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WL RBDMEIDE : IR RE2 IR

HELRABERVER  BE. RACIET 207 (BEFE#RL) L LT, 18 1500
mg % 4 BREIKIRE T 60 2RILLE2T CRIEFHET S, ZEL, &
E30kg UTOHED 1 BEREEIX 20 mgkg (KE) L35,

HWEREEE: TA T ERIHKEH :

(&3E)

LAY A= (BEFEBRZ) OPEXEDR. AERVAE

ShRESIIZhR - GIRRANRE R AT HIRRE

BERCHE . Tar <7 EaFlERz) EoftaicW T, #@%. }552/\ ZhL
AY rvT (BEFHEBEZ) L LT, 300mg % 60 SR LT CHEEA
BERET A, 2L, KE3kg UTOHRAD 1 BREEIT 4mgkg (B
g L1535,



2. FHF O, /ERABF
AT 4 VARSI 120mg RORATEEE S00mg (—RA - T2 veT (B
EFEE ). BAUF TA#) iX. & b programmed cell death ligand 1 (PD-L1) X9 %
faE a7 Yy Gl (gGlx) ¥ 7275 ADe MNllE ) Ju—FNHETH S,

CD274 (PD-L1) i, &HERICEVWTHREETHEIRSICHERL TR, FEELY
vRER (T HIRE. BMIRR O F 22 0% 7 —THR) FICHERT S CD279 (PD-1) k&
Ut CD80 (B7-1) &EAL. AEREZAKHBTSLEL LN TS (Annu Rev
Immunol 2008; 26: 677-704. Blood 2010; 116: 1291-8), ¥ 7z, PD-L1i%, fEx DEEHIE
CHRE LTSS L (NatMed 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 238
ENTHY. PD-L1 & PD-1 %4 L=RKIE, EEMRATESRENZR THIRNL DK
BELERT AEFEO—2E LTELLNR TV,

AFiZ. PD-L1 OMIA/ERICHES L. PD-L1 & PD-1 OREZEET DI LHICX
D RAFEENS THROMIRESEMZIER L, EBEOMELIE T 520
naTnad, .

AKENOVEAMFICES GBEDAERNIC X 2BIERAS RS bbil, BEEUIFLTIC
BB AEMERD D, FFOBREFREERITIL, BEOBEZ LTIV, REHFR
b AICIL. BE L BRI U BN M L RRE R OEM &BEHE L TE
S ERBW ATV, BEORERIGIC L BEIERARREDN 3 HA L, BIBRERV
E LR OBRESEDBERNE ZIT O LERD D,



3. ERERRRGE
BN R B2 AT B O ARIF Il 21T o I E R BARRBROBE L 77 ’

[(FHhE]
EIBRIEFZE AR (HIMALAYA 3% ,
2 B {LFEIERE O 2\ Child-Pugh 273 A OEIBRTFREZIFMRESEE" (BCOG
Performance Status 0 Xi% 1) 1,171 41 (AFI+ +Lv XY A<=T (EEETFHEEL) (LT,
[RLAY A=T)) 2 [KREIGHREE 393 6], AFIEMMESE" [AF 5MEE 380 Fl]. V
S7x=7 [XEREE38941]) (BAA 108§ [AAIOFARE 34 F, AFIBMBEE 45 B, 5T
MEE 29 Bl] 2ETe) EXRIT, FFL P A =T EHRARE LICHERUFAZ
B E L8 0AIERVEZEMZIRFT LT, ; ’
CFEFMHER L S 24EHE BT, Tos)) (PRl [95%EEXH]) (836 40
ARV R) R, ABIGHBRET 164 [142~19.6] WA, AFIBEMEET 16.6 [14.1~19.1]
HR. BT 13.8 [123~16.1] Y ATH V. AFIPFARE I REICT LREHFERIC
HEREEZR Lz (ANF— R [95%EHEKRE] : 0.78 [0.66~0.92], p=0.0035 [/BRI
log-rank BE. AEALE (F) 0.0398]), E7z., AFEMBEICONT, ~NP— RELOH
B LI EEXE O LRBSFFNCHRE LicEStE~—Y 0 Th 5 1.08 & THE
STz e hh ., AFIEMBE O BEICRT 2SRRI (O — N [95.67%
fEEEX ] - 0.86 [0.73~1.02]) Q02148 B 27T BF—F v b4 7),
1 : BEERE (BEM=F ) —VEARE, 7 UTRBERE. <1 7 nkiEgs, FaRERR
/BRI RERRE, HRBIRES) OBR L 22 BEERA SN,
*2 A 1,500 mg R LAY A= 7 300mg % 1E, Z0O% 4 BROMEEZET T, A% 1,500 mg

% 4 BERER CRIRNER S,
*3 : AH 1,500 mg % 4 BEFR CHIRAKRES Lz,



:
os#xiE (A} [95% Cl]
09 1 SR 164 [14.2~19.8]
w138 [123~16.1]
08 A~ I (95% Ol 0.78 [0.66~0.92]
gO.?-
& o6
# s |
il
o D4
n
0.3 -
02
o1
- —.—_—————_—
0 2 4 6 8 10 12 14 16 18 20 22°24 26 28 30 32 34 36 38 40 42 44 46
RiesHtro0HH (B)
At risk

APGTFINE 393 365 333 308 285 262 235 217 197 190 176 168 158 160 119 98 76 55 32 19 11 1 0 0O
T7T 380 356 319 283 255 231 211 183 170.155 142 131 121 108 7¢ 52 .44 32 21 12 5 1 0 O

. osHkit (A) [95% Ci]
0.8 1 — FplHme 166 [14.4~19.1]
— 345EE 13.8 [12.3~16.1]
0.8 1 Y FEL (95.67% CI) 0,86 [0.73~1.02]
& 0.7 4
% 06 -
#
&l

2 0.4 4
=

0.2

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 3I0 32 34 36 3B 40 42 44 46
FERTTHLOMR (B)
At riskzX

#3389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 38 27 20 16 6 2 O
3ER2Y 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 Bi##



[Z2t]

EIRSLEF % OIFE3ER (HIMALAYA 3B _
HEFRIIAAIGARE378/388 ] (97.4%) . A<FKIBLIMAE 345/388 41 (88.9%) KUK
FREE 357/374 B (95.5%) ZERH BNz, WTFNILDIERE L ORRBEZENBECER
WEEES @IER) 3. TR EN 294388 ] (75.8%) . 202/388 4] (52.1%) KRR
317/374 Bl (84.8%) RO B, D5 HILH] (Grade 5) 1L, TN ZH 9/388 Hl
(23%). 0BIRT3/374 6] (0.8%) TH-olz, WTNPDORERFTREARS 5%LL L
OEHERIXTERDEBY ThoTe,
£ 1 WThIrOREHTEARRS%UEOBER (ZAMAITHSER) (HIMALAYARE)

BERIRSEE /
EXFE
(MedDRA/T ver 23.1)

Bz (%)

ARG AR (388 Bi)

AFIEEE (388 £)

XTEEE (374 61

RS e

& Grade | Grade & Grade | Grade £ Grade | Grade
Grade 3/4 5 Grade 3/4 5 Grade 3/4 5
<2RBIVER 294 95 9(2.3) 202 50 0 317 138 3(0.8)

gt

fer

B R%

ERBLORTERRE

% 5l

%%

BiEE

FE - RERFAER
SREfRRE

SR AABERLURERLONE

25 0 ] o

S 30 [ 6(5) 0.
(1.7 (6.4 (14.7)
& FIIE 11 | 2(0.5) 0 14 1.1(0.3) 0 27 1924 0
(2.8) (3.6) (7.2)
MRS e R B e T B
& I JE 3(0.8) | 1(0.3) 0 [ 205103 0 56 20 0
(15.0) | (5.3)
FERER: BEBIURIREE . o R R e T B
REREE 1(0.3) 0 0 1(0.3) 0 0 19 0 0
(5.1




BERXRSE / B (%)
: AR ‘ .
(MedDRA/J ver 23.1) AFIGEEE (88 fl) | AHIEImEE (388 f) SERRE (374 B1)
FTo=vFI/) oV
A7 =T —EHEM (5.7
7 35—V 10 0 7(L8) | 2(0.5) 0 4(1.1) | 1(0.3) 0
. - (2.6)
TARZXVBT I/ 9(2.3) 0 25 193 0 10 | 6(1.6) 0
PRI =T —FH 64) @7
m :
Y R—FHEN 25 17 0 12 |8 0 10 |8 0
64 | 449 3.0 ' 2.7
HERLD 7(1.8) [ 1(0.3) 0 2(0.5) | 1(0.3) 0 27 | 20.5) 0-
(1.2

i, ARIBHRERICRBWTC, BEEMESR 8 2.1%), KEK8H (2.1%) . BEED
TR 1361 (3.4%). FFHEREREE - AT4¢ - BELMERBE 25 ST B (14.7%) . FORARMEREIR T
JE 43 ) (11.1%) . FRRIRERETIIESE 39 61 (10.1%) . BIBHLEEREE 6 ) (1.5%), T&
pisBEREE 2 ] (0.5%). BlEE (MEMERS) 341 (0.8%). MK - BBHRMAE 4
1 (1.0%) . infusion reaction 8 5 (2.1%) . L7 2 il (0.5%) . EIEFFHEAE 2 41 (0.5%)
BEORERE 16 (03%). WREE (¥7 - AV—EEREED) 56 (13%),
BESS 4] (1.0%) 2580 b, 1 BUERIA, FEWEF PERBE., Bigk. WILEZRIL,
BEREYS J U B M I /MRS MESRBER ILER O b Rino Tz,

Fir . AFBEMBICRBWC, BEERSRE (1.5%)., K&K (0.5%). BEDT
F551 (1.3%). FFHSeeREE « BF4 - B(LMIRE RS540 (13.9%) . FIRIREEEIK TAE156]

(3.9%) . FUIRBHEBETOEE 1241 (3.1%) | BIEHEREREE 461 (1.0%) . 12UME RN 141 (0.3%) .
infusion reaction 5% (1.3%). L2516 (0.3%). EEFBESHEIF (03%). EEDOKRE
BEE1H1(0.3%), MEHEE (X7 - NL—REEHEST) 14 (03%). 141 (0.3%)
REH LNz, BEE HEHEAS). Hik  HEGRAE, TEEEREES, R
PEAF BRI RE. N2, LB RTL. BB K Ot i/ IMRIRAESEBERIRR ® 61
Tehnoiz,

ARERRTRINIIBEEFR 2 SRR ETT




4., HERIZHOWT ,

EHR Y 27 ESHEEE RMP) ITES5%, AFOERLREMERIFE~DHI1EH
DRHIERTH-> T, FFORENEORBELLZH - HEL, AFOREIC I VEE
REWERAZRBE LB TAZ EBMBERZD, LTOO~Q@D T TEMETH
RIZBWTHERTA2R&ETH S,

@ MERIZOWT

@-1 FRED (1) ~ ) DWThLHEETIERTHD I L,

(1) BEEFBREFEET 28 ABRESEL RS EFENREAR fﬁ@%w'ﬁﬂf}m
HIIR 25 ARSI HEIL AR, MRS ARSI 22 &)

(2) HrEHRETART ,

() FBRRAENEET 2B ABREERRE (BAD f&@:%%‘ﬁf Be. A3ARSHRERE
Bk, 2 ARREEHERT R L) ’

(4) SRALERIEE L RE U SSRIESH LR FRIERRE | SRS L RRER R 2

DREFREIEIZLR D BH 21T > TV D HEER
(5) HEMEER %lJ&&jiA‘ﬁjJu%I@ﬁ’@ X EIEITR D BHEIT > TV D e

O-2 FFABRE O (L2 FER CRIERRREORISIC -+ 208 & BREBSEM (T
CROWVWTHRNTEE T HER) 2, YRR OARFNCET 5 HROBMES L LTEE
INTNBHZ L,

R

ERNAFEUER 2 FOMMPHEEZIET L2&IZ 5 FLL EO B ARRO BRI E %
fToTWBHZ &, 55, 2 FLLER, ﬁ>h¥%)§{£%£k L = BRIRIEEZOMHE
EIToTWAB I &,

© ERRFFRER 2 FOMMHELET LERICAFULOBKRBEREALTVS
Tk, 96, 3 FLLEIE, H?fﬁﬂ@f@?ﬁlhi%iﬁ{f%EUHTH@%—T—@%%HV’E
ﬂ’o TWasZ e,

® ﬁwwﬁﬁ%ﬁﬁ%ﬂwﬁkﬁ Iz

ERSEREBICNEET 3 BAENRB I, REAEH, L OFRED, O &
SHSELHEROEER NEMS IO 2 FHR, FEESRRELEBEOME
B ERBONITT LN EEINESTNE L,

® BIER~OHRIEIZOWVT
®-1 Mk EHICBE T 2B M

F‘aﬁ’ﬁmﬂir BEOEELRBWEANRE LEZEIC, 24 BMREAZREHI O T, YZERX
IREEMERRICRWV T, BERLUZBERICE U CAREEK U CT £0BIER &I
BERREOKRNY AHIC %6:& H IS FRER R B E - TNB Z &,



@-2 ERFEFHFIC L 3 HEEESHISCETAER

BABRICHED 2 EFN MR R OEEYE T 2ERESESBEAT=5 ) V7
REDEERDAS Y —= P EITOERE L FREHE T 5F— LEREKH 1
EEhTWAZ e, B, BEREICOWT, BABRE L ZFOFRKRICHDICAMENT
WBHZE,

®@-3 BlfER OB LT ‘

BIVER (RIEMERRR, FPBEEREE - IT - LB E R, NOWEE (FHRIRERE
BEE, BIEHEEE, TRARERS). BREE. infusionreaction, KFRK - EE D TH,
1 BUBEPRIR. A5 - MRBUDRMRIE, OfbA. BEIEFEE. BER, St/ MR
MEEEIR. Bk, EEORBEE. MREE (¥F7 - AVERFEED) . LFR
EOE B O ISBMEAF PRI E, LB R, RS 1okt LT, MRk T aBE
PSR OB S E 5 ER L EE L GIEROBKMSICE L TRERUOEER
THENBEFICHH L), ELICHEDRLAERTE 2FHIB8E-TVD I &,



5. BEMBRLRHBE
[FahitEic B4 5 H1E]
O LH{LFFERED 2V Child-Pugh 538 A OYIRREEZ IFRIESRE TRV TES
E PV RAY AT L OMARERUAFIBEMBEDOF I RINL TS

@ TRICHEYTIEECHTHIAFOREROMERAFIEIZ W TIX, ZF OB LS
L TE O, AFOBRENEL 2L,
o OTEHFOEDMEINRENRNTORWLOFEMEER L O HRS
o RETEE (BEMx=Z ) —NVENRE, 7 UARERRE, v 7 aREER
. FFEhIRERRE/ SR ZERRE, RERERES) OB L 725 Fiik
ERE

® FEOHEEI ST, FFIE P LA ) AT L OHFABREICSVTIEY T T =
=T AEEESNRIES N TWA—F T, AFEMBEEIZONWTIEY T 7 ==
TR BHFEEOHIRINT NS Z &%, HIMALAYA RROBGZ +4ricH

R L7 kT, BEORELEZEL. k- AELBRTZLENS S,

[Z2ticBEd 2 FE]
O TRIEYTIRFIHOVWTUIAFOBRENER L é;nﬂ\za e, BEZTT
blanz k,
o FEIOFSTH LIRBREDBEERD H 5 BE

@ BEAOFMIZB W TFRICEE T EBFIT OV TIL, 2!-(%”@?25— TR E N

WA, MLOTERRRB 2 VB EIZRY | EECARZERTIZ L 2EETE

5,

c FHEERERER (BHEBREELZE) ObLIBRENIZORERCH L BE

. H@ﬁﬂﬁ{ﬁfﬁﬁ’éfﬁ’gﬁé%%&b5ﬁﬁ%‘&f)“ﬁ&?&‘ﬁﬁﬂi%%@%b:%ﬁ‘ﬁ’%ﬂ:ﬁi‘ﬁ
b BRBE

+ HOAEBRRBOEHX ilﬁﬁﬂ'ﬁiﬁ L xERED B EAEREB @Efﬁ}ﬁ@
HrBRE

*  ECOG Performance Status 2-4 #0 @B

®D BCOG & Performance Status (PS)

Grade

0 EoMERERTES, BRAMLFALABEESFRRZ TS,

1 PIREGIZI LW EBNIRIR I 223, SITHREC, BERRPLEIITI Z N TE 3.
Bl BVWRE, HEEE

2 | BATRREC, BAOHDEDY O LA TARERES, EZI a2, Bho 0% Ly RFATRIT,

3 BOENTEEDSOHFOEDLYDOI L LMATERY, BHRO S0%ULESy KT TRIT,

4 Fo BTV, BROEDEDLY DI LiTEo7e TERY, B2y FAREFTCRTT.

10




6. BEIHL THEETRSHE |

D B CESICM L, BERFEE VRT3 BRE S E A ORE R USEIEE
RAOEDITHERERETHICER L THLERTIZ L,

@ IBEBEMEICEST D, BEXITOFRICAEDHERERIEELZ+ABBAL, RELZE
ThbBRETHIL, :

@ FREMERO-RXT A MZOWT

GRS (BUBREAEZET) BHobhdZ t8H5 DT, FHE
K (BUN, RERE, Y. FAS) ORBRUMBXRREDEES, B
BE ST L, (70, HEDE UTHEMCT, F~— bV —%0REL
EHTHZ L,

infusion reaction?3&% B oI5 Z L 3% ¥, 2[H B LA O AH|# 5-FFIZ b infusion
reaction® 3 b B Z L NHHDOT, AFRERITIIERIBEOREL T+
\CEET 5 Z L, infusion reaction? F2 ) NS ITIETIRAEEZITo L & B
2. FERAEET B % CREOREY HCHRT S &, |
FORAREEEREE, BIBMEREER VO TERSERERDLDLDNLZEBH D
DT, AEIHFEE5EEIR OCREHR P I ESRRICASIEERE (TSH, &
BET3, EEET4. ACTH. M aNFY —VEDRIE) 21TV, BEORER
FSCEETAI L, T, BECR U THBRESEDERLEZEE TS
L. '

AROREI LY | BEOREFISICERT S &£ 2 bh b ks REBORH
ERHLDONBZ ERD D, BELTMIUTV., BESRD bIBEIT
i1, BECRERRIC XL AEERORREZEE L, BORERBKEIT) 2
L. BECRERIC L 5BWEANREDN 2 BEITIT. FHOREDHKE,
Pk IEIBRERE L ROBREEEERTHI L,

BERTHE, ZBER» OBV ARBL TOrLEERRRRT I LBH DT
D, AFOBEMTRIZOEERORRICTHFITERET 5.

Aw‘mdn\Auﬁmmv\me\EU»EV%@L&%&bH&%E
=R, BEEREARLLDLND I ERH DD T, ARIERERBIIKRT
BEHPR I EHRICEEERE LTV, BEORBZTIICBRTLZ
&, '

RS REEBA, RREBAZEDEEENLODLNAZIENRHHDT, K
H 5B AT R QR B4R P I ESNICBEERE 21TV, BEFOKREE 1+
SWBBRTLHIL,

1BIERFER D bbb, BRBEWS N TV R—VRARZERZERNHHDOT, B
B, B, BEHE0EROFRLMBEED ERICHSERT I Z L, 1BHER
BRBRDLONEBRAITIE, A VA ) VEAIZERETHAEOBENRAEZITH Z

11



&o

@ HIMALAYA RBRIZBWC. BEBBEMD 48 BRIX 8 BE. TLBRIT 12 BERA
IEDFTMEIT- TV Z & 2BEI, ARREFIEHNICERBRE THRORE
BEITHZ &,

12






Bl 2

Bl A R A v
Fan V=7 (RIFHEEZ) ,
R4 : A4 I 74 VP EERE 120 mg, 1 27 4 2V RTFEHTE 500 mg)
~ BB~

AF4%E 12 A
JE A HEE



B

Ui

AFN ORI, ERBF
B PR AR

HEERIZ DWW T
BEXIRL R DBE
BEICELTEETREFE

AR i e

P2
P4
P5
P8
P10
P11



VAT SF ORISR, AERCHE

ZhEE TSR « REIEHE .

FREROAE: JBEEICIT. A0 CUERE L O AEELE LT, [EEBRRT 3,
1 VAFTF L LT 25mgm? (ERRER) % 60 0 TRIEHE
L. B 1ERSE 2 BESEL, 3B IRETS, chik 17—kl

TEREEZHERVIERT,
2R, [ EOBREERBZFOREBIZ LV EERET 5,

FRARRBIC I 2R RA O - BRI 13, BRIKEGE] OE P5~) R



2. ARRIORKE. (FRHEF

A 2T 4 ¥ REEE 120 mg ROFAFERE 500 mg (—f% : T2 0<T7 (B
EFsaz) . BUF, TA# ) i3, & b programmed cell death ligand 1 (PD-L1) 2%}
THHEEISa 7Y Glk (IgGlx) V777 A0k VT 7 u—F A TH D,

CD274 (PD-L1) X, EAENICBWTHRETHIESICRRALTREY ., HkLc)
LOSER (T HIKS, B MBR O F = 0% 5—T M) SBT3 cD279 (PD-1) &
TR CD8O (B7-1) & A L. AEISE 2 AICHIET 5 & E 2 5T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , ¥7=, PD-L1 %, fEx OEFEMIRICHZE
WL TWSZ & (NatMed 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 3% & 4T
#Y, PD-L1 & PD-1 240 LiciBRIE, MEEHIIRA RS RAOZ2 T HEIS D b OKRS %
EET B FD—o L LTELLRL TS, . '

AFlrk, PD-L1 @%M@%ﬁﬁiﬁ&:%/f} L., PD-L1 & PD-1 OFFEAEEET D Z EHITK
D, BAFTURERR: THROMIREEEEZ AL, EBEOHMMEENHTILELD
nTnd, |

AR ORI RS BEDORERMC L ZEVERER D bbh, EEXIIETIC
ELWEERD D, FFOBREFROEERIIT, BEOBELTLITITV., BESR
» BN HEITIL, BB L BRI U MR % & BRR e oER &g L TE
MRENZE 2TV, BEORERINC X ZEWERANEDN 256101, BIBRRESRV
EVEIOEREEOBEH R NEETT I LERD D,



3. BRERBUGE :
BRI RE R BB O AR I ME 21T - e ERBERRBROREE R T,

[(BhE]

EHPREFFEMAARER (TOPAZ-1 F5R)

{LEBIERE O 72\ W BB A BE /2 IR B A E ™ (WHO/ECOG Performance Status 0 XX
1) 68561 (AFIEF AL FCUVERE+ L ATSFL [REBREE 3416, 7F78R
ETANVEEVIEBE VAT T (KRR 344 51]) (BAN 78 4] [AFIGFRRE 37
B, xIHBEE 41 B1] &) BHARIC, £B. FAUFEVERBERVIVATSF U
PRBE L BAOEMERURERERE L, ’

R ORER. EEMHEE THO2AEFHM (BT, Tos) (PRIE [95%FR
X1 (424 HFoA b)) X, AFIGFABET 12.8 [11.1~14.0] A, HBEET 11.5
[10.1~12.5] ZATH Y. AAGEARIIREICK LR FRICARRERZ R L
(~NPF— FEE [95%S8EKRI] : 0.80 [0.66~0.971, p=0.021 [J&3 log-rank #RE. HEK
¥ (@D 0.03]. 202148 A 11 B —F by b47),

] BRI DR ESAIE. 6 YABEZBBLERCERLEBENRR L Shi, £k, ik
ISR A BB O RIRIE T O N A1, BTHR 6 VABEBBLERICERL
EBENREL Shik,

*2:3 8% 1 VA7 LT, FE L,500 mg X377 72X%2%E 1 BEIC, FAVFEYUVERE
1,000 mg/m? & VA7 T F 25 mgm? %5 1. 8 A BICHEK 8 V1 7 VB4, A& 1,500 mg X
75w R e EMT 4 BRIBEETRY Lk,

osHhsfE(A) [95%Cl]

107 - AEGHERE 12.8[11.1~14.0]
gi_ - XIEREF 11.5[10.1~12.5]
£ 74 NF—RE(95%CI) 0.80[0.66~0.97]
£ 06-
77 05-
g 047
S~ 037
= 0.2
0.1+
0.0~ T T T : T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30
HEIEAEIHTHSDERE(B)
at risk¥X .
AFIGHEEE 341 309 268 208 135 79 49 - 24 9 1
NEREE 344 317 261 183 125 65 29 10 4 0

K1 OS ® Kaplan-Meier Bi#R



[Ze4it]

ERERIFMHERER (TOPAZ-17AER)
HEELIIAKIGEREE36/3386 (99.4%) R UNTEREE338/342%1 (98.8%) 1
e WTNODBRBRELORRBEEAEETERWVWETESL BIER) 1. £nth
315/338%1 (93.2%) KUN310/34265 (90.6%) 1258 b, =D 5 BIET-H (Grade5) iX
FnFhn2/3386 (0.6%) BU3426] (03%) Tholz, u\frhb>o)?§ffﬂ$1%ﬁ4—7ﬁ=
5%SL EOBWERIZFRD L 380 Thotk,

R b

1 ‘/‘3‘:}1,75)O&E—ﬁ‘?ﬁﬁ*bis%lﬂifbﬁlﬂ’ﬁﬁﬁ (RAMMTNEMEE) (TOPAZ 1848

_ERHEA

BERKRDE / BAFE Bl (%)
(MedDRA/J ver 24.0) AHIGERE (338 41) sHEREE (342 471)
4 Grade | Grade 3/4 Grade 5 4 Grade | Grade 3/4 Grade 5
315(932) | 211(624) | 2(0.6) | 310(90.6) | 221(646) | 1(0.3)

1696)

64 (18.9)

123(36.0)

64 (1

»’Emﬁﬁ&ﬁ

e ﬁmﬁL s b i

43 (12.7)

0 7 0

BRI EE 99 (29.3) | 65(19.2) 0 98 (28.7) | 69(20.2) 0
/R 35 (10.4) 12 (3.6) 0 40 (11.7) 18 (5.3) 0
19 (5.6) 7(2.1) 0 15 (4.4) 2 (0.6) 0

55 (16.1)

24 (7.1

15 (4.4)

B 118 (34.9) 3(0.9) 0 103 (30.1) 3(0.9) 0
R 37 (10.9) 3(0.9) 0 44 (12.9) 5(1.5) 0
e 34(101) | - 0 0 33 (9.6) 0 0
TH 29 (8.6) 1(0.3) 0 25(1.3) 2 (0.6) 0
oM%K 0 0 4.4 0 0 -

24 (1.1 0 0

23 (6.7)

24 (1.1)

14 (4.1)

168D |

74 (21 9)

74 (21.6)

. 0 0

37 (10.9) 4(1.2) 0 37 (10.8) 0

0 16 (4 7) 0

ﬁ}qﬂﬁzﬁcﬁ/) 89 (26.3) 70 (20 7) 0 104 (30 4) 87 (25.4) 0

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

A Bk 34 (10.1) 14 (4.1) 0 45(13.2) 20 (5.8) 0

TS=vTI)MNIUA 17 (5.0) 4(1.2) 0 18 (5.3) 1(0.3) 0
7 =T —FEm :

M7 L7 F = 88m 8 (2.4) 0 0 26 (7.6) 1(0.3) 0

2B, ARGFRABICENT,
- FEACHEREE 2% 21 B (6.2%) .

WREREE - FTK

RIRTMLRTEE R 4 ] (12%). BEEQ T 161 (03%). AF

FRR AR BRI T 1E 23 B (6.8%) .

AR AR



FERETLEESE 7 ] (2.1%). BIBHEREE 44 (1.2%). 1 BFERMN 1 6 (03%). infusion
reaction 3 41 (0.9%) . HREE (X7 - AV—EEHE2ST) 146 (03%). BESR2 6]
(0.6%) BFBEO LI, /o, KBX, BEE (HEEBRSE)., HK - BBHRMARLE,
DR, BEFENE, TEREERE. N, EEOREREE. BEUEGFPIREE.
L& 7L, BEIRR K OB i/ MBI HERBER IR b e b o Tz, REIWERZRH

ROIBEEFR L EOENBREZTT,



4., BETIZHOWT

B ) 27 EWEE RMP) KESE | AH OERLLZEMERES~0 B AH
B AMRTH- T, AROBRENEIRBELDE - HEL, AROREICLVEE
FREER 2 RE LTS T B 2 L BBERED, UTOO~B0 3R &R T
BBV TEATARETH B,

@ mBRIZHOWT

®1T£®(Dﬂv6)@w¢n#_ué¢5m RTCHBHI L,

() EEFBRENEET 58 ADEEEILRRS GRER RS B RESIL R,
Hiidgh 23 A RS RO ML RUREE . MU AR )

(2) FrEHRERET

3) FHERFRABENIEET 2B ABRELER (zzAJa>5?ﬂ£%%?ﬁiEf“&n 0B AEEE
Bk, B ABREEEERRR ©)

(&) SRALFRIERZRE L, SSREBCFRIED IR | USRI L A RiE2 e
2 DRI AEIR D B E1T > TV DR

(5) MEMEERL T EERMEOR LRI BHET > TV DR

@2 B OLEFER CBIEARAN OXIIC A i EREF BN (T2
DTS T BER) 3. YHBRHOAAICET S RROREE L L TRES
nNTnaZ e,
#

- BRI EUEE 2 EOMBMTHMELET Li%IC 5 FULOBARROBRIHE L
ﬁof%égko9%\2$uii\#b%%ﬁ&%f&btﬁﬁﬁr%@ﬁ@%ﬁ
S2TWVWAHIZ L,

- BRIGEFEER 2 FOMBHEZET b?l"' 4 FYULDOBREREFELTND
Z &, 9bH, 3EL R, IEROBAERYREL SR ARROBRIMEZTT> T
WaZe&,

@ BHNOERMEREEOMEHICONT

ERSIEREHCRETIHEENRB SN, MNESENLOBEREO, A - K
SV EIRHEROE R OEMEICHT 2 BHRME, AEEENRE LLEEOHE
I EREODIITONDEHNESTWB DL,

® BUEA~ORIEIZONT

@-1 MR KHIICEET 5 Bl
%Eﬁ%ﬁ*#wéﬁtﬂﬁmﬂ%ibtﬁw“24%@ SIRIEHIO T, YRR
RT3 T, BB L BIERICE LT AR E&UCT%@ﬁﬁﬁwﬁM;z

EAREOKENY AFICELN, EbICHETERAHIE-TNBZ L,



@2 EREEFICL35FFRMIGICETIEH

BABRICEDZEMNZAREROHEELZF T IEREEFEFEERAE=2 ) 7
REOEEROAY Y —=V T2 TVERE L FREHETE 57— LAEREHIE
BENTWBZ L, 2B, BEAFIZOWVWT, BABELZORECTZITAMINT
WwarZ ek,

®-3 BHER ORZHT-CRMTE LT

BIER (RIEMEMRE, FFAEREE - FFfk - (LR R, NAWESE (FIRIEEE
EE BISMEEREE, TEAMERES), BEE, infusionreaction, KK - EED TH,
1 BUBETRIR, Aok - REBURIRAE, Ok, EEMHEE, BERERE. St/ MR
PERBIR, Bk, EEORBES, WREE (¥F7 0 - ALV—ERHELZST) . {LFER
IO ORBMEGF PERBARE, WILEBRA, RS ITx LT, YR XIakE
FHBOEMEE2 AT HEMEEE L EHEROBEORMRZBE L THRERUZES S
FonBEEFICHBL). BELICHDZABN TE 2RKFINES>TNDEZ L,



5. G5B LRHBE

[Fahidic B3 FH] :

O ALEREEDOZVIEREBRAREZIBERBE BT, AH 7oAy 5 U ERE
BOVATTF o L ORABREDOAPHERRINTNS,

@ TFRICHST ZAMOBERUHEAFEIC OV Tk, RFOEERTRL SN TH
b9, AROBERNSE 2 BRV,
. OCARDEIMERT SN TRV B OFTEEIEEH & OBtARS
. RS

[ZEeticET 2 =HE]

@ TRIEHESTIEECOVTIRAROBRENERL SKTNEZ b, #EZIT
 bhRunol, |
o AFIOBSICS LABEOBRERED H 5B

@ WRAOFMICEVTTRICKRY T 5 BE IOV T, AR ORGIHER I 2wy

A, fLORBBREARVESICRY . MEICAAEERAT I L EBETE D,

o WIEMRRS (BEHRIIRA EZET) 0b3BEXITEORERDOH D BE

s REBRE CHERELRD 5 BE R ORI E O M REEELD 5
biILDBE

. HOAZRBOAIXITBMEN2E L IXHRED B DRBEREBDBEERD
bHoBE

e WHO Performance Status 2-4 *V 0 &%

#1D WHO @ Performance Status (PS)

Grade

0 FoFERKESTES. EREOERSLELEY. BRMLAL A REREIHRRITXS.

1 PERIICIE LDNEBNIHIR S L3 28, BT T, BERCLERTI LN TE 5, ERELERTEIS
L—FO LRI AR EBTEZBELEENS,

2 SITAEET, BAOFOED Y O LT TARER, EERTERY. PO S0%A LI~y FATHEITT,

BoNcESOHOELY DI L LATERY, BP0 S0%UEEZNy FGEF TRIT

4 F o BITRV, BRAOEOELYO I LidEo7L TERY, BRIy FIFTFRIT,

10




6. BETHL THET S WE ‘ |

O ARSI . MEREEE SR 5 TR 5 % AR OB R CBIER
Ao HEBRMERETSICEBEL THrLERT2Z &,

@ IBEEAIC D, BENITTORECEIMR OERER FABHE L. AELE
THLEETBI L,

C)I&@ﬁﬁ@v*?}yhﬂowf

BEMEMRR (KRRREALZET) BHobhdZ LiHDD T, FHER
(B80F, MEOREREE, Wk, REAE) OREERUHMXBREOEESE, BE
ZHSICATO 2 &, Eie, BB UTHECT, miF~—7—S0REZ X
THZ L,

- infusion reaction?3®H LN B Z LA H D, 2[EIE uﬁéwzﬁﬁﬂf&“'—?ﬁ#&l % infusion

reactionR b H N2 T L BB 5O T, ARIBREFRICITEEBE OREEZ -+
B2 5 = L, infusionreaction338® L NI BAILE I RAEBEZITH & &bl
ERVBEET 5 E TREORBET0ICHRTLZ &

FIRIBEREE, RIBBERER VO TEREEREESHOONEZ LA H DD
T, AFIR G5B AR R OB 52 P i E I N OIS RERRE (TSH. FERET3.
HEBET4, ACTH, M aVF/ — AV EDORIE) 1TV, BEOREZ H2ICE
BIrZL, ¥, BREKSE L TEHBRESOERLBEE TS Z L,

FROBREIZ LY . BEOCRERICERT 2 LEx bhdEx RERLKRE
BHLPNEZERH B, BEEHSITTV., RESRED OUZEAE, B
EORERIGC L 5EERORRLZE L., HHRENZH TS 2 &, BE
DRERIIC L 5BHEARRDON A HA I, AKIOREDRE, ik X328
BRERVECRORESEERTH L,

BERTH, AR OEIARBL T LEWERANKRTAZ LR H B0,
AFNOBRERTRIZHLBWERAORRIC DI ERT 5,

AH(&H)\MJ«Wﬂ\%GW§EUWEV%®Lﬁ%ﬁ5H%%E%\
frde, BLMERBEAR D SbNDZ LD B DT, AFRERBITECEES
RIPIXEHIC T RERE 21TV, BEORBEZ+HICBETLIZ L,

RADEREERR., RERAEBRAEOBEERH LN LRHDED T, FH
B 5 RAMART R O S HIR P I E S ICBEBERE LTV, BEORELZ 21
BEITHZL,

1BERBER D bbb, ERFRES P TV F—VRRERZERHHDOT, A
B, Bl IBHEOERORRLMEED ERICHRERET S Z &, 1HERK
NELNEHAITIE, A VRY VBAZRETIEOBENRNERZITO 2 &,

@ TOPAZ-1RBRIZEB VT, RERENO24BREIZ6EE. THUBRIISBEICENMED
EEITo TVl L 2BE I, AFREFIIEHNCEBRE CHROERZIT
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BEEREETA FFA4 v
Fal’neT (BaFE#EZ)
BRFEL : A I 7 4 VP EBBE 120 mg, A I 7 4 ¥ P AEBE 500 mg)
~ZE/INR it ~

YrE3048H (%%Mﬁﬂzﬁa&cén
,EE%@%



B&

. Z I

. ARBIORK, 1EREF
FERRIZ DU T

CBERR LD EE
REELTEETNEXEHE

P

P4
P5
P12
P14
P17



1. ZL®HIZ

SR DA - RAEMORER D7 DI, T CEZICE SV BIE AR
BB, S5IT, IEEORSEBRFOESIC LY, FUAERRZ ¥ OB STHIERR
FEERNPARINIPT, INOOERSYEICKHERBFICRET 3 2 L XRED
BEEL2-TRY BREMEBCEE L SEDEAFE 2016 (LK 2846 A 2 BEHRE)
B WTH, EFHNERLSEOFEROEBEHEELZRDZ L L SN T3,

FRIEARFERRT, BEERSLAET 0T 7 A VREFOERS LI 5T
RIRBILRbD, ZOkD AHER LT 5 B8RS+ 5 £ TOM,
UHERROBELR T 5 LRSS LB BEICAH LTHEATS L & bic, BlfE
ARER LB LERRIGE & 52 & BN — DB % /- 4 E S o
TAIEREETHSB,

L7eioT, AFA FFA Tl BRBEESCINE TIB LT B EZREN -
BFERIRMIC ESE | UTOEEROREREA S IET 2880 b UERER, BX
HROCBEFEEZTT,

¥, $ﬁ4%74/i TRSTAT R A B3R 5 A B A | &H&@%AEK
HRRER Y, — R A FRRIRNRHES , FEAR RIS A A AR
~%ﬁ@&AEKW%# £OBHDE LR LTz,

NBLIRDERRS A7 4 VRRERE 120mg, £ X7 4 2V AREEE 500 mg (—
Bk F o AwT (BEFHEEZ)) '
%% L R AMREIIHE : GO AR RETEAT O MBI 51T 2 IRIB LR R AR
% DHERFRIE
YIBRARRE/2EST - BR OIS
W ERIMERVAE: CIBRTREZ BETHETT O I/ NRERIIER 3T 2RISR EBUR BRI ER
DHERFIRE)
BE, RAZIRT 23~ (BEFERZ) & LT, 1E 10 mgkg
(%ﬁ)%zLﬁﬁhreo PRICLEDT CREFET 2, L. #
SHMIX 12 v HEETET S, ‘
(EIRARERXETT - RO/ MARATE)
R AV AT (BiaFHRZ) ROCABSRAEMERER % & Tefho
REEERR & OMRAIZBWT, BE., BARIET a3 V<7 (B
ETH#x) & LT, 181500 mg % 3 BAREIRIFET 4 B, 60 5L
#HT RIEEET D, TOH, T ol \vT (BeFl#z) &
1 [El 1500 mg % 4 BREIFRT 60 /2B L2 T CTRiEisEd
5ottb\mim@uT@ A0 1 EREEIT 20 mgkg (FE)
L5,




Bl R S % E . TR NS ERIMRSH

(BE) :

FUAY AT GRETEMZ) OPEXIIME. FHERCAR

BEESUIZNE ¢ BIBRARRIELT - RO/ MBI

AERCHER: Far <7 EEFAREL) RUASRAEMERS % & horEh
BRI L OBRICINT, BE. RAIIE LA Y bvT (GRETFHREEL)
& LT, 1B 75mg % 3 BRI T 4 B, 60 RLL L2 T TRE#HET 5,
0% . TABRORBEZT T, LAY hv 7 (BETHRAZ) & LT 75mg
% 1[E 60 7L LT TRIEFHET D,

EEERRERIZ BT A S EA O - FHEIE 3. BERE 0E Ps~) 2R




2. ARIORKE. (FREF : :

A 2T 4 vV RERE 120mg RORLRERE S00mg (—4 : T a7 (B
EFH#Z), BLTF [A#)) iX. b b programmed cell death ligand 1 (PD-L1) {Z%9 3
7Y Y Gl (gGlk) ¥ 727520t MlE ) 7 u—FAHEKTH B,

CD274 (PD-L1) X, NIV THRBTMREFICHEALTRY., EELLRY
LR (T HIME, BRIIR UG F 2 5 0% 5 —T M) ZicRHET 5 cD279 (PD-1) &
U CD80 (B7-1) LA L. REIGE #ARICHIET 5 L& X 5TV % (AnnuRev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), ¥ 7=, PD-L1{%, TE4 OEGMARIC bFRHHE
LTW5Z & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) 3#E I TR
D, PD-L1 & PD-1 2/ L7=RKIE. EEMEATUREMSFEN TR b OREBEEZ[E
BT AWFEO—DL LTEILNTWVS, :

AFIZ, PD-L1 OMISMERIZHEAS L. PD-L1 & PD-1 OfSA2MET S - L&IC X
D, BARBHEN THEROMREEESEEZER L, BEOHEBEEZMGATILE210
nTna,

REIOEFABFFICE S BEORERIGNC L 2BWERSR b b b, EEXIIETIC
ELWREERH D, AFORETRUCRERICIL, BEOBEZT2ITV, EEIR
B HNICEAITIE, R LRI U IR MR & 5 % F o EAD & e Ll
ERERIBWT 2TV, MEORERISIC L SRIERAB RO HEITIL, BIFRERV
EVRIOREEOENRAEEZIT O LEXRH D,



3. EREREER

B R e 72 R ETETT O 35/ NRBR IS 12 3817 B IR IBH L E M RIR L OMERFRIE R
[657)] F?Z"EE fot?@ﬁ - RO IE/ N B TS O KGRI 21T o e ERGRRBR O AR S
7.T<-§~a :

[A%hiE] ,
O ERtFRFEMMERER (PACIFIC #ER)
B b 2 YA 7 N0 BE&EE E RV IZRIBR L EBETRRIER ITRBET R
B &R Do IO e RFTEIT O/ NRaE A% (WHO Performance Status 0 X
i 1) 713 6] CRRIBE 476 ), T REE 23741 (BARAN 1126 [KRERE2H, 77
EARRE 40 B1] BET) BRBIC, EHRBRER T % 42 A BPICAA 10 mgkg %
X7 S ROBRELEB L, 2 BRBRBCRBHE L L X0F PR VRZEMEEZR
St L7, FEFMER ThSPREE L2 EBBAFHE CUF. PFSD (PRE
[95%EREKE]) DFERIL, AHBET 168 (13.0~18.1) H A, FTERBEHETS6 (4.6
~78) BATHY . FFNLS T LRI LR EMICEERER LT Lie (NP — Fi
0.52 [0.42~0.65]. p<0.0001 (&3] log-rank HRE]. 201742 A 13 BT — &4 o hET).

1.0

. MedianPFS (95% Cl)
0.9 3] 16.8 (13.0, 18.1)
0.8 IS 5.6{4.6,7.8)
= ; N EH(95%C)  0.52(0.42, 0.65)
0.74
ig 0.4
% o5
g 0.4
BERRe T A
& ©.34 TP
0.2 80~
.= TP LT PR Y «
014l —— x4
0.04L TS5t
L] ¥ T ¥ ¥ L) ¥ T L3 T T
1 3 [ ] 12 18 18 F31 24 2 30
R AR D DO ()
Number of patients at risk :
Honth 0 3 ] 9 12 15 18 21 24 27 30
E3 476 3r7 301 264 159 86 44 21 4 1 [}
TSR 237 183 106 87 52 28 15 4 3 0 0

K1 FREEC LD PFS O PRIEHTR O Kaplan-Meier HifR
Fie, bH—OOEEFHMEEE THHEAFHM (UT, [0S) (FRAE [95%FHR
K1) o 1 5B OBRER (299 DA =2 ) OfERIE, AKIBETNE® (34.7~NE)
HR., 7T EREET28.7 (229~NE) ZATHY . AFILT T ERITx LHFHFENICH
BEREEEZF L (~F— FH0.68 [0.53~0.87], p=0.00251 [JEB log-rank #RTE. A&
K¥E (W) 0.00274], 201843 A 22 HF—F Iy +47),
* fEEREE (VT R



11 Median OS (95% Cl)
3. NE (34.7, NE)
0.9 4 ISR 28.7 (22.9, NE)
H— FH (95%Cl) 0.68 (0.53, 0.87)
0.8 1 LS
% 07
&
2 o8
15 -xw
0.5 - “"‘*\,
(Y
RLTE TR TN T A R SREY S pepeee |
0.4 4
0.3 1
0.2
— &3
0.1 4
----- I
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number of patients at risk EEBAAHSO RS
ZFF 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 o
TSR 237 220 198 178 170 155 141 130 117 78 42 21 g 3 1 0

K2 OS ORI O Kaplan-Meier i

AAANBEEA 1126 KFBE 26, 77 REE406) ©PFS (FR{E [95%EH
XR1) IXAKIBETNE [109~NE] #A. 75 wRBET 72 [20~186] B H (~F—
FE 049 [95% (SRR : 0.26~0.89], 201742 A 13 AT —& v A7), 0S (F
B [95%EREXREI]) id. AHFBETNE [NE~NE] 7 A. 77 EHRETNE [NE~NE]
HRTHoTe (NF—FE0.96 [95%SHEIXM : 0.48~1.92], 201843 A 22 BF —%

Iy RAT7),
4 Median PFS (95% CI) 1
E 3] NE (10.8, NE)
08 I5® 7.2(2.0,186) 08
! - FH (95%C) 049 (0.26, 0.89)
08 H 03
i
£ 07 i % o7
1o 3
Z s L Y
5 &
¥#
7 05 05
8
04 04
03 03
02 02 Median OS (95% Cl)
. —_— — i E 3] NE (NE. NE)
1 o 01 o . IS5eH NE (NE, NE)
..... AT A 2] = FH(95%CH)  0.96 0.48, 1.92)
0 4 -
[ 3 [} 9 12 15 18 21 24 7 kY 0 3 6 ] 12 15 1% 2t 24 7 k4 3 % 38 42
Number of patients at risk R BBALS0 WER) Number of patients at risk KBRS0 BEA)
k=) 72 59 51 47 34 27 1 10 3 ¢ o 2 7 88 &7 63 63 61 5§ 57 49 2 o ou 0 [
75us 40 2% 21 17 " 9 6 1 1 0 0 f54% 40 3% 3% ¥ W 3 N 31 2 B B 9 5 ¢ 0

H3 BARABHEERICBIT BPFSRU0SD H EEITRF O Kaplan-Meier
(£ : PFS, £H : 0S)



(PD-L1 BRI OB 2R O 2 H)
ERRE RIS MAERE (PACIFIC RBR) ITHAANDNZBED S b, BEEMARICBW
BT A ERNE

T PD-L1 %3 L2 BN & 384 (BUF, TPD-L1 S$8|E)) |

b —EOBREDT— & ICESE PDL1 BRRNCIERVNTHIT 21T o 1o AR

CREMOHERIIUTOLEY ThoT,

AZHHETE LT, PFS RN OS OV F AN TH PD.L1 REEBENE Y 7T LR
BHCHT B ARIBED P — FEAKE < R BEARED b (1 4).
A3 1% & O PD-L1 FEHE 1%L,U:0>$%‘%l TR 5 0S ® Kaplan-Meier HifRIZ
H5nLEY Thol

7238, PDLl ORBARICL O T FHORERT 0T 7 A VTR TH 2T,

T
0.2 04 D‘ 0. 1.0

A BYBABR ()
£ 2 Vs HR (953 C)
EEMED —@—i 2141476 (45.0%) 157/237(66.2%) 0.52(0.42,085)
PDL1TC225% ——— 48116(41.7%)  3U44(70.5%)  0.41(0.26,0.685)
PD-L1 TC 15<25% ——— 38197 (37.1%) 28/47(59.6%)  0.49(0.30,0.80)
PD-L1TC<1% ek | 49/90(544%)  4O/B8(6D.0%)  0.73(0.48,1.11)
PO-L1 Unknown —e— BIM74(46.6%) SHBB(E5H%)  0.59(0.42.0.83)

2and

PDL1 TC 225%

PD-L1 TC 15<25%

PD-LITC <1%

PD-L1 Unknown

PD-L1 RIRHE

AU PR (%)
*M IIeR
18V476{38.4%) 118237 (48.6%)
I7MAS(322%)  2M44(52.3%)
S| 30T (34.0%)  2247(46.8%)
41/80(45.6%}) 19/58(32.8%)
T2HT4(41.4%) 52!35(59,1%)

O
—
[ — |
S O — |
e
o8 Lo 15 =0

X4 PACIFIC FRBIC BT 5 PD-L1 %ﬁﬂtm?auvo PFS R OS D7 VA r7ry |
0S)

(X : PFS, 5K :

......

ob nE B HE

— N
—eme 752

- K H (95%CH)

Median OS (85% C1)
XM NE (20.8, NE)
I54eH NE (27.3, NE)
1.36 (0.79, 2.34)

.....

o 3 6
Number of patients at risk
=R 90 88 a4 81
Jur 88 56 47 45

12 15 18 23 24 27 0 33 3%
MR L0 BmUA

72 65 5 50 45 35 20 7 3

44 43 40 38 35 21 " 8 3

o ¢ [
1 1 0

HR (95%C1)

0.68(0.53.0.87)

0.46(0.27,0.78)

0.60(0.35,1.03)

1.36(0.79,2.34)

0.62(0.43.0.89)

Median OS (85% CI)

M NE (NE, NE}
IS5ut 29.1 (17.7,. NE)
MF— FH (95%CH)  0.53 {0.36, 0.77)

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

6
Number of patients at risk

9 12

M 212 208 183 187 178

Froh 8 8t

75 &7 B4

15

58

AL

52

21

24

z

x

R DIEIN S0 M
171 185 158 134

%

4

105
29

62
17

3 »
H 12
7 5

K5 PACIFIC BRIz} 5 PD-L1 FEIBLRFBITD OS O Kaplan-Meier H#
(EX : PD-L1 BER<1%OBHEEF. FH : PD-L1 BHRE21%DBEHLEH)

38 @ 45
1 0 o
2 [ o




@ EBRAFFSIERR (POSEIDON RER)

LERIEED 2\ VEIRTE2ET - BR O/ ERMESRE" (WHO/ECOG
Performance Status 0 Xi% 1) 675 6 (AB&IZ+ b AU A<wT (BETHBZ) (LT,

TR AV AT )) 2+ A&EAIZ ST LFRES (RAORRE 338 4], B&HAEZE
To{LSARNE" B [X1FBRE 337 4] (BACA 49 4] [AKIOERRE 21 1, RRE 28 6] %
E1) BB, AH, b L2 Y AvTROBEMHE ETCEREL HRRE Lz
BEOENER CREEERET LT, |

0s (PRfE [95%ERMRMI) (536 DA~ 1) DFERIT, AFKIGHARET 140 (117
~16.1) 7 A. FBRET11.7 (10.5~13.1) FATHY . AFIGFRABII BRI LR
SHNCEBRIEE %R L (N ¥— Fh [95%E 88X 8] : 0.77 [0.650~0.916] . p=0.00304

[J& 51 log-rank 1%, A EAYE (BRI 0.00797], 202143 A 12 AF—F I v b3 7),
C*1:RE30kg BTHY ., LRMHERTEAERE (LU, [EGFRI) BEFERRMENDORSEY V3 E -
FF—¥ (BT, T4IK)) BABGETFRECBERMNSRE Sk, 2L, R¥LRIFENERRE
BEXIX Kirsten 7 v FREY A NV AEBEFHRE RS (RR4S) BLFERBHEOBHE L EGFRE
BEFERERC ALK BABETFERORBEZER L2V Z EBRFEFINE.

2 AEN 1500 mg RO P VAV AT 75mg 280, 3, 6, 9BEEIS 1EEREL, #0%E 1288
NHAHK 1500 mg % 4 BREBRCTERE Lz, i, F16BEBIC LAY AT T5mg % 1 BRE
L7,

*3:3BMELFAINELT, O7 Y FxEN (TATIBEE) (8 1. 8, 15 B BiZ 100 mg/m?
FRE) +INVRTIF (B1HBICAUCS Wit 6 2#E), @FAvFyrr (1. 8B
1,000 mg/m? i 1,250 mg/m? 2K E) +A7F7F (1 BBIC 75 mgm? 2RE5) HFLIA
NRTFFy (B1RBIZAUCS it 6 #2#E) (RPLEREOR), XX@RA MU XEF (B
1 A BiC 500 mgm? 2% 5) + L X75F 2 (B 1 HBIZT mgn® 28%E) BELIRBAIVESS
Fr (HF1BRIZAUCS T 6 25) GERFLEREOL) OWTndk 4 A4 7 VEELE,
ABETIE, BELHFSNZBEEDIZ 2 FA 27 VETEMTE Lz, @A FLFEF+A
SRFRERITHRBPET L TCOVRVEER, XA MU EF (500mg/m?) #EFRE REIGHR
BCI3 4 BRERBRE. BT 3 BREXT 4 BMRRERE) BT LE,

16+
OShR{E (B) [ 95%Cl ]
. } FH+ L AYLTT
o8- 3 + BENAGBLEAREE 140 [11.7~16.1]
NG e BENMERLPIGAERE 117 [105~13.1)
& N~ Fi (95% CI) 0.77 (0.650~0.916)
g:. 061
5
ilj 044
&
074
00 L] T T L] T T L) T T T L] T L] T T T L3
] 3 6 ] 13 15 18 n 24 » . k1 n k3 0 £2 & 3
at riskE SEEBA» SO (A)

BB+ bLAY LYY+ ASRAERLTRES ‘
338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0
EEL Ry BT
337 284 236 204 160 132 111 91 - 72+ 62 52 38 21 13 6 0

6 OS ? Kaplan-Meier Bt
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[Z2tk]
QO ERLRSIIERR (PACIFIC RER)

HEERIIARIBE 460/475 5 (96.8%) RONT T & REE 222/234 6] (94.9%) IZBH B
Nice WTNHOBRBRE L ORRERNBTETERVWEEEFSLR EWER) X, ThEh
322/475 B (67.8%) RUX 125/234 5l (53.4%) W@BH B, D 5 HIETH] (Grade 5)
. ZRER 747561 (1.5%) KRU83234 61 (1.3%) Thol, WTRAO TREAR
5% LOBIERIZTTRD LBV ThoTz,

21 WPhhORCTRERR 5% LOBWER (REMMARIT I SEMN)  (PACIFIC RR)

BEXSE 1 EBAE BIEL (%)
(MedDRA/T ver 19.1) AFIEE (475 W) 75 REE (234 5
4 Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade5
2BIER . 322 (67.8) 56 (11.8) 7(15)  125(534) 10(43) 3(1.3)
AOWREE : ~
FRR IR AR T 30 (63) 0 0 - 3(13) 0 0
Rk IR AR T 50 (10.5) © 1(0.2) 0 1(004) 0 0
HIBEE
T - 46 (9.7) 2(0.4) 0 19 (8.1) 2(0.9) 0
i 26 (5.5) 0 0 14 (6.0) 0 0
—i - 2HBER X OREHAORE , :
iyabind 28 (5.9) 3 (0.6) 0 C 15(6.4) 0 0
B 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
RBB LUEEES
BARBIR 27(5.7) 0 0 7 (3.0) 1(0.4) 0
IEIREE. RN L OMEREE ,
(7270 25 (5.3) 0 0 4(1.7) 0 0
. R R 28 (5.9) 3(0.6) .0 - 8(3.4) "0 0
g0 43 (9.1) 6(1.3) 4(0.8) 8(3.4) 2(0.9) 2(0.9)
HEB L E THRES '
5RO 33 (6.9) 0 0 5(.1) 0 0
55 ' 3717.8) 1(0.2) 0 13 (5.6) 0 0

BB, AFBCBOT, MEEMESR (BERMgEZET) 66 1ﬁJ (13.9%) . B
JEBHEREAE T AE 50 41 (10.5%) . FRIRHERETUHERE 33 41 (6.9%) | FFHEREREE 20 41 (4.2%) |
infusion reaction8 il (1.7%) . K& 24 (04%) . EEDOTH 2fﬂ 0.4%) . BEE
(FIEHBRZ) 16 (02%) . 1 BHERKE 16 (02%) . BIBHEERE 141 (02%)
RDRED BN, 0. F - BHRAEE. Ok, BEEHENE. TEMREEE,
BERESC R UM HE ML/ MR P SRBERT 1R800 B AL7R 7b=o 7o ABIERFEBURIIZEEES

BEEUDENERETT .

©® ERLFEFMAERER (POSEIDON RER)
| HEBSIIAKIGREE 321330 41 (97.3%) K USKTEREE 320/333 4 (96.1%) IZFEBDH 5
Nz, IBBRELOERRBEFEABRETERVWEESER @IER) k. ££1 306/330 f1

9



(92.7%) B&T*298/333 4] (89.5%) IZRBHbiv., £D 5 HLIELH (Grades) 1. Zhe
U 11/330 1l (3.3%) RU8/333 f5 (2.4%) THoTz, WTNDRETRIED 10%LLE
DENERITFED LBV Thot, |

#£2 VWThAORTHERN 10%U LOBWER (REMMBITHRERH) (POSEIDON BB

BENKZE /1 EBX5E BiE (%)
(MedDRA/ ver23.1) A FREE(330 1) % BRBE(333 )
£ Grade Grade3/4 Grade5 4% Grade Grade3/4 Grade5

2EMEA 306(92.7) 171(51.8) 11(33)  298(89.5) 148(444) 8(24)
MR LY > REE '

E=in 144 43.6) 57(17.3) 0 145 (43.5) 68 (20.4) 0

FHPERBAE 96 (29.1) 53 (16.1) 0 75(22.5) 40 (12.0) 0

/MR E 53(16.1) 18 (5.5) 0 - 53(15.9) 17(5.1) 0

B R E 42 (12.7) 9(2.7) .0 36(10.8)  12(3.6) 0
P WEE '

IR RE R T E 35 (10.6) 0 0 3(0.9) 0 0
KRR LORREE '

RAREE 69 (20.9) 5(1.5) 0 70 (21.0) 4(12) 0
BBEE

B . (124(37.6)  4(12) 0 115345  5(1.5) 0

g 47 (14.2) 4(1.2) 0 40 (12.0) 4(12) 0

T 46 (13.9) 5(1.5) 0 35 (10.5) 4(12) 0

R 27 (8.2) 0 0 49 (14.7) 2 (0.6) 0
BRER X U TS

b3 52(158)  4(12) 0 10 (3.0) 0 0
—f% « EHEER L CRSHAORE

EE 65 (19.7) 5(1.5) 0 62 (18.6) 7(2.1)

&IIIE | 41 (12.4) 8(2.4) 0 26 (7.8) -5(1.5)
FRERARA '

TS=rT I PTFURAT 34(103) 4(1.2) 0 41(12.3) 7(2.1) 0

=7 —EHm ' '

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

R, AEIGFRBECEWT, AFIXIE P LAY AT ORBREERBEETE RV
BHERERE 1561 (4.5%) . KK 166 (4.8%) . EEOTH 246 (0.6%) . HILER
141 (0.3%) | FURBRREARTAE 34 41 (10.3%) . FCRBREERETLAELE 21 41 (6.4%) .
BIREHEREREE 6 ] (1.8%) . TEMHEREREE 5 (1.5%) . 1 BRERB 1 61 (03%) .
FTREREREE - T4 - B LIRS 25 48 61 (14.5%) | BEE (MEMBRAZ) 241 (0.6%) |
Fhdc - BRECARRAEAE 2 B (0.6%) . AR 16 (0.3%) | Fof@fEin/ IMRIBA HEEEBER 1
%l (0.3%) . infusion reaction 11 #l (3.3%) . ZEWELGFHERBAE 1 6] (03%) . EE
DOEBEE 1§ (03%) . PREE (X¥T2 - AL—ERRZED) 16 (03%) . M

10



S 16 (03%) . BEZE T (2.1%) BB BN, Eie. BEEMEDER OREEITR
b bR T, AEERRRRRIBESES Y SRR LT,

11



4., MEERIZDOWT

ERE Y A7 EEEE RMP) IKES% | AFOERRZEMEREE~D Bk
B BRER T T, AR ORENEI 2 BELDN - FEL., KFOREIC LV EE
RBWER & BH LBIC ST 5 2 L SUERTD, LT OO~@0T T &Ml 11
BBV TEATBRETH 2,

O HEERIZHOWT

®1T£®(va6)@w¢h#k&%#5m RTHDHZ L,

() EAEFBREPEET S SADIEELARRE EEFRSAS %@%m&r
Br. HUlEeH AR L AR, Mg A RSIRWREE 2 &)

(2) FFEHERERPT

L (3) HENBRABREETINADEEERE (BABREERERPL. SABREE
WL, 25 ABEREEHEEREE 2 &)

4) HRACBREZEZRE L. SREEBCFREDER 1| XS REE L ERED

B2 OMERREEICR D BHEIT o TV S ERR '

(5) PUBMEEBAILS WA OMRREMEIR D B ETT > TV D i

D-2 RO FEREBREEZ SR AEDRIERVCBIERARBBEROX NI +45 75
BEBRREROERM (TEOWTNNICHKY TS ER) 25, Y2 EROARRICET S
BEOBEEEL LTEREEINLTWATZ &,

=

o  EMGEFFEER 2 FOMHMPHERET L2RIZ 5 £ EORAIRRDBRIKIHE %
ToTWBZ &, 5b, 24U, BAEYEEL L LEEBRIEEZOWE S
ToTWARZ &,

o EMGFIER 2 FOMHPTHEZE T L-RIC 4 FUEOBKERZAE LTS
ZE. 9b, 3ELER, Bﬁﬁ@ﬂh%%f?{f%abﬂ?% R FDRRHE 21T -
TWasZ &,

©® BNOEEREREEROUEENCONT

EXLIERERICEET s ELENRES L, NESENLOERED, Ao - %
AMERLNEROEER OEMEICT 5 ERIEM, AEERNRELLHEORSE
L ERFERNATON S KENES TN,

12




@ BHER~OXIIZOWT
@-1 MEFREHICEET 5B M

MR R (BOHRIIRA 2 aT) SOEERBHERANRA LZBRIZ, 24 FFER2)
EHEIO T, YRR IEERRICBW T, BRLUEEIER IS CTCAREERRD CT
EORWER OEINCSKERBREOKRNY A PIcE S, BEHICKIS AT a2 H 238 -
TWaZé, ’

@2 BEEMEEHIC L IAEESISNCETIESE

RABEICHED 3 SRR R RS AT A EREEESBEEE=F ) v
REDEERDOA V==V FRITWERE L BRELE TE 27— 2EREHIE
BENTNBZ L, 2B, BHEAHICONT, BABRE L ZORECHHEMERLTY
BT &,

@-3 BHER DKoz LT

BIVER (REHMESR (RERMEAZ &) i, FFEREEE - IT4K - SR
G, MAMEE (FRBHEREE, BIEHERES, TREEERS). BESE., infusion
reaction, KB4 - EED TR, 1 BUERKE. K - BBHRARE. LHK, BEHEN
fE. BEMEAS. S/ MR ESREER, Mk, EEORERSE. HREE (7 -
NU—EERE R ET) . (LRERIEO AR ORBIEL PRRIRAE, LB, BRE)
Wk LT, YR DEBRERSE OBMM 2 H T 5 B L EE L EIEROZETC
MCEALTHRERVXBEEZZ T ONAEHICHDZ L), EDICEYRLENRTED
BHEINESTWAZ &,

13



5. BEXNRLRDZBE
(A4 5 FE]
O TREOBHFXBWTAFOEMBEOFHESRIES L TVS,
«  BEEAZSLRIGHEEREBRFIEORITRBETARD 2o
BRI RE7R BT EST DI/ INBRANERE (Stagelll) (2t L CHERFRIEN TS B

@ TEROBEZEIZBWTAH. AV AT RUASEAZE T hOEMEER &
DURABREDHEMENRINL TS,

o (LFRERD2, EGFR BERETERBRER N ALK @A BETREDEIRTEE
72T - BROIE/NBRERE

@ TRACEYT3AF T IR ORE R OERFIEZ OV T, RFIDFZh R

Y INTELT, AFOFERGE LR L0,

o BSBEE S RIBH LRI RRIE ORI D2 WEIR R 872 BT ©
Fe/ BB BB T A AR DR 5

« ASEEE S DRI HRBIRE OB IR BET R b - TR R
72 RFTEST O/ BT B R B AF DR 5

o FENRBATE BRE AT B IR L LTORSIORE

o QTAFIOHBEIR SN TORVMORERIEES & O RRs

@ AFNZEBEILEFFIMHARR (PACIFIC R BR) ZBWT, &£ T 7 & REEIzx%

L CEEFMEER & Sz PFS KT 0S OEHESRIES TV, 77 L, BR
HREER TIEdH 26D D, PD-L1 BERRIC LV AENRRD Z L BTRBR I
LRERPB/BONTNEZ END (PTER). CIBRRRER RPETEST O FE/INlBahE
B 2 RIEH LR BT RERIE R OMRFRIEIC B W TAR 2 & 57 2 HA1TH, PD-
Ll BRELHEIE L LT, BEFEOHBET5Z ENEE LV, PD-L1 HEXR
B 1%RBTHDZ PR ENEREFICBO TR, AFDOEDOVLEMZEE T
WiaZl,
728, PD-L] REAREZHERT LD OEAOBWIEIT FF OptiView PD-
L1(SP263) T&H 513, LT OXEE % 2%E |2, PD-L1 IHC 22C3 pharmDx [# =] X
{3 PD-L1IHC28-8 pharmDx [# =] i2 X D PD-L1 BEREEZHER L, AFOR S OF
EERETAZEbTES,

HERSE)
e Marianne J Ratcliffe et al. : Clin Cancer Res 2017; 3: 3585-91

¢  Antonio Marchetti et al. : J Thorac Oncol 2017; 12: 1654-63

14



»  Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11
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[RL2MHIZBET 2 EEH] ‘

O FTRIEEYUTIBEFIZOWVWTHAFOBRENRERL I TWVWEZ b, BREZIT
blwnwz &,
o AHF|ORSIIR VIBBIEDOBRIEREDC S 5 BE

@ LR EE/: RPTHETT O3B/ NI IZ I 1T 2 RIAEMLE BN RRIER OMFRIEI
BWT, TRICEEY T 2 BE AT EARFOBREIT OV T, AFIOREMIHT
EINTELT., FROERERIR LR LR,

o RIEHLFRESHRRIEIC LY Grade 2 DL EORHIEMMER (BRI Z S
ir) ORBSBED LNBE
«  WHO Performance Status 2-4 &V DB

@ CIBRARERMEST - BROIE/PMIIMEICB VT, TRICEY T2 BE TR 245
DEEIZ OV T AFOZSERHET SN TR LT AR OB ERR L 2BV,
s WHO Performance Status 2-4 &V g E

@ BEAOTMICBV T FTRICKYT 3 BFICOV T, AFOREITHE S LA

B, OBERREN R VESIRY , MECAREERT S L2 EETES,

. BEMERRR BEERRAEE) 0b3BEXTEOREED DL BE
(2T 2FE] OIS LRWEEITRS)

. WRESHRECRIEE LR 5 BER ORI % O M KAEE LR 5
bAEE (REMCETAEE] QN LAVEAIRS)

. HERERBOAPIITEBMNZE L IIERED B CAREBOBERED
HHBE -

1 WHO ¢ Performance Status (PS)

Grade

0 Fok MEARLEEHTES, ERECEAZLEL YT, REMLALIEEEIHRZRIITLS,

1 PUHEEIZ B LWEBNIRIR S h 523, AMTARET, BIERRLAERITI e Te s, EEELERTHIY
VRO LRAUKHBERKEBTEBEbEEN S,

2 HITHARET, BAOHEDOEL Y DI L FETHEERER, I TERW, BFRO S0%LL IRy FATRIT,

3 BoNZASOFDELYDI ELMTERY, BRDS0%LEEZRy RBARFGRIT,

4 Fok{BNFRV, BROFOETDLYDOILEEo TEARL, BRIy FIFFTRIT,
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® e

@)

BETRLTHEETREEHR

WA STES Iz, BSERGEEE S RECT 2 WEHE I B DS & RA R R UNETERE
BODITVLERERE T2ICBE L THhoERTI &,

BRI e b, BE I T ORBECEDER EREEZHARB L. REZRE
ThbBRETBZ L, ' -

BRI Be 72 BEFTEST O FE/NBIE IR B 1) B IRIERLZ B B IE R OHERIRIE
BV, PDL1 AR LR L2 ECAROREF R L HB T2 Z B EE L

TS, PD-L1 REERNBFER TE RWVIEAITIE, AR OEROBES ZEEICHET L7

ETegRETHZ L,

FRBMVERADO=R T AV MZONT

. BEIEMHERR GUEBIRAEZED) BHLbNEZ LD DD T, FIHER
(B4, FEOREREE, WK, REE) ORERRERURE X BREOERES. B
%+ﬁﬁﬁ5:&°it\%EKmET%%(ﬁ\m%v—ﬁ~%®ﬁ§%%
sz,

« infusion reaction 733 b ALB T & A8 1 .2 [E H AR DARIR SR b infusion

reaction % bbiLd = ERH BT, AFRERICIIEEBEOREL 5
ICBIE+ 5 = &, infusionreaction 2358 ® b BB LB RLBEITO L LD
2. ERAEET S E TREOREL FOITHERTHI L, :

. FRBSEERE BIBMERERUTEREEEERL DRI LS D
T AHIE 5 B AR R UM 5 AR F 3 E SRS I N S s AR (TSHL, 2B T3,
WEBE T4, ACTH. I avF >y —VEDRIE) 21TV, BEORELZHICHE
BTAZL, ¥, BEXSLTHEBRESOERBBRETDHI &,

o AFIOBEICLY. BEOCRERIGICEET S B X b ox RRBORRE
Wb bbAZ L Md D, BEL STV, BEREDLhEAITT. B
EoRERKRICLIEWERORBRLZE L, HERENBHZ2ITI L. BE
DHREFIC L AEIERBERDN S HAICIE, AR OBREOIRE, FikIE
BREFRNVEROBREEEERTDHI L, ' ,

o BEKTH. BRI OEI ARB LT LEWERBRRETAZEBH D,
AH OB ERTHRICHEIER ORI EET 5, '

« AST (GOT), ALT (GPT). y-GTP, BV AV E %0 LR &5 TR SE, i
%, BLMRBERBD S5 Z L RH 50T, KRR SRR OSSR
I ESRIC S EERE 21TV, BEOREZ+SIBET I L,

. RIMERIEEBR. AREBRAEOCBEESHLONDZLRHDDT, FH
B 5 BAET R O 5 IR P I E I B R E £ 1TV, BB OREE +IC
BEITHZL,

. | EEERBAD LD, ERFES LTV RV RACEZ I LBHEOT, A

17



B, Bl BHEOERORBESCMBEEDS LR IC+HSEETHZ &, 1 2ER
RRBRLNEHRITIE, A VR ) VBEIZRETHEOFENBRLEELITIZ L,
® AFHOBRKRRBRIZIVT, PACIFIC RERCIXRERMLHEI L 12 7 AMIT 8 BEIZ,
POSEIDON RRER CIXHT G2 12 BRIX 6 BE. Z0RIL 8 BEICHEMEDFT
HE4T - TWED & 2 BEIC, AFREPIIEINCERRE CHROBREIT D
Tk, B, IR BETEIT O/ E IR 2 RIBEM LB HIRIER
DERFRIEICRT 2 AK OB EHMIT 2 P AETLT5Z L,
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BEFERHET A N1
T al w7 (BIZFHEEEZ)
(BRFE4 : A I 7 4 v EBHBE 120 mg, 1 I 7 4 VP RTEHE 500 mg)
~ /7INRIE B B o ~

! 248 (4144 12 ABAT)
EArmBE



B &

I

. AEIOFE, EREF

. EREREAR

)i d (el ANE

. BEXRBRLRBBE
REICBRLUTEETREFH

P2
P3
P5
P7
P9
P10



1. IZLHIZ

B R OG- BEMOREED = DITiT, A TEEI K-SV B IE2E A IRKD
bhd, bz, EEORFEITOESIC LY., AERL EOEFO LR IERE
FEERLNEBSNEFT, cNbOEERFEICKHERBEICHEMETS 2 L HBERD
Lo TR BEMEEE L EDEASE 2016 (EEK 28 4E 6 A 2 AEHERE)
ERWTH, EHNEEMEOERAORBIEEZRSEZ L TVD,

FREASFERR T, BERERCEAM T n T 7 A AREFEOERR L8 b
BRBILBHD, ZORD EPREROREECET 2 ERNTHFMT 5 TORM.
UMEKROBEER T D Z L BEF SN BEICH L THEAT S L & bic, BlfE
FIDRE L7 B BB E L B = & ASFAR— 7 O B % 7 3 TE e B
TEZLRNEETH S,

L7z oT, BAAL KT4 2Tk, BEBRERSINETRELN TV S EFEEH -
AFMRMICESS | UTOERROREREMRZHEET 28R bLEREMS, 2
FROEEEEEL TR,

BB, AL KFA 0, mjﬁ&&AEﬁmE%%%%é%% &ﬁﬁl&Aax
GREESS . —RtEEA B REENBIES, ﬁﬁ%aﬂﬁ@&kaxmr
—%ﬁ@&kaﬁﬁ%ﬁ £OBHDS &R,

MELERBERR : £ 37 4 ¥ UREHE 120 mg, A 37 4 VP ATHBE 00 mg (—
A Tan\n<7 (BEFHERZ))

HRLRDIPEGIHNE « ERE NS

HBERIRERVHE : AERAEMEREAIR G bRV FEOfFRIZBWT, @%, A

| T 2 =7 (BEFEHELZ) & LT, 1H1500mg & 338

RMIREMET 4 B, 60 MU ENT CREHET D, TOH%, T2
A= (BisFHE#¥Z) L LT, 1 1500mg % 4 BREFFRT 60
SBILLEA) CARRET B, L, KE30 kg LFOBED 1
El#% 5 8 20 mgkg (KE) &35, |

@l BR ¥ E TR MNIERIBERESH

(&%) : .

VAT TF U OPREXIIHFR. BERVAE

BRESUIZhE < /IR

BERCHE /x77?/&brm~%ngﬁ(¢§ﬁﬁ)%151@&5L 7z
b 3BEAET D, ThEk 171l L, BERRYIET.

HIVRT T F o DREXIIIDE. HEERVCHE
BEESIIZHE - F/NRADE




PERVAE 8%, RAIAAVRTIF L LT, 1 A 1 H 300~400 mg/m?® (FRE
B 2REL, P4 BRRETS, Zhz 1 7—rel, BE5%
BUIET, eR, BEEI, Fi KA. BERICE Y EEEET 5,

x MRV FOFREXIIHR, RERVAE

RESUIZHER - Bt/ NHERESE

FRERCHE : = bRV FELT, 1 BE60~100 mg/m? (FREMR) % 5 HRMEGEIRH
EL., 3@RN®ET?, chix17—nreL, REZRVIET,
2k, BEBITREA, ERICL VEETHERT 5.

BARRRICBIT 2 EEA OB - AR 13, BRIRE#RE DE P5S~) R



2. FRIDORHE, (EREF

A X7 4 Y REFHE 120 mg R ORRHEFE S00mg (—&%B : T aAr\v<r (&
fmFH %), DLT TAA)) iX. B b programmed cell death ligand 1 (PD-L1) Zxt9 3
a7 u7 ) v Glk (IgGlx) 77 520k pME ) Fu—F AR TH S,
CD274 (PD-L1) 1. £FERNIZBWTHRBTIMREEICHEIAL TR, HiEkLY
S U3Ek (THRER, BAERRR OV F =25 40% 5 —THIlR) SRR T 5 CD279 (PD-1) &
U'CD80 (B7-1) L #EE L. BB ZAICHIET 5 £ & 2 51T % (AnnuRev Immunol
2008; 26: 677-704, Blood2010; 116:1291-8), ¥£7z, PD-L1 %, T4 OEEMRIC HHIR
LTW3AZ & (NatMed 2002; 8: 793-800. JImmunol 2003; 170: 1257-66) 2384 S T8
D, PD-L1 & PD-1 24 L7 REIE. BEEMRSRERFEN,Z THR D OWBE L
BT AMFEO—DOL LTEXLRTNS,

AFNZ, PD-L1 OHEIERICHEA L, PD-L1 & PD-1 DA ZHETIZ LEICL
V., BARERENZ THROMREEEELER L, EEOEELIHRITLEXD
T3, ‘ - ‘

AR DOVEFIMFICES GBEDRERISIC L 2EWERER S bbh, BEXIIFETIC
ELHFEMENH D, AFOREFROEERITIT, BEFOBEL+HITTV., EFENR
D ONTBFEITIE, R LUFRITS LB RM# L BR 2R OB & EE L TF
2ERIBE 21TV, BEORERIGIC L 2BHEAREDN 2 HE I, BIBRERV
ELAIOREEOBEOLNE LTI BERS 5,



3. BREREUE
YRR N TS DA SR I EHME 21T o - 2R BRFAR DAL R T

E=piey
ERR LRI S M1 FB5ER (CASPIAN #5R)
m%ﬁ&@@&w@EWmMWWrE%Hmmwmmkammmﬁmm0XﬁD
537 6 (AFKl L A& FZRERIEEHR WAV RTTFUXIVATITF )+ bRV F)
[AFIBEHRE268 611, ALRABHEER WAVRTIFTFUXIETVATITF ) +=
RS R [RHEBEES269 #11) (BASA 34 f [AHIGHARE 18 4, RBEE 16 #1]) Z&Tr)
PRI, A%, BERRBHEER (WNRTSFUUIVATTFV) RO bR
VREHARE LB OBEIERVEEMZ R LT,

RN O R, FEMEEE ThH 524N (BT, Tos)) (FRE [95%EHH
KR1) (336 DA <> b) 1, AFIGFABT 13.0 (11.5~14.8) H A, XEEHT 103
(9.3~11.2) 7 A Th V  AFIGEFAREI BRI LI AR RERE 2R L (N
F— Kb 0.73 [0.591~0.909], p=0.0047 [JEB! log-rank #&E. FE/AKLE (M) 0.0178],
201943 11 BF—#H3y b4F7),

*] : {KE 30 kg BH>>DAmerican Joint Comx'nittee on Cancer (55 7H0 @ IVHIXIIQEHERIZH2%E
BOFESRHHE L IIIEE, SRR NI L X 0 TS AR B A R T PR
SEFPRICICE D & bRV T3~4 DBESESR AR bIE,

*) : AH 1500 mg R OBART T F (AUC 5~6) XX RAFFF v (75~80 mg/m?) @b\‘)‘/‘}’bm
E¥ 470D 1 BBIC. SbicE FEYE (80~100 mgm?) 2&FA 2401, 2, 3HBIC3HE
RARIRE TRK 4 91 7 VRS, AH 1500 mg % 4 BRMBETRE Lz, ’

3 HAVRTFF L (AUC 5~6) XV A7 TF L (75~80 mgm?) OWThhrzHIA 7D 1H
Biz. &biT PRV F (80~100 mgm?) &% 740 1, 2, 3 BRIC 3 EMMBTREX 6 ¥
A I NMEE LTz,

OSHR(E (A)[95% Cl}

} .
* — FHGEH 13.0 [11.5~14.8)

09 N ’ — SRR 1031 9.3~11.2]
N FE[95%CI) 0.73 [0.591~0.909)

(2

07

08

ob & 4 H¥ W

05

(X

Pen

o3 W*ﬂﬁw
02 . H—*’Ht
0.1 e}
0 \
0 3 6 9 12 15 18 21 2%
at riskid . BB SO BRIE)
AR 268 204 214 77 16 57 ] 5 0
HEE 260 242 209 163 82 4“ 17 1 0

K1 08 DFREAEHTEFD Kaplan-Meier Hift (CASPIAN #U5R)
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[Z2t]
EBRIERZE OB (CASPIAN RER)
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