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W5, Eie, RERRISEAT CIX. TTEA/INA #i4>2 PD-
L1 BBk (SP263 (2 & % TC=1%) 2EFIICIIT 5 0S IT
DVNT BSC BRIZ K U TAHKIRE CIER T A EA R
Do TWD, L, 1STC<50%D BEEMIC
BT % 0S DFERA BSC £ & bhi#k U CAAEE T TE
HEMPBRD bz Z LEN D PD-L1 DFEIRI
A (1=STC<50% 8% O TC=50%) DAZIDHFBhEIZD
WA ig L7z BT, BEISERE OEIREIT S
ZLNETH D,

723 PD-L1 IR A FERT DO DOAFID 2 /)
= U 2WERII N ¥+ OptiView PD-L1(SP263)
ThHoEHB, L TOXEREZ2ZE1Z, PD-L1 THC 22C3
pharmDx & =] 12X Y PD-L1 HERZRHEIL, &
BOBREDFBEERETTHZ LB TEX 5D,
SCHREE)

* Marianne J Ratcliffe et al. Clin Cancer Res




2017; 23: 3585-91
* Antonio Marchetti et al.

J Thorac Oncol

2017; 12: 1654-63 ;
* Ming Sound Tsao et al. J Thorac Oncol 2018;

13:-:1302=11

29 ~—

@FERBWERADRX T AL MZOWT

- HEMEREREER DO Z ERHHDT, K
AOTREIZH Tz - Tk, BERER (FEREZ, %
Wk, FEEE) OREREOMIE X R0 Ei%,

BEZTHITITO 2 8, £z, BEIZS U THRE
CT, ME~—NW—EDOREZEHET S L,

« KENDOTREIXEE D infusion reaction |24z
TRARFIZ+H RSO TE 2 HHEEITo/2 £ T
FRtE L. AFREF R ORFI®REK T %I A ¥
N A ERIET H%E, BEOREBEH5ICBE
T5HZ &, 2B, infusion reaction ZFIM L=
B, ETOBERVERNZR2IZEE TS F
TREZ+HBETHZ L,

- FFtgeEiEE, FFR. B{LHEBRERR D Sbh b
ZeBHDHDT, AEOERERMSRIR OS5
FILEHRC e A (AST. ALT. y-GTP, Al-
P, BV NVEVEORIE) ZEMTDHZ L,

28 PR—

@ERBWERADOS R T A MZOWT

- HEMMREREROODLNAZ ERHBHDT, &
Fl o5 BT Tik, BRAER (PR EEE, %
WK, FHEE) OMERLUBIES X BRE O ERE.
BEZTRATH L, £, BEZS U THE
CT, ME~—V—EORELEMTHZ L,

« RENOEIXEE D infusion reaction IZ4# 2
TRERFIZToR2RMIEDTE 2 EEITo2 LT
Bt L, AFREF R PERBIEEKRTRITI AL XZ
YA U ERIET 5%, BEORBEZ+2ITEE
5z L, 728, infusion reaction ZFHI; L7z
AT, 2TOBEEERSERICEET 5%
TEREEZTIBETLHI L,

 TEREEER L DS T ERH DD T, FH

DFRGFARART R O 5 IR P IX E R T ee iR

‘5 (AST, ALT. v —GTP, Al-P. B U L V2D HEIE)

EEETDHI L,




303

©7 7 F B & & LR A B IR IEER D FE/ Nl

iR R T3 T A ITie B EE & U TR A
T A EITIE, IMpower010 RBRIZBWVWT, 4 WA Z
LICERSEOFMMEI T o TV Z L EBEIL, K
FF 5 I ERRIC SR OREREZITOZ &, BB,
AR OBREHEIT 12 VAFTLTHI L,

GE  m)

/MBS DFEERAEET A N T A - OWETERT CBrlHx RR)

Gl

1B

FL

(FHREBIERD)

BL R

(BRiERRERHIER)

TR—Y

S\ SeEEALFERIED R 1 XIS kBB L R
PTEEL2

TR—Y

A SRABTFRRIESIE 1 IS SRR 2

g ~—

@-3 BIfEROBWLRIZE LT

BIVER (MEMEMZEE, RS - AT - skt
JEESR., KIBR - EEOTH., BER. 1 BUHERRA.
MNoWES (IR RS, BIRMERES,. T®E
EHRERESE) | FRRIESE (X7 v - N —EERHE
aite) . HEEMERE, MK - fEEK, infusion
reaction, fi#% - BT RMAEIE . BHEREREE (JRIE
BTEREHBRE) EEOKRBEREE, LK, MEk
BREGER, WM., SEE D/ MRIFA S
O AL FEREEPER R o ik EM: (e, %
BMELT TP ERIBAME) | (LSERRIEDE R R O RRGYES)

g -

DOFRL, S, 1 BUERE. A

@3 BIHEROBZEFORIRIZEI LT
BIVER (RVEIMERRE, FFieE, Kigk - BEF
SYIBREE (FRR A
BERSE, BIBHHEREE, TRAMAREE) | MRk
E (T - N EREREST) | BEGENE.
¥4 « BEMEYS. infusion reaction. #5# - BEKCHE
AR, BEEREE (RMERELERE) B
DREEE, L. MEREAREER, Bty
M, S MR IR MR B . (LSRR RO F B
oMk GFHERED ., BBV HERIBANE) |
LSRR O R O BYESS) ok L C. MLk




W LT, MR XU B E AR oD B PR 1 &
FYoEMEEEL EUEROZECRRITEL
THERUOXEEZZ TN &BIZHE L) |
EbLIZHEDRAENTE 2BHINESTWVWDZ
=,

L BEEFMEE OB F T 5 EA & B L
(BHEROZEr X CICE L THEROXELS
ToNLSRHICH D L) | EHITEEIZRLED
TEXDFHINE-TNHZ L,

10—

@ERBWER DR A v MZOWT

- FEEMRERDHLDONDZ EBHBDT, &
FROBEIZHTZ> Tk, BRER (FPRESEE, %
WK, FEE) OERROME X BRREDEESE.,
BEZ ST Z &, iz, BEITS U THE
CT, ME~—W—FDOREZEHTHZ &,

« KHNIDFEIIXEE D infusion reaction IZf %
TRAERZTI RGO TE 2% HEE2ITo = LT
BA%E L. AAIRE DR OARIRER T RITANA F
NYA L ZRIET HE, BEORERZ +2ICBE
T5HZ &, 728, infusion reaction X L~
B2, 2 TOBER OVERPEEICEET S
TRELY+HBETDHZ L,

- FFHEElEE ., R, F{LEEERR D bbb
ZeRHDDT, AEOEERLEE R O 5 B
PIXEHRCIFBEBEMRE (AST, ALT. y-GTP, Al-
P, BV NVEEDRE) 2EBTHZ L,

10 ~2—

| @EREWERO<FUA v MzoWnT

- FEEMRERDOLONDZ EBHEDT, R
FOBEIZHTe > T, BERER (FEREEE, %
MR, RENE) OREFEEROWIEE X BRE D EHLE,
BEEZTHIITOZ L, £, BLEIZS T THEER
CT. MiE~—H—ZORELEMTHZ L,

« AR OB EIXEEE D infusion reaction I %
TRARIZ+oRAEDTX ¥ E2ITo = LT
Bt L. AFIHEE PR ORAEEE T RII AL Z
N A ZRIET 2%, BEOKRELY +2ICHE
52 &, /2B, infusion reaction Z#FH L1~
AT, 2 TOBERERASZLICEET 5 E
TREZTHBETDHZ L,
cFASREEE RN D DD Z LR H DD T, &K
D E-BAEET R O 5-H1 M 13 E BRI AT se
2 (AST. ALT, y -GTP, Al-P, BV L& U ZDHIE)
EERTH L,




FLEE DB ERHEET A BT A OWETERT GBrlHx B3R)

#r B

Y- (THRERIEED) Y-y (BUTHARERHIER)

TR— S SRIEBEALFERIED R 1 XIS SEIEE LR | 73— SIS FEREANE 1 XI5 S giEhn 2
TR 2

82— @-3 BIER 0ZE0RRIZE LT 8 R— @-3 BITEA OZBRORHIZES LT
BIER (RIEMERERE, FeERESE - X - ikt BIEM (F’a‘i’fgﬁ%?ﬁ%\_ FrHREREE, KiGK - HE
JRAES. KRIBAK - BED TH. B, 1 BUBERIR. DTF, BER, 1 BUBERP . NOWEEE (FFIRARE
NOWEE (FIRISEREE, BIBHKEREE, TS REFEE . BIBHSAEREE. THRAWAERES) | Wik
BHSREREE) | MREE (X7 v - NL—JERERE E X7V -N—EEEEED)  EESEE.
ale) . BEIEMHEE., MK - B, infusion B¢ - BEfEZ ., infusion reaction, FH4% - #ERAR
reaction, fHK - SR RIARAE . BHERERESE (R RIFERE, BHEEES (RMEHMEHEBRSE) | BEE
ERBENEAS) EEOKRBEE. LK. LB DEEEE, LFK, MERERERER, Fhite
EAREGRE, IR M, e I/ MRIRA 2 i, SeE i/ MR ESRBER . LSRRG Ry
B, (LFRIEGE R o mikEME (GFPERED, 3 DMk (FPERED . BT PERIBAE) |
BT P ERIBAE) | (LERIEOE A R O BRYYES) {LEERRIEGF AR O BRYWES) 1T LT, Uik
LT, MR UL E R O M % XREBEREE O AT 5 EL L L
BIHERMEEEL (BHEROZE-OSHRICE L (BHER oMo i L TIRER VX ELZ
THRERUOXEEZZITONDIRBEICHEZ L) | TOENBIFREITHDZ L) . EHICHEEZRAED
ELICENRABERNTEEEHNIE-TVEZ TEDLBHEINBESTCNB T L,
P

10 ~—Y | @ERBUWEAO~ XY ALY MoV T @EREWERD<R YR Y MZOWT

- FEMRERBPDOONDZ LBHLDT, &K

10 R—

- FEERRERDLDNDZ LBRHEHDT, K




R OHTEIZHIz> TiE, BRRER (FFREEE, =%

| Wk, FEEE) ORER KU X BHRE D EEE.

BEZTLITITO 2 L, Eo. LEIS T THE
CT, ME-—V—FEDOHRELERT DI &,

« AR DOFEIIEE D infusion reaction IZfF %
TERSRITARMIEDOTE 5#FE2ITo = LT
FAfE L. AEREG 5 R ORERGHETRIINA F
NI A 2 RET D%E, BEORELZ+5ITBE
95 &, 728, infusion reaction X L1z
B, ETOBERERNZRICEET S E
THEEZTOBETDHI L,

- fHSREREE, BT, B{LHBERN® D bbb
ZLWBHDHDOT, AEDOREFMERTKR U 5HH
FIXEHIRATHEEEMR AT (AST, ALT, v -GTP, Al-
P, VU NVEVEDORE) ZEMTDHI L,

| BIDBEIZH Iz - Tid, BRER (FFREEE, %

Wk, FEEE) ORESRKR UL X BiRE 0 EiELS,
BEEP+TDITITHI>Z &, F-. HEZG L THE

CT, ME~—V—EDRELFEHMT 5 L,

« BRNDOFTEIXEE D infusion reaction {24 %
TRARC+SRIEDTE 5 #FLEITo 2 LT
BtE L. AFREF R OERENREGETHRITIANA X
NY A ERESTHE, BEORELY+7ICHE
T5HZ L, 728, infusion reaction Z3HR L7~
BT, 2TOBEROERPZERICEET 5 %
TREL+HBETDH L,

R EEER S LDLNDZ BB LD T, FH|
D 5-FAAET K Oz 51 H i3 E 89 AFHeE
7 (AST. ALT. y —GTP. Al-P, U LV E VZEDHEIE)
EEBTDHI L,

FTABRCE DB AHEE T A BT A OYETERT (FIARER)

2 [5]
Y- (THARERBD) BYR— | (BB R R BR)
8 — S\ SRIEEALERIER R 1 U RIEE LS | 82— A\ S4B 1 i3/ S ER e 2
PZEEL 2 :
gy @-3 BERA OB CRINZEE L T 9= @-3 BIER oZHr-oxt Sz LT

BUEA (REMEMRE. FPBEREREE - IR - kit

BVER (MEMAEE, RS, RIER - EE




JBER. KBK - EEOTH, BEK. 1 BERA.

NOWEE (FRIEERES, BIBKERS, TE

| HREREE) | MREE (KT NU—EREEE

ate) . EIEMFESE. K - #EEX. infusion
reaction, Fi#k - BRI RIARIE, BHEREEE (R

EHMEMBRAE) | EEORERESE, LfH%. LBk

BREREE, B m, et MRk
BER . ALFRRIEOF AR O K= (F P ERBD . 5
BWEAF PERBAME) | (LFRIEO AR ORILES)
R LT, BRGSO TE B E RS O F Mt &

BYoEMEEE L BIEHOBERCHIGIZEL |

THRERVXEBEZITONAIRMICHLDLZ L) |
EHICEGRAER TEDHHRE-TNSEZ
&,

DT F, BER, 1 BUERIE, NowEE (BRI
RBFEE. BIBHERESE. TEAMEEE) | MRk
E (X7 - ANEGRELET) | BEEFHEE.
B« BERRY%. infusion reaction. FH# - BAKLFH
BIARIE, BHREEE (RMERMETERSE) | EE
DEEREE, LR, MEREREER. BhHtE
M, SRRt/ MR HEEERER ., (LS IAGE s
DKz (GBI, BEEF P ERBE) |
{LFRIEPF RO RYUES) 1Tk LT, YR
MITEEEFEHSEOREMMEEE T HEM & B L
(BEA OZBroR S I L CTIRERUXEY =
ToNAEBFICHAZ L) | BELIZHETRALED
TXAEHNESTWNWBZ L,

11—

N @QEREWERADO~RT ALY MZoOWT

- HEMHERERRLLDONAZERHHDT, R
FIOB G Tz Tik, BHRER (EREEE, %
Wk, FEAE) OREREROBIES X BREDEESE.,
BET+7IATHI 2 L, 72, HEIS U THEE
CT, MFE~—N—ZEOBRELERT S L,

« KEIDOEIXEE D infusion reaction 2%
TRARIC+L MDD TE ¥ FEITo LT
Bt L, AFIREFROERFIREETHRITANA Z

11 R—

DEREWER D~ T AV MZ2OWT

- BEEHERBER S LDbNDZEBHHDT, K
KOG IZHT > Tik, BHRER (FRREZE, %
Wh, L) OFEREOHE X BRREDEmBS.
BEEZRITITI 2 L, £, LEITE U THRE
CT, ME~— I —HEORELZETmTHZ &,

« KENDOHFEIXERE D infusion reaction IZ{i z
TERERIIO MDD TE 2 ¥l 21T/ £ T
BAfE L. AFREP R OARBIRELT HRIT N X




N A ERIET %, BEORELHS5ICBE
TAHZ L, 728, infusion reaction I L&
BT, 2 TOBERVERSZERICEE TS %
TREZIHBETHZ L, .

- RS, R, BACEBEERRD bbb

EeBHDDOT, FHOERERIMERTR R EHIM

X ERIRIC IS RERRZE (AST. ALT. v —-GTP, Al-
|P, EUNAEUVEDORIE) BEMTI L,

NH A ERETHE, BEORELZ+SICEE
IHZ &, /2B, infusion reaction ZFI}| L=
AT, ECOBERERNZR2CEET 5 %
TREYTHBETHZ L, -

- FAHSREREER L DD Z ERNH D DT, KH|
D E-BRRART R OB 5- 5 ) o 13 e B R I BE

7 (AST. ALT. y—-GTP, A1-P, B U L ¥ L ZEDHIE)
EEETHZ L,




BB REET A K741 v
TTYYR=T (BiaTHE#RZ)
(R7E4 : 7 b Y 7 [IHHE 1200 mg)
~ /I R ~

SRR 3 04 H (5Fn 445 AET)
JBAEFEE




BR

1. IZC®IT

2. RE|DOFEE. EREF

3. ERERARAR

4, HEFRIZDOUWT

5. BEXIRLRDHBEE

6. HEIZEL THEETNEEIHF

P2
P4
P5
P24
P26
P29



1. IXL¥IT

B OHE - BEMORRE D7 DITIL, WA CEZICESWEERERRRD
BB, S5, EEORERMOELIC LY | FUAERS R L 0EFN2 TR
FEELAEBINBZFT, 2N b0ERRFEICKLERBFICRMET S 2 L ARRD
MEH L 720 TRV REMEGER L k0 EASE 2016 CERL 28 45 6 A 2 AMZBRE)
EBWTH, EFHNEELEOEAOREIIEBERZRS - L ShT\3,

FHEABEERRL, BEREASREN T 7 7 A VEBEEOERS LB 55N
BRBIENRDB, 20D, AR ORSMCET 5 RS+ EHT 5 E TOM,
W ERROBELHR RIS LRSS NABECH LTERT S L & bic, BIE
FANRER LB NERRGE & 5 L BN —E OB & T EREE oA
FBZLREETHS, -

LMo T, AAA R4 Tk, BAREERLINE T/ LN TV HEFERFR -
REH R ES % | UTOERR OS2 MHE AL HET 2880 b LEREF, 2
FROBEEEL T,

RIS, AAA KT A ik, ISTTEIE A E R R BRI IA S M, ARHEEARA
BHRIEEYS, —REHEA B ABRARES, BEFEREMEAN D AEEER O
—RRAEEE A B AR BREADOH Db LB Lz,

WHBERAIEER: T MY 7 EREHE1200mg (—&% - 77V ) XA~T7 (Ef=
THEH#Z))

HBERDPEIPR - BIBRARE2ELT - BFROIE/NHIRHE
PD-L1 BBt D FE/INRAR A 2 331 B HiTi4 i Bh Ik

RHBERDAERVRE - (LFFERIBREO R T LR 2 B < GIBRTREREST - BR DI/
0 R it R
OFEMEEX & OFFRICEWT, BE. RAIIET T I X
~7 (BEf=FH#Ez) & LT1I[E 1200 mg % 60 43237 T 3 HEHE
MR CRBEFET 5, 2B, FIERGOIFMN RIF ThHILT,
2 [ B DA # 5-RERIE 30 o & CRMETE 5,

{LZRIERIAE D PD-L1 BBHEOUIRTREREST - B O/ NME
R fitE

BE. RARQRTTY IV X<7 (EFH#z) LT 1
1200 mg % 60 4377 T 3 BHIFR TRFFHFET 5, RB. FIH
BEOBAFMRRIF CTHNIE, 2 BB UEORERRIX 30 5H
ETEMTE S,




(L RRIEEESIR D YRR RE R LT « T3 DI/ N

BE. RACIRTFY Y X7 (BEFRKZ) LT 1E
1200 mg % 60 434> T 3 BREIRIRG CARBET 2. 28, 9H
BEOIRMENRIFTHIE, 2 BB LIFEORERREIX 30 577
FTHEMTE B,

PD-L1 [ > FE/NRa i 2 33 1T B IR R BhBRiE
BE., RARER 7T YV X~7 (BEFHEHBRZ) LT 1 H
1200 mg % 60 2327 C 3 BREIMER CRFEIFET 5, REHRHIX
2HAMETET S, 2B, YEERGOAFMERBRIFTHIIE,
2 EBLUBEOHERERIL 30 OB ETEMTE 5,

B % Bk ' ¥ F PARERSHT




2. FENDIFER. 1EREF

TRy MY 7 AFEHE1200mg (—R&4 7TV X~7 GBEFHEEZ), LT IR
FI &vH,) X, KED Genentech, Inc.iZ & ¥V Al X417z programmed cell death ligand 1
(BAF. TPD-L1] & 9,) IZxT2R&E 77 Gl (IgGl) 727 5 ADE MEE
J7a—FNHEThH B, |

CD274 (PD-L1) 1%, AFENIZBWTHRIBTHRESICRR L TBY ., EiEkLY
VoRER (T HRAE. BRBRE O T2 7 0% 7 —T fMle) Si2HHT 5 CD279 (LLTF. [PD-
1] £\H,) ROCD80 (B7-1) &AL, REREZLZRICHIET S LEZLN TS
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), %7z, PD-L1 %, &4 D&
EARRIZ BRI L TWAZ & (Cancer Immunol Immunother 2007; 56: 739-45) N5 &N
THEY., PD-L1 & PD-1 24 L7 REEI1Z. E%MM$#ﬁ%Em&Tﬂm#6@&§%
ZERET HEFO—2L LTEZLNLTWVS

AFIZ, PD-L1 OMEAEERICHES L. HnnkPD1ew#A%m¥?5*&%’
Wed ;8 #A#ﬁ%i%&Tﬂ@@ﬂﬁ%i%ﬁ%ﬁﬁL—E%@%ﬁ%%ﬁfék%x
BTV 3B,

TR OMBRN D, AFNIBMEREICRHT 2 H -2 GREICRVES b D L HFFI i,
e/ BE 28R & LIRIRRBR % M L, ARhE, ﬁéﬁ&U@@ﬁﬁ% 1 &
iz,

AFNOIEAMFICE S BEORBERGCL 2BERERH bbb, EEXIIET

KELFAREERS D, AFOREPROBREHICIT. BEFOBREL 4127V, AFEA

R LNBEAITIE, R LEFRICS U= EMR e ik & BB &2 R oER & B L T
ﬁ@&%wé%%ﬁw\@gwﬁﬁﬁm L BBIEAR @O 2BAICIE, BIBRES
NE VRIDOE 5% OB 2B ELT O NEND D,



3. ERERAR
PIBRABE72 AT - BROIE/INRRATE R O PD-L1 BB D FE/ NI 12 38T BT
B IE D AR CEME 2T - - E R BRRROREEZ T T,

[FhE]
OEBRILFEMAERE (OAK RER)

75 FFBE 2SO RRIERE O b 5 YIRA R EST - BROIFE/EIIEBRE
1,225 i (ARKIEE 613 i, K& & /R 612 ) 2B, AHF & K& F&/1 (DOC)
DA MR L2 Z B 2 FMAERER 2 5 L7z, 44 1,200 mg/body Xik K&~
F &V 75 mg/m? % 3 ARER CAF. TQ3W] &w),) TRIEFHEL.

BT o F MMEENT- 850 ] (BARN 64 BlEie) OLBEEMIBVT, A
HETFEZ AR L R L CR24ATFHM (CLTF, o8] &nW5,) OFBRERNRD
b (ANF— R [95%fE K R] : 0.73 [0.62,0.87]. P=0.0003 [/&5] log-rank #X7E]) .
hfE [95%ER ] 134K T 13.8 [11.8,15.7] A, FEXXEABETI.6 [8.6,
112] ZATH-= (K1), :

*. FERBMERTFEARE AT, [EGFR] 25, ) BEFERBHEIIRMLY v EXF—F (B
T. TALK) 25, ) BAEGETFHRIECBRETIE, 777 M RAZ S EREICML, ThE
v EGFR FAE/EAXid ALK FREER 2T 2 UBMIERAC L 5 10REN S 5 BEIHMEAAND

iz,

1.0+
09
0.8
0.7

4o 06

o

% 05‘

tH 044
0.3
0.2
014 Fei+Feil

L FFINATT

004 __+ 54

T T T T T T T T T T

0 3 6 9 125 15 18 21 24 278
AFIEE 426 363 305 248 218 188 167 74 28 1
FegdtLEE 426 336 263 195 151 123 98 51 16

1 OS ® Kaplan-Meier Eiff (OAK RBR) (£BFLH)



QEBRIL RS ML HRABR (IMpowerl50 FAER)

{LZFRIERE D 72\ R BB & B < IR REZ2 1T - B R O FE/ N R it B 1,202
B (BAN 93 BlZate) ZXBIT, A& 1,200mg L MOREBHEER (IARNTTF
VA4 R7 ) 2R [ABE, 402611 XEANRFSF L +7 ) FXEA+RRYR
<7 (BEFHEMRZ) [BEE. 40041]) & oftRAKREOENERZSEEZ, AL
FIEINRTSF o+ ) 2N +_INY X7 (BaFHE# %) [C B 400 61])
Ll 5 BIHREBR L £ L2, PRI ORR, EGFR BIGTERBM T ALK
RABETBEOBRE (1576) 2B< 1,045 6 (AAA 67 HEET) © ITT-WT £H
WWRWT, AEIGFHRE (B A 3594) THEREE (CRE3374)) LHE L TEEFMER
ThHd0S DEBERIERENRED b (Y — Rk [95%E#8E XM ] : 0.780 [0.636,0.956],
P=0.0164, B EKYERMA 0.0184 [JBH log-rank #E]), FRME [95%FEXM] 1XAA!
BFAREB BT 19.2 [17.0,23.8] 7 A, xFHREE C #£ T 14.7[13.3,16.9] W A TH >7= (2018
F£1ARAET—ZAy bF7, K2), 2B, AFIPFARE (A B 349 fi) 1OV TIiL,
SIHBEE (CEE3374) 12X 5 0S DEBRERIIRD bhianoTz,

*1 : EGFR Bi5FEEBH XL ALK BARGFHBEOEE TIX. THEN EGFR FAE/EAXIX ALK
PR & AT 5 PUBHIBEAIC X 5 1RER b 5 BESHEAAN bR,

%)+ AH 1,200 mg, TNVRTFFF 2 AUC 6, 737 U & £E/1 200 mg/m?, "NV X< (BT
%) 15mg/kg & Q3W T4 Xid 6 = — 2 5%, KA 1,200 mg KONV X< 7 (BaFHEEZ)
15 mg/kg % Q3W T E Iz,

1.0
0.9
0.8
0.7
40 06
E 0.5
H 04 .
B:RAVXTT
031 C:ALRTSF>
P BEwL
0.2-
BCP
01 =rmemem FFJYX<TT +BCP
+  FTBYY
0.0
T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
A#|+BCPEE 359 323 296 264 235 167 119 66 34 9 2
BCPE 337 308 . 268 233 196 129 87 56 29 6 1

K2 OS ® Kaplan-Meier Bi%# (IMpower150 3AB%) (ITT-WT £H)
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OERSEFLE I 38R (Mpowerl32 KER)
{LERER O WRE LB EGFR B TFEREM., ALK BEEETEMED
DI RE2 AT - B O/ NI EE 578 61 (AARA 101 flz&Ty) ZXFIT, &
#1,200mg, 7ZFTRH (WNVKRTFFUXFVRTTF V) RUNRA PLrFt P
MU aKF (BAF, T2 FLrEE R &W),) oftf&E [ARFIFRRE. 292 4]
TORMER VRSN R, TTFTRA WVRTITFUXBYATTFY) RURA
MUk FOGEREE DREE, 286 fil] " & B3 2 FMARRR L Eh L 7=, AHI6F
)ﬂﬁif“ﬂﬂgﬁi}:t@ibfigﬁﬁﬁﬁ D—2>TH 5 EEEAFHM (LT, [PFS] &
9.) DEEBREENRED LN (NF— Kt [95%F8EXM] 0.596 [0.494, 0.719], P <
0.0001 [/&%| log-rank #R7E]. A EAKIEMM 0.0040), FRIE [95%FEXMH] 1XAFIG
FARET 7.6 [6.6,85] WA, XBEETS2 [43,56] WATHo7 (201845 A 22 A
—FFy v A7, ®4),
*1 : A% 1,200mg, HNVRTTF 2 AUC6 XixT A7 7 F 2 75 mg/m?, XA b LF¥& K 500 mg/m? %
QW (F=—2D 1 BEICEE) T4 Xt 6 a—2FEH, FH) 1,200 mg BONA bk R
500 mg/m? 28 Q3W TRE S,

*) . IARTFF 2 AUC 6 iV R 7T F 2 75 mg/m?, XA b L+ K500 mg/m? & Q3W (& a—
A0 1R BICERE) T4XE6 a—2AFEH, <A FLFE F500mgm? 2 Q3W TREI N,

1.0
0.9
0.8
4o 07
E 0.6
é? 05
: .
B0 04
B (34
024
B ISF Stk L ef
O] mimsasm ARHRE AANTISTF 8t L f
. $TBYM
0.0
T T T T T T T T
0 3 6 9 12 15 18 21 B
FFIGEAERE 292 231 169 120 88 43 1
EBEE 286 195 115 72 44 1 3

4 PFS @ Kaplan-Meier #i#3 (IMpower132 3AB) (ITT £H)



@55 MARAER (IMpower130 #AER) | _
{LFFRIERE D2\, R LR % B < YIBRTRREREST - BR OIE/NERGEBE 724
Bz xtgic, A 1,200 mg, INVRTTFURURZ ) & FEL (TAT I RRER)
(AT, Mnab-PTX| &\ 5,.) OPFRES [AAIGFREE. 484 fl] " AR R VRZEME
., IVRTTF RN nab-PTX O S CRHREE. 240 4111 2 & Hid 5 B IR
Bk £ LTz, PRI OFER, EGFR &= TFERBM X1 ALK MG B FHEDBE
&FR< 679 Flo ITT-WT £V T, AFIGFARE (451 1) THEREE (228 i) Lk
KL CEEFEER D—>TH 2 0S DFRZRERPFBD oI (NYF— R [95%ER
X1 0.791 [0.637,0.982], P=0.0331 [J&% log-rank #RE], HEKIEMMA 0.0425). H
HE [95%EHERX ] 1EAFIGFRRET 18.6 [16.0,21.2] 7 A, X T 13.9 [12.0,18.7]
HRATHoTz QUISE3IAISAT—F Ay bA7, KES),
*1 : %% 1,200 mg, 73/1/7,1%7"57“/ AUC 6 7% Q3W T. nab-PTX 100 mg/m? 4% 1 BREIRIR T, 4 XiX 6
o—2#EH%, AH| 1,200 mg 23 Q3W BE XNz,
¥t AR TFF 2 AUC6 2% Q3W T, nab-PTX 100 mg/m? 2% 1 BRI T, 4 XX 6 a—XFE I
770

1.0

09+
0.8
0.7
0.6+
054
0.4
0.3
0.2

tHEE

FEBHE:HIVRISF o+nab) OURE )L
0] o == ;kg*ll#ﬁﬁﬁWﬁ'ﬁh)b?ﬁ'ﬁii‘-“ﬁnab)W')Q#tll/
+ 5L

0.0+

T T T T
0 2 4 6 & 10 12 14 16 18 20 22 24 26 28 30 828
AF|GEARE 456 427 384 355 319 298 271 220 168 130 88 59 40 19 10 4 1
*HBEEE 229 207 176 162 147 132 119 96 75 B8 39 24 13 8 1

" E5 OS @ Kaplan-Meier fi## (IMpower130 3BY) (ITT-WT £H)



OEEILFRZE N1 HRER (IMpower110 FRER)

{LFERIEE D2\, PD-L1 Gt (ESMAL X X EEREREMRIC 51T 5 PD-L1
BEN 1%L L) OYIBRTREREST - BR O/ IIRRMERSE 57241 (AAANSLH1Z2E
Te) ZXBIT, AAF 1,200mg [AFIEE, 285 Fl] OFIMERVREMEZ, 77 F T RA

(VARTZFTFURIZANRT T F V) RORA & X T2V Z v oftARE

(LZRBRERE, 287 Bl] & BT 2 EMMARRET ER LTz, FHETORER, EGFRE
EFERBEIT ALK A BETHBHEOBREZKRL 554 Flo ITT-WT £FD5 5
TC3/IC3-WT M7 205 5 (EAA 24 fl &) ICBWT, A#BE (107 1) TILPE
WERE (98 f) & HBR L CEEFMEEE TH I LEFHMOARRERPRD b (N
— Kb [95% 588X ] 0.595 [0.398,0.890], P=0.0106 [/&H! log-rank fR7E], A EKYE
M 0.0413), HRME [95%EFEX ] 1XAFIFET 202 [16.5, HERRE] VA, LFE
ERETI13.1 [74,165] WA TH-o7- (201849 A 10 BF—F v A7, K6),

*1: EGFR BB FRRBIEXL ALK MEBMEBETHHEDOEE THX, ThLh EGFR FAEFA XL ALK
PE(ERA %A+ 5 IEMIEEAC X 5 MRER b5 BEMELAN bR,

*2 ; BRI TICRT 5 PD-L1 28 L EEARAS 5D 284 (TC) XdEEEEa s
BEHBEE (IC) o\ THFRINE S, TC3 (TC250%) XiXx IC3 (ICZ10%) THIHHEAIT
>TC3/IC3 £HE SN,

107 P& (EBllog rankiRE) 0.0106

0.9 hRAE(9SH{EEX D

08- {b2AEEE 13.12 A (74,165

' Y #H|8% 20.2 A (16.5, NE)

0.7 7 . ™ NG —F H(95%{S X M) 0.595(0.398,0.890)
@ 06 e
% 051 g 0
H 04

0.3

ol s |

ol i FRIE

+ FTHa
0.0-

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 82 34 967
AKIZE 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
{E2EAEs 98 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1

X 6 OS ? Kaplan-Meier Bi## (IMpower110 3AB%) (TC3/IC3-WT £H))
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G@EFRILFRFBIAARER (IMpower0107Ek)
7 F A SR MBIRIER OMBRRERH IBY (EEE >4 cm) ~IMAH]
(UICC/AICCHEISEATIR) DI/ AR EE 11,0056 (AARATHIEZED) Xt

12, AFI1,200 mgDAEMER OVRZ2MEE RIET (T, TBSCl &W9H,) &HBET 5

B IURRER % SRME L7, FRRIARYT ORGSR, PD-LIBME (ESEAIIRIC 1S HPD-LIFEER
(TC) #1%LA L) O I IIMABIERICIV T, AFIRE (248641) TBSCEE (22861) &

Pl U C X EIIE A T A WA (ST, [DFSI &1\ 5.) OFEREENR

HHI (N — R [95%E588XE] 0.659 [0.495, 0.877]. P =0.0039 [&Hllog-rankfi

E]. AEKENO0.0370), PRI [95%EMXM] IXAHB CHREARE [36.1, #E

REE]. BSCRET35.3[29.0, HEEREE] WA Thovz QAEILA2IRFT—FH v A7,

7).

*1: 77 F T RAE BTG AMRERIIEREOREI ST, BEOHTo T
*2 : %) 1,200mg % Q3W THK 16 MR & L7,

1.0
0.9
0.8
0.7
@ o6
B;:IIE
E 05
e
B 0.4
’0.3 4 P{E(B3llog-ranki® ) 0.0039
chR{E (95%EHREX D
024  BSC 35.3n A (29.0 £ ETHE :
TPrFJUX2T pRAERIZE(36.1LHETETED)
014 Y —FEH(95%{EFEX D) 0.659(0.495,0.877)
0.0

T T

T T T T T T T T T J T T T T T T T

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 547
AEIEF 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSCE&f 228 212 186 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 8

X7 DFS®DKaplan-Meierffi#f (IMpower010385%)
(PD-L1BEtE (TC=1%) DI XIIMARIZEH)
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(PD-L1ZIRIR LB D FH M R VL)

OERE

TPD-L1ZHE Lz [EEMR R CEEREREMES 5D 554 (BT,
T AERNE LN —OBREDT —F IZES& | PD-LIRERERE

R LWH)

FEMERE (OAKRER) ITHLANDNIZBRED S b, BEABREICB N
[PD-L1%&3H,

BNCIRBHNCIRNT 21T - e AR VR EMORERIZUTO L BY ThoTz,

AHZHEIZ DWW T, PD-LIORIRAOBIMEORERIZ, K10 LB ThHhoT,
728, PD-LIORBFRIRIZE 5T, A OZEMET v 7 74 VIZRETH -T2,

#1 MEIERBEICIIT 3 PD-L1 ORBREE OF
(OAK BB, 20164E7H TRF—2 by A7)

, oS
PD-L1 &1 BRERE Bl PRfE [95%CI] NP— R REER®
(7 A) [95%CI] pfE
A 180 12.6 [9.6,15.2]
TC 0 2>2IC0 SR 199 8.9 [77. 11.5] 0.78 [0.61, 1.01] Hiaey
A 241 15.7 [12.6,18.0] '
TC 1/2/3 XX IC 1/2/3 BEE 23 . 103 [88,120] 0.74 [0.58,0.93]
A 290 12.7 [10.0, 15.0]
TC 0/1 >2 IC 0/1 HEE S84 92 [82,111] 0.79 [0.64, 0.96] s
Z<F 129 16.3 [13.3,20.1] '
TC 2/3 XiX IC 2/3 HEE 136 108 [88, 12.7] 0.67 [0.49, 0.92]
. 348 12.6 [10.2, 14.2
TC 0/1/2 732 IC 0/1/2 A [ ] 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AF| 72 20.5 [17.5,NE] 0.0031
TC3 XiXIC3 ' - 0.43 [0.27, 0.69
SRl DOC 65 8.9 [5.6,11.6] 027, 0601

DOC: FE&Z Xk,

FEfE. R LBE) ZBRIRT & LR Cox EF

GED TC : JEERENTIIT B PD-L1 2 5E L= IEEMas 5o 554

IC : EEBARMIC 1T 5 PD-L1 2 HH L EEREREMIE S 556

OAK Bk, IMpowerl50 REXTEM L7z TCO~3, ICO~3 I TRSR

*: PD-L1 &EH (IC0, IC1, IC2, IC3), BHARO LT A ¥ (1, 2) RUMEKE (RF¥EEL

PD-LIER AL e
PD-L1DBHERIS 23780 b2 TCo
Xix, BeEMECERR, PDLIICLD %ﬁlx‘g{fﬁ}ﬁiigﬂmm%ﬂﬁh%b bnsd

TC | EERECEIFAZ <. PD-LLIC & 2 BHER G 2RI o) 1%2) E5%Rim 2 288 51D TCI
TRERRR T BIGA72 <, PD-LLIC X 2 BT i 7 R B 0D 5% L E 50% it [ 58,0 5415 TC2
FEREICRRR < PD-LIC X 2 BRI A SR DS0%LL EIZRB O bivd TC3
PD-L1DBHERIGA3F8H bz 1Co
Xix, PeasaE Iz AR <, PD-LUZ X 2 BHERUS AR E RSO 1%KRRICRD bivd

IC [ EEREICEIA S, PD-LIIC & 5 FTE X i A i se e I 0 1%L E 5% - ght b 115 ICi
FERE R, PD-LIIC & A IBPERIL 2 M 172 /% MRS 00 5%2)_E 10% R im I 58 b L5 ic2
RERECHERZE < PD-LIIC X B RERIS 2 M e 8 su i g 00 10% L EIZF8 8 51 ic3

12



HERRTY R OMEBAR AR R AT 81T B PD-L1 OFBRIBI OB ZhEILE 2 KUK 8~9 D
LBV THY., RELEEOBRE TIX, TCO 72 ICO B (EEM#IZRIT 5 PD-L1 %
B LBk OEER MR MRS & FERWVTILD 1%KHH) 128\ T,
K& TN B LZBEOZIROKRE II/NSVEAIFED bz, 2388, MHfkE
- ROPD-L1 OREBRFRIZL 6T, FROZEMET 07 7 A VIXERETH o7,

#2 JRERCIEERERBIRIZBIT 5 PD-L1 ORFREOF LM
(OAK RB. 20164E7 R 7TAF—F v hZF 7).

PD-L1 &0 BE# Bl RfE [95%CI] O/SH;"—- K REERAD
(7 R) [95%CI] p &
R LR
T TCOM2ICO ;‘K fg i:g i‘:g E;OJI;SS?] 0.75 [0.57,1.00] i
TC 1/2/3 XiX IC 1/2/3 3: fé ig; i;’g E;‘t;zé%aﬂ 0.72 [0.55, 0.95] '
copoor 8 2 WIS omueun
TC2/3 XiXIC2/3 ]2)1: fé gz if;’ Eésssl?gj 0.61 [0.42, 0.88] .
TC 0/1/2 73> IC 0/1/2 ff (ﬁi ;gi i‘;’j 82811;69]1] 0.83 [0.67, 1.03] i
TC3 XiZIC3 ?fcj :g 222 E‘11870111\I§]] . 0.35 [0.21, 0.61] '
R LR
TC0 A2 IC0O fﬂ ig Zf Ezg ;ijgj 0.82 [0.51, 1.32] e
TC 1/2/3 XX IC 1/2/3 ff Oﬁg Zg 313 Ezg 1(5);% 0.71 [0.48, 1.06] ‘
TC 0/1 7> IC 0/1 fﬂ 22 7,2 E:; ;16? 0.76 [0.52, 1.11] s
TC 2/3 Xi% IC 2/3 ff OiJ :2 lgf] EZ: i;g 0.76 [0.45,1.29] .
TC 0/1/2 %> IC 0/1/2 12)?3 gf . ;2 Egg ;07?] : 0.79 [0.57, 1.11] i
TC3 XX IC3 -;f fg i: izz E;’g fzg 0.57 [0.27,1.20] .

DOC : FE&x&, *: BRI Cox B)F

1.0
094
0.8
0.7
4o 06
T 051
i 0.4
0.3
0.2
0.1 Feaseil
| A PFINATT
(304 o e e
T 'l T T T T T
O 6 12 15 21 24 278
FHIFE 93 74 43 35 15 8
reaFEL 8 110 90 67 28 24 7

X8 RELEEBREHEEMICBITS 0S ® Kaplan-Meier iR (0AK RBR)
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1.0 104 +
09 0.9
08+ 08
074 074
<o 06 40 06
1 054 & 05+
H 04 #Ho44 T
034 0.3 g
........
02+ - 02 e
01 {— FesFwl 04 regfelt T e )
gy [F— FRNLTT . R FFIIATT
004+ {T5YM 004+ iT5%
T T T T T T T T T u T T T T T T T = T
0 3 6 9 12 15 18 21 24 218 0 3 6 9 12 15 18 21 24 278
FFF 70 59 48 35 29 25 21 13 [ 40 32 24 15 13 10 9 2 2
Fi4a%t)L2 60 44 36 24 18 15 9 4 1 49 45 30 15 10 9 1 8 1

9 RYLEEBEEMICKIT S PD-L1 BERILAITO OS ® Kaplan-Meier BifR (OAK RER)
(EX : TC1/2/3 Xi3 IC 1/2/3 DBEHEM, FX : TC0 2>> IC 0 DEBEER)

QEEHLFFEMFRE (Mpowerl 505858) ICHAANLNZBED S5, PD-LIREE
BT 2 HEBRBB LN —HBOBE DT —FITET &, PD-LIFHKEFNTRRHIC
T B AT > e B IR RO RIILUTO LB Y Tholz,

BEMEIZSWT, PD-LIOETRAOFEOFRERIX, RI3IDLEBY ThoTz,
728, PD-LIOEBIRRICE BT, AFOEREETa 7 7 A VIkRER TH - 72,

#£3 EIRERREICRIT 3 PD-L1 ORBFREFOFZME (0S, ITT-WT )
(IMpower150 BB, 20184E1 A 22 RF—F v b F7)

oS
PD-L1 &1 T OREE Bk PRl [95%CI] NP— R RHEERD
(A R) [95%CI1] P&
B # 167 17.1 [13.5,20.4]
TCO A2 IC0O 0.82 [0.62,1.08
:heR! C R 172 14.1 [12.9, 16.3] [ .
BB 192 22,5 [18.2,26.1] S
TC i 172 ’ e 0.77 [0.58,1.04
128 10 Lo C#t 165 16.4 [11.2,22.9] [0.58, 1.04]
BBt 230 19.1 [15.8,23.8]
TC 0/1 732 IC 0/1 C 21 143 (133, 164] 0.77 [0.60, 0.99] i
B 129 222 [17.0,26.1] '
TC 2/3 XiZ IC2/3 . 16 167 [10.5,242] 0.82 [0.58,1.17]
; B B¢ 288 18.2 [16.1,21.0]
TC 0/1/2 5> IC 0/1/2 e 272 14.4 [133, 167] 0.81 [0.65,1.02] s
B 2% 71 25.2 [18.7, NE] ’
TC3 XIXIC3 c 65 15.0 [9.8, NE] 0.70 [0.43,1.13]

* . JE@RI Cox EIF

CHEERILFFBMIARER (Mpower010 RER) ITHLAANONTZBEDT —FITEIE,
PD-L1 BEEREIINATo - AER IR EHEDORRIIUT D LB ThHhotz (—HE
RURNTERZET) & '
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AR LT, 1STC<50%D BHFEM T, DFS IZ2WTIX TC250% D BEE
M & BB EmMARD B (R4, K10) . OS 1T DO\ Tidk BSC BE & i L TAKIRE
CFEAERANRD b @S, K1),

728, PD-L1 OFBRRIZ L ST, RAOREEETn 7 7 A VIEREKRTH - 7,

F£4 BRIBFERBRERIZIBIT S PD-L1 OFEBIRIARID DFS (I XiXIIA %)
(IMpower010 3B, 202141 A 21 5 —F by v A7)
§ PO [95%CI] NPF— Kb REMERD
PD-L1 %3 ®RE#H fFIE (7 8) [95%CI] o

A5 181 36.1 [30.2, NE]

<19 i 0.718, 1. "1
Te=i% BSC 202 37.0 [28.6, NE] 0.971 [0.718,1314] 0.0654
ZF 248 NE [36.1, NE] ; . ’
=>109 | > 2
B BSC 228 353 [29.0,NE] 0.659 10.495,0.877]
A 133 32.8 [29.4,NE]
=TC<509 ’ : 600, 1.256] "1
1=ICs50% BSC 114 31.4 [24.0,NE] 0.868 [0.600, 1.256] 0.0192
TC=50% A 113 NE [42.3, NE] 0.432 [0.272, 0.684] *!

BSC 114 357 [29.7,NE]
*1 : @RI Cox HeflNT— FEF /L, *2: 5] (B, Z) | ##HE (SQ-NSCLC, NSQ-NSCLC)
C ROYRE (O, MA) 2ERIEFE LB Cox Ny — FET v

100 - 100 +

Probability of Disease-Free Survival (%)

Probability of Disease-Free Survival (%)
3

o BSC ## = BSC &

0| 0

- R e T s e e b Jmea s e g i —r—r— T 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 48 51 54 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 S1 54

No.at risk : Time (Months) No.at risk Time (Months)

BSCEE 202 191 171 154 148 135 130 124 110 83 64 41 31 12 7 2 2 NE NE BSCH 228 212 136 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 3

AGfjEE 181 172 150 141138 131 121 116 102 83 67 38 26 14 9 2 2 1 NE AT 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
100 100

:

8

£

\ BSC

BSC &

B

Probability of Disease-Free Survival (%)

Probability of Disease-Free Survival (%)
s

¥

)
T 2

©
i

ST T T T

T

r v — T ————— T T— T e ———
0 3 6 9 12 15 18 21 24 27 30 33 36 33 42 45 48 51 54 0 3 6 9 1215 18 21 24 27 0 33 36 39 42 45 48 51 54

No.at risk Time (Montkis) No.at risk Time (Months)
BSC ¥ 114 103 93 82 B0 76 72 67 56 42 36 25 19 7 5 4 3 2 1 BSC?¥ 114 109 93 87 8 75 70 68 61 55 44 34 19 14 9 3 3 2 2

AR 133 125 118 112 108 101 94 89 73 59 49 28 24 12 9 5 3 2 2 AHype 115 110 107 10598 97 96 92 85 75 62 48 30 19 13 7 5 1 1

X 10 PD-L1 DFZRIHID DFS D Kaplan-Meier g (MXIXMIA #I5EH, IMpower010 RKR)
(EEH: <1%, HEE: 21%, ETFH : 1STC<50%, A TH : 250%)
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#£5 EFEBREICEITS PD-L1 ORBRRAID 05 (I XHIIMA ¥i4LH)

(IMpower010 BB, 202141 A 21 BF—F vy bZF7)

PDLIZR RSB B o o Dol T o
I R e
TC=1% ;ffcj ;;g :; gf?g SE Eﬁ Eg 0.772 [0.509, 1.170] *2 .

1=TC<50% g:jg ﬁi ;; ggg SE Eﬁ ﬁ% 1.218 [0.705,2.104] " 00001
om0 g:sﬁch iii 2161 ((29z.% ;‘E Egi Eg 0.366 [0.181,0.742] " .

*1 : 3EBRI Cox HFINY— FET L, *2: #5] (B, &) . #8#HA (SQ-NSCLC, NSQ-NSCLC) RUYAH] (I,

mA) %2BRIET & L&A Cox lLfINF— FET NV

Probability of Disease-Free Survival (%) .

0

i

Probability of Disease-Free Survival (%)
8

3
1

T

No.at risk

L

Probability of Disease-Free Survival (%)

3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
Time (Months)
BSC# 202 196 192 185 181 178 174 172 167 153 117 88 58 38 18 5

ZFRE 181 177 176 173 172 167 162 155 151 139 107 70 46 28 20 4

3 1 NE NE
2 2 NE NE

No.at risk

3

Time (Months)

BSC 3 228 220 214 210 205 201 198 192 185 172 135 110 80 57 32 17 10 7 5
AFITE 248 241 241 237 234 231 225 222 218 196 164 126 99 62 40 26 13 5 3 NE

Bt Gl S S MESED RISE e e BT s i S i T
6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57

2

R

Probability of Disease-Free Survival (%)
-1

_— AFRE

T A et

0 0
- — ——— - —— — —— T T - - e
0 3 6 % 12 15 18 21 24 27 30 33 36 39 42 45 48 S1 4 7 © 3 5 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
No.at risk Time (Months) No.at risk Time (Months)
BSC 3 114 108 106 104 100 100 99 96 93 88 67 52 37 26 14 7 5 4 2 1 BSC# 114 112 108 106 105 101 99 96 92 84 68 58 43 31 18 10 5 3 3 i

AFIPE 133 128 126 124 122 119 115 113 111 97 79 S7 43 23 1S 7 5§ 3 "2 NE

e 115 113 113 113 112 112 110 100 107 99 85 69 56 39 25 19 8 2 1

X 11 PD-L1 DZHEURIREID 0S @ Kaplan-Meier Big# (I XIMA #i48H. IMpower010 RER)
(EEHE : <1%, HEE : 21%, ETFH : 1ISTC<50%, FTHE : =50%)
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[Ze4tE]
OEPRIERF AR (OAK RER) ,
BEBRIIARFIFED 573/609 B (94.1%), NEZXEAFED 555/578 #1] (96.0%) 1278
DB, BRI L OEEBENEE TE RWAEEESRIIAHFIEE 390/609 B (64.0%), F
& %V 496/578 il (85.8%) 12380 bivic, FEEN 5%LL EORREBERENEE T
ERVABFEREIR6DLERBY ThHhoT,
£6 BEERS%ILOREMERTETEIRVAEER (OAK R (RS RIER)

BERIKRSIE (SOC: System Organ Class) AHIFE (609 1)
HEAZE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) B (%) Bl (%) BiER (%)
REBFZEABETERVWEFTEESR 390 (64.0) 90 (14.8) 0
R AR ER OB DRI PPACEZ AL (oHOe) s e ]
87 (14.3) 0
51684 0
49 (8.0)

53 (8.7)
47 (1.7

I EEBEUKE TERES i LLoN (195
%5 42 (6.9)
% 5 EEE 38 (6.2)
TRIB RS 2 o S
| RHkB6E [ 5248:5)

B, AFIBECRBWCHEIEMMZER 1061 (1.6%) . FF#RERES 43 641 (7.1%) . KB -
EEOTHISH (0.8%), 1 BUERM 1 61 (0.2%). FIRIRBERERES 2761 (44%). BIF
MSREREZE 1 4] (02%). FEAMAEREE 141 (02%). MEEE (¥5 - S —EER
aETe) 114 (1.8%), Bd - BEiES 5 5] (0.8%). infusion reaction 8 5] (1.3%).- F#
% - HEKUIRARIE 2 B (0.3%). BHREES (RMEMEMETRE) 56 (0.8%) RUE
EOREREEI#] (1.5%) RO b, Tz, BR, BN, EEGHEIE. O
48 K UM M i /RIS PSR BRI X RR D B 72 D3 o 7o, RBEIMERRTLIRILITIBIEE R

(ERREEREZET) 2R0EBREFT,

QHERRIE H%Iﬂiﬁaﬁ (IMpower150 R5#)
BEZRIIAFIGARE B # D 386/393 £l (98.2%) . XTFREE C B D 390/394 4 (99.0%)
TER b, BERIE L ORBEBURAE E TE RV EESRIIAKI IR B B 370/393 {4
(94.1%) . *XTHBEE C BED 377/394 Bl (95.7%) \ZRD biviz, AAIPERAEE B BEickW\ T
CAF & DRREREREETERWVWEEFSIT 286/393 #] (72.8%) ICFR® biv, FIHE
2 5% EDOERF L ORRBERBBEETERVWETERIIRT LBV ThoTz,
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£7 RIERN 5% EORE L OREBRATETE RV EER

(IMpower150 FABR) (REMEMITRRE)

22ERIKRSYEE (SOC: System Organ Class) B & (393 1)
FEAEE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) FE (%) Bl (%) BEx (%)

Kﬂaw@%&%biﬁféﬁwéﬁﬁEQ

286 (72 s)

65 (16 5) )

104 (26 5)

(2

64 (16.3)

’F)’ﬂ

E 53 (13.5) 8 (2.0) 0

& 28 (7.0) 0 0

B 26 (6.6) 3(0.8) 0
> 0

1291(32:3)
50 (12 7

35 (8.9)

'ﬁﬁﬁ&%ﬁ$r

23, AFIGHREE B BEICB WL TRIE MR 13 1 (3.3%) | ATHaE
FOR IR AE

KIG2 - EEOTH 18 # (4.6%). FEZR 3 B (0.8%) .

FEE 32 f1 (8.1%) .
FEE 60 B (15.3%).

BIBHREREE 2 1 (0.5%). TEAHEREREE 3 # (0.8%). HREEE (¥F7 2 - NL—IiE
R 2S5 Te) 20 61 (5.1%) . AMZE - BEREZ 1 41 (0.3%) . infusionreaction 13 ] (3.3%) .

Rk - BEAURRRLAREE 141 (0.3%) . BHREREE (RMEMEMETRSE) 116 2.8%), B
EOREEE 10 B (2.5%) KOFEELGRERBAE 11 61 (2.8%) BBD LN, &
7. 1 BUGEIRYA, EXEMEE, Ok, WIIMEE &k OR@H i/ MR SR BRI
R bR oTz, ARWERARRRIIIEESES (BRREEEE2ET) 2ETvEs
ERERT,

A ZKA%%‘;%EHJOHZDﬁi:%% TXAKIOF R B BED 36/36 B (100%) . %t FREE C B
D 24/24 5] (100%) 1258 b, BRE L ORRBENEE TE RWVWEEERIIAAN
FA#E B B 36/36 4 (100%) RTEREE C B D 24/24 5] (100%) 1258 bz, AEIGFAEE
B BIZBWTAK L 0RRBENEE TERVWEEFRIX 3536 ] (972%) IKRDH L
o, BHER 10%U LOFHK EORRBHEPBETERVEESZRIIR 8 DERBY T
Hol,
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#£8 BAABEHEICBOTRREN 0% L0 L ORRBERTE TERVEEER
(IMpowerl50 BB (&M ASRMEE)

#FEBIKXSHE (SOC: System Organ Class) B # (36 1)
FEAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) B (%) Bk (%)
ZFﬁJ c‘: @E%Bﬁ%?ﬁlgﬁ:"@% RWEREFR 35 (97 2) 16 (44.4) 1(2.8)
{ﬁﬁé 9 (25 0) 0
= 9 (25.0) 2 (5.6)

14 (38.9) 0

7 (19 4) 0

[ RAL e n] B : SU0) e SR 0
ﬂmﬁk#ﬁw 5 (13 B0 s (13 9) 0
AST #n 4(11.1) 0 0
ALT s8m 4 (11 1 0 0

2 S REE == 3 .“/»J ) ,}

¥ 'ﬁ R SR S TRICEan > B i.- % s
Eﬁﬂtﬂ%ﬁﬁ&i&?ﬁ 5 (13 9) 0 0
Ewum*am@r 4 (11.1) 0 0

RO Ly |83 D
=i ; 4(11 1) - 2(5.6) 0

Q@E PRI FFE MAHFRER (IMpower132 FER)

HEESIIAFIGRRED 286/291 4 (98.3%) . SHBBED 266/274 ] (97.1%) 1B
I JRERER L OREBEBEE TE WA EFRIIAAIHEED 267/291 41 (91.8%) |
JTHBEED 239/274 ] (87.2%) IZFB® HALlz, FHIEMN 5% LDOAKRH & DR REREL T
ETERVWAEBERIRIDLBY ThoTz, -
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£9 REARNS%UULOFH L ORRBRATETERVEEESR
(IMpower132 BE) (R2MARTHRMEE)

FEBIASEE (SOC: System Organ Class) AFKIGERE (291 #)
EAFE (PT: Preferred Term) . % Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Btk (%) - B (%) B (%)
z:ﬁu & @lﬂ%é@%ﬁ%‘ ;’1’:”( % f;v\éﬁ%%ﬁ 214 (73 5) 77(26.5) 8 (2.7)
éﬁéjﬂﬁ 47 (16 2) 7 (2.4) 0
S 30 (10.3) 724 . 0

" 39 (13.4)
32 (11.0)

33(113)
3 (11 0)

“mmmﬁﬁﬁ?r

723, AFGHRARBICREOCRIEMMER 15 61 (52%), FFHEREE 45 61 (15.5%).,
KB - EEOTHI 9 F (3.1%). BER 141 (03%). 1 ZUERIF 1 #1 (0.3%). FIRIR
HEREREE 24 1] (8.2%) . BIBHEREREE 161 (0.3%). TEMAHIEREE 14 (0.3%). iR
BE (X7  N—EREREEET) 561 (1.7%) . Bk - B8ES% 2 61 (0.7%) . infusion
reaction 6 1] (2.1%). EHREEE (RMEMEMEBERS) 76 24%), EEORERESE
8B (2.7%). L% 16 (0.3%). FFHERED - FEVELFRERIRAEE 24 B (8.2%) &
OVRRYLSE 32 0] (11.0%) MR bivi, Fiz. BEMHEE. H75 - BUHRAE.
MR i & OV it M/ MRIBAESEBEIR 1338 8 B2 b o 72, RBIWERRBURILIXEIE
5 (BERREEREEZEST) 280EHERETT.

@S EIAERABR (IMpower130 FA5R)

HESSIIARKIGRARED 471473 Bl (99.6%) . XTFREED 230/232 f (99.1%) IZ58®
BN RBRE L OREBRBEE TE RWVWEEERITAKIGRARED 455/473 151 (96.2%) .
RTEREED 215232 B1] (92.7%) IZBRD b, FEEMN 5% LOARF L ORREHRENE

ETERVWAEEFZIIRI00OLBY ThoTz,
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£10 BHEERS%UUALOFH L ORRBERTETERVEEER
(IMpower130 RAEY) (Z2MARATHHREK)

FERIXSE (SOC: Sysiem Organ Class) AFIGEREE (473 #)
HEAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) : Bl (%) Bl%k (%) Bl (%)

354 (74.8) ; 6(13
T g 6;- R TG S TR FRTTIRR, T

108 22.8) 16 (3 4)
80 (16.9) 9(19) .
49 (10.4) 8(1.7)
1(02) -

LG
32 68)

HFRBOE : i

Jm/J\’F&iﬁ’)rM

'mmwamu !
‘ﬁmﬁ&ﬁo_

28 (5 9) :
25 (5 3)

22, AFIBHREACI O CRIEMMIER 22 61 (4.7%) . JFHSREREE 23 ) (4.9%). K
BRde - BEEOTH 19 # (4.0%)., FIRIRESEERESE 67 # (14.2%). BIEHERESE 5 61
(1.1%) . TEAEEEREE 26 (04%), HREE (F7 0  NV—ERHEEZET) 29
% (6.1%) . infusion reaction 9 B (1.9%). #H#K - BAAUHFRIARE 2 1 (0.4%). BEHEREMRE
E (RAMEMEEBLS 1241 (2.5%), EEOKEEE 3 F (0.6%). BEE R 1 4
(0.2%) . LFHERBD - FEBVELF PERIRAME 66 B (14.0%) K OVRGLIE 35 B (7.4%) 2%
R bNT, £, Bk, 1 EBERR. EEFEE, MK - BER. DHRRUGRE
MEIM /IR HESRBERR IR O bR Dy o To, ABWERARBRLIIBEESES: (BRRREMR
BEZED) 2R0EMERETT,
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GOEELRBMERER (Mpowerl10 3X5%)

HEFZIIARFIFED 258/286 B (90.2%) . {LFEIRIERED 249/263 f] (94.7%) 1ZFED
B, BWREL OEREANTETE RVEEESIIAFEED 173286 F1 (60.5%) . 1k
SEFERED 224/263 ] (85.2%) WY biviz, FEEN S%LLEDAH & R RERAN
BFETE f;b\ﬁ%?ﬁ&ii 1nHoELEY THot,

=2 n REER 5%ULOFH L DERBERBTETERVEETER

(IMpower110 RR) (L2MARFTXIEIEM)
FERIKSHR (SOC: System Organ Class) AFIEE (286 )

HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BlEk (%) ik (%) Bk (%)
AFH & wlﬁﬁ'ﬁﬁgﬁﬁm%‘ﬁ:’ '?3 m\éﬁ%$ﬁ 171 (59 3) 36 (12 6) 0
=2 o RO e OARAES e Lo v R NG e e e
R 2 (7 7 2 (0.7) 0
S\ 21 (7 3) 1(0.3) 0
7 150 e e

[T

0N
19 (6 6) 0 0

Kﬁ&%ﬁ?ﬁ

B, ARBICBWCHEMEMER 11 4 (3.8%). FHREESE 26 4 (9.1%). KB
K -BEOTH3 A (1.0%). 1 BBERR 1 1 (0.3%). FRIBHEERESE 32 41 (11.2%) .
TRAHEEEREE 2 4] (0.7%), HEREE (X7 - AV—EEREET) 76 (2.4%),
infusionreaction7 B (2.4%) . fH7% - BAACABARIE 1 61 (0.3%), BHEEES (RMAERM
EHERERE) 26 (07%) . EEOKRBES 46 (1.4%), LHE 14 (03%), MERE
BREMRE 16 (0.3%). GFHERED - BEWVEGFPERBAE 2 61 (0.7%) K OVREIE 7 61

(2.4%) BRD BN, Fiz, BER. BIBHERE. DEHENE. MK - BEIEEL, &
i 2 I B UM i/ IR B PSR BEIR 13RB 8D DAL D> o T2, ABIVE A SBT3 B
25 (BEREERFRZED) 280EHERETRT,

CEELRAFEMAERER (IMpower010 E)

HEFZIIAFIFED 459/495 5] (92.7%) . BSC F D 350/495 1] (70.7%) 12588 B,
RBRE L ORBEERMBEETERVWEEFRIIAFIFED 352/495 B (71.1%) . BSC #H D
89/495 i (18.0%) 1Z7B® bz, HIEN 5%LL LOARA L ORREUENEE TE 2
BFEREZIIR1LDERBY Tholz,
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#12 FBHEERS%ALOEF L ORRABPERBTETERVEEER
(IMpower010 RE) (RN HEE)

2ERIRSEE (SOC: System Organ Class) AFIFE (495 4)
FEAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade §
(MedDRA ver.23.1) g (%) Bk (%) Bl (%)
AFl L ORBERBBETE A2V ‘éﬁiﬁﬁ 335 (67.7) 53 (10.7) 4(0.8)
ERE RO T RRREL L A 0 s W

9 9 FETE 43 8.7
40 @1

.,;.,,37-(7 5) RSP het=ated ety

ALT fﬁﬂﬂ ) 36 (7.3)
TS NS Rt s e R R s e .';‘ Sk & ; :‘Y.“, 8¢ (L:7‘8 '?e»")/ .:j.'

LTI S e e e
@&E&%“Ei&?ﬁ
Eﬁb&}iﬁ%‘ﬁm@f‘ i

> BF

I, ARBECBOTRIEMEMRS 16 61 (3.2%). FFSRERESE - fT4 - B LIRS %
6161 (12.3%), K% - EED TR S F (1.0%), BR 161 (02%). FRIRERERES
104 %) (21.0%) ., BIRHREREE 6 1 (1.2%). TEMAHEERES 1] (0.2%). KK - BEIE
% 44 (0.8%), HREE (¥Fv - NL—EERLZET) 304 (6.1%), BEEDOKE
BE 76 (1.4%), BHEERES (REEMEEBRE) 361 (0.6%). FHik - HEAHRE
JE 3 %1 (0.6%) . Lok 2 il (0 4%) . infusionreaction 11 f (2.2%) . ﬁ?*ﬁfﬁ’) .« ZEEN
MEEF R ERIFAE 19 41 (3.8%) R OVRRMEE 21 5 (4.2%) MR bNTz, £7z. 1 BIFER
. EIEMEARE, MERERIEGER., Wi tEE & Ot /MRS SRR 1358
bizipote, ARIERARIRIEESES BAREEREZ2E8T) 2BTHREHER
A O
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4. HERRIZOWT

(LR FERED b 5 BECHET 2B, AREME L L THARERZE (F7%)
REBELNTVAZ b, Yk ﬁﬁ(@ﬁﬁﬁ)&ﬁw_%mrgam R ChHNE
B, Z0LET, EERY 27 EEHE RMP) CESE, AFOEERRZEMER
BEE~OR A EHINH DR TH-> T, AFORENEY 2BE LB - BE L. A
OEBEICE Y BEABERAEZRER LZBICRHET 2 2 & B3%E 2D, UTFOoO~@n
FRTEBTHERICB O CEATARETH B,

@ MERIZOVWT

®-1 T%ﬂ@ (1) ~ 5) PVTNNCHEETIMBTHDZ L,

(1) EEFBRENEET 25 ABEEEILRFRRES ERERFR A REENLSIRET.
ﬂﬂiﬁzw SRCEEERL SRR, MU AR &)

(2) FrEHRERPT

(3) HENERMEBLEBETDINAZ ﬁ@%ﬁ Be (BRAZEEERERT. SABRERE
BB, AR HEERPE R &)

4) AFALFFIEREZRE L., AREBLFREZER | XIS RIER L ERIEZ R
2 OREREEIR D BHEZIT > TV SR

(5) MEMEEFINSFEEMEOKREREIHRIBHET> TV DHER

@-2 FE Db FRER ORIERAFERRF OIS+ 725 L BB 2 K OER (TRO
WTILMIZRE S T D ERD) 23, YRR RAOARICET sRROREE L LTEESh
QAT PP

=

EEiGRIFREE 2 FOMEFEERET LizRIZ 5 FUEORATBROBERIHES
fToTWAZ &, 95, 2FU LI, BAEMRIELZ EL LIZBRKRBEEF OV ER
THoTWBZ L,

ERMARFFRER 2 FOMPELZET LicRIC 4 FULOBKRERZFEL TV
T &, 9 3EMUER, MEONAEMREESLFRBRTOBRKRIHEZTT -
TWnWsZ L,

EffifafRE% 2 EOHPHEZET L7212, EONBARYREL ST 5 40
FOFRBABZOEREIToTND I L,

@ BREADERMFREEDOEKRIZOVWT

EERERETHICHETIEEENRB SN, MECEISOBFRBO, A&
EWMERZNEROEER CEMEICXT 2 EHRIRME, AFESRRE LB A0RE
EF, SERBESNITITONAEHBRESTWEZ L,
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® BIER~DARITONT
@-1 REgRfA B 5 B

MEMRBEOEERBEWEARRA L BRIT, 24 FERRZEMAH O T LRk
EHEMESRIZ BT, BB LZBWERICE U TABREEK U CT FORIEMOENTHE
RREOKREPY BRIIELN, ELITHGAIRRARINE-> TSI &,

@2 ERUEFEIC L 2ABFERNICICET 224

BABRICED 2BEMNRAHEOCKRE T T EREFEVRIFAT=F) 7
EEDEERDOA ) —=r T RITVERE L BREFA TE 25— 2EREHINE
HEnTW3BZ L, 2B, BEERICOVWT, BABE LLORRCTFICAMENRT
Ww3sZk,

®-3 BIfERAORZRT-CHISNITBE LT ;

BIVER (BRI, FFHSAEREE - T4 - BLMEIRE . KBk - EED FH, B
g5, 1 BUOBERIR, MOWEE (FREMERE, BIBRERE, TRIRERE) . Wi
EE (X5« NU—EEHTST), BEEMEE, MK - $8E4. infusionreaction,
g - MEGRADE, BERE (RITHEMEEAS) . EEOREES, LH%X.
MEREATEGER, WA, i/ MORD HEREER, [b3REOt AR o miksE
UFRERBD . RBMEFRERBOE) | (LRSI R ORYES) [ LT, Y
R E AR DB 2 A A ER & L (BIEA 2R L TieE
ROKEL ST bNARECH B2 L), EHICENZNEN TE 3 EHRE->TND
Tk,
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5. REXNBRLRDIBE
[E%hiEizEE§ 2 F=I1E]
O AFNOHEAESIITROBEFIIBWTHENR RIS TWA,

77 FFEE RS LREERE A T A URARERZIB B/ IVHXIIER DI

/N BRE (EGFR B FERXII ALK BMA B TFHBEOBE TIITLT

iU EGFR F 1 ¥ %5 —FHRER XL ALK F1u v —PHRER DOIRRE

bLHET5EBE) '

(L2EFRERE O 720 PD-L1 B (TC3 (TC=50%) Xit IC3 (IC=10%)) *04)

MRARE/RTETT - RO/ (7272 L., EGFR B ETEE XL ALK @G

BETHEOBEIIRLS) BE

L ARRIDa U R=FUBEEE LT, R4 N EFT OptiViéwPD-Ll (SP142) BAFRENT
w3,

7T T RHK & E iR BN EIE R ORI A T H] /DA #1™ @ PD-L1 B

M (TC=1%) 2 FE/NHIRaE B :

*1 : UICC/AICC JR#5Y 35 7 IR

¥ AE DI R=F UM E LT, RS XU E T OptiVieWPD-Ll (SP263) MEFEIH
TV (U R=F U BEROERICH > Tik. ®HLBH), '

@ AFHOMOREMEREH L OFFRREEITROBECBWVTEZEN ST

5o

INVRTZF v, RI)EZXFEAVRORINV AT BsFlEz) oA
B 5 ALFRRIERE O 2V R LB & bR < SIBRARE 2 HETT - BR DI/ NER
¥ (7272 L. EGFR BEFERE T ALK @A B FHBREDBREIIRL) BF
TI5FFRIEF (AR TFUOXIIINKTTF ) RORRX FLF& REp
RS ALBREREO 2R LR &R BIBRAEE 2 ET - BR O/
fiiE (7272 L. EGFR B FERXIT ALK BEBGTFHBMEOBREIIRL) B4
HNRTSF RO 23RN (TATIIRER) LoffFRKRS 6%
TR D2V R LR & 1 < YIRRREE /2 14T - R I/ MR (7272 L,
EGFR BirTERXII ALK BERETFHEHEDOBEIIRS) BF

@ TRICHEYT 2 IE/NRIEBE R A AR OB E R OMER FEIC OV T, &
KIOBHERHELSN TR ST, AFOBREREL 25,

Wik BE T T B AA L Lo UEBEEER & OS5

{LZERIERE D & 2 BE TR 2 AK) & O GUEMEIERA L O HER S
(LEFRIERE D22, SP142 12 X B TC<50%7>2 IC<10%D BEF T3 5 A%
DEBBE
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o LEEEREORWRE LREBRE ST A oERERR & OFRRE
o (LFEEROLRWERELREREICHT S, OTAAOEMER RSN T
WMo FEMERER & O RS

@ ALFEPFRER O 2\ OYIBRRRE 2R EST - B R O FE/ NS B 1L, PD-L1 #22 (SP142)
TTC3 XX IC3 THNIE, AFIOEMEEEZBRET & ThHD, £/, FHELE
FVEIC T A BEMICHER W E E 2 b3 IERIE EREAEICK L Tik, PD-
L1 RERRICO»D LT, BEREELFRIEL OfFAREGELEETHZ LN T
x5, BB, AROBEICH-> T, MEZRIA K74 (BARMBEESR)
LEBRTDHIL,

® AFNFERRERENHERR (OAKRER) IZBWT, &FFEMICBWT FeF kL
BECK L OIS RIES N TV D, 2L, RFERBEOMEE T, SP142IC X
BTCOHDICORE (BRI BPD-L1%& 3 L /- [EEAE & ORI
Faid 5 AEERVTI D 1%KH) ICBWT, FeEZ 3R /VEE L R LIZEREORR
DORE SHP/PSVEARED BN TVWBEZ b [LFEERIERDO H 5/ LEED
BEICBWTIIPD-LIRBERBHER L E AR OR SR EORW 2325 Z L BE
F LV, PD-LIBERNTCOHNDICOTH D Z & BHER SN BE IRV TIL, &H
LIS DRI D B R T 5. -
B, RATrY AT BT z) oar =3 r2lE (k5784 : PD-LI
[HC22C3 pharmDx [# =] ) [CX WPD-LIEHE (F: a7 v X<v7 (BETF
AL Z) D= R=F U RETER CIIEBMARRIC T 2PD-L1 & FE L 72 M Aa A3
EDREEDHTHEEND) 2B LIERFELRBEORE TH- T, KEIODZKE
B (PRFE4 : X # FOptiView PD-L1 (SP142)) IZ & 2 BRENSREE2HEITIE, 2L
TFTOXHE R BE AR OBREDRABEERFTE 5, -

XHEREE) ;
« Gadgeel S, et al. Clin Lung Cancer 2021; https://doi.org/10.1016/j.cllc.2021.05.007

® AFENIEREERSIFERR (IMpower010 FRER) 1I2BW\ T, HFEMBIEEER O T/
A #i%>> PD-L1 BB (SP263 I2 &5 TC=1%) DIE/INHAMEBAE T, BSC BT
%t LC DFS OESHABRIEES T3, £/, EROMITCIX. TH/IMA #1o
PD-L1 B (SP263 12X 5 TC=1%) £EMIZEIT S 0S IZ2W\ T, BSCEIZX LT
ARFECERTIEANBOLNTND, Z7ZL, 1STC<50%DBEEMTIIT
% 0S OFERMN BSC B L IR L TAFIH T TEAEMAIRBD bl L5 b,
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PD-L1 OFIFIRIFI (1=TC<50%K% N TC=50%) DOARFIDOHHEIZ OV TH3IC
HE L7z LT, BIGAEOEIREZITO Z L EYTH D,

723, PD-L1 RERLZHRTIZDORANDa v R=F VBRIV &2

OptiView PD-L1(SP263) T 5 2%, LA F DX #ERE #5512, PD-L1IHC 22C3 pharmDx
(=) 12XV PDLl BEARZER L, AAOREGOFAREZRANTHILHTE
5 '

XHRE)
+ Marianne J Ratcliffe et al. Clin Cancer Res 2017; 23: 3585-91
* Antonio Marchetti et al. J Thorac Oncol 2017; 12: 1654-63
* Ming Sound Tsao et al. J Thorac Oncol 2018; 13: 1302-11

(%4t BT 5 H55)
QD FRICEZYTAHIBRFIZCOVWTIERAFIOBEBENBR L ENTWAZ b, BEETT
PRWE E,

I DRI LIBBUE DR D & 5 BE

@ BEATOFHIZIE N TTRICEE T 2BECOVWTE, AHOREITHERE S22

AR

L OTERRIREB R WVIGEICRY | BEICARZERTIZ L 2ERTX S,
BIE MR BDOAEITEOBEEDH 5 BE

MR E AR CRIEE £33 5 BE R OVEBIME O R I R il 45
DI RIEEE LR H DD BE

B OSSR BDH 5 BETBMERNE L < IRERED B CARERBOEERED
b 5EBE '

ECOG Performance Status 3-4 &V 0 @83

& ECOG ? Performance Status (PS)

Score

0

2L HERLEBHTE 5, BRaE AL BEEESFHRR2TXS,

1

RERICE LWEBIHIR S h a3, BT T, BIERCE> TOERIATS Z LT 3,
NSNS

2

BATAIRE CEZOH ORI OZ LiZ T X TRAREEBEEIRXTE R, BHRD S0% EE~Xy MBI,

3

BONESOEOEDDZ L LATERY, BFD S0%UELEEZy KOBFTRIT,

4

2LBiFRV. BAOFDOREY OZ Lix£ TERV, B2y FAKFTRIT.
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6. BEIEBLTHET REHE - .

O WATEZITME, BERGES SMRET 2 RIS & AH ORI R OSEIERS
DD RERERE+SICEBR L THEHAT S L,

© BWEEMBICETD, BEXIFOFBECESERMERIEEZ+ABBE L, RELHE
THBLBETSZE,

@ (LSRIERE 2 A B U AEREAT - BRI/ MR BE TR T IEEER
BT A PD-L1 2| L7 EEMEE VEEREAEHRASED2EE bRERL
7 ECARIOBRENEZHNT 5 = L AZRE LVA, 2R EBHERTE ZVEA
1% AR OFEROBEE 2@ Lz ETiRETH T &,

@ FRBEWERADO~RXY A MIZOWNWT

RIEMIEERRD bDLNEZ LR BEDT, AFNDOREIZHIz> TiE, BKRE
R (FPIREEE, ok, BEE) OBEUIE X SREOCERSE, BEL T4
WKATH Z &, e, MBS CUTHE CT. MF~— 7 —%F0REEZERT S
e S .
AR OB EIXEE D infusion reaction |2 2 TEAFIC o2 x D TE 5
BE1To7z L TR L, FEIREFRROAREIEERLR T HRII NSNS Z T4 28
ETH%E, BEOREBLZITSICEET S L, 728, infusionreaction ZFEEH L
EHAITE, R TOBERWMERVPEECERT 5 L TREZ+IBRET 52
Lk

el E. TR, BLMRERSH DN DI LB H DD T, FHIOEREH
AR R O SRR I EBIRIC AT RERRZE (AST. ALT, y-GTP, Al-P, E UV
EUEORIE) EEETHZ L, :
FARIBHEEEE, BISMEEER O TEASERER S DN Z B3 H LD
T, AF OGRS P EHICN o WESEERE (TSH, 1#Ef
T3. ¥EEE T4, ACTH, M aVF Y —VEORIE) #EET 52 L,
AFOEEIZL Y, BEORBERIGICERT 5 &E 2 biudtkx REBLHRRE
BHbbhdZRndbd, BENPRDONLHAICE, BHALEFRIIS L
EPRR 7R Enek & R B O ERT & B U GEERERIRZEZITV., BEORE
RIC & 2 BWEA R b 2BE1CIE, AFIOWREX I, RUBIBRESR
LEVHIOBRELEREBTAI L, BB, BIBRERVELOEREIZLVEIE
FADWENED bNRWVWEAIZIE, BIBRERNVE LV USOREEF oBEM
HLERT 5. _ _
BEHXTER, S0AR»OE I ARB L THOEWERARRETIZ R0,
AFNOHEEHET R HEWERADORRICTTITERT D,

1 EERFEN S bbb, ERFES v TV F—VAZERZERHDHDOT, O
B, B, BHEZEOERORERLOE[D LFIC+HSERETDHZ &, 1 BER

29



RREDNZBSITITREZFIE L, A VR ) VRBOBREZEOBEE 2B %
1T5Z2 &,
® OAK RERTIZEEHMHED 36 BE T, IMpowerl50 FABR. IMpowerl32 FRER,
IMpower130 358 & U IMpower110 FRER TIL& G5 a0 5 48 B E Tid 6 BERFERFFE.
FRLUBEIOTRORRY 9 BRMRE TAEMEDOFHMEZITo TWe Z L 2B3BIT,
AFIF 5P IXEHNICEBGRE CHROER LTI Z &,
® 777 RAEETITEEBIER O/ NERTERE IR iR mBIRE L L
TAFIZERT 5EICiE, IMpower010 FRERIZIWT, 4 # B Z L ICH DG Z
ToTWEZ L 2BE I, AFBRETIIEHMICHROEREZITO>Z &, BB, K
FoRsHBIX 12 VAL TETHI L,
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EEHEET A KT A
7YY X7 (RETFHERZ)
(BR5e4 : 7Y b 7 RIE#E 1200 mg)
/N B R~

SFTESH (Ffn44E5 AYET)
B4 B EE
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X E®IC

- BENORE, TEREF

. ERERFSAR
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1. IXC®IT

ESR G OEIME - REMDRER DT DITIL, TR STEEICESWEIE2ERRD
BB, &bic, IEORERMOERIC LV | FRERR R & OBFH 2 5
FEERAERBENEFT, 2N bOERRFEICLERBEICRET 5 2 & ARED
BEE Lo T Y RE M BCEY L kO EAFE 2016 CER 28 45 6 A 2 A EIERE)
TEWTH, EFNERREOHEROREHEEZRSZ L L SATNS,
PR EER T, EEEASEAM 70 7 7 A VREROERSR L AR
RBZEWDB, 0D, AHEROESMICET 2 B8 +HEHT 5 £ TO/M,
UHERROBELZRZITE L BNEF SN BEICH L CERTS & L bic, BIfE
FIRRE L BC BB % & B L TR R —E OB & e T E AR o A
TAHRZLENEETHAS, ’
LieMoT, AHA T4 0Tt BIREMCZNE TIB LR T 3 EREEN -
BEMRMICESE . UTOERR OB EREZHET BA» b LERER, 2
FROEEEEL R, |

2B, ¢w4r74/1 PRSTAT B A 3 AR SRR A H A ﬁﬁﬁ@&kﬁ$
BERIEE S — AR A B ARKNAIES, SEREAEEIEA B AMESS
—ﬁ&@&Aaxmwﬁ SDOBHD B & 1ERE Lz,

X LRDEERR TV M) 7 RFE#E 1200mg (—4% TV AT (Eis
FHEHEZ))

RE L RARIIBE  EREL NI

HABLRARERVAE : INVETZF U RO bRV REDOHRIZBWT, @%. A
177V v (GBEFH#HmZ) & LT1[E 1200 mg % 60 4y
AT 3 BRI CARET 5. 2B, IEREOBEMENR
FChiUE, 2 EBSEORERHE 30 S E TERTX 5,

B R ¥ A PHARERKSH

(B35)

HNRT T F L OFREXIIBER, BERVCHAE

ZhEESLIXZh SR - M/ NHARE

RERCHE : BFE. RARKIIAILVARSTF L LT, 1 B 1[E300~400mg/m? (3

miE) ZiR5 L, 2R 4 BERRETS, Thx 17—l ¥

BE&&VIRY, o, REEIX, Fip, KR ERIC XV EEEET 5.

T FRY FORREXITIZIR, RIERUVHE
SNREIIIZIR - Ffi/NHfasE




AEERVCHE : = bRV FE LT, 1 HE60~100 mg/m? (KEEFE) % 5 HHEESKR
BHEHEL, 3 BRNRETS, chzl17—nri L, BEZEYIRT,
7B, BRERITESR, ERICXVEEBET 5,

BEEERBRIT 3317 B B A DR - BT 13, BRERREE) O (Ps~) B



2. AFIORE, ERBF

Fey b Y 7 AR 1200mg (—R% : TFY ) XvT GRETHBZ), UT (4
#l Evd,) 1E. KED Genentech, Inc.iZ & ¥ A X7z programmed cell death ligand 1
(BLF. TPD-L1) £\ 9,) x5 5%& 7 n7 ) Gl (IgGl) #7277 A0k MEE
C Jr7u—FARETh B, :

CD274 (PD-L1) &, AFERNIZEW THIRRTHIRSICERL TRY | EEkL)
VRER (T #IBE. BRI OV F = T 4% 7 —T fla) S84 5 CcD279 (LLF, PD-
11 £vH,) RUCD80 (B7-1) ¢fEA L. REINELZAICHET LEZLNTND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ¥ 7z, PD-L1 i3, fEx DfE
JEHIPIC B FEE L TWAH Z & (Cancer Immunol Immunother 2007; 56: 739-45) 23#RE S #u
THY. PD-L1 & PD-1 &4 L7iRB, FESEHIIL 23 FURAR B2 T AL b DRSS
ZERET AFEDO—D L LTEZLNTWVD,

A#it. PD-L1 OFBEAESRIZHES L, PD-L1 & PD-1 L OfREAZHET 5 - L&IC
XV, BAMBRRNZ THROMREEEEZER L, EEOHEMEIHT5 L3 X
BTV, ‘

I B DR G AFNTEMERERIC A D H I RIBREICR VB 5 b o L RS 1,
/ANHERa TR B B SR & LT BRR R ER & E i L. Aok, REEROBFIESTER S
[

AHNOVERBFICES S BEORERNZ X 2BIERER b bbb, EEXIIET
WCELARMERD B, AFIOBREFRUEERITIL, BEOBELHITITV., BFEH
O ONTBAITIT, B L EBRITS U EPMR 2k & RBRE o EAT & E#E L T
EEI R ERIBW 21T\ BEORERISIC & BEIEARREDN 2 HBA I, BIBEES
VBRI OFEEOEERNEEZIT O LERD D,



3. ERPRER
HERAY/ NIRRT D AR I HME 21T o T E R BEERRBRORE E R~ T,

[FzhiE]
O EFEEFRE /IR (IMpowerl33 FER)

{EZREERE D 72 W IERA NI B 1403 6] (AAAN 2 FlzET) 22X, &
#1,200mg, INVRTTFTFrRRT MARY FOFRBRE (RFIEE, 201 6) oFMMER
VEEME T TR, AIVRTTF U RO bRV FOFRERS (77 2 REE, 202 f1)
CHEBR T A E 1 /IMMERERE EE L72"2,

FREAET ORE R, 2BFEMCBN T, KA TT 7 2R L LB L CEEFMER
ThHHLAEFHE BT, ToS) &nW3,) OFEREERRD N (Y — Kk [95%
fE#EX ] :0.701 [0.541,0.909], P=0.0069 [/&5!| log-rank ¥R €], A B AKERH] 0.0193) .
HRE [95% S KM ] IXAFIEET 12.3 [10.8,15.9] Z A, 77 B REET 10.3 [9.3,11.3]
HHThot (@), ‘

*1

: ¥R D A YEIL Veterans Administration Lung Study Group (VALG) staging system for SCLC {2 &3\

THWT SN, Eiz, RBE/NBIFEIC T 2 RIBFEZEBERRE (CRT) ZHITL, 2o
EEO(LERRE, BURBRIRIESIE CRT 235 6 0 A L HRE U= %I ERE/NERa RS & i &
NBRELHEAANONTE,

*2 : AF| 1200mg (X7 T7€R) ROINVRTTF AUCS &5V A 7D 1 BRI, = hRVF
100 mg/m2 Z &V A 74D 1, 2, 3 BRI BREMBRT4 A 7 VEER, A& 1200mg (Lix7
F&R) &3 ERMRTRE LE,

i “"""-‘-7.?;':.:»--.
09- s
Aoy |
08- W,
'.'"::‘:‘
0.7‘ ...:.:_“

0 06+ %

B “‘-.:\"\

B 057 vy

L gesdra
H 04+ \\,‘ "'*“;'
0.8_' """hvnn--‘ l';
Ve """|
029 wimimen: JSttE b I
01 ====FFE T *
+ B9V
004
A T T T T I T T
at risk % 0 3 6 9 12 15 18 21 248
AE|E 201 182 169 121 74 33 5 1
F5URE 202 186 160 114 59 21 3 2

X1 OS ® Kaplan-Meier Bi%f (IMpower133 3B (£BEEM)



[Z2tE]

O EBR4EFEE [/IAERER (IMpowerl33 FER)

BEERIIAFIBED 198/198 B (100.0%), 77 EARFED 189/196 B (96.4%) 1Z58
D HIL, AREL DRRBRNEE TERWVAEFZITAKIRE 188/198 1] (94.9%) .
75 REE 181/196 B (92.3%) 12580 ALz, FEMN 5%LL_EDAH & R EHR
NEETERVWAEERIIR1OLBY ThoTz,

#21 BEEN 5% EOFH L ORRBRNTETE RVEEER
(IMpower133 BB) (Z2MARGTXHIRE)

B RIRSER (SOC. System Organ Class) . KB (198 f1)
EAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bigx (%) Bk (%) FiEx (%)

128 (64.6)

R PERREEE R SRR LG RRE T RIS S
s — >18(91) =0 e
12 (6.1)
Len_o L0

17 8.6)
BEo

R T
FHBREREE

12 (6.1)
11 (5.6)
EERECL T e ey
md%&%&ﬁ/) 11 (5.6)
ﬁ}qﬂﬁ%mﬁ') 10 (5.1)
= e

”EA_#Bﬁf

I, AFIBHCRBWCRIBEMEMER 3 61 (1.5%), RS s 6 (2.5%) . KIB%K -
BEEOTH 6 (3.0%), MK 161 (0.5%). FIRIREEREREE 26 4 (13.1%) . #HiEESE
(X5 - NU—EERS &) 9%l (4.5%). infusionreaction 11 B (5.6%). Fhzk -
R RAARAE 161 (0.5%) . BHSREREE (RMEMEMEERSE) 341 (1.5%), BEEDK
JEREE 6 ] (3.0%) RUMFHERBD - FEWELF HERBAME 24 B (12.1%) 2338H b1
oo Eio. | BRI, BIBMAEREE, TRAMERES, BEHEIE. Nk - BEEL,
D2, MR I e O v i/ MR PSRBT TR D b e by o 7o, ARBIWEFARE
RRIIBEEESR BRAREEEELZED) 280EHRRETT,



4. HERIZHONT

L ARFNOBRENEERBEEZRZE - BEL, AFOREICI Y EEREWERZRR L
BRI 5 2 & BB T2, MT@®~®®7‘J\T%{WJ‘% WBWTHERT 3
R&ThB,

@ MERIZOVT

D1 TFED (1) ~ 5) OWVTFNNICHEYTIER THEZ L,

(1) EAFBREIEET S BABREE SRS (ERER RS A B REEILRIRRL,
Hig A3 A RS BB HEHL AU, HUIRS A RBIRRER R &)

(2) FrEHERERPT .

(3) EEFRMEBNIBET 2 RADRELERE (BABDEEEEERM., BADRERE
BHRRE, A BREEREERRE R )

4) ASRIEFREZZRE L., SNREBCFEREZER | WIS RER L FRIEZ R
2 OHEFREEMEICLR 2 BB % 1T o TV B sk

(5) MEMEEALGERMEOHREEICIRIEHEIT> TV AR

D2 FEOLERIER OBIEARRR OXSICH4 2 5 L BB E HOEM (FEO
WETILNICZE T 5 ER) 23, YE2RBOFFICET 2ROBEEE L LTEESh
TWE I &,

3

ERRFFEEE 2 FOMMIHEELET LIeRIZ 5 FLULOR IBROBRRIHE %
ToTWBZ L, 9b, 240 FiT. RAEYERESZ X LI-BREEZOWEY
fToTWAZ L,

EMfARFREE 2 E0ONHTHELZET LI-RIC 4 £ EOBKREREZELTWS
e, 9h, 3FEUER, FEONAERMEEE S LMNFRERRFEORKIHEZIT-
TWAZ &,

@ BRENOERBFHREBROEMHIZOVT

EELEREBRNHETIEEEDERB S, BRMCENLOFRED, AR - &
S EZNEROETER CEMS ST 5 EHRRM, AEFRNRE LLBEOBRE
B, SEREONTITONSEHNESTNWE L,




® BIER~DRIRIZONT
@-1 fEgkpmHlizBEd 5B

MR B EDEERBIERANTAE LI BIC, 24 REBRESIO T, Yk ik
BRIV T, BB LZEWERICE U TAREEE O CT S 0RIWERA DOERNCME
RBEORERNY AFICBLN, EHICHIETREREHIES TSI L,

@2 EFREFHICL2FEESMNGICET 2 EM

BABRCEDL D EMNZRABREOEREA T IEREFENBERE=2 ) 7
EEDEERORAZ ) —= V7 EITOVERE L FRELEF TE 25 — AEREHI S
BENTWAZ L, 2B, BHEEHICOWT, BABRE L ZOFRKRICHDICEAMEINT
WsZ &, ' :

®-3 BHWER OB R IcBI LT

BIVER (RIEMEMRE., ATHREERESE - AT - (LR Je, RRG%k - BEDO TR, I
. 1 BUBEIRIG. NOWEE (FRIEERES. BIBHERE. TEAEERS) . ik
BE (XT7v - - NU—EEHEZST), BEEMGEE, MK - BEELK. infusionreaction,
g - MR RMEIE, BHEREE (RMERMEMERS) . EEOREREE. LFEL.
M EREAREGRE, VMMM, S MR EEEER, (LR RIEG AR O kST

(FHERkiD . HEWEG PERBAE) . (LFRIEFARORIVES) I LT, S
R TEBEE RSB OB A S AN & B L BIERAORZBr-oxHCE L THE
RUOXEEZZITONIFHICHDEZ L), EDICHIRLAEN TX 2KH1E-TVD
S



5. BEXNBLRDIBE

(At EE 3 2 FH]

O bFEEREDOR2VERENBEMEREICBVWTAA, IVARTZF U RO bR
vV REOHRAEBREDENENRIN TS,

@ TFRICHKST B BEICHT B RADR SR OERFEI SN T, ARIOEIER
REST SN TEOT, ARORERS L RRV,
. O TAFOEPHAT STV O FTBIEER & DR S

[Z&tic B+ % 5]

D FTRICHEYUTIEECOVTHARDOBEREZR L ShTNWB I Ehb, BEERT
bRV b, '
o EADOHESICH LBBEDBERD H 5 BE

@ BEAIOFMIZIB VT TRICEY T 2BEFICOVTI, AFOREFITHERE S 2N
D, OVEFRIRENRRVBEICRY , HEICAAZER T2 E2BETE 5,
o MEMMEBROAHITZDOEEDH 5 BE
e FIEREHRARE CRIE R 2R 5 BE K OVEENE O BUR R IR SRR R &
DO RIEMELRH b5 BE
o HOERBEERERBROD D BEIIEHEANE L ITEHRMED B OB REBDEERD
boRBE
¢ ECOG Performance Status 3-4 ®1 DB #E

@D ECOG ? Performance Status (PS)

Score

0 2 MR EHTE 5. BRHALAL B FAERESHRRIAITRS,

1 PRI LVWEBNIHIR S 223, SITAIRET, BIERERE > TOEEIIMTI L8 TE 5,
Bl - VR, FHIEE

2 BITRAIE TR OEHFDEIY O Z LiX T X TRIREEMEEIITER . BFD 50%L LiZ~y FATRIT,

3 BONEELSOEORIY DZ L LMATERV, BRO S0%UELEy FABFFTARIT,

4 £<{BiF2V., BADHFOEY OZ L i3LL TERY, BRIy FOAFTTRIT,




6. BEIZELTHEETREEH

O WftrEZICML, MERFEENRET 2ERFICESEAANOBEROEER
RAODIHERERETDICEBE L THBERT 2L,

@ WHBEBIMRICHEIN D, BE XX ZOFRIRCESEREREEZ T 2FHBA L, REEH
ThrbERETAI L, '

@ EREMERAD~RXT ALY MZDOWNT

RIEMEREENRH HboNE 2 L BH B DT, FFOREITH > Tk, BERIE
W (FRIREREE, %k, FEE) OERK UM X RREOEmRSE, BEx+57
WATH 2 &, o, BEICSCUTHEE CT. MiF~—r—SORELZEKET 5
e &%

AF) DO EIZEREE D infusion reaction 12X CTRARFIZ+ORIIHEDO T A1
B &ITo 7 L TRt L, AR EF R OAFBEEL TRIINA ZAT A 2R
BT 5%, BEOREBZTHDICEBETSHZ L, 728, infusionreaction ZFEIH L
TZBAITIE, ETOMBEEEREZEICBETIETRE L2 +o8ET5 2
&

FFHSREREE, %, TRLMERBE RN H HbND 2 ERH B DT, AKIDR5H
PERT R R G HRE I ESIRIC TR sERRZE (AST. ALT, y-GTP. Al-P, BV v
EVEORIE) BEMETHI L,

RIS, BIBHEEER O TEMSEREE NG bbb L B3HD 0
T, AFN OB ERRGH R OB EHB P I EHICASWEERE (TSH, 8
T3, UBfE T4, ACTH, M =L FY —VEDRIE) 2EETH I L,
AFOBEEIZ LY, BEOHRERIGICER TS & B 1 b bk~ REBORRE
NHLPNDZENDHD, BENRRBDOONZHEEITIE, BRLULEZEFLIILSUE
BRR 72555 & R 2 RO ERD & U CEIZERRZE 21TV, BEDRE
R & BRER R ERDON A HEICIE, AFIOKREIFE, RORIBRE R
NEVHDOBREELERTHZ L, B, BIBKEFNVE L OREICLVEIE
FADORERRD LNRWEEIZIX, BIERERNVE LS O5EmEF BN
HLEET D, :

BEKRTHE, ZER» OB AZR L TOLEERRRETAZENH AT,
AR OEBEEKTRICHERWERORBRICHFITIERT 5,

1 BIFERIAN S Db, HERFMES v TV R—VRZERZERHHDT, O
B, Bl BHEOEROBBECMBEED ERIC+H2EETS 28, 1 BER
RBELNEGEIIITREEZFIEL, A VR ) VR OREEOET)2AE %
S 8
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@ IMpowerl33 FRER CIX& 5N D 48 B Tk 6 HEIMMR. ELLAREIX 9 EHIER
THDMOFTMZIT-> TV Z & 2EE T, AFREPIIEHICEEBHRE THE
DIERBEATO Z &,
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BEEFRHEET A FT A v
TV Y AT (BizTE#EZ)
(BR5E4 : 72> b U 7 KiE#E 840 mg)
~¥LE~

SFxFE11H (Ff445 AWET)
JBAEF @A
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1. IXLHI

EIESOEME - REMORRFEOT-DITIX, T XESICESWEERERIRD
bhd, b2, IFEOREEMOESIC LV, FUKERR L OEFH 2 FTHIERE
FEEGPABEINIHFT, ZTNODERRZEICVNERBEICRMET S Z L B3RED
BREEL 2o THY BREMBOER L EDEARSE 2016 (FRK 28 4 6 A 2 A KRR E)
CBWTH, EFNERRSEOFERAOREIHEELZRSZ L LI TV,

FREABFERRD, REERASCZEN T n 7 7 A VBBEFEOERL EALTE
RAHEZENDD, ZDD, AR UOLRESMEICET S ERN+0EET 5T TOR,
UHEELOBELZHESZITDZ EBHFINIBEFICH LTERT2 L L bz, BIfE
%ﬁ%ﬁbt%ﬂ%%&%m%k5:eﬁﬂ%&—ﬁwﬁﬁ%%tiﬁﬁﬁﬁﬁﬁm
THZLEBREETH S,

Lz o T, BHA FTA Tk, BRERSCINE T/ LN TV S EFRIEER -
RSHRHICESE, UTOBERRORE2ERLHET2BANDMERER, £
FROEEEEE T, _

B, AHTA FTA 0k, MITEIE N EEGERBIRSHEE., OfEEEARR
MERIEE RS, —REEIE A B ABRARELS R O—REMEA B ALBESOW A0
b EMERL LT,

SBERBERR T M) 7 AHEBEOmg (—RE : TT V) X~T (BET

*HMRZ))
R L R AEISE : PD-L1 FBMED RVE 2 EAERRMED D HER2 D FHTREE I
BRI

HBERARERVCAE: X2 V) 2N (TATIVRER) ORIV T, &,
L RARRTTY V) AT (BETMHE#RZ) & LT1E840mg &
60 432 T 2 BRBERECRMET 5, 2B, IEEREOIE
HRBEFTHE, 2 BB UBEORSRIX 30 oM E CTEMT
E 5,
Bl & Bk 7 ¥ E PR
(B35)
Ry ExEN (TATIVREE) OMEENXIIHE. AEKCHE
ZhERES IR « Fm
RERVHE : 77V ) X~7 GBRETHRRZ) LoftRicisnwe, BE, RAES
7Y ZFEAL LT, 1 H1EI100mgm® (BREHE) % 3050 TR
WREL, 2< &b 6 ARARET 2, B 1 E&RS% 3 BEERL., 4
BEIIARET S, 2hEz1a—2XL LT, #52HBVIET, 2B, BF
DORBBIZ L W EERET 5,

2



2. AAIOKE. EREF

FE v M) J ETERE40mg (—R% : 7TV U X7 (BETEBKEZ). UTF IR
Fl w5 ,) &, KE®D Genentech, Inc.iZ & Y A X 4172 programmed cell death ligand 1
(BAF, TPD-L1) &W5,) IZx35m&E7 a7 Gl (IgGl) + 77 72D MEE
J 7 a—FAHiEThH B,

CD274 (PD-L1) I, £#AICEW THRBNMBEFICER L TRY | Bkl )
VoRER (T HERE, BRE N F 2 7 0% 7 —T MlE) SRR T 5 CcD279 (LLF. [PD-
1] &vW5,) RU'CD80 (B7-1) &fEE L. RERELZAICHIETILEZ O TVD
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ¥£7z, PD-L1 i%, &4 DfE .
EAMPIZ BB L TWAZ & (Cancer Immunol Immunother 2007; 56: 739-45) 345 S
TEY. PD-L1 & PD-1 4 L7=RRBIE, PSR TURAERN 2 T MR & 0BRE
ZEBETAEFEO—D L LTEZLNLTVS,

AFN1X, PD-L1 OFIAEIRICHEA L. PD-L1 & PD-1 L OFEASZMAET S L&
X0, BATURFFRENZ T lROMIREEEEZER L, BEOBMEIMHT2 5%
b TW3, ‘

I OMRND . AFNIBMERICSHT 2 H - RIGEREICRVED D LRI,
HEBELRL LBRRREE R L., Ao, ZEMERUBEELIHER ST,

AR OERABFICESSBEDCRERIGICL2BWERSER S bbh, EEXIIRE
WELARMERD D, AFNORERROERERITIL, BEOBEEZ+S2ICTV., 2ER
B LN BEAITIE, BER UZFRICG U ERRN 2 mis L BRI OER & EfE LT
BEE 2RI 21TV, BEDRERISIC L BEWERB LN 3 BEICIE, BIBKRER
WVE VRO ES OB LB EIT O BENRD D,



3. ERERER
RIVEVZRE (LT, THR] £\ 9,) BiE»ob b ERABREEREFZA5E 2 (LT,
THER2| &V9,) BHEOFHFARE X IZEFRIE OAFRIICTM 21T - 7o E R BRRFR
DEFEE T T, ' e

[FzhiE]
O ERRIRZ I FEERRAE (IMpassion130 FER)

B - BRLSICHT 525 O BIARE D72\ HR i H> HER2 K10 FHiR6E
NIXEREILEARE 002 41 (AAAN 65 Bl ET) &5ic, AH 840mg RUVY V&%
T (FATIVEEBE) (CIF. MnabPTX] &W5.) OFFAKRE FRAIGTREE. 451
#l) OEIMRVEEMEE T 7 R KRV nab-PTX OFFHRE (nab-PTX B, 45141) &
Eeld %58 11 ABERER 2 3506 L 72", BAERLINTBED S B, 369 il (AAAN 25 1
BEte, AKIGHAEE 185 4. nab-PTX &% 184 #) 23 PD-L1 BBHEBEER" L sz,

Sy EMMEENTBED S B, PD-L1 BiEBEEAIZLS VT, AFIGFARE T nab-PTX
BELIE L CEEMEER O— 2 Th 2 EHELAFHROFERERSBD b (N
— R [95%fE#EX ] : 0.62 [0.49,0.78], P<0.0001 [J&H! log-rank #2E]. A EKIEM
17 0.005) . HRAE [95%FHXM] 13AKIGHABET 7.46 [6.70,9.23] A, nab-PTX B
496 [3.81,5.55] WA TH-o7 (01844 A1TEF—F Ay b 47, K1),

*1:48E%E 1A 20 LT, $ 1RG5 B BIAARIET 7 &R &IPS L7z, nab-PTX 1 100
mg/m? Z% 1, 8 RO 15 A BICHIRNEBE Lz,

% : X & F OptiViewPD-L1(SP142) % AT, IEEMEMIRIATIZH ) 5 PD-L1 2R3 L - @2 Emee
WA 5 BEE (IC) oW THEBRIIE S, IC1/23 IC21%) ThHIFBAEIT PD-L1 Bk & HET
shi.

1.0
08
0_8.
074
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'
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v
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v
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v
5
v
s
v
N
v
B
'
¥
v

0.2 e
P —— nab-PTXﬁ ““““ L SR
R £ R AEI6E R B Vit
ood e LY arae e ilfudar oot e ik GRREiot s R PR e
at risk 0 3 6 2 12 15 18 2t 24 27 30 33BA
nab-PTXEE 184 127 62 44 22 11 5 5 1

SEpLEEE 185 146 104 75 38 19 10 & 2 1
X1 EBMEAFHEO Kaplan-Meier g% (PD-L1 Bt B E4EMH)
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[Z4ik]
O HEEERFIFEEERAS (IMpassion13075k)

HEERIIARIGEHRED449/45261] (99.3%) ., nab-PTXEED429/438%1] (97.9%) 127D
. IBBRE L ORRBERNEE TE RWAEEFLRITAHIGFARE436/452061 (96.5%)
nab-PTX#£12410/438%1 (93.6%) B bivTz, FEENS%L EDOARA L OERBEENSE

ETERVWAEERIRIOELBY ThoTz,

£1 BHEERS%LUEOXH L DRRBBRBEETERVWEEER
(IMpassion130838) (ZE&MARFTHHMR)

FERIKRSIR (SOC: System Organ Class) AHIGEREE (452 1)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) BlEx (%) BlEx (%) Bk (%)
Kﬁ‘] s 0@%55{??73}%‘?&"(% 7ﬁb‘é€%$ﬁ 368 (81.4%) 104 (23 0%) 1 (0 2%)
B 126 279%) | 12 (2 7% 0
' 42 (9.3%) 1(0.2%) 0
28 (6.2%) 2 (0.4%) 0

23 (5 1%) 1(02%)

s et Sl 105 (32%) | 2 04% 0
THI 78 (17.3%) 4 (0.9%) 0
B 35 (7.7%) 1(0.2%) 0
& H - 27 (6.0%) 1(0.2%) 0
| si(13%) | 204% | 0
T 5 EE 40 (8.8%) 0 0
BEE 39 (s 6%) 1 (o 2%) 0
= ——— e 54(11 2(04%), ——
ﬁ?*ﬁéﬁ/)r 29 (6 4%) 11 (2.4%) 0
P RREA "‘.-f‘irn‘-q A e I ‘ NER z ; SN

35(77%) 1(02%5 T o0
23 (5.1%)

30 (6.6%)
28 (6 2%)

33 (7 3%) 6 (1 3%)
AST 3/ 29 (6 4%) 7 (1 5%)
ERR R SO R R
R 29 (6 4%)

REs. AFIGHRAICR O CRIEMMRER 1161 (24%) | FRASREREE 47 51 (10.4%).
FER 2 B (0.4%). KIBXR - EEOTH 9 (2.0%). FIRIREEEREE 78 #] (17.3%).
BIRSHSAEREE 501 (1.1%) . 4% - BEIEZs 2 4] (0.4%) . MERIEE (X5 - NL—ER
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BEERE) 346 (7.5%), BEEOREREE 446] (09%). BHEERES (RMEHENE
%) 24 (0.4%). infusion reaction 7 il (1.5%). FFAPERIRA - RBWELF PERBAE
43 ) (9.5%) KROVERYYE 43 ] (9.5%) B biv, Eiz, 1 BERA. TEERE
EE, BEFEE, B, BEERAFE, Ofvk. BitER M, St MRt
EBRIIR D b s oo, ARIEARBRRRIIEEFS BRREERTEL2SL) %
BOEREREZ R,



4. FHERRIZOUVWT

AFNORENBEO2BELZZH - FEL., AFOREICL Y EERBERAZRRALE
BRICKIIST 5 Z EMMERTED, LTFOO~@DFT N TEMITHRIZBWTEMRT 2
RETHD,

@ mERRIZOWVT

D1 FED (1) ~ (5) ODWVFNNTHEYTIMMBETHEZ &,

(1) EEFBREINEET 3053 ABREEN RS GERHER RS A BRESEILRIRPT.
I3 A RS IR RS HL R, M A RSRRRE A2 L)

(2) FEEMHRERPT

@)ﬁﬁﬁﬁﬂ$ﬁﬁiﬁéﬁbﬂﬁﬁ%7h(#h SECEEE TR ERbT. 03 ARIREHE
BbE. S AREEEHERE R O)

(4) ARALFREZEZRE L, S SRIEECEREZEE | OIS RIES L FERIEZ Rt
2 DR EEIFR D BHEZIT > TV S EFR

6)#£%@%ﬂ%ﬁ*ﬁm%®m REEICRDBHEIT> TV S hER

@2 FEOLFFIER ORIERFEIRRF ORI+ 72 Mk & BBz FoEM (FRO
WINANZREY T S ERM) 23, S%2ERORFICETIRROBRESE L LTRESH
TWaEZE,

®

EEMEFRER 2 EOMEMFHEEZET L72RIC 5 £ EDORARRDOEKRIHEE
ToTWaBZ L, 95, 2L X, DAEMREEZEL LERKEEZOWESL
ToTWnWBZ L,

EfMfFREE 2 EOMPTHMERET L72BIC 5 U EOIBO R A KYRIES
EIBREEZOBEKIMEEZToTWVWH I &,

@ BREADERERFHREEOKHITOVWT

ERAERERCEET 5 TLENRE Sh, RIEAEN D OWRERA, Pt - %
SMEELOFROTER CEMSICT 5 FliRit, AEESRRE LEEE0RE
2%, ERESLLIITONAEHINE-S-TWE I L,




® BWER~DXMIRIZOWT
@-1 MEgREHICE T 2Bl

MEMRRE BRSO ERLRBEIEANRA LI2BRIC, 24 KEZREERIO T, YRR X%
BRIV T, BB LEBERICR U TABREER O CT £ 0RIER DB SLE
RRBEORRMY APIZELN, ELICHRATREREHRHRESTVWD Z &,

®-2 ERUEBEICLIFEESMNBCET 2EL -

DABRICEDL BN LRABEVEREZA T 2 EREFEPRIERAE=2) 7
BEDIERDOAI Y —=r 7 E2TVWERE L ERE LA TE 5 F— 2 ERERINE
BEhTWBZ L, 2B, BlEERIZOVWT, BABRE L ZOFRECHZITAMENT
Waz L,

®-3 BHEROBECRBICELT |

AIVER (RUETMERGARE, IFAEAERES - T4 - BUILMEARE 5, KIBss - BEED THI. B
Jo. | BUBEIRAG, MRS (FORBISEEIEE . BIBMAERE, FTRAMSENE) . M
BE (¥Ty - SRR ST, BEHESRE, MY - B, infosionreaction,
g - MEAURIRE, WS (RMEMEILSAS) . BEOREEE, LI,
IR E AR, VMR, SRR hE L/ MRIR D MR, (LSRR D R O MRt

(FFRERD . REVEF R . (LR O RR ORIMES) 16 LT, Yl
B T B E R B O B 23 2 AT & S L (BIME OBk 1 B L C g
RUKEEZTbNAEHICHS L), EhHICENRAENTE 5 &K TS
Ek



5. #EXNBLRDBE

(B2hiEicBEd 5 %IE]

O &% - BRIBIIKT 22 MORNGRED2 PD-L1 Bt (BEHERICEIT 2
PD-L1 # %3 L2 [ REAEHIR D 5D 2868 1%L E) @ HR 215> HER2
D FEMARREUIFRILBEREICTBWVTAAI L nab-PTX & OHABREOFLE
BRI TVWA,

ﬁﬁ\mmn@%ﬁ%mmowfﬁT?Vvaf(ﬁﬁ%ﬁ%i)@:yﬂ:f
VR (BRFE4 : X Z FOptiView PD-L1 (SP142)) ZHAWTHIET S Z &,

@ TRICEYT I2BEICHT 2AAOHEE R OMERAFIEIC OV T, AEIDFRMEDR
L ENTELT., FADORERR LB,
o OTAHIOFEDMENREN TV RWMOFUEEES & 0ftRkE
o AT - INEREDRIE

[Z2tzBE4 5 HEE]

O TREZRYTHIBECOVWTIEHAFDOEENRER L SN TWNEZ b, BEET
blRnwz b, '
o FEIDOZTR VIRBUEDBEERED & 5 BE

@ HBERIOFMIBNTTRICEY T 2BE O VT, AFlOREITHERE IR

DB, ORI R2WEAICRY . BEICARZERT L E2EETE S,

o MEMHMEBOAHIIZOBREDOH HBE

o A EBMRE CHRIEE ¥R 2 BE K OVHEME O BURR iR OB %
DM RIEEELR A b5 BHE

s HOURBEREBODZBEIIEBHNE L IXERED B ERERBOBEAERD
HHBRE

*  ECOG Performance Status 3-4 0 DB E

) ECOG @ Performance Status (PS)

Score

0 2 B2 ENTE S5, BRI AL IEEERHRR2TLS,

1 PRI LUWEBNIRIR S 528, BITARET, BIEERE-> TOERIIITI 2L R TE 3,
Bl BORE, EHEER

BITRRECE D DHFOEY O LT _RCAREZEMERIITE 2V, BHFO 50% Eidy FATBIT,

BOENTZEHYOFOED DI L LMATERY, BRD 50%ULEERy FOABRFTBRIT,

2<®BF RV, BHOFOEY DI LiIFE TERY, B2y FPRFTBRIT.
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6. BEIZELTHEETREEE

O FBMNXEZ M, BERFTESR DR T 2 EREICE DS S ARA O R R OSEIERE
DI DITHERERETICEEL TrOERTS Z L,

@ WBEBRICES D, BEXIIZORIRICADERNMEREZTSRA L. REZE
ThboEETBHZ L, :

@ EREWEAD~RAT AV MZDONT

R RR R A B b bILD = & R 5 DT, AROBEIT b i Tk, BRE
K (EIREREE, R, REE) OMRBEOE X MREOEESE, BEE 7
WITH 2, Fhe, MEISCTHE CT, MiE~—V—%50RELEKT D
Z &, v

AR DO EIZEED infusion reaction 128 % CHRAKRKICHORIGDTE A%
HEITo Tz E TR L, AFEEF R OUAFIBREL T RIZ N ZAT A 28
ETHE, BEOREEZDICBET S &, 728, infusionreaction ZFEH L
T~BAITIE, ETOBEEVERNERICEETIE TEEL TOBIETHZ
bl : '

FrsRErEE, IFK. BLERERRN D DDOND I EBHBD T, FADREH
REET R D% 5 AR P I E A I IS BEMRE (AST, ALT. y-GTP, AL-P, BV /L
EUEORIE) BEETHI L,

FR RIS E, BIBBEREROTRABEREEROObIEZ L2 D
T, AHI OB EBIERT R O 5 ER I E I NS W AR (TSH, TR
T3, 5B T4, ACTH, MF aVF Y —NVEORIE) &2EHBTHZ &,

AR DOHEEIZ LY, BEORERGCERT 3 &5 2 bdika REBORE
NHLDLNAZLRDD, BENRADOLNIEZHBAICIE, BRLAEZFRIIN L
BER 5 & BB 2 OERD & EEE U CEEI BRI Z1TV., BEORE
ﬁmﬁiéﬁﬁﬁﬁﬁbﬂé%%wm,Kﬁ®W%Xﬁ¢t\&U@%&E$
NEVRIOBRESE2EZEETAZ L, 2B, BIRREFLVELOREIZIVEIE
FOBRERRD bNARWEAITIE, BIRERER/VE LSO F 0B
HEET 5,

BEXRTH, AR OETARB L THLEIERARRETIZ ERH DD,
AR OHFE/RTRIZHBIERAORBRIZTFICTEET 5,

| BERFBER S b, HRAMES FT7 YV F—VARERZERHBHDOT, O
B, B, BHEEOEROBRCMMBEED ERIC+SERT S 2 &, 1 2R
RRELNZBAIIIEEEFIEL, A VR ) VEAOREGEEOEY) 2B %
752 ¢,
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@ IMpassion130 FER TIZREBLAD 5 48 B E Tid 8 BHMMR. ZHLLET 12 B
BCHZEDOFHEZIT > T\ Z & 22F1, FFBREFIIEMNICEBRE T
ROFEBEITO 2 &,
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XEERHEET A FF 1V

TV X=T7 (BREFHEBRZ)

JRF4 : 7Y MY 7 RiE#HE 1200 mg)
~ JF K e o ~

%ﬁzﬁ9ﬁ(%ﬁ4¢5ﬂ&ﬂ)
B BE




Bk

W N =

4

A W

X E®IT

. ARIORK, ERERF

. EREREAR

. FERRIZ DWW T

. BREXBRLERDEE
RECELTEETREEHE

P2
P3
P4
P8
P10
P11



1. IZL®IT

EIEFOAEME - REMEDOHERDO T2 DITIE, T CESFICESWZRIERER KD
bivd, E6IT, ITEORFEEHOESRIC LY, FUEREREMZ & O Z2FTHIERE
EE%%ﬁ%ﬁéﬂé*ﬁ\:h%wﬁﬁ%%ﬁmﬁiﬁﬁﬁtﬁﬁTézkﬁ%%@
BEEHL o THY REMBGEE L EDOEARTEE 2016 (FRk 28 45 6 A 2 B HZERE)
WZRWTH, BEHFHNERREOFERADORKELHEELZREZ LI TWD,

FHIEAREER NI, RBERCRZEM T e 7 7 A VRBEFEOERR L AL IR
RBZENDDH, 0D, AIEROLZEMICET 3 ERA+AERET 2 ETOM,
UHERLOBEZBMZIT A LRHFINIBEFITH L TERTL & &b, BIfF
FANRKRA LB SERMIGE & D2 N2 —BOEGF 2T ERERE CER
THRZLENREETH D, : :

LTe3o T, AFA FTA4 Tk, AREELINETILELN TV D EFIEREN -
BEMRMICESE, UTOERGMORERFEREZHET 2BANbBLEREMR, BX
FROEEEEEZ T,

BB, ATA FTA4 0%, MIITBOE A ERGEFRERASHE, AREHAEARR
FRIEETS, —REEEAN B ABREARES R O—RAFEAN B RFEES 0% 0
H EERL LT,

WL RBERR : TV M) 7 RERE 1200mg (—#4 : TT YV AT (&
FAHEZ))

REE R DPRIPR « TIBRTRE R ATHRATE

HBEERARERVAE : "NV XA~T (BETHEEZ) ORI T, @, BRAI
X7 7YY X~ (BisTH#x) &L T1E 1200 mg % 60 4
237 T 3 BEIRRCREERET 2. 2B, IREEOIFENRR
FThHiE, 2B B UEORERREIX 30 oM E TEMTE 5,

B & R e ¥ & AR EH

(&%E)

NNV X7 (BaFHEEZ) OMEXIIHE, RERCAE

BIRESIIBNER « CIBRANREZR AT AR AR

AERVAE : 77V X~7 (BETHERZ) LOFRICBWT, B%. RAZIEN

Ny R<7 (BEFEEBZ) & LT1HI1Smgkg (FE) Z RREHFIRA

EST 5, BEMEE 3 BRUEE T2,




2. FFIORE. 1ERBF

TRy M) 7 ATERE 1200 mg (RS TT YV A~T (EinTFHEEEZ), LT,
[AF ] &5 ,) 1%, KE D Genentech, Inc.tZ & ¥ Al X #17= programmed cell death ligand

1 (BIF, PD-L1] &WH,) T 2REI T Y Gl (IgGl) #7277 ADE M

F/ 7u—FAETH B, _

CD274 (PD-L1) i, AEANIZEV THERTMIRSICERLTEY, BikLzY
]ER (T #IRE, B HIRRR O F = 0% 7 —T #il) ST 55 CD279 (BLF. [PD-
1] &v5,) KOCD80 -(B7-1) ¢fEE L. REINEZAICHIETLEZLNA TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ¥£7-, PD-L1 1%, fE4 D&
EARIZ L RBE L TWAZ L (Cancer Immunol Immunother 2007; 56:739-45) NEEIN
TEY., PD-L1 & PD-1 247 L7, FEEMESTURRREANZ T RO OWEBSE
ZERRET BDHFEO—2L LTEXBN TS,

A#iX. PD-L1 OMBISSEIRICHES L, PD-L1 & PD-1 & DA ZAETHZ &5
v, BATERRENZ T HROMRESEEEZER L, EEOHEELZIGT5 L3 2
HILTWVW A, :

IR DEMRANG AFNIEMERIC KT 2 FTRIBRERICRVES b0 L HIfFI N,
FrAmpamE s 2 xtg & Uz ERRABR % 20 L, AohtE, R R OBESENHER SN,

AR OVEREFICE S BEORERIGICL 2BIERAER bbb, EEXIIFET
WELARERSD D, AROBREPROESHIZIT, BEOBREL STV, BEER
B bNIBATIT, B L HFRICIE Ui BPIR0 2 mesk & BB E R’ DERT & & LT
T2 ERIZ M 21TV, IBEDRERINC X ZRIEANERLN2BE10X, BIBERER
NVE VRO ESE OB LB EITI LERD D,



3. ERERBUE
IR BE 72 T AR D& BRI 3l 21T o 7o 2R BRRBRO R Z =~

[FzhiE]
E PRI F S I FE5R5R  (IMbravel50 3A5R) ,
£ 5L SFPRIERE D 72\ Child-Pugh 4338 A OYIBRARE2 ATHIREE BE 1501 B (BAAN
61 FlEETe) FRHEBIT, KRR VA_RAY <7 (BEFE#EZ) CLF, RNV X< T
LW d,) OEREE (RAIGHAEE 336 ) OFMMEROEREEY T 7 ==T7 bV
B T, (V5 7==7] LW, (VYF77==TF, 1654 LItET 55 1140
RAEREEhE Lz, :
FEFMEER O—>THHEEFHM (LLT, f0S] &\ 5,) OFFMENT OfER. ITT
EFIIZBWVT, FFIFRHRETY I 7= H B L TRRRERSRBD N (N —
K [95%(#EIKR] : 0.58 [0.42,0.79]. P=0.0006 [J83 log-rank B7E]. P4 Bk
0.0033). RME [95%EERM] IIAFIPFABE CHRERE HERRE] YIT7==
TEET 132 [104, #ERRE] A TH-o7z Q01948 A 29 BF—F Uy T 7,
D, b5 —>DXEFHEE TH S RECIST ver.1.1 (2 E-3 < ST FHMmHAEIHIE IC X 2 4
WEARHIE CUF. TPESI L1 5.) oW Th, EAMTOREE, ITT £\ T
AFBLRBETY 5 7 == TR LB L CHBAEERRBD bh (A — Rtk [95%/5#
XR] : 0.59 [0.47, 0.76], P<0.0001 [/B7 log-rank #R7E]. WA EAKYE 0.002), FR
1B [95%ERE X xAHIpHRAET6.8 [5.7,83] VA, YT 7 ==T7FT43 [4.0,5.6]

BB TChHotz (201948 A29BF—F Iy bA7, K2),
*1 : RFTRE (BREMTZ ) —NVEANRE, 7 VFREARE. </ 7 e EERE. FBIRERR
%/ B RERRE, MERRIES) OBIG L 25 BE R S,
%)« AFIGEREETIEAR] 1,200 mg RIS X< 7 15 mg/kg & 3 AT & ICHRNE S, VI 7=
=STHETIRYS7=2=7400mg & 1 B2 ERARE L=,

1.0

FEIGAE
0.8+

0.6

LERE

0.4

0.2

0 ]
£HEABGHT2 508K (B)
Atsisk 5% 0 1 2 .3 4 5 ‘§-"7° 8§ 9 100 M 12 1B W-15 16 17

AFIIFRE 336 329 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
V7= 8 165 157 143 132 127 118 105 94 86 60 45 33 24 16 7 3 1

K1 OS @ Kaplan-Meier Biff (IMbravel50 3RBY) (ITT %)




HHEARGIPSOMM 1) )
Atrisk 3R [ 2 3 [ 5 6 7 8 ¢ 10 11 12 13 W 15

ARIGIFRE 36 322 270 243 22 200 169 137 120 T4 50 46 M 1 7
VIZ22TJF 165 148 109 84 8 ST 4 M 21 15 9 4 2 1 1

X 2 PFS ® Kaplan-Meier Bif# (IMbrave150 3RBR) (ITT £H)

BAANBEEAICKITS 0S D HRE [95%E 58 K] 13AH O A RE i R ERE [HE
EARRE], Y77 ==T7#T 149 [HEEFRRE] VA, ~¥P— Kb [95%EHEKXE] : 1.71
[0.50,5.84] TH o7z (H3), 7=, BAANBELEFICIIT 5 PFS ORI [95%E5#R
X1 IxAFI G AEE CHRMERE6.4, HERRIVA,. Y 77 =T T7.704.2,12.7]
FA. "N —Fh [95%E8EXHE] : 0.85 [0.39,1.86] THotz (X 4),

1.0
0.8
mmzz/

{_ﬂ 0.6
o
b
3 044

0.2

o

EEAWSTHOOHM ()

Atrisk 3% 0 1 2 3 4 5 6 T 8 9 10 11 12 13 14 15 16 17
ARG 35 35 35 34 33 30 30 2 26 20 17 9 8 5 3 B |

VIT7=oJB 26 23 22 2 22 200 20 20 18 14 11 7 5 4 1

M3 BAAERICEIT3 0S O Kaplan-Meier fi (IMbravel50 308) (ITT £H)

1.0 =

BEAMTHSOMM (A)
AtriskEr - 0 1 2 3 4 5 6 7 3 9 10 12 13 4 15
ARGIFE 5 33 0 29 8 2% 2 1T 15 10 4 4 2 ! 1 1
ViZ7z=JB % 2 20 s 16 10 9 g 5 3 2 2 1

4 HAANEMRIZEIT S PFS @ Kaplan-Meier fi## (IMbravel50 328 (ITT £H)




[Z2H].
ERs L FFENHERER (IMbravel5075R)

BEELIIAKIDERRE 323/329 6 (98.2%) . ¥V 77 = =78 154/156 Bl (98.7%) IZ
LI, TARE (KRR CIRABINITAINV AT | VI T ==THETIIY 77
=) LORBBERNEE TERVWAESESIIAFIGIARE 276/329 1 (83.9%), V7
7 = = 7B 147/156 ] (94.2%) TR bz, FBIEN 5% EOAA L ORFRERD
ERETERVAEERIIE L OLED Thork,

#1 BERYS%ALOFH L ORRBERBFETERVAEER
(IMbravel50 BB  (RZ2&EAEFTHSER) ]

22ERIRS4R (SOC: System Organ Class) AFIGEREE (329 1)
HASE (PT: Preferred Term) . 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BIE (%) Fi%x (%) FIE (%)

21:%&@&1%55&?75% T*ET*% f:b\éﬁ%$& 252(766) | 90Q274) _4(12)
ERrRERE e R e e
AST téjm 45 (13.7)

ALT ¥/ 34 (10.3)
mHE Y A8 27(8.2)

I/ MRERIE 23 (7.0) :
m&“}ﬁ%ﬁ:ﬁiﬁ%%&@&m O R RO IR

49 (14.9) 5(1.5)
27(8.2)

TS
34 (10.3)

43(13 1,)
2989 |

tmu#;_; m ‘
ERLCREREL

B s D P
17(5.2) 7(2.1)

k. AFIGERARECRB W CRIEMERER 3 61 (0.9%). FTHEREREE 87 4] (26.4%). Ki%
%« BEEOTHSH (1.5%), Bk 76 (2.1%). FIRBRHEREREE 39 61 (11.9%). EIEHEAE
BEE 1B (03%). FEAMEREE 16 (03%), HEEE (¥F7v - NV—EFEFELZS
#e) 141 (0.3%). infusion reaction 32 il (9.7%). EHEEEE (RMEHEMLBRE) 2 4
(0.6%) ., BEEDEEEE 2 #] (0.6%). WHEZEM 1 4] (0 3%) . HFHPERIBD - FEEMELT
FHERIRAME 21 1 (6.4%) R UVEHAE 20 41 (6.1%) 3B b, Eio, 1 BERK, E
FERIESIRE, MY - BEREAS, fh7c - RRRUIRMIRIE, (LfhZe. MERERMEMGRE. SREtEm/ MR
WO MEBRIZRD bR o Tz, FAEFLRERRIEESES BRRREEEREZET)



R UEERE T,

AARABEEAICRT 2FESLIIAAFGRABED 3535 6] (100%) . RFRFED 23/23
Bl (100%) 2B b, BREL ORRBHEABETE RVWAETFRIIAFIGHABFED
31/35 ] (88.6%) . XFREED 22/23 f] (95.7%) 2D biiz, AFIPFRABEICBNT,
BER 5% EORE L ORREGEREETERVEEERIIR 20 L B Thols,

#£2 BAABEREICBVTRARNR 5%U LKA L ORRBRBEETE RVEEER
(IMbravel150 BB (RLMAITXRRE)

BERIKRSHE (SOC: System Organ Class) AFIGERAEE (3541
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BB (%) B (%) BB (%)
Kﬁ] & Dﬁl%ﬁgﬁ‘#%—ﬁ' -Zf f;b‘éﬁggﬁ 28 (80 0 8 (22 9) 1(2.9
ﬁ%@z@ - i 5(143) i 0
FEL 5(14.3) 0 0

2 9 %7“ 5 (8.6) 0 0

_ ﬁm&:& 5.7). 0 0




4, FERRIZDOWT
AFIOBENFE RBELZZE - FEL, AFOREICI )V EEREIERZRALL
Bz s 5 2 L BAMERED, LTFOO~@D TR TEHTHRICBWTHERT S

O MERRIZOWVWT

@1 TP (1) ~ (5) OWTIhNTEET IR THDZ &,

(1) BEAFBREIEET S BABFEEIL RS @ENRBIAZ ﬁ@#‘%m URBT.
Mgk 28 A RS R HLRRRT . Hls A RBERRRE R &)

Q) FrEHRERPE

() FERFRMERIRET 5B ADREERD (D FOEMEIE R, NADRESE
BARkE, BADREEHERRR L)

(4) AFRACFEFIERETRRIE L, ASRIEB L ZRIEDFE | UIsSRIEE L RIE 2 e
2 OREFREMEIR D B %17 > TV D sk

(5) TEMEEAINFEEMEOHEFEEICR I BHEIT> TV DHER

D-2 KPR DL 2EE R ORIEARBRRF OIS 43 72 ik & BB 2 /o =R (T
KOWTNNIZEE T HEM) 25, é’:;ﬁa’)ﬁﬂwxﬁ BT 2R OEMESE L LTERE
SR TG Tk,

=

ERTRFFRAE% 2 FEOMBMFELZET L7I2RIZ 5 EMJ:@%WZ“%@EEEEW%%
ToTWBZ &, 5b, 2L kX, PARMEELZE L LIZBREEZOVESL
ToTWBZ &, '

EffRTEREE 2 SOMMPHERZET Liz%&IC 4 FULOBERERTALTWS |
Zl. 9b, 3FEL IR, TR DN A ERYERIEE & L IRRFEOBRRIHE 21T
STWBI &, '

@ BREADERRBFRERDOGEHITONT

ERMLERERICEF T I2HEENERE S, WEAENSOBFRED, AR - L
SHESRFHFROEER OCEMSICNT 2 FREE AEERIBEELEEORE
£%. SHESHITITONSEHINE-THWD I L, '



@ EIMER~ORIRITOWNT
@-1 MR B3 5 =4

R MR B D B RBIEA N RAE LI, 24 RIS 0 T, Wik s
EERRICBWT, BERLZBERICS U CAREELQ CT E£0RIEA OB NE
RREOKRERPIY BPICH/ELIN, EHIZHIGAIRERERBESTWEZ L,

@-2 EFREEEIC LA HEEEMSICET 554k

RABRICHED 2 MR MR R P HT 2 EREEEREERE=4 ) v 7
EEDLERDAY Y —=L 7 RITVERE L R EEH TX 55— AEREHIE
BENTWBZ &, 2B, BEEEIZOWT, BABE L ZFOFRKRICHFICEASNENT
W5 Z &,

©®-3 BHER OBEF-CRRICBE LT
BIVERD (RIEDMERTG . FFHEARIEE - 4 - BMLMEIRE . KIBZ - BEO TH. M
Je. | BUERAT, NAOWNEE (FURBISAEIEE. BIBHERS, TRAKERS) . e
BE (X7 v - NU—ERFEZET) ., BEEMENE, MK - RS, infusionreaction,
s - MEUPRMLE, BiEEE (RMEMELEEAS), BEEOKEEE, Lk,
MERARIEGERE, VMR, St m /MR HESEHER , (LSRR O MK
(F BRI . BEBMEIT FERIBME) . LR RRIE R ORRMES) 1T/ LT, Yl
B LR EREE OB A 5 EAD & L BIER OBRORSICE L CinE
BRUOKELZTONAEMHICH B2 L), EbICEIRMER TE B AE B> TN
T,



5. BEXNBLIRDBE

[FhEIc BT 2 FE]

) é%k#ﬁ&@@&mcmmm@ﬁﬁﬁA@@%K%&ﬁ%ﬂﬁ%ﬁm%mfﬁﬁ
BORNRY X7 L OFFRZREDFEIER RSN TN D, '

® FRICHST 5 BEICHT B AH DR SR CEFHIEC ST, ARIOHED
ML INTRLT, FHORERFZRLERLRR,

OTAROERHENF STV RVIOTTBILIEBH & Oft AR

R (RER= 8 ) —VEAGRE, 7 VA BBRE, ~ A 2 o
. FFBINRIERL I/ BRI L SRR Bl . MOAHRIRIES) OIS & 72 5 TN
i |

[ZetizB ¥ 2 FH]

D FRICHRYT5BEC SV TRAROBERER L SNTHVBZ Enb, BEET
RNk, : '

AHF| DR LIBBUE DBEERED & 5 B3E

@ JEREAOFMITIBV T FRICEY T 2BE IOV, AFORFITHERS 2
B, fLOIBECRIRE N R VBEICRY . BEICARZER T2 2BETE 5,

MEMRRBOEHEXIIZDOBEEDH 5 BE :

MR E AR CRIE R 2 580 5 BE & OVEEME O BURBRITIR A OB GeE fl R 5
D RIEMEE LR S b5 BE

HOAEERDD 5 BE XIIEMEAZE L IXERMED B CAaERE DB TR D
b % BE |

ECOG Performance Status 3-4 &V DB

@1 BCOG ¢ Performance Status (PS)

Score

0

2L BERLENTE S, BFRAMLALAEEEFHRRITAS.

1

PIRBOIZI LUVEBNERIIR Sh 528, ST T, BERSE - TOMEEIIITI 2L B TE 5,
UBAN N S

BT CASOEOED O Z LT T X TRAEEMEEITERY, O 0% L~y FATBIT,

BONEZEAOEOEY DZ & LATERY, R0 50%U EEy KT TRIT,

£WIF RV, BAOFOEY D Li3LL TERY, BRIy FIRFTBIT,
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6. BEIZBELTHEETREEE

O HMAXEZCMZ, BEERFEENDRET 2 EREFICESEFRF ORMER CEIEMRE
AODICHEREREFDICEEL THhBERTHZ L,

@ BERBICESD, BEXRZOFRKRICESEROEREEZ AL, REEZE
ThbRETHZ L,

@ FERBMERAO<RT AV MT2OWT

RV MR BN D b = L35 50T, AFIOREIZH o Tik, BHE
W ORI REE, . REE) ORI X SREOERS, BEr+o
TS5 2L, £, BEISUTHE CT. iE~—1—%0RELERT

o
* N o

AFIOEEIXEE D infusion reaction (2 2 TRARKICTARMIGD TE 5
EZ2fTo 7= ECRMA L., AR EH R OARFIFERLTRIINA A1 2
ETH%, BEOWREBETSICBETSHZ &, 72383, infusionreaction I L
TmBEAITIE, ETOBERMERNZRICRET I ETCRAEL +OBIETHZ
L,

FTRESREREE . AT, LB RN DO Db D I EBHBHD T, KA DO EH
RERT R OB S HIRT B 2 BRI ATRSBERREE (AST, ALT, y-GTP, Al-P, E UL
EUEORIE) ZEET DL, 2B, UIBRRRRIFMIREDSEE. AR
ENRFEHE LU IZBEOERF ORI « FIEEAEIMOBEE L ITHNTHREL TWD (H
f3ESZR),

FURIREREREE, BIBHEEER VO TEEABEREERHODNDIZ LEBRH DD
T, AR D& EGRREH R ORSHE P IXEHOICN S WEERE (TSH, 128
T3. WHE T4, ACTH, M= LFY —LVEDRE) & ERT 5L, |
AR OBEIZL Y BEOCRBERKIGIZERT 5 B2 b dikx RERBOWRE
BHbbNdZ bbb, BENRRDONZHAITIE. BEALEZERIIL UL
HME 2% & RBRE R OER & EE U CEEIZRERNRZIZ TV, BEORE
Fz & BRIER R RO 2 HEIiE. ABIORE I IE, RUBIBERE S
NEVRIOBREEE2EBERTHZ L, B, BIBRREFRNVECOREIZXDENE
BAOUERRD bNRWGEEITIE, BIFRERNLVE LS OREMmEF OB
bEET 5,

BERTH, BBRNOETABR L THLRIERRRETAIZLRH B0,
AR OBEXRTHRICOBEWERA ORBRIZTFITERT 5,

| RERRA D Db, ERRMES P TV F—VRZERZERHDHDT, O
B, Bh, BHEOEROFBRLMEED ERICHSERT 2L, 1 BER
AREbNIHEIIEREEZFIEL, A VR ) VEA|OREZE DB RLE R
T2 ¢,
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@ IMbravels50 RERITHERLED D 54 BE Tk 6 BRI, LI 9 BRFRT
BRMEDFMZIT - TV Z & 28I, AFREFIIEHNICEBRRE THRD
EREITOZ '
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