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FEEL 2 EICVNERBEICERT 2 DICEHEERBEET A NI 4 V& 1E
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FATRAERS 1128 5 5 SRR - LERERERSFEEENE
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1. iZL®»ic :

ERROENYE - BEMEOREDT-DITIE, RN XTESICESWEERFERNRD
bd, &I, IHEORERMOERIC LV, FUEEEE 72 L ORE 0072 i1k
FEEMPEABINIFT, ZNOOEEHZEICHERBEICRET S 2 & B3 EED
L 2o TR REMBGEY & WEDOEAFE 2016 CERL 28 45 6 A 2 AEZHRE)
RV Th, BEFNERREDFERAORBEMMELRZ L LanTns,

FHERARFERLIT, EEERASREN T 07 7 A AREEOEES &H LM
BRBILRDD, 0RO EHERORSMICET 3 ERA+OERT 5 L TOR,
UMHERGROBELZRSZT A LBHFENIBEICHLTHERATI L L bic, BUE
FBER U BB E &5 2 & N THE2 —E DB & o T ERISE T A
TALLNEETHD, |

LizdSo T, BAA RTA4 T, BREELINE TIZE LN TN A EFESN -
BRI ESE | UTORRRORE2ERLHET 2B A0 D RERE, BX
FROEEFEL R, |

B, RHA BT A4 %, MIITBEAEE R ERERR OIS, AREAEARAR
BREREYS. —REEEABKBERARES., FEFEFFEENEANBERHREEZEERD |
—fRAERIEN A AREREREROW IO b L ER L,

KR LRDERER A IT7 4V UAREEE 120mg, A 27 4 VY REREE 500 mg (—
ek - T2 N7 GRIETHEEZ))

RNBLRDPEXHE : ERE MR ,

NBERDRAERVAR . HERAEMEBEAIR O bRV FEOHFRIZBW T, BE. BA
WCIET a2 Vw7 (BETFHE#RZ) L LT, 1[E1500mg % 3 #
R T 4 B, 60 R CTRFEEET S, 20%, T2l
FN=7 (BEFHEBZ) L LT, 1E1500mg % 4 BRMRET 60 |
SR E»T TREEET D, 2L, KE30 kg UTOHEAD 1
E% 581X 20 mghkg (KE) &5,

| BB T EE TR NTERIHRAEH

(B%5)

VAT TF U OMEXIIHR. BERVHE

DR IIENE « /N R

CHBRUOAE: VAT IFE LT T70~90 mg/m? (AEREME) 218 1ERSEL., 972<
L 3BMKESTS, Thil1r7—e L, BERBYIET,

HNVRTTF o OFEITTER. AERVCHEE
WEEITHE  FNERaE




FAERVHAE 8%, RACRIAVRTTF L LT, 1 B 1 [E 300~400 mg/m? (ARME
) ZREL, P b4 BRKET S, Zhzl17—reL, B5%
BOEY, 2k, BREEIZ. Fi. KA, ERIC XV ETERT 5,

= MRy FOPREX PR, BERCAE

PRESUIZHER B/ INRASHE , \ A

FAEROHEE: = PRV RELT, 1 BE60~100mgm® (EREHE) % 5 B Sk Es
EL, SERFRETS, Zhz17—re L, BEZRYET,
BB, BEEIIRA, ERICL Y EEEET 5,

ERARARICR T D2 ERANORE - ARIT 13. BIRMEE OHE Ps~) 2R



2. AFORE., 1ERAKRF

£ 27 4 D EERBE 120 mg & O AIERE 500mg (—R4 : Fai e (&
fmFHE#E %z ). BAF [A%Al)) X, & b programmed cell death ligand 1 (PD-L1) {Zx35
s u7 ) Glk (gGle) 727720 MlE ) 7 o —F ik Th 5,

CD274 (PD-L1) %, AENIZBWTHIREFSMEEICHEA L TBY, EEbLRZY
VR (T HERE. BAHEFER OV F 2 4% 5 —T Mlg) ZICRHT5 CD279 (PD-1) k.
TR CD80 (B7-1) & & L . AERE 2 AICHET 5 £ & 2 53TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), ¥£7z. PD-L1 1%, fEx OEFHIEIC & RE
LTW3AZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) M#E SN TE
V. PD-L1 & PD-1 247 UL7=fRBRIL, [EEMREITURGERN T AN 0 O BE L E
BTAMFEO—D L LTEZ LR TS, 2 "

AFIrX, PD-L1 DM EIRICHES L, PD-L1 & PD-1 DA ZHETIZ LEIC L
0. BAGURFFRRZ: THEOMIEERELER L., BEOHEELZ IS T2LEADL
nTna, ~

AR DIERBFICE S BEDRBRISIC L BEHERER H bbb, BEIFTIC
EHALEER DD, AFIOBRETRORERICIT, BEOBRREHHITTO. BHHSR
BN AIIE, R L FLIN UMM 505 & IR R & H DN L L CE
GIRERBE R T\, BE DRERISIC L EMEARRLN A EAITIT. BIBRERL
L OB ELEDEN LB EIT O LERD B, '



3. BRPRAGSR
_ﬁ@@d\%ﬂﬂﬂﬂﬂi%@%%ﬁ#l:?ﬁﬁ BT ol X BERRROBREL T,

[FzhtE] _
EIBRIEREE NIFRFAER (CASPIAN #BR)

{LERRERE O 72 E R/ N ATE £ (WHO/ECOG Performance Status 0 X1 1)
537 Bl (AFl & BERABEEES WAV RTTF VNIV ATTF )+ bRV F)
[(RFIPFRE268 1], BE&RMEBHERA] (WNVRTT7F TP RTFITFV) +=
R R [RHBEEES260 1) (BAA 34 ) [AHIGHEEE 18 B, xHHBEE 16 51]) 2 &1)
ExBic, K&, BERAEREER WARTFSFURIIVRATTFY) RO bR
VRERARE LGB DADER OZEEERET L,

RRIARATORE R, TEFMEER ThH2EFHR (BT, [08)) (FRE [95%(FF
K1) (336 HDA N> b) ik, AKIGHARET 13.0 (11.5~14.8) B A, BT 103
(93~112) 7 B Th D  AFIGHRRIER BRI LR 2ICE B2 IER 25 L (N
P— K :0.73 [0.591~0.909], p=0.0047 [/E5!| log-rank #R7E. & E K (E) 0.0178],
20196311 AT —%H >y bA7),

*] : K& 30 kg #B 4> American Joint Committee on Cancer (5 7 iR) @ IV HIXII@EHE I H- 5%
BORRE R 5 5% LB,/ MEHERKE WS LIc kY A TR At E cE— R
FERICINE D 2 5720 T3~4 OBRFENHEAAN bR,

*2: AH 1500 mg RUH AR TS F Y (AUC 5~6) XIZVRTFF (75~80 mg/m?) DVThdg
BYA7AD1BEIZ, &bIZ PRV F (80~100 mg/m?) #£H A 7D 1, 2, 3ABIZ3E
FIRIRECRA 4 91 7 V5%, A5 1500 mg % 4 BB CRE L,

¥ HARTSF L (AUC 5~6) IV AT S5F L (715~80 mgm?) OVTFNIEEHFA 7LD 1 R
Bz, EHIZ=FRYF (80~100 mgm?) %KY 74D 1, 2, 3 B B3 BARKEBTEXRG6Y

A I NVERE LT,
e B OS2l (5 ) (85% CIy
- — 1l < B
. - -~ FHEIGFR 13.0 [1%.5~14.8]
o€ - . -~ REEE 103 [ 8.3~11.2]
TN e
L N F - FH[95%CH 073 [0 591~0 908}
oo
n
i1 _—
Q : & € 112 *‘5 1‘8 2‘1 2‘:
A sk BT 20 1 WAL
AR 269 244 204 77 16 87 28 5 0’
SRR . 268 242 202 “53 82 44 s 1 G

1 OS @ HEfENTRED Kaplan-Meier Bi%% (CASPIAN FER)
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[Z4£t*] P
ERsI[FI% 1 #8388 (CASPIAN #5R)

HESZZIIAKIGE AR 260/265 B (98.1%) KUt FREE 258/266 7 (97.0%) 2588 5
Nz, REGFABEICRBWNT, FAIL ORRBEN/TETERVWEESESL EHER) X
156/265 ] (58.9%) ICBD DI, £D 5 BIETH (Grades) 1X. 1265 %1 (0.4%) TH
T, AEIGERAEE CREAEN SBLULOBERAIITRD LB ThoTz,

#£1 AHKGHERETRERY S%UEOBER (LM RER) (CASPIAN REY)

: ; g (%)
BEBRLE | BAFE -
(MedDRA/T ver. 21.1) ARIGEREE (265 1)
. £ Grade Grade 3-4 Grade 5

2EIER 156 (58.9) " 40 (15.1) 1(0.4)
MmigE XY VR EE
- i - 21(7.9) 2 (0.8) 0

F R ERBAEE 21(7.9) 9(3.4) 0
A ILESR

R A T 21(7.9) 0 0

FR IR RRIR T IE 23 (8.7) 0 0
Rts L USREE

BARBOE 21 (7.9) 0 0
B BiEE

T ' 14 (5.3) 2(0.8)

Bl 32(12.1) 0
—iF - EHEER L CERSHAORE '

4 7 0E 20 (7.5) 1(0.4)

o 16 (6.0) 0

7238, AKIGABECIN T, BIEIEMRE 76 (2.6%) . KEZE 161 (04%) | B
DTHI2 B (0.8%) . FFHEREREE 14 61 (5.3%) . HIRIRMEEIK TRE 23 61 (8.7%) . F
WRIRBERETUHESE 25 1 (9.4%) . BIBHEREREE 2 4] (0.8%) . 1 BUNEIRYA 2 1 (0.8%) .
infusion reaction 3 ] (1.1%) . FEWELFFERIRAE 2 # (0.8%) RO BN, Eiz,
FEE (MEEERE) | R - BRHRRE. OHE. BEHENE. TEAHER
= BEIEA R USe Bt ML MR SB35 b b0 T, ARIERIRELRILILE
EERPEDEFFRETRT, '
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ERLY X7 EHEE RMP) CES&, AFDEES %éf&ﬁ’?ﬁ/ﬁify\@%?‘]ﬁi?ﬁﬂ
Bd DR TH> T, AROBREVEDR2BEEZDE - HEL, FHOREIZLVES
REWERZRE L BICRIST 5 2 L RRERED, LT OO~@0+~T 241
RIZBWTERTIR&EThH D,

@ MERITHOWVT
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() EEFBRENBETIHNADREZIN RS EBEFRSABEESELLR
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Q) R

(3) WERRMEPEET 2P ALREER (5 ARFREERERRE, 2 A2 RESE
Wb, DSARRESHEERR E)

4) SSR{CFEEEZEEZHRB L. AR EHRENE 1 JZ"i&*EE{BeFﬁ?EEﬂu§$ 2 DhEskE
MEICRAEHEIT> TV AR

(5) PBEEFAILS EEMBOMHRERIRS B ET > TS

A

®-2 Hﬁf@(lﬁ%f?(ﬁ&@m%’?)ﬂ%ﬁﬁﬂ%@ﬁm (AR L BRR AR OEM (TRO
WMDY T 5 ER) 23, URERBOAFICETARROBEE L LTRESh
TWsZ &,
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o  [EEIGRIFERER 2 EOPHPHELET L2BIC 5 B EOPABEDERMHEL
ToTWBZ L, 9 B\ 2ED T, RARMBRES XL L BEEEEOWEY
ToTWBZ &,

s EMAFDRER 2 EOD%)J@ZBHIK%{I*T bt?&‘ 4 $U\J:®Eﬁ‘7mm§ﬁ%‘:7ﬁ LTw3
Z&. Dby 3FULR FEODARYRIEE B TFRISRFEORKIHEZTT >
TW5Z L,

@ BRADEXRR t%#ﬁ%‘ﬁ@ﬁkfﬁﬂkowc
EELFHREBICEETIELEPEBIN, HELCENSOFREN, A9 - &
EHERENFEROTERVEMEICHT 2 FHRRE, FEELNRE LEBAEOHE

i ERBEONITTONIEHRE->TNE T &,




® BWER~ORISIZDWNT
- @1 MERREHIIZE T A EM

MEERREBRZEOEEREWEANRAE LT, 24 BEZEAHOT, UEHERX
EEERIC VT, BHR LCEERICE U TAREER O CT £0RI1ER OERIC %
BERREOKERFILGERICB LN, ELITHISFIREARER I E-TNEZ L, ’

@-2 EREFEIC K HAEFRANCET I EH :

BABRCEDLDEMANRABERELZE T 5EREFEPEMEAE=2Y 7
ZEOIERDAS V== T 2ITOERE L EHREILEF TE 5 F — LEREHINE
fHEhTnsZ L, 28, BHEERICOWT, BABE L ZORERICHoBmSh T
52,

®-3 BIfEROZEr-CHCEE LT

BITER (MEWHMESR (BARBREEST) i, FHEEE, NoWEE (B
RIRBSREREE | BIBHEEREE ., TEMEEEREE), BEZE, infusionreaction, KiF%K - &
EOTR, 1 BFERN, R - BEHRARE, LK, AR, BERES, SaRiE
/R SRR, (LFRIES R R ORBMEF T ERBAES) I3 LT, ¥R X
ITBERREOEMM R AT SR LEE L EUEROBZEORRICE L CHRER K
XEEZITONAEMICHAZ L) BEHICHETZAENR TE DEFRBESTWAEZ L,

kY



5, fEBLBBEE

[E35hitic R+ 5 HE)

@ (LPEEEEORVERENMIERE ISRV TRE, ALRIELESS (b
ANRTFF VIV AT T FY) RUE MRS N E O ARSOEHERT S
T3,

® Tﬂuﬁé?5$%;ﬁTéﬁﬁwﬁﬁﬁUﬁﬁﬁﬁgowTi AFI DA E
BRESLENTB LT, AFOBERE L 2L,
o DOTEBIDEENTENLTORWILORE é@fﬂ&@ﬁﬁ&%

[ZethicBT 2 %E]
@'Fﬂiﬁé?5$%;owfi$ﬂ®&5#TM&éhTwé Ehh, BEETT
bianz b,
o FEIORSICH LBBIEDBEED H B HEE

) /Aﬁﬁll@nﬂﬁﬁ BNTTFRICKYT 5 BEICOVTIL, AR OREIHES LR

S, MOBRRBEBRBEBR2VWEEICRY , EECEARZERTHS L 2ERTE D,

. ﬁgﬁ%%%(mﬁﬁﬁﬁk%aﬂ)@%5$%Ki%®%ﬁﬁ®%5%%

. BEESRE CIHER AR 5 BE R BRSSO I SEEEE LR

bdBEE

. ﬁaﬁrﬁ$@AWX B 2E L ITERMED B CABRBOETRED

Yyt

e WHO Performance Status 3-4 &V D@

@ 1 WHO 0> Performance Status (PS)

Grade

0 Fok {MEREETE S, GHECHEALHELY T, RFEMEALBBREESHRZITLA.

1 PIREICI LUNEBNIRIIR S 543, BTHEET, BIEECAE iﬁ? TeNTEL, EEEEEATILIZY
V- RO AU HRERSEBTELREDEEN S,

2 HATAIE T, BADHFOEDLY O LIZ& TR, LR TE W, BFD 50%U L3~y FA TR T,

3 BohEEDOHEDEDLY DI ELATERN, BFDS0%LALEE~yY KA FTBIT.

4 | FoRLBITRY. BADEDEDLY DI LIFESL TERY, B2y FABF TR




6. REBRLUTEETNEEH

O WETEEIC N, BERFEEE PR T 2 ERHE IS & K DR R O ERE
BOEDILERERETDICEBBEL O ERTLHZ L,

BRI SR D, BE X OFKICEIER EREE OB L, AE%2E
THBHRET B L, . o
ERBHEADO=R VALY MeonT

@

®

MEMER SR (REERIELZET) RHhobId I LAiH 50T, FEER
(B8, PRIRREE, BREK, FEE) OMRBRERUWE X SREDOERS, BE
EHHICITOZE, £, MEIGUTHEE CT. ME~v—b—Z0RELE
HTaZ &, ‘ ,

infusionreaction 3% b N5 Z L 3% Y (2 [E B LABEDAHK|F 5FFIZ H infusion’
reaction 3% HDILD Z L RHBDT, AHRSICIIEEEE OREE 4>
WCHBEET A = &, infusionreaction 25538 H LB AIIEE R AEEITTO L &
W2y ERNEETAETCREEOREL-OICHERTIZ &,

FRHAEEE, BIBRAERER VO TEASEEERS LD ZEBHED
T AH S BART R U5 51 I3 E /A0 I R4 S R 2T (TSH., 308 T3
PRt T4, ACTH, M =2 VF Y — /L& DHEIE) 21TV, BEORERZ I8
BEr2 b, ¥, LEUR L TEBRESOERLEET S L,

AR OFEIZLY BEORERISICERT 2 & B 2 b A1kx REBORE
BhHobhBIERh5, BEL TSIV, BENRBD DNESICIR. B
EORERISIC L ABWERORRLEZE L, BHORENBWEITS 2 &, BE
DHBERISIC X AEWEABRLN BB AT, FHIOERE DK, F1E3E
BEERNVEVHOBREEEZERTDH L,

BERTE, TERN OBV ABB L THrLEERAREERTEIZ LB D7D,
AEIOBRERTRICSEVERAORBIC+RICERET 5.

AST (GOT). ALT (GPT). y-GTP, B UMY B0 LR 45 FHEEEER S
5 T L RH DT, AKIEGBIARTR O 53 Mt A s
E&ITV, BEOREEZ HHCBETB L,

RAEREMEBR, REREBREOBEERLbLNIZ EBHBEDOT, FH
BEBRAAT R R EHF P IXEHMNICBFEREREZ TV, BEOREZ I
BEITHTL, ,

1 BBERBR S Sl BRFEMES N7V R—VRARZEDZZERZHADOT, A
B, Bb, BHEOEROFBERSCOBEES EFICHAERT I L, 1 BER
RBREDLNTEHEITIE, A VR VBRI RET I2EOBERALEBZITH Z L,

CASPIAN HERIZ I\ T, 5L, D 12 BEIL 6 BE. #0O%IE 8 BEICESME
DFEZIT > TV Z L 2B, AFIRE PILEHICEBHRE THROMRE
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BEERHEETA R4 v
FalreT (BETHEBRE)
(BR5E4 1 4 I 7 4 v PVEEHE 120 mg. 1 27 4 vV ETERE 500 mg)
~FE /N R F R ~

T3 048 (HF24 8 A%
B A
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4,

B

X BT :
. REIORR, 1ERBEF
. ERIR R

FRIZDOWT

BB G LR DEE

6 BEICELTEE T X EE

P2

P3
P4
P8
P10
P12



1. B

ESRDOELYE - REMOHROIHIIT, T LESICE SO OBE R A R RD
BB, &bic, IEDRFERFOESIT LY | FEERRR & OEHA R FIRIERL
FEERPABENSHT, TNOOERR P EICLERBEIRET 5 2 L RED
REL 2o THY EEMEEY &L WEOEF S 2016 (FrL 284 6 A 2 A BRI
BN T, BHNEERRSOERORELEELZND 2L LSh TS, .

FHRIERBFERRL, BRERSZEMT 1T 7 A VAEFOERR L H b
RIRDZENHD, 0D FHERVZERICET 2BFRS+0EHET 2L TOM,
UBERAOBBEZAZY 5 L AHFS N BEICH LTHEATS L & bIc BIE
ANRR LB ARERISE L B T L SRR —E OB & i T E SR T A
THLEPEETHD,

Lietin T, A4 K542 Cht, BREHES T E TIBbIT BEFIFA -
R AT S & | T OB ORE R A L HET SBAN b RERER, BX
FROEEFAETT, |

o A4 T4, BT A RSN E., AT R
RRIEE TS, —BAAEA B ARRAHES, HEFEFIEEEA A AMEES R
—REAEEEA BAPERRER OB O b LER LT,

SHELRAEER A IT7 4V UAESEE 120mg. £ 3T 4 v VAT 500 mg (—
| BL  FalrneT GEETHEEZ))
ML hAPRTINE | IR B ITET O S MIRIE 1 3317 B AR TA ML 2 M
' % DHERRIE

HELRDREROAE . BE RANET 2 v<T (ux%fﬂ?ﬁx) & LC. 1B 10 mg/kg

: (FE) % 2 BRRFET 60 SHU L CRE#ET 2, 7272 L,
BEHEIE 2 VAFETLT S,
#ERE¥XE . TANFTEXIHEESHE




2. FENOKHE, 1FREF :

A7 4 vV ERBEE 120mg R ORAREEE 500mg (—4 1 7 2407 (B
fzFH#EZ). LT TA&H]) X, b b programmed cell death ligand 1 (PD-L1) {Zxt4 5
aE a7y v Gl (IgGlk) V77520 vMUE ) o —FAHETH B,

CD274 (PD-L1) 1%, AERNIZBWTHREFMREICHER L TBY ., EELLEY
ok (THIM, BRBEVTF25 0% 5 —THK) SRR T3 CD279 (PD-1) &
UNCD80 (B7-1) L #EE L. GERE LA ICHIET 5 &L B 2 51T 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), 7z, PD-L1 i, fE+ OEEMIRIC LRI
LTW2Z & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 238H&E & TR
v, PD-L1 & PD-1 24T L7=RREIL, EEMESTURRENZ T HE» O OWBE % [F
BT HIHFED—D ELTEZLNLTVD, -

AFiZ, PD-L1 OMBSMEEICHEA L, PD-LL & PD-1 OFAZHETHZ LEIC L
D, BATBRKENR THROMBESENZER L, BREOBELIFTLELXDL
nTna, '

AFIOVEFRRE 55  BEORBRIGIE L A BIERSRSH bbh, BEEXIIETI
TR N DB, ARIDOBERROBREHRITIL, BEOREEHHITTV., BENE
D BIRAIIE B L FRICIS U SR A0 & R A RO & 8 L il
BIRERBE RV, BEOSERIGIC L AEERASEDNSBAIIL. BIBRERL
EVEI OB EEDEDRILE 21T 5 BERD B,



3. BRERER
IR EE 72 R FTEAT DI/ MRS IR 12 36 1T 2 ARIGHIL 2O IR IR ORERSRIE O
AR 21T - 1= E R BERRBR OREE R,

[BahtE]

LRI MAEEER  (PACIFIC 3ER) |

Hie &b 2 VA 7 N0 BERF % AV ARG LS RRIER (R BT 2588
D B0 TR 722 RETET O I8/ Mllfa i 8% (WHO Performance Status 0 X
3 1) 71360 (AFIBE 476 B, 77w REE 237 B1) (RAAN 124 (A 261, 75
BREE 40 F1] 25) ERBIC, LERFREERTH% 42 BLAIZAES 10 mgkg &
XTI e ROREEBEA L., 2 BREME CARBEE LZE SOFPERVOE2EEH
L, TETMEE THHPREEIC L B EEEAFHE (PRE [95%EEEM])
DRERIT, AFBET 168 (13.0~18.1) HA. TS ERBETS.6 4.6~78) HATHY,
AFNE T Z 2 RICx LB ZERICERRERZ R LT (N — FH 0.52 [0.42~0.65],
p<0.0001 (/B3 logrank BRE], 20172 H 13 BT —%hy bA7),

PRREL e ™ ‘ ) . Median PFS (85% Cl}

¢.& - x¥%1 16.8{13.0,18.1)

[ 28] N TR 5.6(4.6,7.8)

, /A= FH(95%CH) 052 (0.42. 0.65)

074 e . - ~
ig ..
;oo oo,
E o 5= %o -n. ‘o
LA 04 AL P
i‘j . \ e R WG+ - o - o
4 G 3 -i,., om

P .o -

: FRP o
6L
o 0- R .
T T 7 T ; T v ; v T
1 3 < s 134 18 it o1 24 [ 20
BEAT{FTMISORM(B)

Number of patients a1 risk
tonth [+] 3 8 8 12 - 15 18 21 24 27 30
*_ﬁ‘f - 478 377 301 264 159 86 44 21 4 k] 0
TSak 237 163 106 87 52 28 15 4 3 0 0

X1 HR¥EEIZX S PFS O FEHEITRO Kaplan-Meier HifR

E, b OOEEEER ThIALEFHM (CIT, [0S)) (FHRIE [95%E4E
KR o 1 [E O (299 DA~ b)) ORI, AHBETNE (34.7~NE)
HA. T EREET 287 Q29~NE) R TH Y, FHNIT 7 B HITH LREHRHICHE
BRIEEZR L (O — FH 0.68 [0.53~0.87], p=0.00251 [JBR| log-rank BRE, BE
K¥E (FAD 0.00274], 2018F 3 A 22 BF—# W v A7),

* HEETRE (BT, B '



1 Median OS (95% CI)
S NE (34.7, NE)
0e TS5 28.7 (22.9, NE)
hat NHF— K (95%Cl)  0.68 (0.53, 0.87)
0.8 - S
£ 07
7
g6
& - nmy,
05 4 -
ﬂ&'-ﬂl i
L R I T
0.4 - .
0.3 -
0z
—
0.1
----- A AH
s) r T T T T v T T T T T T T T T
0 3 6 .9 12 15 18 21 24 27 30 33 36 39 42 45
Number of patients at risk B S A IR
AE 476 484 431 415 385 364 343 319 274 210 115 57 23 - 2 0 0
7R 237 220 198 178 170 186 141 130 17 78 42 21 9 3 1 0

B2 0S8 OHREHTRO Kaplan-Meier Hifk

HA A BEER 112 5 GREIEE72 5. 7T &REE 40 61) O PFS (HHEAE [95%(EH

XR]) IZAFEETNE [109~NE] A, 77 &RETT72 [20~18.6] #A (NTF—
FEE 0.49 [95%/E#EXM : 0.26~0.89], 201742 A 13 BF —# W v b4 7). 08 (f
ol [95%EMEXRE) 1. AFIBET NE [NE~NE] 7 A, 77 £ RE T NE [NE~NE]
HATHoT (AT —FH 096 [95%EHEXM : 0.48~1.92], 201843 A 22 BF —%

Ty bAET),
Median PFS {95% C) ||’
H NE (10.9, NE)
re I35 7.2 (2.0, 186)
i M= B (95%CN) 0,49 (0.26, 0.89)
[ ;
H
% '
" H H
o,
z 3
ogs 5t
“ N
[ L S S .
{2 l‘ ----- - b4
. et ammmmmmmmnms
55 [
@ oz Median OS (5% CI)
—_— — S| NE (NE. NE)
______ - e e 75eK NE {NE. NE)
- v PR SRR | R Lt - FH(95%CI)  0.96 (0.48, 1.92)
"t 3 € e w2 1 e, 2 2 7 % : 3 & ¢ 1 % w n ®m ¥ ™ B ® ¥ @
Number of patients at fisk T 2SI o B o Number of patients at sk AT LSRR G e D
LTI 71 59 51 a7 u 27 19 10 3 0 0 as 72 712 6 6 63 63 & 58 5T 48 32 2 1 ¢ ¢
DEAL 40 2% 21 17 14 9 [ 1 1 o 0 FIed 40 3B % M 03¥ ® N W ;¥ B 15 9 5 ¢ 4

M3 BAABRZFLEMICBIT 3PFSEU0SD F EEHTRE O Kaplan-Meier i
(EX : PFS, AKX : 0S) -




FITS R
PD-L1TC =25%
PD-L1TC 1~_»‘~<25‘Y.o
PD-L1 TC <1%

PD-L1 Unknown

(PD-L1 EELR LB DB hE R VR L)
EREF S MR (PACIFIC RBR) ICHAANLNZBED S L, BEMBRICBY
T PD-L1 2FE L EEMRES 5286 (BT, [PD-L1 BERE)) BT EHRIE
BN —EDBE DT — X IZESE, PD-L1 BREEBNIRBEIFET 21T o o B R
VCREMDRERITLUTDOERBY ThoTo,
AHHHEIZEE LT, PFS RN 0S DVl
BCH T ARBIBEONT — FEERKRE L 22 EANRO biL (K 4), PD-L1 EBH=E

———

T T T T T
[ 0.4 [N o.t 10

AAT

2141476145.0%)

481115(31.7%)

267 (37.1%)

49/90(54 4%)

811174 (45.6%)

AN SIBIE%)

IR

157237 (66.2%)

33/44(70 5%)

2847 (58 6%

40038{68 0%}

58:88(65.9%)

HR (85% 1)

052(042.0.63)

0 31(0.28,0.65)

0.48(0.30. 0.80)

G731048. 1%

059(042,0.8%

¥R

PDAL1 TC -25%
POL1 TC 1:-<25%
PDL1 TC 1%

PD-L1 Unknown

CEBT., KFlOREMT 1T r A NVITEFETH o T,

N
[P L1B3476(38 4%}
;

—l 371115(32.2%)
ey 3267 (34.0%)
,;_.—4 41190 45.6%)
o FHITA(4.4%)

T T 3 T

.5 1.0 1.5 B

IBWTSH PDLI BEENEWVISZE T TR

A 1%k R O PD-L1 RHER 1%L EOBEEAICHIT 5 0S O Kaplan-Meier Bifix
5DLBYTHoT,
728, PD-L1 OFEZE|

A RO

Pk

1161237 (48.9%)

23144 (52.3%)

2247 (45 8%)

19:58 (32.8%)

521£8(59.1%)

X 4 PACIFIC RBRIZHIT 5 PD-L1 HBRWFITOPFS R OS D7+ VA pFuy b
(£ : PFS, A : 08) '

i

tae.,

.......

.........

.....

Median'0S (95% Cl} |

*8 NE (20.8, NE) ‘
ISk NE (27,3, NE) i
AP FH (95%C) 136 (079, 2.34) :

i
o 2

Number of patients at risk

=8 90 88
TEEr 58 56

H 3 2w % n FO
Y AW W A

8 81 72 85 56 50 45 35
35 21 1

47 45 H 43 40 36

7 3
8 3

az L
0 0
1 0

HR (85%Cl)

0.68(0.53.0.87)

0.46(0.27.0.78}

0.60(0.35.1.03)

1.36(0.78 2.34)

062(043 089

7
H

n o = o e o«
S L om oA 2

—

-

Median OS (95% CH)

& NE (NE, NE)
I 54H 20.1 (17.7, NE)
= FIL(95%CH 0.53 (0.36,0.77)

",
i PRIy

......... e,

_______

19
o 3

6 e

Number of patients at risk

R$
RS Sl | 81

212 208 183 87

5 67

4

178
&84

7t 185 186 134

58

18

52

z 24 >

30 33 2

Wi AT 0 W

105
45 41 2

62 84 12
17 7 5

B5 PACIFIC RENZHIF 5 PD-L1 BELRIERITOH 0OS 0 Kaplan-Meier B4
(£R : PD-L1 #BL<1%ORBRELM, FK : PD-L1 EHREB21%DEELE)

3€ 2
1 [}
2 ¢




[Z2tE]
ERLFRFIAHERE (PACIFIC #ER)
HEESIAKIEE 460/475 Bl (96.8%) BUNT T AREE 222/234 B (94.9%) 1CFBD B
Niz, BBRELDODRRERBEETERVWEESTZ EIER) X, hEh 322/475 )
(67.8%) RN 125234 ] (53:4%) KRB BN, D5 BIEH (Grade5) 13, 2
L 7/475 B (1.5%) BO¥3/234 B (1.3%) ThoTz, WO CTREZED 5% LD

BIERIITERDERBY Thot,
#£1 WThPOBTRERN 5% EOBIER (REMEFBITISER)
BEBIRLSE | EXFE ' BIE (%)
(MedDRA/J ver 19.1) AFKIRE (475 B) 772 AREE (234 )
4 Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade5
2EHER 322 (67.8) 56 (11.8) 7(1.5) 125(53.4) 10(4.3) 3(1.3)
PSR ‘
R RS RETUEE 30(6.3) 0 0 3(13) 0 0
FOR RS T 50 (10.5) 1(0.2) 0 1(0.4) 0 0
BipEE . '
T ‘ 46 (9.7) 2(0.4) 0 19 8.1) 2(0.9)
AN 26 (5.5) 0 0 14 (6.0) 0 0
—i% - £EEER IR ORE .
S 28 (5.9) 3(0.6) 0 15 (6.4) 0 0
gy 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
BB L UREEE ‘ _
RAREE 27(5.7) 0 0 7(3.0) 1(0.4) 0
FRIRER, FOERE X OMEtRRES
%k 25(5.3) 0 | 4(1.7) 0 0
T R 25 28 (5.9) 3(0.6) 0 8 (3.4) 0 0
Fiiligge . 4309.1) 6(1.3) 4(0.8) 834 209 - 209
KBEB LUK T HEmkES ‘ ‘
7 5 EERE 33 (6.9) 0 0 5@2.1) 0 0

A3 S 37(7.8) 1(0.2) 0. 13 (5.6) 0 0

B, AEEIRBWT, FEEMES (RSTRImEE 2 &) 66 61 (13.9%) . Bk
JRMSEEAR T E 50 41 (10.5%) . FUIR RIS RETLAESE 33 #1 (6.9%) . ATHEREMESE 20 41 (4.2%) .
infusion reaction8 ] (1.7%) . KEEZ 261 (04%) . EEOTH2H (04%) . BEE

(BBEHERZ) 14 02%) . 1 BRI 161 (02%) . BIRHEAEREE 1 41 (0.2%)
PR LNz, Eie, K - BEGERAEE. DHR. EEHENE. TEEREEES,
BEREJS B OV 8t L /NRIB A MEERBIENR 1358 D b e o 7z, ABIEA SRR RIS
BESUEHBEREEZTRT,



4, FEERIZONT
EERY R EBEFE (RMP) | %o% AEIDER K ZEEEREE~D B
BHBHHER TH- T, ﬁ%ﬂ@?&ffﬁ:@@m%%%%&ﬁ BEL, AFOREICLVEE
f;mﬂf’ﬁﬂ%%%éfﬂbmﬂ KT 52 EBBERED, UTOO~@DT X TEHT I
BWIHERT A& THD,

@ HRRIZOWVT

@1 FRO (1) ~ ) DWTINHEET IR THDZ &,

(1) BEFBREMEET2SADRESILIRRS EEMRSABRESILR
B, M0 A RRRIISHILIVRE, M0t A RIRARLE R &)

@ BEHEmb

() HERRMEDEET 50 A BRI (5 A DRESEERE, 5 ABRES
e, 23 A BRI HEER R &)

(@) ARFERIEEZRE L. SSRCERENE 1| SUIARICERIENE 2 O
R DBHEIT > TV DR _

(5) PUEMEIESAILS EEME OMEREEICLR DRI AT > TV B R

D2 B DAL AR & 2 o8 A SEMIRYE B OV /6l B BB RIS 14 72 &0
B EBREHOER (FEOVPNACHSTHER 5, YRBEROAAICET S
BROEEE L L CTEESNLTNE D L,

%

o ENi%RIRER 2 FOUEMPHEZET Liztkiz 5 EU OB ABERDEKRIME %
ToTWadZ L, 96, 2F L. PARYEER2T L LEBRIEBEFZOHHESL
FoTNWAI L,

. EMfEHREER 2 EOTHTELET LERIc 4 £L EOREEREA LTINS
Z &, b, 3EULR, FEOSARMEREE S ULIHFREBSRFEORKIHEZ1T -

W52 e,

@ BHNOERRESEERDOHKEICONT

EERFRERCUAET 2 SLEIRES N, BESEHLOBRED, A - %
APEERFIER O BER CESIC T 2 MRt AEESRRE LS o ol
BT, SRECNIITON D EHBAES TN Y,

~




® BUER~ORISITONT
@1 FRAHIC BT B ER |

PR (RS & B15) SOEBRBIER T A L ic: 24 BUDE
BHIOT, SRR SEEERICR T, BE LBEIERCE U TAREER T CT
EORIER OB L ERREOERNS A BB B EHICHIS TR 1
TWnWHZ &,

®-2 EFREEFIC L 3ABERMIGICET A E S :
L BARRCEDIEMNREBEROEEEE T AIEREEENEMERE=2 ) 7
EEDIEERDAI ) —=V T RITVERE L FRELE TE 5F— AERERIDE
EENTWBZ L, 2B, BEEKEICOWT, RABELZOFEIC+SEAZSNLTH
5C &, ’

®-3 BlIfER OB HINICE LT ,
 BER (IEMMREA (BEIRA 2 ST Oz, FHgeEEE, NowEE (8
RISEEREE . BIBMAERE, TEABERS). BEE, infusionreaction. KK - &
EOTHRL. 1 BERR. B4 - BRGRRE, Lk, EEGENE. BEL. 25k
/SR HESRBERR ) 103 L SR U E RIS OEME L2+ 3 ERM L
HEL BEEAOZECHRICEL THRERUXBEZ T ONI & EHE L), B
HIEE R LB TE DEHEPESTNWDE D &,



5. BERNBRLRIBE
[ 5hiEic B3 2 =E] :
D TFTROBFICBWTAFDAEDERRIES LTS,
o ASEF RS DBBHI LR RRIEOR ICRBETAED bk o 78
RBEZR BETEST DI/ MR (Stagell) 1CH L CHERIRIE DT 5 B%

) T?u&é?5$%uﬁ?5$ﬁ@E§&Uﬁﬁﬁ&LOWTiAﬁﬁ®ﬁﬂ$ﬂ
FELSNTRDLT . FEOFEERFGR L RBIR,
©  BERAIZGTRIBHHEZHAREEOTRRED 2V BE
. B4R A DRIBHCE AR D% ITRBEITARD b B
o R REBM bR
. MOREHEEA LA L TRESNEBE

| @ AFIEREAETERR (PACIFICHE) KB\, 2HEEHTYS EREICH
L CEERMEEE & Sz PFS XU 0S OEMMARIL SN TV D, L, BRE
K7 FRATRE R CIEH 3 b O D, PD-L1 RERIC & 0V EMERER S 2 L AFRBR S h
DRERPBLNTNDZ 2D (P6BHR). PD-LI EHELHEFR L LT, A0
BEAEOHE 2452 EREE LV, PD-L] BREN 1%KETH B = & 2R
ENEBECBNTL, FEOREOLEEFEEICHETAZ L,
723, PD-L1 REREZHERT 572D DAFOBWEIZ~ ¥ F OptiView PD-
L1(SP263)Tdh 503, LT OIXEE % SE1Z, PD-L1 IHC 22C3 pharmDx & =2] X
1% PD-L1 THC 28-8 pharmDx £ =] ik » PD-L1 REREHR L, AROREE O
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¢ 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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