLEFICHDHZ &), B
HIZE U 2L E D TE DRI > TnD Z &y

BIVER (MBI R, FPsRERE « IFR - B EPEIRE R, N
oyrinkEE (FURAREEERE S, RIBHREERE S, T ERAHAERE) |
RiPEE, infusion reaction, K4 « EED FH, 1 BRI,
% - BEACTRMRIE, (O, EIEMMEIE, BERSS, oM
/NI PESR B, M. EE O R EREE . fpitEE (X7 .
NU—EEREZ G Te) . ALFRIEDEF R O3 B E A BRIV E |
EALEZEFL, BEde, JRIFERBESE) (oxF LT, Makhtiak ) IXiTBEE
PRREBE OB 2 A7 4 2 R &l L (RIVEF O <ok i 2 B
LTHENOIXEEZZTONAFMICHHZ L), BEHIZHEEZR
BLEE DS CE DRGNS TWDH &,




RETE I8 D e

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

(BB I XS IERB57)

il

L. IZE®»IZ
()

Mg LhosBEEKL TarwT (BloFiiz)

(W)

1. (ZFL®IZ
(%)
B LR E M 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
5o

2. ARFIOFE. 1ERF

A 27 4 VAR 120 mg K ONELSREEHE 500 mg (%
% T ans~T (Einfaz) . DUF TR#FD) &, e b
programmed cell death ligand 1 (PD-L1) (2% A% o~
Uy 6l (Igblk) 727 532D MUE ) 7 a0 —FLHEKTH
%)

(%) (%)

3. ERIR AR 3. ERIKARE

(%) (%)

[Z2414] [Ze4tE]

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

k. ARSIV T, MEMERE 4 61 (1.2%), BEE
DT 151 (0. 3%)  FFHERERR T - IT 2% - BEALMERRAE 2% 21 161 (6. 2%) |
HIRBRERRE(R TE 23 51 (6. 8%) . HIARBRPERETLHEEIE 7 61 (2. 1%)

B, AFIPFAEHCR VT, FEMERZRE 4 61 (1. 2%) . HE
D T 1451 (0. 3%)  IFFERERR T « T2k - AEALPERRAE 2% 21 51 (6. 2%)
HEIRBRBERE(R TIE 23 51 (6. 8%) . HIRIRPERETLHEEAE 7 61 (2. 1%)




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.

T (RVEMERERE) . Bk - BBUHRARE, DR, BIED
e, TEAHREREE . MK, BB OREREE, BEWEL hEk
WAE, TR ZR AL, BEIEIE . Sy M il R U iE e OVR 2 BK %
ERR D LR Do 7o, REWEMFE LR DU IBEFE S 2 & AR
REr7,

RIS REREE 4 B (1.2%). 1 ZUBERRYE 1 1) (0.3%). infusion
reaction 3 ff (0.9%) . #fEEE (¥ 7 - NU—EGEREET)
161 (0.3%) . FEK 2 1] (0.6%) MRHOLINT, Fo, KIFE.
RS (MEMERERTE). MK - BRUHRMAEE. Ok, BEIEDH
HENDRE, TEEAHEREREE . MK, EEORERE, REWELG 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. FEFRIZDOUWNT

(%)
AFIVEHR~DREIZ DOV T
(%)

@-3 RITEA OZEH-CRIGIZE LT

BIVER (RVEMMER, IFREREE « PR - RS &, N
SR (RRIREERERE S, RGeS, TRl
EhEE (MEMEE RS, infusion reaction, KM - HED T
F. 1 BOBEIRIE . Ak - BRBUTRMEIE . Dk, EERNHEE,
BERE S . Sog M OB E . IMZE . RS D IR AR
(F 7 v« NU—JEGEEAZET) . LFREDF R O T B4
BRIBAMIE ., THARAE 2R FL, HER . ARIFEREESE) 1TX LT, Mkhtiax
SO BB O FPME A B3 2 AN &l U (RIVEH o2
XIS L THRER U EZ T oNLI5MHIcH D2 &), A
HIZE P72 RLE D TE DRI > TnD Z Ly

4. FEERIZDOUWT

(%)
BIVEF ~D X2 T
(%)

@-3 RITEH OZWr-extSIZE LT

RIVER (FIEMEMZE B, HHSREREE - TR - i brERE &K, N
Syl (FURIRFERERRE . RIS PRREREE . T EE{AERErE s
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 |
THILEZRAL, BESe, ARIFEREESE) (T L, Makhtiak T b=
B OB 2 A9 2 Al &EE U (RIEH O K% In I B
LTHREROSELZ T ONDIRKCH LT L), EHIZHEEIZR
LN TE HIRHINE S TWD Z &,




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]
BRI R 25 MAHFRER  (DUO-E 55R) RS I [F 25 MARFRER  (DUO-E #ER)
(%) (%)

B KA+ AT RN T HEFRERICRB W T, AHE ORIE
BAR NG E CERWEEMEMZER 11 1 (4.6%) . KEX 4 f

(1.7%) . NTHEBEREE - 1T 21 f51] (8.8%) . HURERFEREIR TE 31
1 (13.0%) . FARBRESRE TUIESE 16 5] (6. 7%) . infusion reaction
6 i (2. 5%) MRS (T o« N L —EEREA S T) 9 41 (3. 8%) .
e - BRACTIRIAEIE 1 61 (0. 4%) . JRIFEREE (HEFRPRVEHD) 3 f

(1.6%) ., witEgm (5780 70FRRE)  GERpRIER) 3 4

(1. 6%) . FEEMELF R ERIAME 2 B (0. 8%) MR8 bz, Fiz,
EEO TR, BLMEIRE R, FIBHEERTE, | BRI, B REE

(FEMEBRE) ., PEx, Ok, EEMEDIE, TEAKER
=M, BEORERE, HILE L, RIS K O M
MO E TR B 7o 1=,

F o RFIHACFRIERRIC BT, KA & ORREEGRAGET
TRV MERTE AR 4 5] (1. 7%) . KGR 461 (1.7%) . BED T
2 61 (0.9%) . NTFHERERRES - iT28 26 31 (11. 1%) . AfLMEREAE
LB (0. 4%) . FRIRBRFSAEAR TE 34 1] (14.5%) . FUIRAREERE TUE

I KA+ AT ) T HEFERIERIZ BN T, KA E ORE
BARMAEE CERWHEMEMZER 11 i (4.6%) . KK 4

(1.7%) . JFHBERET - 2 21 651 (8.8%) . FUIRMRHEREIL TIE 31
Bl (13.0%) . FRAREEARE TUHESE 16 1 (6. 7%) . infusion reaction
6 5l (2. 5%) . FhERIEDE (FF o« N L —SEERE A S Te) 9 51 (3. 8%) .
% - BRRUEEARE 1 41 (0. 4%) . ZRFFERE; (7 )V 7 )

(HERFIEIEI) 3 41 (1. 6%) , wiftE& I (4730 7 OFHEE) (He
FRiEs) 341 (1. 6%) . FEEMELFFERBAE 2 61 (0. 8%) 235588
bivle, £, BEO TR, LIRS X, BIEEREREE, 14
PERIA, BhEE (RVEMER RS, R, Ok, FIEM I E,
TERERERE ., Mk, EEOLEREE, HILE L, BEREK &
OV P I IR PSR B 1 X388 B o 72,

F 7o AFIHALFRIERZ W T, KA & ORFERNGE T
7ROV MERTE AR 4 1] (1. 7%) . RIBZK 461 (1.7%) . BEED T
241 (0.9%) . FFHERERES - T2 26 B (11.1%) . FEALPEARAE 2
11 (0. 4%) . FURAIRESEEAS TE 34 B (14.5%) . FIRAREEEE SLiE




JE 18 1 (7.7%). 1 ZUBERRIE 1 61 (0.4%). infusion reaction 4
B (1. 7%) . AR (5T o« N L —JEEREAEST) 11 61 (4. T%) .
e - BESCT REEIE 6 51 (2. 6%) . FEANHE)E 2 41 (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,

ARRIEARBURDLUIEEFR 2 5 RS R A T,

JE 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 61 (2. 6%) . FEANHEAE 2 5] (0.9%) .,
FE DRz EREE 1] (0. 4%) . FEEMELFHERBUDE 1651 (0. 4%) . 5
P M I OB PEEREESR 161 (0. 4%) 23388 Hiviz, F 7RI

BERE . BREE (REMERERSE) . MR, L%, T RATERER
TSR, AL AL, BRI M ORIFEREE (A Z 2N 7 Of iy
ZER) TR bRhoT,

ARBIEH BRI B E R 2 & R R 2

=F

RIZDOUWNWT

R

)

IWEFH~DXHZ DN T

)

@-3 RITEA OZEH-CRIGIZE LT

BIVEH (MVEMEMEE, RS - K -
SribEE (FRIRMERE RS . RIBMREREE . N ERaERHEE) |
S (MEMEE RS, infusion reaction, KM - HED T
. 1 BBEIRIE . Ak - BRBUTRMEAE . DAk, EERL HEE,
BERE S, Sog M OB E . IMZE . RS D R 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 D Z L), BHHICHE) R MALE ) T X 2K

(
®
(

s, F 2

LR 2. N

4. FEFRIZDOWT

(%)
BIVEF ~D X2 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 2L, BEk. ARIFERE_ (A Z NV T OFHED | FifntEg 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 22 L E A




DHESTNDHZ L,

TE DIEHINESTNDSZ L,




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 RS 3[R 25 AR ARER  (NTAGARAGRER) [EI B A [F] 25 AR ARER - (NTAGARARRIER)
(%) (%)

F7o, LT ICBEEFERLE G ORIWEHABBURN 0L R L2 R
T AFIPFHERCR T, BEMEEE 7 6 (1.3%) . K% 6
B (1. 1%) . ELEED T 2 61 (0. 4%) | JHHEBERE S « IT4¢ 30 51 (5. 7%) .
FOPRBRBEREARK TE 52 1 (9. 8%) . FUIR IR BE TUAHESE 22 f31] (4. 2%) |
B REREREE 2 1] (0. 4%) . THEEABEREREE 3 1] (0. 6%) ., BFEE
(FEMEBRE) 5 B (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%) , FEENAELFHERIE 161 (0. 2%) 23588 i
Too FTo. B{EMERRE S, 1 ADHEIRIE, o)t l OB E ., AN
K, BEORERES, HLE R, FRURARE, $EER & OUR
FFEERB IR D 2o T,

Fo. UUTICEEFER 2 5 ORIERBBURIOEFHE R LR T,
AFNOFHEE BT, MEMEMEE 7 61 (1.3%) . Kk 6
(1. 1%) . FEED T 910 2 5] (0. 4%) | TTFHERERE S - iF 2% 30 f (5. 7%) |
FUR R RE A TE 52 1 (9. 8%) . HRIRFERE TCHESE 22 51 (4. 2%) |
A RERERRE 2 5] (0. 4%) . T EEIABERERRE 3 51 (0.6%) ., BFE
() 561 (0.9%) . gk 341 (0.6%) . Lamide 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%) . FEWELFHRERIBE 161 (0.2%) 2FRD BTz, F70,
BEALPEREAE 28 1 BUBEIRN . S M i/ RIS PEER BTN . iM%
HEOREREE, HLE L. BB RARIE, BRI & ORI EK
BRSO bR o T,

4. JEREIZHOWNT

(%)

@REIER ~DREEIZ DUV T
(%)

4. FEERIZDOUWT

(%)
BIVEF ~D X 2T
(%)




@-3 BHEH DOBZEr-xt i cB LT

RIVER (TRVEMERR R, ATHERERR S - AT2% - A LPEIRE 8. N
SUWIEE (FUIRBRREFRE . BITIRAEFEE . T E(AIKAEFRE
S (MEMEERSE) . infusion reaction, KK - HED T
L1 RIBEDRIE . AR - BBUTIRIARIE . (LR A, EAEAGHESNE.
BN, SoE Ve MR E , iM%, B OO B RERETE | phiRhETE

(X7« NU—JEfEE 2 & Te) . ALERRIEORH I O FE B L h
BRIIE, THALAE 224, R, ARIFERIESE) 1% LT, Hikhiiak
XA BRE BB OB PIVE A 5 [ERT &l U (RITEH o2 W
RIS L THREXR OB EZZ TN FZMHITHLHZ L), H
OIS Y72 LE A TE DRHIDE - T0DH Z Ly

@-3 FEIEAOBEr-CR IS LT
AITEH (FEMERR . ITiaEks
SRR (FHR BRI RERS

=K - EERE K. N
EHORIBEEEREE, TERAKEREREE
BX[&E2E  infusion reaction, KA « TEE O NI, 1 BRI,
A o% - BERUTRMRIE , Ol 2c, HEAEM M GE, B, gt
AR TESEBEE . NS, EE DR REREE, MREE (F 7 -
NU—JEEREZ B ) . ALFRIE DR IR O 38 B 4 H BR P E |
EALE 22 L, BER. ARIFEREESE) 1Txf LT, Yikhtiax i i=
BB ORI 2 A3 5 =AD&l U (RIEH O ZWr-oxt it 2 B
LTHRELRVIREZZITONLEZEICHH 2 L), BEHIZ#EY) 72
BLE DN T E DRGNS TWDH 2 &,




BEfEHHEETA KT A
F a7 (BIn ¥ z)

&

nfl 846 H
A FHEE

i

IS




ERN

A o e

XTI

ARFN O, 1EMBET
FR R AR

G dSelANE
BhHRGR L 2D B

BEIZER L TRHET &S FH
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P3
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P11
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P14



1. IZC®IC

3R DB N « ZZRMEDFEMR O T2 DIZIX, IRASCEZ ISV 2 1 20 23R 0
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & ORI 72 J R 1E A%
FPEMMAERINDH T, IO OERNZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R T #2016 (AL 28 45 6 A 2 A BIRERE)
IZRBWTH, FHERLEOHHORE(LHEEZXS Z L& TWna,

FORERRE PRSI, RBERS 2T 1 7 7 A VSBEfF ORI & B 5 )iz
B2 ERNBHD, 2O AMER ORI T 2 WA+ ST 2 £ TOR,
WMHERLOBEEEZIT D2 ERPR SN BEICR U THEMAT S & &b, BIE
HIDRBL LT BRI LB R kS 2 & D Z & DS AIBE7R — E D B 23 7 3 = A B CfE
THZENREETHD,

L7ei3o T, RAA BT A4 Tk, BARBEES I E T LTV D EFLIRER -
R R S-S & | LT ORI O il 7o 68 2 HEE T 2 8L b B B0k B %
HROEEFRHEE T,

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

MR ERDEIFESL T a v T GBIG T Z)

R LR AR - BRI T BINAT - TR B

HNEERAMERVCHE: 7vFa S L, LARFBYF—h, XV FS5F U KRN RES
XA LDOHHIZBWT, BE., RAIZIET 2 v v~ T (Eis T
R z) & LT, 118 1500mg % 4 HEREFE TR 2 BlE T, &
OMF#£IC 2 BIE T, 60 MLL EN T CREEEST 2, 0%, 7
2NV T GEA TR Z) & LT, 118 1500mg % 4 R
T 10 [\EFE T, 60 LA T ChlEErET 5, 7272 L, 1KE 30kg
LLFO%GE O 1 [BI# 581 20mg/kg (KE) &35,

B E R 5 ¥ FH T AT ERIBMASH




2. AANOFE. TERBF

T a7 (B z) (BUF TARA) 1%, & b programmed cell death ligand
1 (PD-L1) (k325057071 Glk (IgGlk) V727 7 Ape MMt ) 7 o—F )L
R TH 5,

CD274 (PD-L1) (. AKANICE W THURERMEFIZHBLL T | EHkLcY
VORER (THERE, BA@L VT =7 0% 7 —Tfild) FIR8i4 % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, s 2 AIZHIET 5 & & 2 53TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F 7=, PD-L1 %, 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 L7-#RB&IE, MGG S HURR 2R 72 T MIRE 2> & O BB 4 2 [a]
BETHHEFDO—o L LTEZLNLTVD,

AANL, PD-L1 OAMESMEIRIZHES L. PD-L1 & PD-1 OfAEMET 5 Z L&k
D BAPURRRR) 72 T MO MG ETEE 2 R U, BB ORI 2 s+ 5 &5 26
nTna,

AFIO MR IS < B DS SUSIC & BRI 2B b b, T XTSI
5 RN D B, AFIOR IR OB GHICIT, B OB % T, IR
> B AT SN C I, FEHE LT RITIE U T SR 072 S0 & 8058 % 5 D BRI 1 s L
GBI AT, MEORIERISIC X B BHEAN DI AL, BB TR
LA GO 2T 5 BEN BB,



3. ERERARAE

BRI T DITAT « TR Al Bh L O KGRI GG 2 1T > 72 25 72 i PR AR D pli i & 71
T
[ 2hE]

[ BRIL[F 25 MAHRAER  (MATTERHORN #ER)

ERIRW I T ~IVA O Mo E X REE #AHREEFT (WHO/ECOG
Performance Status 0 XX 1) 948 f5 (CAHI+FLOT [AKIOFHEE 474 1] 2, 7 IR+
FLOT [xtFeHE 474 6] ") (AAN 86 5l [AFIDFHRE 40 B, xFRERE 46 B]] 23T %
SFEIT, INRTHBIRIE L L CAAIE FLOT ZOFH#&G L. IFEmMBREL L TAAIL
FLOT & OffH#G2h] i & AH & B 5 L 2B OB/ IIME R Vet 2 at LT,

HRENT (2024 12 H 20 B7—# B b4 7) OfER., ZEFHMHEE CTb 25 A
AR NI O TG (95%EHEXM) (385 EoA X2 R) 1%, AAIDFHARET NE?

(40.7~NE) # A, *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 (Rl 0.0239]) ™5,

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

*2 0 ik ARIBIRAA—TVOROLEBY L ENT,

3 HEERRE (BLF. R

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

*5 : BIKFHIE H 00— T b 2R BLER 522284 (pCR) 380 FBARNT (4 AT U235\ T EFS

FENT BATDIVT) OB ICTET ST BRSNS < MRS S



AR OB G ATV 2 — >

(o] Ff e 3
5T
FLOT {f ¢ 5-#f b€ Eem |

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

1,500 mg (351 A H) 1,500mg (351 HE) |P$sET2

% QAW T2 HA 7L Z QAW T2HA 7 v

¥ CERIRNE S T2 FCTHIRN S T2
75 %R +FLOT FLOT™' (% 1,15 HA)| #% %4 ¥ | FLOT™! (% 1. 15 H |7 &4X% Q4W T 10
(xHHERE) LOGHTT 7R T H) L OBHTT T [ 2 0 THARPE

((F1HH)ZQ4W T R 1ARH) % QAW |52

2 YA 7 IVETHIRN T2 AT NVETE

#h-12 RN #2572

Q4W : 4 R

T1:4BEAE2 194270 LT, OQ7AFnrIi90 (81 K015 BBIT2,600mgm?), @&V F—F
FU DA G5 1 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 A B LT R AT UL AR DASL O BRI C FLOT O 52 1k L7256 TRRE
£ () EROHBHNCIESEARFI UL T 7 B R 2 HM TG TE 52 L L LT,

T3 iR OAROKRERBUTEF 12 VA 7 VETE LT,




DR LNE

X 1

0.9 +

0.8 4

AFOF I AE

0.6 - \ *%i T
05 TNM%\E
0.4
03
02

0.1 4

0.0

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

AFOHTARE 474 436 404 381 351 334 320 307 288 234 187 107 88 33 20 2 1
xHHRRE 474 429 392 360 329 302 278 264 249 202 160 8 65 26 21 2 1

A RfRAT IR D2 4 X | AEAEHIRI o Kaplan-Meier B (MATTERHORN 745R)

0
0

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

o> 3 B

1.0 4

0.9 1

0.8

A B HIRE

0.7 | \‘“~j“- |

0.6 | 7ﬁu\__;-;:m@
05 | g A
04 |
03 |
02 |
0.1 |

0.0 4

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
. MR B 22 D IR (F)
At risk%

AFIOFTRE 474 464 438 422 403 389 376 367 351 338 293 205 143 80 38 8 2
xffERE 474 457 439 414 395 374 354 337 323 309 262 197 128 72 33 11 2

(=}

2 PRMRHTE D4 EIR 0 Kaplan-Meier #i# (MATTERHORN 545%)



(g PRI 11 O A 55 1)

[ B A R 25 AR AR (MATTERHORN 35%) ([SHA AN O TZBED 5 B BRSNS
(ZERRIIZIENT AT > e A IMEDFERIZLL T D LB Th o7, BRWHH TA K OIB O
LRI T, RFRREE & bl U-CARFIOF A EE T EFS KO OS MMER T A A 23589 S iL7e
MmoTr,

# 1 FEREERI O EFS O F IR S ITT M. 2024 £ 12 H20 HF— & B v b4

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

1.04 1.04 e
i 0.9 e N 4z 0.99 LS
y i A % \“\ . AAGITE
~07 1 4 ~ 07 /
> 0.6 ‘v7~v>m v 069 /*‘u—- ‘@ o [oemo
I 0.5 : > F 05 ok HE
o B X} HRE
o 04q R A 04
£ 034 1F 03
#ooo02 # o 02
& o1 & oy
0.04 0.04
0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
AR 2B b OWIR (A7) (2 BT 20 D OWIR (F)
Atrisk# 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 0
XEREE 25 24 21 21 21 21 19 17 16 12 9 4 3 0o 0 0 HrERE 108 96 87 84 77 75 74 70 65 50 36 20 16 8 5 1 0
1.0 \\ 1.04 =]
e 09 e e 0.9 L
1 o8 " AHIG R 1 o8] ARG R
~0H / 0 i /
v 06 e v 06
koo e = k05 '
B o4 %t e 04y s =
EY % o3 / L
# - kel
G 0.2 " 0.2 T
T o & oy HHRRE
0.0 0.0
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
) (2 BT 0 B OWIR () ) AR 2 EIS 25 OWIR ()
Atrisk# At riskEt
AFGIABE 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
*EREE 298 272 252 226 210 190 174 166 158 133 110 62 43 18 16 1 1 0 REE 42 36 31 28 20 151010 9 6 5 3 3 0 0 0 0 O

3 EEERIFRHABI D EFS o M O Kaplan-Meier #if¢ (ITT 4[], 2024 45 12 A 20 H
T—=Ehy hA7) (LXK DA, AEX: OBH, £ FX: I, £ FX: VA #)



#2  EERIEHIRIO OS ORISR (ITTHEM. 2024412 H20 HF—& v M A

7)
300 Wy s 4’«*‘(;//0)%%& Elﬂﬂﬂﬁ(ﬁ[;s;ﬁcﬂ /\[4;“:5; Cbéh
S | | S v— T S——
Il S om——
m e iieaey  ma e T 07 05710
e e e Tl

— 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 BEEAEBHERIO 0S O FRIENTIE O Kaplan-Meier #ifR (ITT 5, 2024 412 A 20 BT
—HHhy hA7) (FEEX: TA#, AEX: OBH, £ FX : IH, A FX: VA #)



[Z41]
BRI [E] 25 M AHFAER  (MATTERHORN 55%)

BEFGUIARAIOEHEE 471/475 11 (99.2%) K OSKFEREE 463/469 5] (98.7%) 278D ©
oo AAPEFHBEZIBW T, W ORERE 3K & OREBEARNGE TE R WA ESF
G313 453/475 1) (95.4%) 12RO B, LD 9 BILLEH] (Grade5) 1E. 6/475 61 (1.3%)
Th oo, AFPFABETHRIL LW T IO 3R & OREBEGENEE TER2WE
EHEL (BEE SN L) ITROEBY ThoT,

#3 AFBEARTREALZVThIOBREREKE OREBBEPEETERVEEES (BHEK 5%LL
+) (RetfEbratg4£EH) (MATTERHORN 3B

B (%)
AFIOFHEE (475 61)

PRE IR | 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
21 72 (15.2) 8 (1.7) 0
MR E 26 (5.5) 1(0.2)
N Ea R A
FOPR BRAE 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= 22— 8 F— 69 (14.5) 7(1.5) 0
BERR 35(7.4) 2 (0.4) 0
SF = a— 1 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
i3 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 FEIE 41 (8.6) 0 0
B2 o w5 26 (5.5) 0 0

—fi% - EHFEE I KO GHALOIREE



B (%)
AFIOFHEE (475 61)

PRE IR | 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 R He 43 (9.1) 25(5.3) 0

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

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

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

723, LU T ICBEFES 2 5 T RIE R ZBUIRI O FHE R 4~ AAIDFHEEIZ VT
AH & KR BIREE T & 2R WV EMEMRE 14 61 (2.9%) . KiBE 6] (1.3%) . &
FEDO T 3 B (0.6%)  HLEZFL 1 6] (02%) . FURIREERELR TE 31 61 (6.5%) .
FOR IR TLESE 21 1] (4.4%) | RIBHEREREE 6 ] (1.3%) . THEERBERERETE 3 #

(0.6%) . 1 BUFEIRIE 4 1511 (0.8%) . NFHERERETE - T2k 38 1 (8.0%) . &Fas (HHE
PR RTE) 361 (0.6%) . ik 141 (0.2%) . Dz 161 (0.2%) . Bk 2 6l (0.4%) .
HEORERE 161 (0.2%) | MEEE (F7 0« SU—IEERL D) 6 4] (1.3%) |
infusion reaction 8 fiil (1.7%) 233D bivlz, Fio, ALPEALE S, BEBTHRARE, HiE
RS TIE, Sa M R E . IR . FEEME AT TR ERBUDE . ISR M OVR IR ER S 138
D BRI,

10



4. HEFRIZHOWT

EH G Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G2 VR ARTE B~ {7 /) (]
W DHER Tl > T, AR OGN 72 EE ZZW - FrE L, AFIOFGIC LY HEE
7REWER 2B U TZBRISIS T 5 2 & DB 7o D LU DO~@DF T i 72 7 i
RIZBWTHEHAT 2RETH D,

O MEFIZHONT

@-1 Figo (1) ~ (5) OWTNTHENT DR THDH Z &,

(1) BEAETEREDGET 203 BN SRR (BE IR DS A2 s HE AL S
B, HidskAs A HOEEEILAURRE . HUE A AR RIERE e &)

(2) FFEEHEEETRRT

(3) HBEAFREEDEE T D M ABFEERPE (03 AIEEETRERbT, 23 A2
W 1IRBE. DY AR HEE R B 7 &)

(4) IRILFIRIEEZRE L, SORIEE L RE2IE 1, AORIES LR IE2 0ok 2
ATAN SRR AR 3 Ol FYEIZLR D R 24T - T D ik

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

@-2 B OLFIHRE R ORIERFEBLR OIS0 7 ik & BB & FF Rl (TR
WTNNIRE S T D ER) 2, HEZEBOARANC T DIEROBMEE L L TRE S
TnnHZ L,

*

o [ERMSIFESE 2 FOWMIHEZE T L7212 5 FELL EON AIEEDERMHE %
IToTWBHZ L, 95, 24 RIX, NARYEEZ T L L-RRBEESOHE %
ITHoTWVWAHZ L,

o [ERNIFEISH 2 FEOWIHINHE ZME T L2512, LS DN AYIRIEZ 5T 5
FLL E ORI FDOE 2 IT> TnND Z &y

o [ERMCIFESE 2 FOWMIHEZE T L7212 4 FEL LOBRKRREREZE L T\ 5
ZE, OB, 3HELLEIT, TBILERE DD ASRY L G e EA b a R S DO IR HE %
T TCWNWAZ L,

@ BENOEFELEFREEDMEHIZONT
RGBT T 5 BT O L S, RN D OFRE N, Ao - &
PRSI MO E LR ONERTEE (26T 2 iR, AEFSNRE LHAE0WE
B SERESHIATON A REINE S TWDH L,

*®

11




@ BIEA~DOXRIZ2OWNT
@-1 HEFkmIC 3 2 B4

M PERTR B D IS 2 BITEA N AE LB, 24 BERESIRIEHIO T, Mikhaak X
MR (23T B L2 BIERNICIS U CARBEE B KON CT ZOFIVER ORIz 4
ZIRRAEOR RN L AIE O, B HITRISATREZRARI R > Tnd Z &,

@-2 BEREFEICLIFFFRNNCHET 28 S

DS AIRZHE D 5 B I ik e OB 2 A3 o IRIRIEFE DNEWEH =421 v 7
EBFOTEROAR TV —=0 7 24T O ERE Ll 2 G TE 2 F — L ERA 235
SN TWnDZ L, ek, BREAFIZOWT, DABRE LEZOFBRICHoICBAmsInT
W5nHZ &,

@-3 BIfEFROBBRISICE LT
RITER (FEEATR A, FFAERERR T « AT 2% « BELMEIRE 2R, Poibas (HURIREERE

(

. BIERREEREE, TERAERERES) . BEE (MEMEBRSE) . infusionreaction, K
NBd% - EEED TR, 1 RUMEIRIA ., R - BRI RRIE ., (O, BEIEFEEIIE, BERAK.
Go e M NS E | 2% | B 0D B S IR | R IE S (77 v - N —JERIEZ 5 T0)
(LFREDE R O FEEEAT P ERIBAE . 1AL 2R AL, BER . REFEREEE) (T LT, 4
At ER AT AT BB O BEFIPE A A3 2 AN &EHE U (RIEH o2 Wr-extic iz B LT
FEROIEEZZTONDIRJMCHD 2 L), EHITHURLED TE DRGNS T
WH Ik,
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5. B#ExtG Lo BE

[B2hHEIC B3 2 ]

O FERFEH O ~IVAOFETH O B RE (RiE B ES e EF IR 505 L 220 5
L) KT A, AKFE, TFda T, LRKRYF—h, FXRFUTIITFURK
O R XN (FLOT) & OPFREEIC X DHTRT « ik F D% DR
FIHIME 512 K DINERMBIEIE DG MEN RIS TV D,

@  TRRICEYS T DARAN OG-} O H T IEIZOW TR, AFNOB LN HENL S TR
59, ARAOEGRG L 72 B0,
o OTAERHFOEZMEN R EN TV WM OFUEMEEA] & OG5

@ FEELFES IR (MATTERHORNRER) (2B C, AR T AL O T BOKEM
BT, R IREE & Ll U CARKI O RE CEFS e NOSANE £ 3~ D |71 338 D 7e
MoT=Z e, BRFHA TAR O IBOBE BT, AFIFG-LIA D15
DEE ST 52 L,

(Z IR 4 2 9]

O TFTRUSEY T 2RFIZOVWTEIARAOEENEZ L SNTWDLZ b, &HEEIT
oY AN
o KRB ORI UIBEBUE DREERED & % BHE

@ WHHIOTHRICHE T FRICHES T 5 BEICOV T, AR OB SITHER Sy
75, MOHERIREN 72V AR | HERICAFIE AT 5 2 L & BB T 2,
o BVEPERGSCE (HOHBITIRG 2 G 10) OB HME UL T OBHEED b 5 B
o BUETE (R CRITTE & R 5 B S SR PER S 48 O S (757

oY (%5
o ACRERBOSUSUTIENMERNZ5E L ITHREMED B SRR BOBEERED
b oHEBE

e ECOG Performance Status 2-4 1 o3

GED ECOG @ Performance Status (PS)

Grade

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

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

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

RONTZHDOEOEY DO L LNTERY, HFRO 50%LL EE Xy Rk 1-Cilh 27,

LIV, BOHOEY OZ L3 TERV, BRIy i+ T2,
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6. REICBRLTHETEHFH

o)

@

®

ATSCEFITIN A SOEREEER SR D B RME 1T D & AR O Fp K OV 1EAfE

O DIZ LB R ERZ HIZBE LTI 52 &,

TRIREBRLAIZIENE D | BB UL OFEITH MR etz -+l L, AR5

Thbo&ETLHZ L,

EREWEH O~ Y A MZONT

o [MEMEMERE (BURBIER 2 51e) Db bbivd Z End 50T, FIHER

(EEDAL, PEUR RIS, ngmk, REENE) OfER & O X #iR s o s, #8152
ATy 2k, Fa, DS UTRE CT, Mg~ —h —%0mE s E
M5 &,

* infusionreaction 3% H I D Z L3 Y | 2 [A]H LI O ARHF & 5FFIZ S infusion
reaction 23& HOIND T EDDHDH DT, A ERHIZITEREIBE OREL 15
(#1539 % Z &, infusionreaction 23588 HITZ G A ITHE U R LEZIT O & & b
2. EREIET 2 £ THEOWREZ +0I2HRT 5 2 &,

o HURRPERERET, RIBHREEE X N T REEERES N H 6L LRH LD
T A BB AR M O G- 31 i F 3 IS N ik e i A (TSH., 174 T3,
et T4, ACTH, M = LF Y —VEORIE) &7, BEORIEL 478
BT HZ L, £, MBS TEBMREFOEMGZRETHZ &,

o AFIOEEIZEY | BEORIERISITERT D EB 2 DDA IR BRI RE
WHLONDZ ENHD, BELTHITITV, BEPROONTHEITIE, @
FEDGPESNE K DEWER OB ABE L, WURENZK AT 2 & WE
DHPE SN L D EWER DRG0 255 121E, AFIOG- ORI, ik UTAE
HRERNVE L ROREFEEZET DL,

o FHKTHR, BOERNOH ARKE L COLEWERNRELT 220355720,
AR OEHET %I HRIER OB 3 ITEET D,

e AST (GOT). ALT (GPT). y-GTP, Y VU Lt %0 FH 2 0E 5 frkRerEs . iT
R, BACPEIRE XD B D Z LMD DO T, AFIFGBRIGHT & O 5-H1H
H3E AN ATRERER A 21TV, BB ORBE +0ITBIB T2 2 &,

o RAEREMER, REKEKEREFOBEENHHLOND Z ENHDH DT, AHAl
P 5-Biaa T L O G-I R o e W I B Re R 21TV BB OREEE 41T
BETL L,

o IHUBERIEN D oI, BERIFMES R TV R—Y RAZELZENRHDHDT, M
B, D, RMFEOTER OB BCMBHED LA HoEET 5 2 &, 1 3UBER
W EE DN HAITIE, A R VARG 5 EOBEU R AE 2T Z L

MATTERHORN FBRIZ T, LU IR L 72 RS A DE DR 24T > T iz Z

L EBBEBI, RAIEGPITEMRICEGR A TR OMREZITO 2 &,

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

o % 4 ML ERRIE % 230 T X AURTIRR BN IE O BAAART 28 B LAN

o INTRAHBDIRIEBRGA D © 2 T 12 B, Z ORI 24 H g

2B, AANOBEIIMRIMEEE S LT 2 BIE T, BRERIEL LT R EET
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1. IZC®IC

3R DB N « ZZRMEDFEMR O T2 DIZIX, IRASCEZ ISV 2 1 20 23R 0
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & ORI 72 J R 1E A%
FPEMMAERINDH T, IO OERNZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R T #2016 (AL 28 45 6 A 2 A BIRERE)
IZRBWTH, FHERLEOHHORE(LHEEZXS Z L& TWna,

FORERRE PRSI, RBERS 2T 1 7 7 A VSBEfF ORI & B 5 )iz
B2 ERNBHD, 2O AMER ORI T 2 WA+ ST 2 £ TOR,
WMHERLOBEEEZIT D2 ERPR SN BEICR U THEMAT S & &b, BIE
HIDRBL LT BRI LB R kS 2 & D Z & DS AIBE7R — E D B 23 7 3 = A B CfE
THZENREETHD,

L7ei3o T, RAA BT A4 Tk, BARBEES I E T LTV D EFLIRER -
R R S-S & | LT ORI O il 7o 68 2 HEE T 2 8L b B B0k B %
HROEEFRHEE T,

¥, ARATA BT A %, MSIATEUE N ESE S EREIRR O . AREETEAN B AR
BRI P, — M ERTE N A ARERNBH ES BEFREFITEEE A B AN 22 & O
—RAEEEN B AR ER TR OO b EAER LT,

KB EMRBDEIES T a2~ T GBI Z)

REERDIEIDE « UIBRARR 22 SR Pl T O I/ INAR ATHE |2 35 1 D ARTE B L P UR BRI 1L %
DHERPRIE
BIBRAHEZRHEAT « P38 DI/ INHI R i
FE/ NI |2 33 1 DR - IR A B E

KEERDAERORE « (BIBRAREZR R FTHEST O FE/ INHRE AT (2 36 1F D ARTERI L iR B 15 1%
DHERFRIE)
WE, EANIET 2 =7 GBIsF##z) & LT, 1A 1500 mg
% 4 ARG T 60 43 LA 2T TRililseE+ 2, 5T 12 7 A M
EFTET D, 1220, KHE 30kg LT OBZED 1 ElEG&EIT 20 mg/kg
(kE) &95,
(BIBRAREZ2HELT « P8 DI/ IR it
LAY A= (GBI THIEZ) R OASRYUEMELA 2 & Teflodt
FEMEELS A & OB T, @E ., AIZIET 2= 7 (BT
AL Z) L LT, 1[E] 1500 mg % 3 BT 4 B, 60 73FLL E2T T
SEHET A, FOK, TalowT GEETEHZ) LT, 1H
1500 mg % 4 HEMRKIFET 60 73FLLE2NT TREEHET 5, 72720, 1K
H30kg L FOLAED 1 B G-&1X 20 mgkg ((KE) 75,

2




(/MR Rt 2 33U BRI - I ABh R

TR B S Cld, M OPTENEIEE A & O PV T, @E, A
7 2~ 7 B E#Z) & LT, 1181500 mg & 3 1 AR
T4 EIET, 60 ML ET TRIGFHET 5, D%, iRl T
%, T a w7 (Bia R z) & LT, 1R 1500 mg % 4 @E#H
W& C 12 [B1E T, 60 ML BT CTHREET 5, 72720, KHE 30kg
LLTFOSAO 1 El#EE 21X 20 mgkg ((KE) &35,

UBCN T A S N 7Ty = e

(%)

R AU A~ GBE B OMEEUIRE., HEROH &
SRE TSN IR « GIBRAREZeHETT « T8 DI/ N ifa
MEROHE : 7T a0~ 7 GERIB TR 2) K OESRIUEMEIEEA 2 & Tefh O T
JEEAI L ORIV T OB AICIZ P L A Y A~ 7 GBI z) & LT, 1 [ 75 mg
Z 3 AT 4 8], 60 ZRHILL BT TRIEFHET 2, 20k, 7THEMORREA 22T, |k
LAY AT (BT z) &L T75mg % 18] 60 /MLl B2 CHREiET 5,

FRAGRERIZ I 1T D5 FA O ML - &L 13, BRG] oI (P5~) &




2. AANOFE. TERBF

T a7 (B z) (BUF TARA) 1%, & b programmed cell death ligand
1 (PD-L1) (k325057071 Glk (IgGlk) V727 7 Ape MMt ) 7 o—F )L
R TH 5,

CD274 (PD-L1) (. AKANICE W THURERMEFIZHBLL T | EHkLcY
VORER (THERE, BA@L VT =7 0% 7 —Tfild) FIR8i4 % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, s 2 AIZHIET 5 & & 2 53TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F 7=, PD-L1 %, 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 L7-#RB&IE, MGG S HURR 2R 72 T MIRE 2> & O BB 4 2 [a]
BETHHEFDO—o L LTEZLNLTVD,

AANL, PD-L1 OAMESMEIRIZHES L. PD-L1 & PD-1 OfAEMET 5 Z L&k
D BAPURRRR) 72 T MO MG ETEE 2 R U, BB ORI 2 s+ 5 &5 26
nTna,

AFNOVERMEFFZ IS B ORERISIZ L DRIERZEN & b b, EE IS
BLAREMEN D D, REANOEGH R OEG#ZIIL, BFOBIEE 512470, BERGR
D BTG AEITIL, FBL LT F 50 U BB malk & BRBR A4 D[R AN & dHs L il
G 7o 8RR W 21TV IR DSIE I L D RIWER BB DL 556121, BRI RE AL
TR OBRGEDOEORIE ZAT O BN H D,



3. BEREE

YIBRASRE 72 R FTES T D FE/ NI BRI | 2 38 1T D ARTERI L 2R i R 1 D HERFRE . Y)
BRANREZRHELT « F-38 O FE/ N e K OSFE/ N e (2 3 1 D ATRIT - I a Bh i o 7K
SRR B 21T - 7= B2 B R BR O i 2 o1,

[ 2hE]

O FEEIFEF AR (PACIFIC #5R)
D bl 2 YA 7 DAL E T ARG B O R 1 DR R T 338

D B IVZe o T YRR BE 72 R PT A T O FE/ N e fifigeE 225 (WHO Performance Status 0 X
X 1) 713 B CRFIRE 476 B, 77 & ARRE237 41) (AARN 112 6] [AARE 72 61, 7
BAREE 40 F1] ZETe) EXRIC, ALPEHRIRIEIL T4 42 B LANICAHA] 10 mgkg £
X7 7RG 2e L. 2 R (CLT, TQ2W]) THRIEFHE L & & DHL)
PR OLEMEZRE Lz, FEFEEE Th 2 PO fEIc L 5 B EAR R (LUF,

PFS)) (Il [95%EHXH]) OfERIT. AFIHET 16.8 (13.0~18.1) A, 77
TARBETS.6 (4.6~7.8) BHTHY, KANTT 7 2RITH LFEFHFICHERIERE % R~
L7z (NP — R 0.52 [0.42~0.65]. p<0.0001 [J&5 log-rank FiE], 201742 H 13 H
TR 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 LD PFS O HEfFHTRED Kaplan-Meier BhfR

Fio, b OOFEFEER Th 2 E2AFHF (LT, ToS)) (Ml [95%(54
X1 © 1 [eHOHRfENT (299 DA X2 M) OFESIL, AFIHET NE™ (34.7~NE)
A, 7T EAREET28.7 (229~NE) ZATHY, KANLT 7 EHRITx LFEHEIICH
BRIEREZR L2 (0N — RE 0.68 [0.53~0.87], p=0.00251 [J&5] log-rank #iE., A&



AKHUE (HEA]) 0.00274], 201843 H 22 BT —X 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 OHEfENTEFD Kaplan-Meier HifR

AARNEEEEM 112 6] CRFIRE 7261, 77 2AREE40 1) @ PFS (P fl [95% (548

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

(A

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

HATHoT= ONF— KL 0.96

[95%(FHX R : 0.48~1.92], 201843 A 22 HF—4

Ay NET),
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 OOSD F Ef#HTRE (O Kaplan-Meier H R

(£ : PFS. £AIX : 0S)




(PD-L1 FEHLR DR DA M e OV 4 )

ER AL [E 2B M AHFER (PACIFIC

) ITHEAANDNTZBED S b, EEHERKIZB

T PD-L1 %8 L7 EE MR 5 52814 (LAF. TPD-L1 815 )) (2B 2 15 H@0 5
LT OEE DT — XIS & PD-L1 BB RB T 21T > T 90 &
OCZEMEDORERIZUTDO LB ThoTo,
HEHMEIZEI LT, PFS XY OS DWW T HUZEBWTH PD-L1 BEEMUDNEE T TR
BRI D ARFIBEDO NP — RN R E S R OHAARD b (X 4), PD-L1 JEBLE
D3 1%A K& OF PD-L1 FEELE DY 1%L EOEE LI 5 0S @ Kaplan-Meier HifRi
Ks5poLkh Thol,
728, PD-L1 OFBRIZI 6T, KFOLEWT 0T 7 A VTR TH -T2,

AR B (%)
M IR
S HRE —@— 214/476(45.0%) 1577237 (66.2%)
PD-L1 TC 225% e 48/115(41.7%)  31/44(70.5%)
PD-L1 TC 1<-<25% ———— 36/97(37.1%) 28/47(59.6%)
PD-L1 TC <1% —————————— 49/90(54.4%) 40/58(69.0%)
PD-L1 Unknown 81/174(46.6%) 58/88(65.9%)
T T T T T
0.2 0.4 0.6 0.9 1.0

HR (95% CI)

0.52(0.42,0.65)

0.41(0.26,0.65)

0.49(0.30,0.80)

0.73(0.48,1.11)

0.59(0.42,0.83)

215860

PD-L1TC 225%

PD-L1 TC 1-<25%

PD-L1 TC <1%

PD-L1 Unknown

(£ : PFS. X : 0S)

op 2 3

.......

S
T5eR
/\Y— FH (95%Cl)

NE (20.8,
NE (27.3,

Median OS (95% Cl)

1.36 (0.79, 2.34)

NE)
NE)

s TP

0 3
Number of patients at risk

A5 9 88
F5tR 68 56

84
47

9

81
45

2. .15
72 65
4 43

X 5

18 21 24 27 30 33 36 39
EERID S0 M)

56 50 45 . 85 20 7 3 0

40 36 35 21 " 8 3 1

PACIFIC

42 45
0 [
1 0

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

AR B PARR (%)
M Itk

183/476(38.4%) 116/237(48.9%)

37/115(32.2%)  23/44(52.3%)
33/97(34.0%) 22/47 (46.8%)
41/90(45.6%) 19/58(32.8%)
T2174(41.4%) 52/88(59.1%)

X 4 PACIFIC RBRIZEIT 5 PD-L1 BEMRHAITO PFS KR0S D7+ VA hFua vy b

HR (95% Cl)

0.68(0.53,0.87)

0.46(0.27,0.78)

0.60(0.35,1.03)

1.36(0.79,2.34)

0.62(0.43,0.89)

T
0.9
08
07
06
05
04
03

0.2

=,
.......

0.1

0

s atattan

g
TS5k
\H— FH (95%Cl)

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

29.1 (17.7, NE)

0.53 (0.36, 0.77)

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

.......

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

165 156 134

52

21

24 27 30 33 36

EERDIII S0 BWE(R)

46

105 62 34 12
41 29 17 7

RERIZB1T 5 PD-L1 EBURPLAITD OS D Kaplan-Meier #hfR
(£K : PD-L1 #BE<1%DHEEHEM. HK : PD-L1 EEHR=1%DHEEM)




@ EEILFES IR (POSEIDON RER)

b EAIETE O 72 WU BR AN BE 72 AT - T3 o FE/ N e idi s AR 3 (WHO/ECOG

Performance Status 0 X% 1) 675 ] (A#HI?+ ML AV A~7 (BinFf#az) (BLT,

[hL AU A~T ) 24 Aaidf 2 E it s URAIDEREE 338 #il], Aaffa2
T P B [ef AR 337 1] (A AN 49 6l [ARAIDFFHEE 21 6], xPHaEE 28 fiil] %
aie) ARRICT, AKHL P AV AT ROBESRA L ST FRIEEZ DR E LT
B DA VL RMEZ G LT,

0S (fF ol [95%(5HEX[]) (536 DA X2 F) OFEHRIL, AFIGEHRET 14.0 (11.7

~16.1) # A, *EEET11.7 (10.5~13.1) ZHTH Y, AFIOFHBE T BBk L
PHNCHBERIERE 2 Lis (O — R [95%(E#EX M1 :0.77 [0.650~0.916] ., p=0.00304
[J& 5] log-rank K&, A B AKYE (WA 0.00797]1, 2021 %3 H 12 HF—4 h v b4+ 7)),

at H W

D}

op

*1

*2

*3

AR 30kg BB TH Y | LPORTEK A A (BUT. TEGFR)) AR T REEVEDORDE Y v/ JE

¥ —1t (LR, TALK)) BABGFREOBENRSRE Sz, 727 L, RE BRI/ N
B YT Kirsten 7~ MATEY A L 2B T AT T 7 (KRAS) s RS MH o BE 1T EGFR &
BT ERLNALK B G BETEROBRELZ FHE L7202 ERTFR I,

AFN1500mg KON LAY A7 75mg 550, 3, 6, OWHICHK 1 &L L, Z0O%% 12 HE
D HAK] 1500 mg & 4 BRI (LLTF, TQ4W)) TRE L, /-, F16HAIC ML AV AT
75 mg % 1 [EEEE LT,

SBHEEE 1A 7 LE LT, O U FFEL (TAT I UBER) (81, 8, 15 B BIZ 100 mg/m?

) AR TTF (1 HBEICAUCS Xt 6 2#5), @7avaEer (81, 8 HHIC
1,000 mg/m? Xi% 1,250 mg/m? 2t 5.) + A7 7F > (FE1HBIZ TS mgm? 2#&5) HLIEh
NRTZF (81 ABBICAUCS Xt 6 #H%5) (RFELEEEDOAR), XI@NA ML¥E R (6
1 B HIZ500 mg/m? Z#h) +3 A7 F7F > (1 BBIZTS mgm? 2#&5) HLIZAAVRT T
F (1 HBIZAUCS T 6 ##&5) GERFELEEDOR) OWTinsg 434 7 b Uiz,
KTHBRETIE, MEEHWIENTHAESHIZ 2 PA 7 VETEBIMAE LTz, @A MLFER+H
SRIRBEGHITFEPET L TCORVEEIZ, <A FLF B R (500mgm?) MeRRRE RAIDEA
RETIE QAW 5 XFIRRECIE 3 WE UL Q4W #5) 1TBIT L=,

104
oSHxfE (B) [ 95%Cl ]
FHI+ FLAY LT
s + BENAGRLSAERE 140 [11.7~16.1]
------- BEMF R A E IR 11.7 [10.5~13.1]
NHF—Fi (95% Cl) 0.77 (0.650~0.916)
06+
04
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 18 21 24 27 30 n 36 30 o LEY 48
at risk# SEARTH,r > 0ERE (B)

FR+ FL XY LT+ BSHRGRLEFESE

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

SLUAGRLEFEERE

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

Xl 6 OS ® Kaplan-Meier Hi%R
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@ HEBEILFEFEMAHRE (AEGEAN 75k)

BRIRIR ) I, A X3 HIB (N2) OYIER g7 I/ Nl it 8™ (WHO/ECOG
Performance Status 0 X% 1) 802 %] (HARAN 79 #il&&Te) ZRtGz, WaimiBhigiE L L
TAH & AaAZ STt PRIEZ PG L, 2 OB O Z ML & U TARAIZ H
Mpeh L7eGa ORAIDFEE 400 61 [AARN 37 Bl ETe]) &, ATc 7 7R E a4
RIH 2 G BRE R OFRIR G- L, INBIC 7 7 R &G L8A GHRRE 402 61 [H
BN 2B EETe]) S ORI LR RE Lz, 7ok, R I1C EGFR s T
ZERLPGVE L ALK A BAR T BETE SR S AV BB OB ek A Ak & 9 5 5T Z8 B A
1Tk, FHEIZ NS A AT S VT2 Y5k BB XA W HERRATRER S BTz (B 2k
MRS EIE ITT £  ARFIOFHEE 366 6, XFRARE 374 1), ZZRVEMENTRIX, 1R
BRI S e G- STz 799 1] CAAIFHIEE 401 i, St REEE 398 ) T -7z,

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

TEFSJ) @ 1 [51H O FRIfENT OSSR (Pl [95%E XM (236 fFoA <2 1) 1F,
AFIHHFETNE (31.9~NE) #H. *HHEET25.9 (189~NE) W HTH Y, KA
FEIIRT FRBR IR LIEEHFIICHE B RIER 2R LT (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—=Z0y h47),



EFS RRfE (A)[95% Cl]

— REGF AR NE [31.9~NE]
1.0 - pof:ickd 25.9 [18.9~NE]
NF— K [95%CI] 0.68 [0.53~0.88]
(2022 11 A10BF—%2Hh v b4 7)
w 0.8 -
1
~
{
& 0.6 =
T
2
&
0.4 =
0.2 =
0.0 7
1 1 1 1 1 1 1 1
0 6 12 18 24 30 36 42 48
EEABS,SOHIM (A)
at risk 4%
ARHFIGEHRE 366 271 140 78 49 30 11 1 0
paiieisa 374 257 136 74 50 25 13 1 0

X7 BB TS FREEICE S EFS @ Kaplan-Meier HifR
QI2ENAI0ET—ZIy bE7)

*4 : EERIR L American Joint Committee on Cancer Ji #1458 (85 8 i) 12E2 <,
*5IRANC, AERAZ & bFRE E OO T T, AH 1B 1500 mg i3~ 7 AR % 3 HHRMRET

*6 :

*7

BR4FA 7 VG L, I, &A1 E 1500 mg 37T R % 4 BWREKECTRKR 12 31 2
NFEE LT,

{bFFEOME - HEZ, 3EBE 1A 270 E LTUTOWThaNB&RINT,

YR 2 v hebs A PN

OZ7 U &%k (81 HEIZ200mgm?) +HVAR77F > (81 HHIZ AUC6)

@7 Lrvxbey (1 KO8 HHBIC 1250 mg/m? (AATIE 1000 mg/m?)) +> A7 75 (BB 1 H
HiZ 75 mg/m?)

R LRI LT,

@A MLFEFR (51 BHHIZS00mgm?) +>A7F7F 2 (%1 HHICZ 75 mg/m?)

@A MLFEFR (1 HEBIZS500mg/m?) +HAVARTZF > (51 HEBEIZ AUCS)

BB, QUG SWT, BEUBARRLRG A, VAT TFrNHANKRT T F AU 2 FRE
L &Nz, @QIZONT, FRIREND D BE XLV AT T F NCHBREN 0 LIl S B
I ATV LIV RTTF e (351 HRICAUCS) ICEEAREE Shiz,

SHREEICEI D i SNz b oD, IFBHERIEDRYIDY A 7 MTB DTS TARHFIN 1 [E#F 5
ENic 1 BIRS, RN REN TIIARIGERRE E LCERY b=,

s BRI RS LT 99.0101%(E#E X 1% [0.48, 0.96]
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[Z41]

O HEEIFEF RS (PACIFIC #5R)

BEREGUIARAIRE 460/475 B (96.8%) MK ONT T & AEE 222/234 5] (94.9%) 1258
Nize WTNDAOTEREE ORRBERENGE TERWAEEFR EIEH) X, 2hth
322/475 B (67.8%) KON 125/234 Bl (53.4%) (2§D HiL, D 9 BHILTH] (Grade 5)
X, FRER 7475 61 (1.5%) KTN3/234 5] (1.3%) Th oz, WTIORETRIER
5% EORIERIZTRDO LB Thoto,

1 WIFNHOFETRBEEN 5% EORBIER (Z2MEMITHREN) (PACIFIC RER)

TERIRDIE | BEARGE BIEE (%)
(MedDRA/J ver 19.1) AFIEE (475 B) 77 2R (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 A 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

Jififig 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

¥, UTICEEFEREZESORIEHREBUROEG R 2 R"d, AFFICBNT, M
BN (il 2 &) 66 61 (13.9%) . FURAEEER FIE 50 %1 (10.5%) |
R IR RE TUEEE 33 4] (6.9%) | ITHEREFR T 20 f4 (4.2%) | infusion reaction8 51 (1.7%) .
KIG 2 61 (0.4%) . BEED FHFI2 F (0.4%) . BhEE FEEERE) 160 (02%) |
1 BBEIRIE 161 (02%) | BIEEEEERETE 1 61 (02%) @o bhviz, o, %k - B
R, DR s. BEUEREEAE, T ERARRREIEE . BRI, St MR IEE K OY
TRIFFERIBHIRD SN2 Do T2,

@ EEHLFEFE I RS (POSEIDON #E)
HEFELIIARFIOFHREE 321/330 5] (97.3%) KOS BREE 320/333 1] (96.1%) 125880 5
N, R ORFEBRBEE CERWAEESRS (BIEH) 1L, 224 306/330 4

11



(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, WTNUODRETIHILEN 10%LL 1
OEWERIZTTEDO LBV THhoTe,

£2 WTNOOBTREEN 10%LL EORWER (ZtEMTHE4ER) (POSEIDON #B)

R L RARSE B (%)
(MedDRA/J ver 23.1) AFNOFFEE(330 ) KT RRRE(333 1)
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(44.4) 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

B BB R T i 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

g 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 HRER B 35(10.6)  24(7.3) 0 57(17.1)  25(7.5) 0

723, LU T I BE RS 2 5 T RIE R ZBUIRI O FHE R 237, AAIDFRERIZ VT
AFIAE R LAY b~ T L OREBMRDGE TE ROEVEMEMEE 15 61 (45%) . K
I7% 16 B (4.8%) . EED FHI2H (0.6%) . {HLEZFL 1 H] (0.3%) . HIRIREEE
{5 TE 34 B (10.3%) | FUIRIREERE TUHESE 21 B (6.4%) . RiIEHEREREE 6 61 (1.8%)
TIEAHEREREE S 6] (1.5%) . 1 BUEERRSS 1 61 (0.3%) . FFREREREE « T4 - LA
BRABHI (14.5%) . EhEE (MEMERRSE) 261 (0.6%) . iz - B EARILE 2 B

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

12



E(XFT s NU—SEEREZET) 16 (03%) . M 161 (0.3%) | SR 761 (2.1%)
RO BT, T, EIEMEIE, BERER N OFRFERBIIRO oo T,

@ [EEEILFEZ O AR (AEGEAN #BR, 2024 5 H 10 A7 —# B> A7)

B EFGIIARAIGEHRE 387/401 B (96.5%) e Uvk FREE 379/398 5] (95.2%) 12388 &
iz, B L ORIRBRA G E TE RWAFEFS (RIEMH) 1L, £ 224/401 4
(55.9%) TN 1807398 f3il (45.2%) IZBDH HAL, £ D 9 BLILLH (Grade5) 1%, ENE
AL 6/401 B (1.5%) KLY 0/398 fil T o7, W DORETRIEN 5%, EORIEM

IITERDOEBY ThoTo,
K3 DTNHLOFFTREERN 5%ULORIER (ZEMMITIREH) (AEGEAN k)
R L RARTE B (%)
(MedDRA/J ver 26.1) AFNOF 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

TI3=vT I T URT 22(55) 2(0.5) 0 15 (3.8) 1(0.3) 0

= I —FHNN

2044ES A0 BT —% by v A7

¥, LTICBEEFER 2 S 0RIEHRBBUR N OEF R L R~ T, AFIOFHEIZB
T, RVEPERR R (il 2 &) 26 61 (6.5%). KIB% 2 B (0.5%) . &pEE
(VB PERE %) 261 (0.5%). HFHEREFRETE - A - mE(LMENRAE 2 47 1 (11.7%) . AR
BRBEBEAR T E 45 511 (11.2%) . FURERFERETLHERE 17 1] (4.2%) | BB A& RERE T 2 51 (0.5%) .
THAFEREREE 2 1 (0.5%) . 1 BUBERIE 1 61 (0.2%) . DAHZE 161 (0.2%) . FEAER,HE
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THE 161 (02%), Mg 1 B (02%), #higkES (F7 > - NL—JEREEZET) 4 6
(1.0%) . infusion reaction4 il (1.0%). B DOREREDE 1] (0.2%). SR 2 6 (0.5%)
WO BT, £z, EEDO TR, MR - MEUHRIE, FEEWELG PERBUE, HLE
ZEfL. BEMESE. S MR IMRIBAME K ORFERIBH IR B2 o 72,

[ - H&E]

AR ORHE MY BREfRITET VA2 W -3 2 2 L—3 3 2 XV PACIFIC iRBR D
BFLRNTAA] 10 mg/kg 2 Q2W XX 1500 mg % Q4W THH- L7z & & D il PR EN
BatSnie, i, AHOBRE —JUSITET LMy Iab—yaick b,
PACIFIC 38k O BEEFIZAA] 10 mg/kg 2 Q2W X 1500 mg % Q4W T H L7z & %
D 0S Bat & iz, TOFER, KA 1500mg Q4W #ZHHFD Chinss 1Z. AH] 10 mg/kg
Q2W $5-RE D Crings & ol U TR Z 9 & PRS2 H DD, 10 mgkg QW K 5- &
1500 mg Q4W #%5-& DT, OS [T ZRIFTFRD b e Tllahz, £, K
#1500 mg Q4W X 5-HF D Cnaxss 1. A 10 mg/kg Q2W & G-HF D Canss & HL#E L TR E

ZoR T L PRSIz H DO, PACIFIC RERIC W TAHI 10 mgkg QW %5 L 7-FR DR
o et L ORI BE TR B o 7o T & K OME AL N it B

IZARZE 1500 mg Q4W Bt 5 L7=BROMRFE & & 2t & ORI BE TR S e
ST Z Enn, I/ NIEAEBE IV THAA] 1500 mg Q4W £ 51X 10 mg/kg
Q2W Hth- L RIBRIC AR AIRE L B 2 Tz,

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

A% - A= BEHY AUC;s (ug-day/mL) Crmaxss (Lg/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 : EFIRREICE T 2% 5.4 28 A MO i iR — R HhHR TS, Crminss
TEFARIBICE T 2 BB PR, Cmass : EFIRIBICE T 2 @ Mg P iRE (GRIEK TR

14



4. HEFRIZHOWT

EH G Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G2 VR ARTE B~ {7 /) (]
W DHER Tl > T, AR OGN 72 EE ZZW - FrE L, AFIOFGIC LY HEE
7REWER 2B U TZBRISIS T 5 2 & DB 7o D LU DO~@DF T i 72 7 i
RIZBWTHEHAT 2RETH D,

O iz o>WT

O-1 Fi2d (1) ~ (5) OWFNPTEYT IR THDHZ &,

(1) BEAETEREDGET 203 BN SRR (BE IR DS A2 s HE AL S
e, Hulhs AR HEILAURPE . Hites U2l 7s &)

(2) FFEEHEEETRRT

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

4) RAbFIRIEREZRE L, SCRIEG L FRIEZ R 1, S RIES LA REZ R 2
I KREIGAC FRIEZ IR 3 OMiER HEEI R D R AT > TV D Jifiak

(5) UMM A L5 B BN O st FHE LR D Ja tH 21T - T 2 fitaax

-2 filifes DAL SRR & B de 08 A SR B M OVRIE F 38 BRI O b i i 2 40 72 Jn
ik L RBR AR OEAT (FEOWTNMNTEY T HER) 2, Uik2FEROARBNCET 5
BEROEFEEL L TRHE SN TWD Z &,

#

o [ERMSIFESE 2 FOWMIHEZE T L7212 5 FELL EON AIEEDERMHE %
IToTWBHZ L, 95, 24 RIX, NARYEEZ T L L-RRBEESOHE %
ITHoTWVWAHZ L,

o [EHithIFEEE 2 FEOVIHHEAZE T L2%IC 4 L LOBKRRBRAZA L T\ 5
Z L&, OB 3FELLEIT, B O AR A G e R ERR S DO BEIRIHE 21T -
TWbHZ &,

© B OERMLEHRE B OEHIZHOWT

EHEMERE I F T 25 EE SR E S, BEERAE D OFmED, Ao - &
EYEEIEIOE O B B ONERZ SR D iRt AFFR0%E LG o®RE
¥, HRHSODIITON D IRHINE S TWDHZ &,
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® EHWEH DS ONT
@1 Jaak Rl B3 2 2

VR M At B (RO RIS 2 &) S EEZRBIWEN S HAE LI2BRIC, 24 BER2 0%
RO T, MR I TEEE MR IV T, BB L2 BERICIE U CABRREB L O CT
LORIWER OB LB RAORERZY A IS S, B HITKHG rTEE 22 A 235 -
TnWoH ZE,

@2 ERMEFEEIC L DA FFZAIITET 5 2t

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

@-3 EHWEH OZWrRSITBE LT

RBIVER (MEMERRE (BORBEilRE 2 5 te) . IFHReRES - IR - sk PEIRE 2%
W WiESE (HURIRAERERE . RIBPRREIRE . T RABREESE) . BREE (MEMER X
%) | infusionreaction, K74 - EELD TR, 1 BUBEIRIA . 9% - RO BUARIE . L5 2%
EIEM M AE, BB MR M SR E . M, B O R R, fhRkkEE (X7
Vo NUEEREE G Te) | ALSEIRIEOF IR O B A TR ERIE . AL B AL, LR
IREFEREE ) 1Tk LT, Makhtak T PR B O P 2 9 5 Al & L (E
TEROZEr-CRINIZE L THRER IR AT ONLE&MEICHH 2 L), BB
LB TE HIERHINE S TN D Z &,

N

A
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5. BEXR LR DHEFE
(bt B3 % 3]
O TROBHFITHEY T H2HEHFIEICB WO TARAER G OFIER RS ILTV S,

o HARAIZ S T RIB L F R AR PR DR IR EEI TN S iv7e - 724
FRANEEZ2 P T O FE/ N g (Stage T (2%~ D HERFRIEMTHIL D R
HIZEB T HARK O HEAE S

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

o YIRRWIREZJE/ NS (Stage 11, IIIA % IIB [N2]) (/=72 L. EGFR &/x
TR T ALK B E B TG CTH D Z E MR SN TV D BEFI1TERL)
R D ARHE AR A2 G TSR & OO BT X DIFRTHBETE,
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,

<@ bRy >
HINKRTTF U RONNT Y X XH )L

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

<R bR >

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

@ TFRUISHEE T 2 BE T 2 ARAN OB G K O TR OV TR, A OFZED
ML SN TE LT, AAOERGXR LR LRN,
o B 2 S AR L T BRIE O IR IRIE O 72 WU GE 22 R BT 1T O
FE/ AR BB X D AR OB 5
o B 2 S AR L T BRIE ORI BET 0358 0 b T2 YIBR R EE
72 SR FTHEEAT D I/ N B X D AR OB G-
o O THEAIDOAMED RS TR OFUEMEIRE A & OO 5

@ AFNFEBRLFES MAHER (PACIFIC #BR) 2B\ T, 2AREN T 7 B REHI%
L CEEIMEER & S72 PFS KT 0S OEBMEARIES T3, 7277 L., 3R
HIZRFEHTHE R Tl 2 b DD, PD-L1 FBLRIZ L0 AN R D 2 LAVRIE S
HFRERDFEOLNTND Z ENnE (PTSH) ., YIBRARE e R ATHETT O I/ NI it 1
BT DRI EHUR BRI OERFRIEIZ B W TARBI 2 & 59 584 121X, PD-
L1 BBRGHER LT LT, GG HM 2252 L0 E LV, PD-L1 HHi=R
N 1%AR T D Z & BHERINTBFICBNTL, AFOEE O A EEIC
FIrd2 2 &,

17



72%. PD-L1 HEBLRZ MR T D720 DORADOZ W IT N % F OptiView PD-
L1(SP263) TH 525, LLF Ok %2312, PD-L1 IHC 22C3 pharmDx [# =] X
% PD-L1THC 28-8 pharmDx [# =] (2L ¥ PD-L1 FBHEZ R L, AFI DO H 0]
BERFNTHZEHTE D,

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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(2t B4 2 9]
@® Taﬂ Lﬁiéﬂ“é%% IOWVWTIEARFOERENEZRE SN TNDZ b, FHE1T
PRI L,
o KRHIDBSHTIH LIBUE OB D & % B3

© BIBRAREZ: RPTHEEAT O FE/ NI ITIE 12 35 1 D ARTBHI L P U SRR IE % OHERREEIC
BWT, TRRICZET 2 EE KT D2 ARFOEREGIZHOWTIR, ARAN DL D HESL
SNTELT, KAOEE[FR LR LN,
o RIGHULFEHEIHREIEIZ X U Grade 2 DL EORVEMERTEE B (BBt 2 &

T9) OIBNRD BT B
e WHO Performance Status 2-4 =V B3

@ YIBEARERHEST « IR OIE/ IR IV T, Fatlci Y 4 5 BE Tk B K|
DEEANZ DWW TR AR O 2D SN T LT AR ORGSR L2570,
e WHO Performance Status 2-4 “*V o B3

@ FE/HRRE I HIRAT - TR ABRIEIZIB VT, TSNS T 2B T 5
AHNOEGAZONTIL, RFNOLZEMEDHL SN TE LT, RKAlOTGRG L2 5
AAN
e WHO Performance Status 2-4 =V 0 @B

C)%%%®ﬂﬁ ICBWTFRICEE YT 2 BEICHONTIL, AFOFEEITHER SR
. MOIREEEIRIE A 2R WVIGEICIRY | HEICAKZMEHT 2 2L 2ZETE 5,
o MEMEMERE (L 2 5Te) Ob 5 EFEXTZFORERED & 5 BF
(LM 2 FH] @IS LARWSEAICRD)
. %%EQME?%E% D B FBFE S OV At 28 55 0D il SAE I 22 (s 7

S EE ([LEMEICET 2 HH] OIC%E LReWERIZRS)
- H Eﬁa&’ﬁ%@%@é\%ﬂ (TEPERY 70 L <X A3EMED B 2R B O BEERE O
b oHEBE

D WHO o Performance Status (PS)

Grade

0 Fo K MEARLIEETE 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 LRUCKHBERFEDTE2BELEEND,

2 BATHRET, ANDOHOELY OZ LT THREEN, EEIXTE R0, HHEO 50%LL FiZ~Xy R Tl 29,

RONTZHDOHEDOEDLY D L LnTERY, HFD 50%LL EE~y R2k1- Tl 2,

4 Fo<@iFRy, BADHDEDLY DI LITFEo7-L TERY, BRIy R+ Til I,
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6. WEICERL THETN&EFH

O WA SCEFITIN A, RIERIEEE DRI D ERME IS & ARH O R K OV
RO DI EREHRAE B L T OEHT 2 2 &,

TBRBHARIZ e D | JBE XXE OFIRICEDNEL Va2 +oa L, REZ2 5
ThroHEETLH L,

BIBRASRE 22 R FTHES T D /N I8 |2 38 U 2 ARTR B L2 WU B 1 1% O HERFIR A
IZFBWTIL, PD-L1 BER G R L7 L CTAKOE G RAIG 2T 56 Z EREE L
W23, PD-L1 FEBLE DR T E R WIGEITIE, ARFI O H o5 2 @ Uk L7z
ETRETHZ L,

EREER O~ XY A MMZHOWT

@

®

BRI (BRI 2 5 te) Db bbild 2 EndH 50T, FIHER
(EEIAL, PEUR RIS, ngmk, REENE) OfER & O X #iR 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] H LA O AAI#: 5-FFIZ H infusion
reaction 23 HDOIND T EDH LD T, A ERHZITEREIBE OREL 1+
(#1539 % Z &, infusionreaction 23588 LT G A ITHEUI R LEZITH & & b
(2. SRR EIE T 2 £ THEOWRELZ +0I2HRT 52 &,

FORIREEREFE T . BB REREE X N T A EEZE N H bbb 2 LR 50D
T A BB AGTT M O G- 31 F 30 IS N ik e i A (TSH., 174 T3,
et T4, ACTH, M = LF Y —VEORIE) &7, BEFORIEL 4728
BT HZ L, £, MEIDLS U TEBMREFOEMOZETHZ &,
AFNOEGIZ XY | WEOREFOSITER T 5 &5 2 Bk % R IE
WHLONDZ ENHD, BEELTHITITV, BEPROONTHEITIL, @
FEDGPESNT K DEWER OB AZE L, WURENZK AT 2 & WE
DHPE SN L D EWER D G0 555 121E. AFI OG- ORI, ik U3
HREASNEAFOBRGEZEET D L,

PeHRET %, BORN OB ARRE L COLRETEARRELT 2 nH 57290,
AR OEHET %I HRIER OB 3 ITEET D,

AST (GOT). ALT (GPT). y-GTP, B U LB %D EH 2 0E 5 FFHEREREE . T
R, BACPEIRE XD B D Z LM 5O T, AFIFGBRIGHT & O 581
H3E AN ATRERERR A 21TV, BB ORBE +0ICBIg T2 2 &,

PRANE FVEMER 2. RERABREOEEENH HOND Z LD DD T, KA
P 5-Biaa T & O G-I R o e W I B Re R 21TV BB OB E 41T
BETH L,

| BUREPRIE S & Bt FERPIES N7V R—=V RCEDZERHLDOT, H
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B, s, E%“@f%@%ﬁ%m%ﬁmiﬁ THaEET A&, 1 BIRER

W EE DN HAITIE, A A VARG 5 EOBEU R AE 2T Z L
AFKN D g R BRI kwr PACIFIC 3B CI3 & 5-B462°5 12 7 A X 8 HEIZ,
POSEIDON ik Tl 5-BRsA 5 12 L 6 B, £ D% 8 2. AEGEAN
FRER CIIIN AT BN IESE TiEA ., itk S WM, 48 WRFE Tl 12 BEICHZMED
Pl AT - T2 2 & 2 BB, AFIERGFIXESICEGRE TOROMRZAT
5T &, . YIBRAREZR R AT T O I INHIRL T |2 35 1 2 ARTRRI L U R
% OHEEFRIEIC T 2 AFN OB EHRIE 12 7 A £ <, F/NIR IR0 DT -
Tt i BRIk 9~ B ARAN O e 51 ANRTHIBIEE & LT 4 [0l T, IEiBIERE &
LTREETETDH L,

o
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BEfEHHEETA KT A
F a7 (BoFHEZ)

~ /N Rt ~

S248 A (FFf184 6 AKET)
A s




ERN

A o e

XTI

RPN DK, 1EMET
FR R AR

G dSelANE
BhHRGR L 2D B

BEIZER L TRHET &S FH

P2
P4
P5
P10
P12
P14



1. IZC®IC

3R DB N « ZZRMEDFEMR O T2 DIZIX, IRASCEZ ISV 2 1 20 23R 0
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & ORI 72 J R 1E A%
FPEMMAERINDH T, IO OERNZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R T #2016 (AL 28 45 6 A 2 A BIRERE)
IZRBWTH, FHERLEOHHORE(LHEEZXS Z L& TWna,

FORERRE PRSI, RBERS 2T 1 7 7 A VSBEfF ORI & B 5 )iz
B2 ERNBHD, 2O AMER ORI T 2 WA+ ST 2 £ TOR,
WMHERLOBEEEZIT D2 ERPR SN BEICR U THEMAT S & &b, BIE
HIDRBL LT BRI LB R kS 2 & D Z & DS AIBE7R — E D B 23 7 3 = A B CfE
THZENREETHD,

L7ei3o T, RAA BT A4 Tk, BARBEES I E T LTV D EFLIRER -
R R S-S & | LT ORI O il 7o 68 2 HEE T 2 8L b B B0k B %
HROEEFRHEE T,

I, ARATA BT A %, MSIATEUE N ESE L EREIRR O . AREETEAN B AR
BRI P, — M ERTE N A ARERNBH ES BEFREFITEEE A B AN 22 & O
—RAEEEN B AR ER TR OO b EAER LT,

MR ERDEIFESL T a v T GBIG T Z)

KB E 7 BAREUIINR ¢ AE AL N R A
PR JR3 B8/ IR AL B L 2 5 U B ARTE B L B R R 1% O RERRIRE

R ERDRER O E - GHERIL NI i)
4 R PUBEM IS A L O hARY R EOPEFRICBW T, @i, A
[ZIET 2\ =7 (B z) & LT, 1[F 1500mg % 3
MMET 4 [\, 60 3Rl LT CRIEEHET 5, Dk, T 2b
PNV~ (BIETFR#LZ) & LT, 1B 1500 mg % 4 @k T 60
L BT TR EET D, 72720, (KE 30 kg LFOFAD 1
#5581 20 mgkg ((KE) L35,
(R R ISR L5 |2 33 V) 2 ARTVR I L2 B BRI I 14 O HERFIRRIE)
B RNZIET 2 b= 7 (B 2 ) & LT 1 E 1500 mg
% 4 W T 60 43 ILL E T TRl 5, &5 1M 24 &
AMlETcET%, 72720, IKE 30 kg LAFDHAED 1 B 5EIX
20 mgkg (REH) &95,

B E R 5 ¥ FH T AT ERIBASH




(%)

VAT T F U OBEX TR, IR O E

IER A ESSIE SN o i

RERORE : VA7 T7F L LT T70~90 mgm? (REEAE) 210 1EEEL, D7l
EH3EBKREST D, k17— E L, BEEBYIET,

NNRT T F O XITNE, HELOH&E

PIER A ESSIE SR TN b

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

T MRY ROZEEIIZNE., AELOHE

BHRESUIIZN AR « ifi/ IS e

REROHE : = AR RELT, 1 HE60~100 mg/m? ((AFRHEFE) % 5 B BHEG T
EL, 3BEMARKRESTSD, Zhvxzl1r7—nb L, HEEBYIERT,
7k, BHREITEE, ERICEVEEERT 5,

FRIRERER(Z 31T 22 5M o ik - MEIE 13, BRG] OHE P5~) 2



2. AANOFE. TERBF

T a7 (B z) (BUF TARA) 1%, & b programmed cell death ligand
1 (PD-L1) (k325057071 Glk (IgGlk) V727 7 Ape MMt ) 7 o—F )L
R TH 5,

CD274 (PD-L1) (. AKANICE W THURERMEFIZHBLL T | EHkLcY
VORER (THERE, BA@L VT =7 0% 7 —Tfild) FIR8i4 % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, s 2 AIZHIET 5 & & 2 53TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F 7=, PD-L1 %, 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 L7-#RB&IE, MGG S HURR 2R 72 T MIRE 2> & O BB 4 2 [a]
BETHHEFDO—o L LTEZLNLTVD,

AANL, PD-L1 OAMESMEIRIZHES L. PD-L1 & PD-1 OfAEMET 5 Z L&k
D BAPURRRR) 72 T MO MG ETEE 2 R U, BB ORI 2 s+ 5 &5 26
nTna,

AFIO MR IS < B DS SUSIC & BRI 2B b b, T XTSI
5 RN D B, AFIOR IR OB GHICIT, B OB % T, IR
> B AT SN C I, FEHE LT RITIE U T SR 072 S0 & 8058 % 5 D BRI 1 s L
GBI AT, MEORIERISIC X B BHEAN DI AL, BB TR
LA GO 2T 5 BEN BB,



3. ERPRAE

HE R N R e A OSSR NI R T8 L 2 38 1T 2 ARTB UL 2 U SRR 1B DHERFIRTE D

TRERIF I Z R 21T 72 BRI O BE 2 7~ 37,
[ &E]
O EREILFEF MAHFER (CASPIAN #ER)

{BSPREIRE D 72 v AR N R Arfies A8 58! (WHO/ECOG Performance Status 0 1% 1)

537 B (ARAI & AR PUEMEIRER (WA T T7F oIV AT TF ) += bR Y R)
[AFIOFHRE 2268 Bl ], B RPUENEEGA] (WA RTTF I AT TF ) +x
MR R D FREES269 611) (HACN 34 5] AFIGFHTRE 18 B, S IREE 16 #1]) =& Te)

ERGUT, AR, AERPUEMEES (WARTT7F U ATTF ) KO= bR

¥ REOEHE G LT GG OB IR VL2t 2 Gt LT,

HRREIRHT OFE R, EEFHIEE ThH D OS (FRAME [95%(E X R]) (336 DA~
YR) VR AREIGHHRET 13.0 [11.5~14.8] HH . AT 103 [93~11.2] WA TH
V. AAIGE B BRI LIS PIIC A B RIER 2 s LT (AN — R [95%(548
X1 :0.73 [0.591~0.909], p=0.0047 [J&)] log-rank &, AE/KE (W) 0.0178],
20093 A 11 BT =%y hA7),

*1 : {KE 30 kg #7>>@DAmerican Joint Committee on Cancer (55 7 hR) DIV XIZ@IRHFHIFIZ o7 285K
DGRt B3 L < 1FNES,/FE 2K E W 2 80T X0 THES FTRE 2R MUR G 1l C B — IR
BAICIE VD & 570 T3~4 OBREDBHAAN LT,

*2 0 AH 1,500 mg KA VAR TZF o (AUCS5~6) XL AT TF 2 (75~80 mg/m?) DWW %
KA 70D 1 HEIZL, EHIZZ AT K (80~100 mgm?) #KVA 74101, 2, 3HBEIZ3HA
EIRIRE Tk 4 V1 7 V4%, &K 1,500 mg & 4 BRI C& 5 L7,

*3 . WIVARTTF 2 (AUC 5~6) NI AT TF v (75~80 mg/m?) OWITN»1%EKYA 7LD 1 H
iz, 62 FARY R (80~100 mg/m?) &Y A 74?1, 2, 3 A BHIC 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 PRI O OS @ Kaplan-Meier i (CASPIAN 7t5R)
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© HEEILFEF AR (ADRIATIC 3X5k)

HRVE A [ RE AL 2 O MR ™ 12 (R AR EEA T 2338 80 & AU 72 W BR R ZL /I il e f e R
(WHO/ECOG Performance Status 0 X% 1) 530 1] (AFKIRE 264 6, 7 F & R 266 1)
(BAN 50 6 [AFIBE19 B, 77 2REE 31 Hl] 2&Te) 2RI, (LM Rk
T 42 BUNIZARRI UL T 78R &2 &G LTcGa OB MR VL EMEE2 RE LT,
A A&, AH1,500mg X377 AR % 4 BB CEIRNEZE G352 & L s,
PEABMEITE U IXE G IR EEMEIZR Y 32 £ TSR K 24 WA Q6 1 7 0) H&5
v 3 T SR b W

AT ORER., EEFMEEE O—2>Th 2 B NN RG] ELC & 5 Mg
AL (BUF, TPFS)) (08 DA X ) DOFEFRIZOWT, KRABET T 7 B AREEC
X UREEHFRINCH BRI R 2 7~ Le (Y — R [95%(E 88X ] £ 0.76 [0.606~0.950]
p=0.01608 [J&@/l] log-rank f&E. AE/AKEE ([HM1) 0.02805], 20241 A 15 HTF—% 7
v A7), PFS OHIE [95%EHE X ] X, AAIBET 16.6 [10.2~282] W H, 77
TARBET9.2 [74~129] THTHH-1=,

Fo. b9 —OOEEFMEA Th LM (LT, T0S)) (261 DA <2 )
([ZDWT, RABET T 7 B ABECK LG FRICH BERIER 278 LTe (O — REE[95%
fEHX[]:0.73[0.569~0.928 ], p=0.01042 [ & ] log-rank % 1E , A = /K ¥ ([{H1]) 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] WA TH-T=,

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

T ~TOEE (1303 THOBAIEESEMICORREREE) AAAN DI, (LR
LT, AeRFEMEES CATIFUITANRTTF L) Lx bR REOfEHEE% 4
A7V IR LG LT, HEHRRE L LT, 6 # TRRE 60~66 Gy #5495 1 H 1 @&
Y BIRRAHE T 3 TR TR 45 Gy 28555 1 B 2 BIOMEIE S FIREEO W s &8I
Uze TR A ARG I3 HRER LY [ 00 W C LM AT AR & S, AL WO MA T 12 0 L
BEVE LAY R OVEBRE O FIER 53 1~42 BEAICSE TT 52 & & Lz,

2 HEEAREE



o PESH A (8) (95% CI)
— T 166 [102~28.2)
oo d I5tKn 92( 74~129)
e = K [95%CI) 0.76 [0.606~0.950)
x o7
‘:; 0.6
w 03
Y
03
0.2
0.1
0.0
0 6 12 18 24 30 36 42 48 54 60
at risk @ REDRTH SO MWW
=Mn 84 181 13 101 2] 5 n " 10 4 o
7o%cHn 20 146 100 % " 4 M 2 " s 0
3 . y =p
2 HEfEHTEED PFS @ Kaplan-Meier #if# (ADRIATIC 75%)
10 oS {E () [95% CI]
— ki 55.9 [37.3~ NE]
ood NN J5pAE 33.4 [25.5~39.9]
oe ., \H— L [95%CI] 0.73 [0.569~0.928]
£ 07 A
&
# 06 4
E
& 05 e,
"“h«.“_m
0.4 -
T (2 SR T Y
0.3 4
0.2 4
0.1 4
0.0
0 6 12 18 24 30 36 42 48 54 60
at risk EEAEMNHOOHM(B)
ES: 264 248 223 189 172 141 90 51 27 " 1
T5uRE 266 247 214 175 151 123 80 44 23 8 1
3 . ¢ =p
3 HEAEHTEEO OS @ Kaplan-Meier #i#t (ADRIATIC 7R5#)



[Ze2tE]
O FEEEIFEF AR (CASPIAN ER)

B EFGUIARAIOEHEE 260/265 5] (98.1%) K USKFEREE 258/266 5] (97.0%) 278D ©
iz, ARPFHBRZIBWT, AKH L ORBEBEENGE TER2WAEFFRS (RIEH) X
156/265 i (58.9%) IZ#BH B, D 9 BLILTHI (Grade5) 1%, 1/265 il (0.4%) TH
ST, ARFIOFHBECTHRILED 5%, EORWERIZ TERO EBY TH -7,

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

B (%)
AFIOFHEE (265 51)

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

4= Grade Grade 3-4 Grade 5

EIEM 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 =R G Oha 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

AN 20 (7.5) 1(0.4)

I 57 16 (6.0) 0

728 LATICEE S 2 5 D RIME A B BRI O EHRE R 2 7”7 AAIPFHERIZ BV T,
MV MENREE 761 (2.6%) . KIHR 16 (0.4%) . BEEOTHI 2 6] (0.8%) . FFEER
E 1441 (5.3%)  HURERBEREIRTAE 23 B (8.7%) | HURBRFERETCHEIE 25 B (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%) 23FRD bz, 7o, BEE (MEMERE) | Bk -
BRI BARIE . (Do, BIERNEEE, T IAHERERRE . BENRIE. S i Mk i
K ORFERIE TG 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 ORREBERPEETE RWEESRES EIEH) X
176/262 B (67.2%) (2B BV, ED 5 LI TH] (Grade5) 1E, 2/262 5l (0.8%) TH
STz, AFIFETHRELEDN 5% ELORWERIZTRDO EBY THoTz,
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£2 FEBECTREEDR S%ULORER (ZE2MMITHREN) (ADRIATIC RER)

% (%)
ARFIEE (262 1)

wE 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 BRAE REAR 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)

9 5 21 (8.0)
B AR AR AR

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

B LTI ESES 2 5 D RIEH BRI OGRS R 2”77, AFIFEICISW T, [H
BN R (R ARt 2 5 Te) 45 B (17.2%) . BEEO THI 2 1] (0.8%) . FFHERERS
F oo PR - AALPERRAE 2 25 B (9.5%) . HUIRIBERER TE 39 1] (14.9%) . HUIRBUERE
TUHESE 25 B (9.5%) . EIEFEREREE 3 61 (1.1%). T EMAFEREREE 2 61 (0.8%). 1 ZlpE
PRI 141 (0.4%) . DR 161 (0.4%), kg 161 (0.4%), PPERES (7> - N —
JEWEREZ S Te) 341 (1.1%). infusionreaction2 f5] (0.8%). P& 1 61 (0.4%) 258D 5
Nic, £, KIBk, BEE (MEMEBRE) . MK - MEUHRAE, BEEME I, &
FED R fEREE . FEEWEAF P EREUE, THILE 2L, B S ME MR E e VR
FERBE TR o Tz,



4. HEFRIZHOWT

EH G Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G2 VR ARTE B~ {7 /) (]
W DHER Tl > T, AR OGN 72 EE ZZW - FrE L, AFIOFGIC LY HEE
7REWER 2B U TZBRISIS T 5 2 & DB 7o D LU DO~@DF T i 72 7 i
RIZBWTHEHAT 2RETH D,

O MEFIZHONT

@-1 Figo (1) ~ (5) OWTNTHENT DR THDH Z &,

(1) BEAETEREDGET 203 BN SRR (BE IR DS A2 s HE AL S
B, HidskAs A HOEEEILAURRE . HUE A AR RIERE e &)

(2) FFEEHEEETRRT

(3) HBEAFREEDEE T D M ABFEERPE (03 AIEEETRERbT, 23 A2
W 1IRBE. DY AR HEE R B 7 &)

(4) IRILFIRIEEZRE L, SORIEE L RE2IE 1, AORIES LR IE2 0ok 2
ATAN SRR AR 3 Ol FYEIZLR D R 24T - T D ik

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

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

*

o [ERMSIFESE 2 FOWMIHEZE T L7212 5 FELL EON AIEEDERMHE %
IToTWBHZ L, 95, 24 RIX, NARYEEZ T L L-RRBEESOHE %
ITHoTWVWAHZ L,

o [EHithIFEEE 2 FEOVIHHEAZE T L2%IC 4 L LOBKRRBRAZA L T\ 5
Z L&, OB 3FELLEIT, B O AR A G e R ERR S DO BEIRIHE 21T -
TWbHZ &,

@ BENOEEBIEFRERDMEHIZONT

PR G AR B AE T T D BT O ELE X, BRI D OFRE N, Ao - &
EYEEIEIOE O B B ONERZ SR D iRt AFFR0%E LG o®RE
EW. SERHNIITONDIEHINE STV Z L,
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® BIER~DORRNZDNT
@-1 HEFkmIC 3 2 B4

M PERTR B D IS 2 BITEA N AE LB, 24 BERESIRIEHIO T, Mikhaak X
MR (23T B L2 BIERNICIS U CARBEE B KON CT ZOFIVER ORIz 4
ZIRRAEOR RN L AIE O, B HITRISATREZRARI R > Tnd Z &,

@-2 BEREFEICLIFFFRNNCHET 28 S

DS AIRZHE D 5 B I ik e OB 2 A3 o IRIRIEFE DNEWEH =421 v 7
EBFOTEROAR TV —=0 7 24T O ERE Ll 2 G TE 2 F — L ERA 235
SN TWnDZ L, ek, BREAFIZOWT, DABRE LEZOFBRICHoICBAmsInT
W5nHZ &,

@-3 BIEROZKCHRINICE LT

RIVER (MEMERRE (BeR#ilsR 2 5 te) . IFHEREREE - TR - A LPENRAE %
W WiRESE (HURIRAERERE . RIBARREIRE . T RABREEESE) . BREE (MEMER X
%) | infusionreaction, K74 - EELD TR, 1 BUBEIRIA . 9% - BOEUTHBUARAE . L5 2%
EIEM M, BB, MR I RO E . M, B O R R, fhRkkEE (X7
Vo NUEEREE G Te) | ALSEIRIEOF IR O B A TR ERIE . AL B AL, LR
IREFEREE ) 1Tk LT, Makhtiak T P E R B O FP M 2 9 5 Al & L (E
TEROZEr-CRINICE L THRERUOIR AT ONL5&MEICHH 2 L), EHIZ#EY7R
LB TE HIERHINE S TN D Z &,

A
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5. #EXRLLRDBE

(2 BE 3 2 F]

O TROBFIZBWTAR, BERIUEMEES DAV RTTF IV AT TF
V) RO= RV REDOPFRBEGOEIEN RN TN D,
o ALZEBEERE O 72 R AL NI A R

@ TROBH BV TAAOHMEBEGOFIENR RSN TN D,
o BASRIUBMEL A2 & AR LA B SRR IR BT 2558 0 b g
VR RS N [T~ (1 X3 I O5E 13 E PRI YRR 225 5)
(2K U THERPIRIENMT DI D BE

@ TRLCEZY T 2 BT KT 2 AR K OB G K O FIEIZ DWW TR, REIOH T

MHELINTELT, AAOEGRIR LR LI,

o DOTABIOAHMEN R SN TV IRW O FUEMEREEA] & O OF %5

o ASRYUENENEE A A B Lo ARTA R T U BRIRE DO IR IRIE O 70 R R AL N
He i BB LTkt 2 AR D $e -

o HASRYUENMNEE A A 5 Lo ARIAR L B SERE R (R BT R D b7
RE ey L/ It e B R L S k97 2 AR D ¢ -

o /AR B T DT BRIE & L CORA DS

(2t B4 2 9]
C)Tﬁ_ﬁéﬁéﬁﬁLowfmﬁﬂw&ﬁﬁgékéhfwézkﬂ%\&ﬁ%ﬁ
PRI L,
o KB DGR UIEBUE DREERE D & % BF

@ FRIREL IR S 36 1T 2 IRIBAME A BRIRIE R DHERPRIEICI VT, FREICEE
YT 5 BETKT 2ARHNOEGIZHONTIX, AAIOLZEEPHLENTEL T, K
OGS LI B0,

o RIBAVLF R BRIEIC &V Grade 284 O VB MR (USRI 2 5
te) ORBINRD LT EEH

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

12



MWHHNDEBE ([LEMICET 5FHEH] OIS L2WSEEITRS)

B 2SR B OA D UTIEMER 708 L < IXFEZRMEDO B g %R B OB TR O
b5 IEE

WHO Performance Status 3-4 “V o 3%

GED WHO @ Performance Status (PS)

Grade

0

Fo {MEREMTE 5, SREOMMZLE L3 FHTATL R U B E AR IR <172 2,

1

PIRROICE LUEENIHIER S D23, BTRIRE T, \AEERMEIIT O Z N TE D, FRELHATIE Y
VRO LRCKHERFEDTE2BELEEND,

BATARET, BOOHDOE DL O Z LIFATAREL A, MEEIXTE 0, HHD 50%LL FiX~<y RG24,

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

F o @FR, BODHDEDLY DZ LiTE 72 TEARY, BRIy R+l =4

13




6. REICBRLTHETEHFH
O W SCEFITI A BOERE A D IEHT 5 BRI 25D & A O R e ONE IE(E

@

®

)
CASPIAN HRERICBWCIIHEERMED 12 #EIX 6 BAm. T0#%I1X 8 I,
ADRIATIC FRERICEB W CIXEGBAAED S 72 WL 8 A, 96 WkF £ Tix 12 #HfE.

RO DI ERE IR L T BRI 52 &y

TBHRBRALEIC N D | B XUTE OF RIS INE R OERMEZ +ofB L, FE 25
TobEhET5Z L,

EREWEHO~ XY A MZOWT

BRI (BRI 2 5 de) Db bbild Z N5 0T, FIHER
(EEDAL, PEUR RIS, ngmk, REENE) OfER & O X #iR s o s, #8152
ATy 2k, Fa, DS UTRE CT, Mg~ —h —%0mE s E
M5 &,

infusion reaction 3% H I 5D Z L A3 U | 2 [A] B LA D AA#: 5-FFIZ H infusion
reaction 23& HOIND T EDDHDH DT, A ERHIZITEREIBE OREL 15
(#1539 % Z &, infusionreaction 23588 HITZ G A ITHE U R LEZIT O & & b
2. EREIET 2 £ THEOWREZ +0I2HRT 5 2 &,

FORIREEREFE T | RIS RERE S X N T R EEFTE N H bbb 2 EhdH 50D
T A BB AR M O G- 31 i F 3 IS N ik e i A (TSH., 174 T3,
et T4, ACTH, M = LF Y —VEORIE) &7, BEORIEL 478
BT HZ L, £, MBS TEBMREFOEMGZRETHZ &,
AFNOEGIZ XY | WEOREFOSITEKR T 5 & & 2 B DRk % R EE
WHLONDZ ENHD, BELTHITITV, BEPROONTHEITIE, @
FEDGPESNE K DEWER OB ABE L, WURENZK AT 2 & WE
DHPE SN L D EWER DRG0 255 121E, AFIOG- ORI, ik UTAE
HREASNEAFOBRGEZEZET D L,

BeHRET %, BORMN OB ARRE L COLRETEANRELT 2 nH 57290,
AR OEHET %I HRIER OB 3 ITEET D,

AST (GOT). ALT (GPT). y-GTP, B U /LB %D EH 2 0E 5 FFHEREREE . T
R, BACPEIRE XD B D Z LMD DO T, AFIFGBRIGHT & O 5-H1H
H3E AN ATRERER A 21TV, BB ORBE +0ITBIB T2 2 &,

PRANE FVEMER . RERABREDOEEENH LOND Z LENH DD T, KA
P 5-Biaa T L O G-I R o e W I B Re R 21TV BB OREEE 41T
BETL L,

| BUREPRIE S & B oL, FERPIMES TV R—=V RCEDLZERHLDOT, H
B, D, RMFEOTER OB BCMBHED LA HoEET 5 2 &, 1 3UBER
RMMEEDNTHEITIT, A AV CUHIZ b 2 F O U 7R ALE 21T &

14



F DT 24 BEIZH MDA ZIT > TV Z & 2 BE|12 . AFIE 5 PIXEEH
ICERIRE TR OMEGREIT O Z &, 728, [RBAV/INMAEAE 235 2RI
TR R IE S OMERRRIE L L CORA OB GHMIZ 24 TAETETHZ &,
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Fal <7 (BEFHEEEZ)
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SF44 12 A (5Ff 846 AET)
JE A s




H &

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



1. IXICHIZ

PSS DGR« LZEVEDOTARD T2 D11, TRA SCEEIZE S W E A 235k
HHND, S5, FEORFEEMOEHRIC LV | FUREERL 2 & O 281
FREFFIEIRAAR EN DT T, TNHDEERNLAZBEICLERBEICRMETZ Z LN
BEXDFRE & oo THR Y, RFMBEER & EDOFEARTE 2016 (FRk 2846 A 2 H
PRI E) ICB W Th, BEHRERLEOHE A ORE(bHEEZXS Z L L ST
%

PELEARFFEER X, REERASOR 2T v 7 7 A VRBEFOEIN LB 5
Bpb bbb, 20, AOMEROZEMEICET IERNSH0EETL2ETO
M, HekERGOBEEZBI T LRSS BEICKH LTHEHT L E LD
(2. BIWEHZSREE LB LBkl a & 5 2 L S ATRE 2 — & DB % il 7= B ek
BCTHATLZZENEETH D,

L7eoT, RAA RT4 0 TliE, BBEBESCINETIZELN TV A ESIRSE
1« BHER M-S & . LUT OEEK GO i 72 2 HEtE T 281580 D LB 7 8L
. B2 R OEEFEERT,

R, RITA KT A %, MSATEHE NESE RS S, ASfE AR
AR o — B FEN B ARERRANRHES & Ok A B A2 O W
JoH EAERR LT,

KL R DHEIEY T a2 ~T (B Z)

RG L RDRETNE « BIBRARE 7o M0 A

G ERDMEROAE IBH ., BRAIZIET 2 Vb~ 7 (B R Z) & LT, 1181500
mg % 4 FMRIFE T 60 LA L2 CREEEET 5, 72721, K
H30kg LLFOHAD 1 I G-21X20 mgkg (KE) &35,

Bl YE R 5E ¥ FH T A T EXRIHASH

(23%)

MU RAUA~T (BETHIEZ) OREUIIE. FIEKOHE

R AT - BIBRARE 72 T AT R e

HIEROHE : 7 a2\~ 7 (B ) EoffHIcs T, @i, lAZiE b
AV L=T (BIaFHE#Z) & LT, 300mg % 60 53 Lo CTHELA
WEET D, 7272 L, (KE 30kg LTFOHAD 1 Bl 5 &1 4 mgkg (IR
#H) L7 5,



2. AHNORR, TERBEF

T ansVbs 7 (B z) (BUF TAAI) X, & b 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 | EHfbL72 Y
VRER (THIME, BARKL OV F = 7 0% 7 —T fllfin) &84 % CD279 (PD-1) &
' CD80 (B7-1) &fEA L, ®EILELZAICHET 5 LB 6 TWS (Annu Rev
Immunol 2008; 26: 677-704, Blood 2010; 116: 1291-8), F£7-. PD-L1 1%, F&E 4 O fEEHA
IZHFEBLL TV D Z & (Nat Med 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 723 #45
ENTEY, PD-L1 & PD-1 /" LR EIE, BEEAAE S FURER A7 T M) 5 DK
BT AEFO—2 L LTEZLN TV,

AFNZ, PD-L1 OMEAEIRIZAEA L, PD-L1 & PD-1 OFEA2ET D Z &Ik
0 DSAPURRFRI e T RO MRS ZEE 2 B8 U, RO A MHT 2 525
NTW5,

AFNOAEFIEIFIEES GREDOREFUGIC L BBHERS N & &b, BEUIETIC
B ARENED 85, AR OBG R OBGHIIL, BEOBERE D117V, S0
o IV AITIE, FEHL LIS GRITIE U 72 M 7 itk & AR BR A Fe D PR & G L Ciid
Gl BRI AT\ M ORIERIGIT L BRI B D S HAITIE, BIBRE AL
T LA OB GO G 7RILE EAT D MBNR D D,



3. BREREGE
YIBRANBE 7 FF MR D A GRIRE I Z 5T & 1T - 72 3= 72 B R 3R O il & 7~ 97,

[F 5]

EIFRILEZE 1 AR (HIMALAYA #5%)

B bR IERE O 720 Child-Pugh 238 A OYIRRABEZR P B E T (ECOG
Performance Status 0 3{% 1) 1,171 5] (K&FI+ FL AU A~ (Bl z) (LLTF,

[hL AU L~T)) "2 [AAIGEREE 393 4], AHIHEME 57 K HEMEE 389 fi], v
77 = =7 [RHHEHE389 f51]]) (HARN 108 6l [AHKIOFHHEE 34 5], ASKIHEAEE 45 B, xF
FREE 29 O] Z&de) ZXRIBRIC, AAIE LAY A~ T 20HHEE LT5A L OARHK %
B 5 L7256 O A MR OVE et 2 et L,

FEFHMIHE & SN 2L (LU, T0S)) (HHRAE [95%EHIXH]) (836 D
AR B) IR, 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 . AFIOHHERIZRBRERIZ R LRI
BERIERE 2R LT (AN — R [95%E8XH] : 0.78 [0.66~0.92], p=0.0035 [/&5!]
log-rank B, A E/KUE (W) 0.0398]), F7=, AFIFEMELZOWT, ~NP— NDF
EKMEIZHRHER LI E XM O ERNFEFNCHE LD E~—T > TH D 1.08 % FE
ST T G REIBIBEDO KRB0 2 B MERHER S (O — R [95.67%
EHEX ] : 0.86 [0.73~1.02]) Q021 4E8 H 27T HF—4 N1~ b4 7)),

] RPEE (REIT ) —VEEARE, T DA MBEIIRE, ~ A 7 aIREEERE, FFBIRIERR
/B JE s, MORRRIES) OIS & 72 2 BE IR S -,
*2 0 AKI 1,500 mg KOVR LA U AT 300 mg & 1 Bl Z D% 4 WEORIRZ 22T, A4 1,500 mg

% 4 B EERE CRIRN T 5
*3 : RAI 1,500 mg % 4 38R CEIRNE S Lz,



0.8 1

% 06
&)
» 04
=

0.3

0.2

os#xiE (A} [95% CIl
¥/t 774 16.4 [14.2~19.6]
FAFE 138 [12.3~16.1]
NHE—FHe (95% Cl) 0.78 [0.66--0.92]

At riski

4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
RESRTH > DR (A)

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

0.9

0.8
2 0.7
% o6

=

&
~ 0.4

0.3
0.2

0.1

At riskZ1

osshkfa (H) [95% Cl]

— AFEmEE 166 [14.1~19.1]

— XfEEEE 13.8 [12.3~16.1]

N — Ft; (95.67% CI)  0.86 [0.73~1.02]

2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
EERZGH O OHRE (B)

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 i



[Zcapt]

EIFRILEZE 1 AHFER (HIMALAYA #5%)
AEFRIIARANDRE 378/388 5] (97.4%) . AAIHIMEE 345/388 151 (88.9%) K Ubxt
HRRE 357/374 18] (95.5%) 1388 HLT-, W DIEERIE & OREBUENGE T 72
WHEEHRES (BWER) 1. 2 294/388 15 (75.8%) . 202/388 #il (52.1%) KX
317/374 ] (84.8%) IZiH HAL, T D 5 HILTH (Grade 5) X, T 9/388 fl
(2.3%) . 0 BIR N 3/374 6 (0.8%) T o7z, WTNNDOEERETRILRN 5%LL L
OEWERHIZTTERD EBY TH -T2,

£ 1 WTFhhOREHTREEENS% U LEORIER (REHMITNEER) (HIMALAYARER)
AERIR A Bl (%)
FEARGE
(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
R b R TS E 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 - BIEFRERIEAR | 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
(1.7 (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)




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—FH | (5.7) (6.4) 2.7

m

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

(1.2)

2B, AAIGEFHBHCBW T, FEMEMEE 8 6] (2.1%). KIFE 86 (2.1%)., HED
T 13 41 (3.4%) . FFHERERE S - 4% - EALMENRE 2% 57 61 (14.7%) . HURIRFEREIR T
iE 43 61 (11.1%) . HURREERETLEE 39 1 (10.1%) . RIEHREREE 6 i (1.5%)., T
RBEEREREE 2 61 (0.5%) . BbssE (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%) .
S 4 41 (1.0%) H3F8& HAvTz, | BUFEIRIF . FEEMAEAT R ERIBVE . iM%, THILE 22 4L,
BERESS . St il IRV E Je OIR FFERIS X780 B e o 72,

F o, AFIEMBECIW T, FBEMEMZER6H] (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 RERE F 4451 (1.0%) |« 1ELBE R IH 141 (0.3%)
infusion reaction 541 (1.3%) . OipZE 1481 (0.3%) . FEIEAHESIIELIH] (0.3%). BEHEDKE
FEE 14511(0.3%), ffRFEE (X7 v « NU—JEEREE &) 141 (0.3%) . 1451 (0.3%)
MR bz, BREE (MEEERE) . Mk - BRmRAE, TR, HBE
PEAFHERISE, i, HALE 22 L, BEMEAE . S0 Mk i/ MO I B OVIRZF BRI 1 L3R
Y AWAY LT Y

ARIVEAFBUR DU I B F R 2 BB R 2 T~ T,



4. FEERIZDOUVNT

RIS Y A 7 EHIEHE (RMP) 1THED& | AHI O [ 3E 52 M EE STE B~ oD fih ) (Al
N Dl T - T, KA OFGENWEY) 2 BEEZZW - FFE L, AFOFRGICL D EE
7REIER ZRBL L 2BRICx ST 5 Z E DB 7272 LLF OO~Q@ D3 T 2 7= 7 i
FHIZBWTHEAT 2RETH D,

O MERRIZOWVT

O-1 FiLo (1) ~ (5) OWTIhNIELT I THDLZ &,

(1) EAFBRENEET 203 VW EERL SRS (BRE T IR S A B2 HE L R L
HE A AR HEEE L SR E . HUES AR 7R &)

(2) FFEHERENRPE

(3) HEMIRAENRET 2 0N AREEEERPT (B AR EWPL, 23 Ao
W /IEBE, D3 A EEHEE BT /e &)

@) KA TFRIEE 2 5E U, SRS L PRIEZ IR 1, SRS L PR IEZ R 2
SATAN RIS R R 3 Ok FYEIAR DR Z 1T > T D fiek

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

-2 AFffass Db 7R K ORIE I3 BLIRE Ot 2+ 50 72 ek & Rk 2 R o ERD (F
KONWTIDITEE YT D ER) 2, BRI OARFICET 28RO ETHE & L TEE
INTWnWHZ L,

#

=R FFEUG% 2 FEOMHINHE ZE T L721212 5 DL L DD ATEE O ERRIHE %2
IToTWHZ &, 96, 2 FLLERIF, BAFEWEELEZ I & U BIRIER - OHE
BT TWAZ &,

EEMGEFFIUS% 2 FEOPHINHE ZE T L7222 4 FLL EOKRKERAZH/ LT\ 5
Z &, 9B, 3 EDLRE. AR O D A SRR & T AR S O R HE %
IToTWAHZ &,

© BEANOEKMLIFEREBEDOEHIZOVNT

I IEHRE BT 2 FEE D EE S, EAEN D OFRED ., Ao - &
EMAEIERE RO E B L OEMSEIC T 2 WMt A FFRBBAE LG H oREs
¥, HRHSODIATON D IRHINE S TWDHZ &,

® BWERA~DRIGIZONT
@-1 MEsHHIC B 5 B

PBTMEAZ B O B /2B AR A L7 BIS, 24 WFRIIRIRHIO T 4t X
EEERERR (ST FEBL L RERICIS U CABEE B L O CT F ORIVEH OS2
WAREORENY B PICB DI, BB TR RN E - T 5 = &,



©@-2 ERIEEEC L DA EFRISITHET D 2M:

S ASIR I HE D 5 REFIH) Z2 sk M OB BE 2 A D IR IWEEA D EEl = =42 Y > 7
EEDITEROA Y V== T ZATOERE L FwE A TE 5 F— AR 2 R
flishTnD Z L, B, BiiAHICHOWT, DABE L ZOFEEIZHHIZAmENT
WwWnHZ &,

@-3 BIEADZWrORIMZE LT

BIVEA (RVEMERERE, RS - R - B{EMEIRE R, WOWESE  (FUIRIREEE
[, BIEHRRERES. MEAHRERET) ., BEE (MEMEX%) . infusionreaction, K
W% - EHEED TR, | BUBEIRIF. A - BEBUTI BRI . (O Z¢, EEAN /0, BERZ .
SR MRIBE | 48 . BEE O S SR | MklERE (7 o - N U—IEER L ST |
(L FIED R OFEBWELF P ERIB/E . THALRE 2L, HER . FRFEREESE) ICR LT, 4
At ER AT AT B B O BEFIPE A A3 2 EAN & EEE U (RIEH o2 Wr-extic iz B LT
FFEROIEZZITONLEZMEITH D L), EHITHEU R MLE N TE DK 038 - T
WbHIZ kb,



5. BEXRLBRDIBE
(A% B3 2 F1E]

o)

@

BEAVFRIERED 72\ Child-Pugh 708 A OYIERASEE 72 R AR BE 12\ TAA
E ML AT LA=T EOFRHEG L OARFI B G- OB MMEN RSN TN 5,

TRLIZRE Y T 2 BE KT D AHN OB 5 K O T IEIZ DWW TE ARIOF LMD

L L TR LT, AADOHTRLGHR L 2B,

o O TAHADEZMENR R STV OFUEMEEL A & OfF 5

o RPTRIE (RERT X ) —/WENFRIE, 7 VA WBEARIE, ~ A 7 2R
5 AT ARIERR IR IE/ T BRI S ZE AR R . BRI IESE) OIS & 72 2 Al
HREE

KB O H Tz »> Tid, AFIE LAY A=T L OPFHKEICHOWTIEIY T 7 =
=T A EEMESRGES N TV D — T, AFIEME S ICOW TR Y T 7 ==
TN T DIELYED BRI TREN TS Z &% HIMALAYA #RBR O RGRE & 145 | Bl
fig L= BT, BEOREL BB L, HE - HEZBIRTILERDH D,

[z Bd % HH]

@

@

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

TEHRAT O IZ 3T TREICZ S T 2 BF IOV TR, A OG- ITHERE S 7

WS L DTEFERPUR A R WGEIZIRY | HEICAAZEHT 52 L aBE T

%P

o MVEMEMER (BUHNBEE Z 5T Ob 2 BE IZOBEREDO & 5 B

o MEREMG A CRIE R 2580 5 A L OV T 2% 5 D ifi |2 RAEMEZEA DS 7
biLbEE

o ACOREREROADUIIEMEMNE L ITHRED B OB EEOBERED
b5 RE

e ECOG Performance Status 2-4 "V 0 Hg

(1) ECOG @ Performance Status (PS)

Grade
0 F oo W IEBICX 5, BRI E 1R U A BRI HIR 7 <1TX D,
1 PIRBLZ I LSRR S 40273, ATRIRE T, BT Z &N TE D,
B BWFEE, FHIEE
2 BATARET, BADHDOEDLY O LIFATHRELEN, MEEIFTE RV, AP D 50%LL Figy RATH I,
3 RONTZHDDODEDOEHLY DO L LnTERY, HFROD 50%LL EE2y K21 Tl Zd,
4 FolLE@F\, BOOHEOELY DI LIFFEFS- TERY, BRIy RORFCilZd,

10




6. WEICBLTHERETREEH

O WASCEFION A, BGERTEER DREET DGR T 3D & ARF DR K ONE E
M OT= DI B2 WA T B L T35 Z &,

@ BB D B T OFBRITAHIER Otz i L, FEER
TG+ 52 L,

® EREWERH DO~ AL MZHOWT

MR MENR R (RIS 2 &) BN Hbnd 2 ENHDHDT, YIHIE
W (Bl PR REE, gk, FEENEE) O O XA R A O i, #l
BhPATHI 2L, Fio, REICR UTHWECT, Mg~ —h —S0Hmi %
Fhd 52 &,

infusion reaction2¥ & HHOIL 5 Z LN H V| 2[8] B LR DO AHKI$E 5-EZ $ infusion
reaction? & H IV D Z LN DH DT, ARFIF GRFZILERIEE OIREEZ 147
(281525 Z &, infusion reaction3F8 8 H VG A TE U R ALE AT O & & b
2, JERDENET 5 F TREOREZ +0ICiRm T 56 2 &,

FORIRERERE S . R HEEREE R OV T R AEEREENH DL Z ERH D
DT, KA EBIAERT L OB G M X ERIRIC N sgRe A (TSH., ifE
BET3, AT, ACTH, I 2T —VEORIE) 2170, BEORRES
FICBIETH L, o, VBN THBREFEOEMLBET 52
&

AR OFEEIZ LV | WEORIE TR T D L& 2 5N DL IR ESR
BRHOLONDZ ENRDDH, BIEELHZITITV, BFEDPBOLNTGAEIC

X, WEORERINC L DFRIERORELZZE L, U282k a217T5 2
& WEDORPEISZ L D EIERNE DN A5 A 2L, REIOEE ORI,
R SUTRIE RE R NVE RO GEEEETDH L,

TG T %, BORRDE ARE LT ORWERI N RBERT 52 Lnb DT
O, ARAIOHGHE TRICORIWEHORIUS A IEET 5.

AST (GOT) . ALT (GPT) . y-GTP, B U /LB VEED E{ % £ 5 FFHperE
=T, BLEBE RN H Do ZENHDH DT, AFIEGBHAGHT KO
BeGHARIRIXESMICAT e A 21TV, B OREEZ 0BT 5 2
&

PRANE BB, REKEKBEREOBRENHLDONDZ ERHDHDT, K
F#e 5-BHAGRT K O 5-HIR th I3 E IR B REMAE 21T\, BREDIREEL |
DCBIETHZ L,

VRBEIRIF N B D bodL, HERIFIES N TV R—=Y RAICEAHAZ ENRHHDOT, O
18, O, R OEROFEECMPEED LR IC+oEET 52 &, 18R
RN EE DN T EI1IE, A v AV VR 2B 54 A %0 g 2179 2

11



&o

HIMALAYA SRBRICEBW T, GGG 48 HEIX 8 . ZLIEIX 12 BEICH
IMEDFHI 21T > T2 Z L2 BBIZ, AAERGHIXEHMICEBRAE TR DM
BEITHIZ &,

12
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1. IZC®IZ

RIS DOFBE - LERMEOHIRDT-DIZIE, IRASCESIC S i B2 23K o
b5, ST, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FREIRGDEARINDH T, 2D OEERLZ EICLE R BF RIS 2 2 L RO
RRE & 7o o TRV REMBGEE & S EOFEARTTEF 2016 (AL 28 4 6 H 2 H MFEEILE)
ICBWTH, EHMERLSEOMHORBHEEEZNS Z L L STV5,

FHLE T EIR AT, K ERAC BT 1 7 7 A VD EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET A ERAHERT 5 £ ToM.,
MHERLOBEZBZIT 52 EPWRFINIBFICH L THEHT S & &I, BIFE
HDRBL LT BRI LB kS 2 & D Z & DA AIBE7R — E O B 23 7 3 = A B <4
THZEDNEETHD,

L7 o T, KA RTA Tk, BB ZNE TR LA TV D EFIHFH -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 28180 b B R B & %
iR O B R,

2RI, RHTA KT A A%, MNATEIE N EIE SRR O, AStEENEAN B AR
BRI s . — MR B ARER IR NBHE 2 K OV ERE A B ARFIREAN R 22 0
Whob L ERLE,

KR LIRDEIRY - F 2 v~T (B z)

KRG LR DMEIHR - 1B OIBRAGE e H & g

MEERDHEROHE : 7 A ¥ EUEBIER NV AT T F v L OFRHIZBW T, @,
FNITIET 2 v~ 7 (BIE Rz ) & LT, 3 EMMRET,
1 [8] 1,500 mg % 60 43 ILL s CEMEET 5, 3 BEREMET
DRV L%, Tar b~ (Ear#iaz) LT 1
[l 1,500 mg % 4 #FEFEF T 60 7ML BT TREFES 5. 72
72 L., KRHE30kg L FDOGEEO 1 FIHRG-&1X 20mgkg ((KHE) &
T 5,

B AR 9E ¥ F T A NI ERAMASH

(%)

Ty H e R OMRE IR, HER O &

BRESUTANAL « MR

MEROHE @E ., FAICIEZ A2 & LT 1 E 1,000 mg/m? % 30 43795 T T AT

FREL, 1 EERE5E2 3 EER L, 4 HEIIKRET S, Zhaela—x

ELTHEGZBIRT, 7ok, BEOREICEVEERET 5,




VAT TF U DOEEXITNE.,. HELOHE

R SUSNA « MRS
FER O & BRI, 7 Ay & B VR & O E S LT TIEEZ®RIRT 5,
[ VA7 TF L LT 25mgm? (IRFRERE) % 60 30 CAafihE

L. #1542 2@ EE L, 3EBIXMKERT S, hadelr7—n1dL
THRE A2/ KT,
ok, 1EOBRGEIZBEFEORIEIC LY EERHET 5.,

BRRFBRIZ B 1 2 2 HAN O L - EIE 13, ERIREGE O P5~) M

1



2. AHF O, EREF

T ans w7 (BiafHfz) (CUF. RS ) X, B b programmed cell death
ligand 1 (PD-L1) (Zk}9 5% 717V Glx (IgGlx) 727 7 ADk MNilE /) 7o
—FAHRTH %,

CD274 (PD-L1) &, EERNICE W THRIERMAEICHE L TR, &L L72Y
YoRER (TR, BMIRE N F = 7 0% 7 —T fMifld) 523832 CD279 (PD-1) K&
UNCD80 (B7-1) L fhA L M B 2 AIZHIfEH3 25 &5 2 541 TW % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , 7=, PD-L1 |%, 4 OEEHILIZ H %
HFLTWDZ L& (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) A3 55 ST
¥, PD-L1 & PD-1 241 L7o iR, JEGHIRLASGUR AR EAY 722 T AR & OB B % %
BB DHEFD—2 L LTEZ LN TS,

AFNE, PD-L1 OHIfESEIKICHEA L, PD-L1 & PD-1 DA Z2ET D Z L&k
D DS ATUREE A7 T ML O MRS R 2 858 U, g o2 sl 25 & 52 5
ncTuna,

ARFNOAE B2 HED < EE O FOGIZ K DEIWERERN & by, HEXIIIELTIC
ELARMEND D, AFOEGH R UREG%IZIT, BEOBIEEZ 72T, B
O BTG TR, FEH U F RIS U REPIR 2 ik & RRBR & R DR Al & L Tl
Y7L EERIRZ I 24T\ I OSEROGIZ & D BIERI S g 2 581213, BIFE BB v
U OE GO Y IR ALE 21T 9 DR D D,



3. BREREGE
HOE G DR HE 7 A 00 PRI BT 21T > 72 J 70 BRI O AR 2 5,

(A7htE]

(] B e ] 25 AR

R (TOPAZ-1 7#5R)

(L FEIE D 72 BB OIBR AN BE 22 IR i AR5 (WHO/ECOG Performance Status 0 X /%
1) 68561 (KRAKIL 7Ly X ELIERE+ A7 T7F 0 [ARFGHHEE 341 3], 77 &R
ET LU A L AT T F o Dt HEE 344 1)) (RAAN 78 B [ARHIDF FHEE 37
B, *HREEE 41 1] 2 5T0) X, AH, FAVFEUEBER N AT T F %
OG- Lo 56 OB MR VR EMEZ /G L7272

HfRNT OFE R, EEFHMEEE Th o 2SN (LT, ToS)) (Rl [95%(5%E
X)) (424 DA~ ) 1, AFOFHBET 12.8 [11.1~14.0] B A, xtHEET 11.5
[10.1~12.5] ZHTH Y . AAIDFHBIR B LG PRIICABRRIER 2R LTS

(NP — R [95%EHEX ] : 0.80 [0.66~0.97], p=0.021 [J&%5!] log-rank i 7E

Bk

# (W) 0.03], 20218 H 11 HF—X > b4 7)),
*1 BRI ITONTZSE AT, 6 TABEZRB LI-RICHE LIZBERR LSz, £72. it
TN 2R ST B AR B BRI M T O T35 A1, R TH 6 W HBARGE L RICHER L
ToBEDGR L Sz,

*2:3 WA 1 A7 E LT, AH 1,500 mg X7 T®AREE 1 BRIZ, FAV ¥ B iR
1,000 mg/m? & ¥ A7 5 F 25 mgm? & 1, 8 H BITHK 8 ¥ 7 b1, AAl 1,500 mg X

X7 7 BN & BT 4 MM TG LT,

1.0
0.9
0.8
0.7
0.6
0.5
0.4
0.3
0.2
0.1

op 28 3t HF HD

0.0

osHovE(R) [95%Cl]

- FEIGHAEE 12.8[11.1~14.0]
- NIiREf 11.5[10.1~12.5]
INF—REE(95%CI) 0.80[0.66~0.97]

at risk

AR
XTEREY

341
344

309
317

T T T
6 9 12

T T T T T 1
15 18 21 24 27 30

BAEREINITHNSORE(B)

268 208 135
261 183 125

79 49 24 9 1
65 29 10 =

X1 OS ® Kaplan-Meier Hi%R



[Zcapt]

E BRI [F B IFEFAER  (TOPAZ-1545R)

AEFRIIAANDHRE336/338%1 (99.4%) K U EHE338/34241 (98.8%) IZ78 HiL
o WTNORBIE L OREBEARNEE TS WA ERS FEIER) X, Thth
315/338%1 (93.2%) K U310/34261] (90.6%) (ZiBD HiL, £ D 9 HIELH (Grade5) 1E,
ZNE 233851 (0.6%) K ON/34201 (0.3%) ThHolz, WITNOFKGEETHRIRN
5%V EORWERIZTRD LB THoT2,

Fl VTP OREH TRERPS%ULORIER (REMMFITHRER) (TOPAZ-1FAER)

SR BIRIE | RAGE

B% (%)

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

EEIEM 315(93.2) | 211(62.4) 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

FRDR I AR BE I T 22 (6.5) 0 823 | o | o
R L OB E

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

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

TR R4 20 (5.9) 0 16 (4.7) | 0 | 0
B IR

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

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

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

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

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

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

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

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

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

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

FEEN 22 (6.5) 1(0.3) 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(12) 0 18 (5.3) 1(0.3) 0

7 =7 —E¥8n

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

7ok, AFIGFHBECR T, MEMEMZER 4 6] (1.2%). BEEO TH 14 (0.3%). A
FEREREEE « AF2% - AL MERRAE 2% 21 f51] (6.2%) . HIRARFREEAR TE 23 1] (6.8%) . HIRAR



FERETCHESE 7 1 (2.1%) . RIIFEHERERESE 4 1] (1.2%). 1 BUHERS P 161 (0.3%) . infusion
reaction 3 il (0.9%) . HHREEE (X5 L - SL—EEREE ST 14 (03%). Bk 2
(0.6%) FBH BN, FTo, KK, BEE (FEMEBSRE) . Bk - B BRIE.
DR de, EIERG I, T IRRAHSEEREE | IMJS, B O R RGREE | RBEWEL P EREE .,
HALE 22 FL., BENRAE . So Mt M O IE B OFREERIEE 13380 B vz v o 7=, REIEH

BRI EFE R 2 50 EFHE R 2 17T,



4. FEERIZDOUVNT

RIS Y A 7 EHEHE (RMP) (23D & ARH OIS Z2 2 VEREARTE B~ i ) (4]
N Dl T - T, KA OFGENWEY) 2 BEEZZW - FFE L, AFOFRGICL D EE
7REIER ZRBL L 2BRICx ST 5 Z E DB 7272 LLF OO ~Q@ D3 T Z i 727 i
FHIZBWTHEAT 2RETH D,

O MERRIZOWVT

O-1 FiLo (1) ~ (5) OWTIhNIELT I THDLZ &,

(1) EAFBRENEET 203 VW EERL SRS (BRE T IR S A B2 HE L R L
HiE A3 A RSB LSRR, HUEY AR 7R &)

(2) FFEHERENRPE

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

@) KA TFRIEE 2 5E U, SRS L PRIEZ IR 1, SRS L PR IEZ R 2
AT AR SRR 3 Ok R EICAR D M & 4T > TV B itk

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

-2 MEIEHE DAL WL I OBIE S BLRE O RS S 443 72 ik & Bk &2 Fe o =Rl (T &
DT INITEEE T D ERR) 23, U2 OARFNCET 2RO EME & L CRE S
NTNWDHZ &,
T3
- [EANRFFEUSZ 2 FOMMINHE ZE T L72RIZ 5 UL EO N ATRIE O ERIHE %
IToTWAHZ E, 96, 29 EIT, DAFEYIFRES £ & LIRS OMHE 21T
STWAZ &,
- ERIGFFEUS% 2 FOPMINHEZAE T L2122 4 FLLEORARRREH/ LT\ 5
Zbo 96, 3MELLRIE, REERE DD A FEWIRTE 2 5 Lo DS AR D ERIRIHE 21T > T
W5HZ e,

© BEANOEKMLIFEREBEDOEHIZOVNT

I IEHRE BT 2 FEE D EE S, EAEN D OFRED ., Ao - &
EMAEIERE RO E B L OEMSEIC T 2 WMt A FFRBBAE LG H oREs
¥, HRHSODIATON D IRHINE S TWDHZ &,

® BWERA~DRIGIZONT
@-1 MEsHHIC B 5 B

PBTMEAZ B O B /2B AR A L7 BIS, 24 WFRIIRIRHIO T 4t X
EEERERR (ST FEBL L RERICIS U CABEE B L O CT F ORIVEH OS2
WAREORENY B PICB DI, BB TR RN E - T 5 = &,



©@-2 ERIEEEC L DA EFRISITHET D 2M:

IR AFZIRICHE D 5 B M OB 2 A 4 D IERIECFE DR E=2 ) 7
EEDITEROA Y V== T ZATOERE L FwE A TE 5 F— AR 2 R
flishTnD Z L, B, BiiAHICHOWT, DABE L ZOFEEIZHHIZAmENT
WwWnHZ &,

@-3 BIEADZWrORIMZE LT

BIVEA (FIEMERERE, RS - R - B BMEIRE K. WOWRESE  (FUIRIREEE
[, BIEHRRERES. MEAHRERET) ., BEE (MEMEX%) . infusionreaction, K
W% - EHEED TR, | BUBEIRIF. A - BEBUTI BRI . (O Z¢, EEAN /0, BERZ .
S MRl MRIBE | 48 . BEE O R SR MR (7 o - N U—IEER L ST |
(L FIED R OFEBWELF P ERIB/E . THALRE 2L, HER . FRFEREESE) ICR LT, 4
At ER AT AT B B O BEFIPE A A3 2 EAN & EEE U (RIEH o2 Wr-extic iz B LT
FFEROIEZZITONLEZMEITH D L), EHITHEU R MLE N TE DK 038 - T
WbHIZ kb,



5. REXBRLRDBE

[ 2hPEiIc B3 2 F1H]

O AFRIERED I2WEEOIBR A RE 2 LB EE 2BV T, ARAl, Ay ¥ v g
KOV AT ZF o & OUFHEGOHEIMERRINTND,

@ TR T DAFN OB K O IR OV T, KFIOFMERHENL SN TR
5, AFOEERRE 2B,
o DOTARFDERMEIREN TV AW OHTEMEEA] & OO RS
o N AMHBhIRIE

(24l BE 9 2% F]

O TFRIUICEYT H2EEFIZOVTEIAFOEGENEZE SNTWDHZ Enb, &5 %217
oY AN
. AHN D RS kE U ioE O BEAEE D & 5 B3

@ BFATOFHHIZ IV T FRLCEE S 2 BT OV T, AFIOFKGITHELE S g
D ALOTRBERIRB D NG EICIRY | HEICAF 2T 52 L 2B/ TE D,
. PV MR R (BRI & &te) Do 5 B XLZ OO & 5 B
o G A CRVE S 2R 0 D BAE K ORI 498 55 D Jifi (S SAEMEZE AL 73 2

SY (+¥5E )
. H O R O B UL MER 72238 U IXFEFEIEO B LR B ORBEED
b oHEBE

. WHO Performance Status 2-4 0 o B3

#1) WHO & Performance Status (PS)

Grade

0 Fo MR TEMTE 5, SREOMMZLE L3 FHTATL R U B E AR IR <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 LIXE&THREEN, fEEIXTE 20, HHO 50%LL Eid~Xy RA4ATi| 7,

ROENTZHSOHEDEDLYDZ L LNTERY, HFD 50%U EEXy R+l I1,

4 Fol@FARV, BODHDEDLY DZ LiTE 572 TERY, BRIy RO+l I3,

10




6. WEICBLTHERETREEH
O WASCEFEICA, RUERTEES SRS 5 BRI D & AHI O K M OV IE(E
MOIZ DI B2 WA 0B L T D5 2 &,

@ BB D, BE UIZ OFIRITAINER etz Hodi L, RE 25
TG DZ L,

@ ERBWEHDO~R Y AL MZDNT
o MVEVMERIER (aHERE 2 E5T) R bbb I ERH 50T, FIHIER
(RO, PR IREE, iZmk, FEENVEE) ORI O XA A o FEh s, #1122
AT Y k. Flo, MBI UTHERCT, g~ — 7 —Z DM % Fi
T5HI L,

e infusion reaction’’® HILDH Z ENH Y . 28] B LA O ARHKIFE H-FEIZ § infusion
reaction3 & HOILDH Z & Db D O T, KK HRHZ T EREIEE OREEZ +4312
#2295 Z L, infusion reaction23 58D LN LA XU 0 LE 2179 & & BT,
JERNEIE T 5 F THEOIREBZ +0ICMRET 52 &,

o HURIRFEREREE, RIBHEERER O TERIEERENRH SO Z ENRHH D
T ARHIE G- B AART K O 5- B TP IXE SIS N WS RERRAE (TSH., HEBET3,
WEBET4, ACTH, IH = /LF Y —VEORIE) Z4TV, BE OREL 55108l
BYpH Lk, Fio, MEIDSC TEBREZOEMLEET 52 &,

o AHNOEEGIZEY [ @EORESISITERT D L F R DDA IR AR
WHHONDZENDD, BEETIIATV, RENBO ENTEAITIE,
EORPEROSIC L DRIE OB L FE L. @Y REHRZE 2175 2 &, @
DRPEINE £ D RIERANEEDN 551213, AAIOFG ORI, ik 30x
BREBRNERORGEEERET D L,

o FHEKTH. BORAMNOE I ARBE L T LEWERNRIRT S L0 H 5=,
AFNOFEFETHRICHRWEH ORI+ DICEET 5,

e AST (GOT) . ALT (GPT) . y-GTP, B U LB U0 EH % ££ 5 FFikRERE
frde. BEALVERRRE RN B b Z 03N 5 DT, AFIFE-BRLERT K O 5.5
M E AR RER A 21TV, A OIRIER I BIsR T 5 2 &

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

o VRMEIRIFN D Lo, FERFHESS N TV R—Y RICEALAZENRHHDOT, O
Y8, L MEMEE OJFER O R B CMABEED R HoEET 5 2 &, VR
NEONTESICIE, A2 VK 25T A%OEY R 0E 2T 2 &,

@ TOPAZ-1EBRIZIBWT, HHBMED H24MIT6EE ., FLLIEIZ8EME A INED

AT o T2 Z L BB, AAER G PIXEBAICEGRE TR OMRELT

Cor

N =

I

—

Ho|
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4. WiRIZHOWT P12
5. \ERREMRDIEE P14
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1. IIC®IZ

RIS DOFBE - LERMEOHIRDT-DIZIE, IRASCESIC S i B2 23K o
b5, ST, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FRESRE KR I D T, 2D OEEM 2 B NERBE RS 5 2 & AR O
RRE & 7o o TRV REMBGEE & S EOFEARTTEF 2016 (AL 28 4 6 H 2 H MFEEILE)
ICBWTH, EHMERLSEOMHORBHEEEZNS Z L L STV5,

FHLE T EIR AT, K ERAC BT 1 7 7 A VD EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET A ERAHERT 5 £ ToM.,
MHERLOBEZBZIT 52 EPWRFINIBFICH L THEHT S & &I, BIFE
HDRBL LT BRI LB kS 2 & D Z & DA AIBE7R — E O B 23 7 3 = A B <4
THZEDNEETHD,

L7 o T, KA RTA Tk, BB ZNE TR LA TV D EFIHFH -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 28180 b B R B & %
iR O B R,

I, RHTA KT A A%, MNATEIE N EIE SRR O, AStEENEAN B AR
B IR R s . — MR B ARER IR NBHE 2 K VAR FERAE N B A ANBHES 72 0
Whob L ERLE,

KL R DHEIEY T a2 v~T (B Z)

REERDMEIHE - T - RO T 5K

HNELRDRERORE « VR T T F U RO 5 o RPUEMIEEA] & ORIz W T,
W AT 2 v b~ 7 GEIE L z) & LT 1EI1120
mg % 3 BRI T, 60 /MLl LT CAEHET 2, TDHO
HERRRIEICBWT, Tan <7 (GEiEF#HfZ) LT 1
[7] 1500 mg 7z 4 A [EIF R T 60 3 HLL LT TRIEFET 5, 72
72U, IRHE 30kg LLFORE ., HERFRIEICIS T 5 1 B 58I,
20 mgkg (KEH) &35,

g R 5E ¥ F T A NI B IMASH




2. AHNORR, TERBEF

T a7 (Bin R z) (BAF, TARA) 1%, & b programmed cell death ligand
1 (PD-L1) (29 2% a 7Y Glk (IgGlk) V77 7 Ape Ml /) 7 o—))
ik Th 5,

CD274 (PD-L1) (. AEENICB W THRERMREICHELL TR0 | IEM kLY
VRER (THIRE, BRfR L OV T = 7 0% Z—T flifd) ZIC%B$ % CD279 (PD-1) &
N CD80 (B7-1) EfEH L, SIS 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 Z41 L7 R IX, TSI S HUR AR B 72 T HERE s & D BB %% 4[]
BT HHFD—o L LTEZBNT NS,

AANL, PD-L1 OAMESMEIRIZHES L. PD-L1 & PD-1 OfAEMLET 5 Z L& 2k
0 DSAPURRFRI e T RO MRS ZEE 2 B8 U, RO A MHT 2 525
nTnb,

AFNOAEFIEIFIEES GREDOREFUGIC L BBHERS N & &b, BEUIETIC
B ARENED 85, AR OBG R OBGHIIL, BEOBERE D117V, S0
o IV AITIE, FEHL LIS GRITIE U 72 M 7 itk & AR BR A Fe D PR & G L Ciid
Gl BRI AT\ M ORIERIGIT L BRI B D S HAITIE, BIBRE AL
T LA OB GO G 7RILE EAT D MBNR D D,



3. BRERARE

[H2hE]

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

(LB D 720 AT « RO FEREEE2 718 Bl (OARF+4 730 74+
PEVES BE 239 i, QAFHLRRIE BE 238 B, @fbRIES B 241 1) (H AN 88 il
[(Zh @26 ], @30 1], @32 61]) Zx5iz. ELOR U@ EQ@DH N V24
PEE R L7,

FEIMIEE & S/~ RECIST ver. 1.1 (ZHEED < JEBRHE Y EARHE 2 L 5 A 1F
WM (LAF. TPFS)) (HFofil [95%EHEXM (LATF., IC1))]) OfERIE, AA+ 478
U 7 HACERRERE T 151, AF|HESARERET 10.2, LPRIEREC96 VA THY . K
B+ 247 )Y T AL L ORI R bR T3 U CRERH IS 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 #27& ], A &K% ([FH) 0.025,
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VSER (T AHEfE, BAIIRKE OV F 2 7 0% 7 —T fifld) FI23Bl34 % CD279 (PD-1) K&
UNCD80 (B7-1) L fhA L M B 2 AIZHIfEH3 25 &5 2 541 TW % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , 7=, PD-L1 |%, 4 OEEHILIZ H %
BLLTWAZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 72345 & T
¥, PD-L1 & PD-1 241 L7o iR, JEGHIRLASGUR AR EAY 722 T AR & OB B % %
AR DHEFFD—o & L THEZ BN TWND,

AFNE, PD-L1 OffasMERICFES L, PD-L1 & PD-1 OfEAZET S Z %Ik
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E B IL A S MARFER  (NIAGARA 7U5R)
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	【事務連絡】抗PD-1 抗体抗悪性腫瘍剤及び抗PD-L1 抗体抗悪性腫瘍剤に係る最適使用推進ガイドラインの策定に伴う留意事項の一部改正について
	【保医発0619第2号】抗PD-1 抗体抗悪性腫瘍剤及び抗PD-L1 抗体抗悪性腫瘍剤に係る最適使用推進ガイドラインの策定に伴う留意事項の一部改正について
	（参考：新旧対照表）
	（別添１）【医薬薬審発0619第1号】チスレリズマブ（遺伝子組換え）製剤の最適使用推進ガイドライン（胃癌）について
	（別添）最適使用推進ガイドラインチスレリズマブ（遺伝子組換え）～胃癌～
	（別添２）【医薬薬審発0619第2号】デュルバルマブ（遺伝子組換え）製剤の最適使用推進ガイドライン（胃癌）の作成及び最適使用推進ガイドライン（非小細胞肺癌、小細胞肺癌、肝細胞癌、胆道癌、子宮体癌及び膀胱癌）の一部改正について
	（別紙：新旧対照表）
	（別添）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～胃癌～
	（参考１）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～非小細胞肺癌～
	（参考２）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～小細胞肺癌～
	（参考３）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～肝細胞癌～
	（参考４）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～胆道癌～
	（参考５）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～子宮体癌～
	（参考６）最適使用推進ガイドラインデュルバルマブ（遺伝子組換え）～膀胱癌～




