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1. XL®IC

EXEROEE - ZEMOTED T DI, BT XELSIESWIEERFEMRRRD
b3, Sbic. IHEORZEROESICL Y, MEERRZ Y OEFHRIRERE
FEERLBEARINGPC, INOPEERRZHEICHKERBEICRET S Z L ARED
SRR L 2o TR UREMEGER L YEOEAST #2016 (FRL 28 £ 6 A 2 A MRERE)
EBWTH, EFNERRE0HERORBILIEERZRS Z L & ShTW5,

FHRAERRFEER T, KRERCESMET 7 7 A VRBEOERR LB LM
BA25ILBH 5, 0D, AIMERCEREMECET 2 HRS 2R 5 ETOR,
W EEREORELB T3 BB ESN BB TR LTHERTS & L bic, BIE
BARRER LB LELRMEE & 52 L NI —EOEM &2 § ERHEE T
THRZEREETH D, ;

LiziloT, AHA FIA 0 Tik, BRBEELINETE/LN TN DEFRFEH -
M RMIEESE  UTFTOEERROREREMAZHEET BN OLERER, BX
FROEEREREZTRT,

BB, KFA KT A 0, MATEEAERLRERBSBRAEE. ARERAEARR
EEEESS, —REEEN BABKARES., FEFREFIESHEAN B ARBEESRT
— et EiE N B AR SRZES OO b EERR LT,

HBeRIERR: Ty MY 7 AR 1200mg (—B4 : 7TV Y AT (Bs
- FHE#RZ))

HELRAMEIIDE « CIBRRAE/RMETT « RO IE/IBRE
PD-L1 [t DI/ BRI 1T 31T B IR #Bh R

HELRBBERVEER : (LFHRIERIGRO R _LEE 2 & < SIBRTREREST - BF O/
R fitE
OBEMEER & OPFHICRWT, BF, RARTTY I X
<7 (BfEFEHz) & LT1E 1200 mg % 60 5327 T 3 &MH
B CRESET 3, 2B, EREOIFENRRF THIVE,
2 BB OR 5 30 oM CEMTE 5.

{bERER TG ® PD-L1 D EIBRARE/REST - BR O/
Ha i

WBE., BRACR 7T YY) X~7 (BETHkz) LT 1 MH
1200 mg % 60 247 T 3 WREIERRE CREFHFET 5. R, FIE
BEOAASHRBEFTHIVE, 2 BB BEOREREIX 30 47H
FTCEMTE D,




LHRIEBEISR DUIRRBE ST - BIRE DI/ NEN

BE., BARRTTY ) X<=7 (#fsFEHKRz) LT 1H
1200 mg % 60 £3H>FC 3 BRIBR CABRET 2, 2B, HE
BEDOBFMERBGTHIIE, 2 A UBEORSERIIT 30 55
¥ CERTE B,

PD-L1 (5% D I/ MBRRFEE I 36 1) 2 N 4B
BE., RARRTTY ) X<7 (#@BEeFHAKZ) LT 1H
1200 mg % 60 2y%>17 T 3 BRI CREF#ET 2. 58RI
RAIARETET S, 2B, PERSOIEESRF THIIT,
2 BB OB 5RIL 30 DR CEmTE 5,

&R ¥ E PAREKRRSH




2. REIOKK. FRMF

FEy b)) 7 RESHE 1200mg (—4 77V Y X7 (ETRERL), UT (X
) 2\W5,) iX. KED Genentech, Inc.iZ X ¥ Al X 117z programmed cell death ligand 1
(BAF. TPD-L1) 2\ 9.) KT 560E 7/ v7 ) Gl (IgGl) 477 5 ADE MEE
)y a—F AR TH B, |

CD274 (PD-L1) iX. ANV CHERTHRSICERL TEBY, Bkl
LSER (T M. B AR OV F = 4% 5 —T filE) SicRH§ 5 CcD279 (BAF. [PD-
1l Lv3.) RUCD80 (B7-1) LA L. AEREFAIHETILEZLRTYD
(Immunity 2007; 27: 11122, Int Immunol 2007; 19: 813-24), %7z, PD-L1 13, f4 D&
BRI BB L TWAZ & (Cancer Immunol Immunother 2007; 56: 739-45) 3#& S
TH Y. PD-L1 & PD-1 &4 L7=AREIZ. Egmmmrﬁ%EmETmmmewﬂgg
FEBETAEEO—D L LTEZLR TS,

AFiZ. PDL1 OHIESERICHES L. PD-L1 & PD-1 L OFREEERETHZ LHIC
L0 BRAMERRNZ THROMREESEEZEAL, BEOHMEIHT5 LEX
HILTWVB, '

RO OMEN D, ARITEEEEICHT 3 F - REREC R VB D b0 LHiFF S,
NN RE TS e LEBRRREERH L, A, B2ERUBFEFRERS
iz,

AR OVERRFICES O BEORERRIC X PRERERS bbh, BRI
CE SRR S B, AFOBREFROBERIZIX. BEOREELHSITITV, BER
b LR EAITIE., RRLEERICS U SR 0R L RREROEMEEE LT
B ERIBE 21TV, BEORERNC L 3EWERNRDN B BA I, BIBRESR
NEVHIOBR ESDOBEE LB LT O NEFDH D,



3. EREKR.#%
EIERAFRERETT - BROE/DMIBRAER TR PD-L1 B DI/ NI BRI 33 1T B e
B RIE D AR TEMEIT- 27 %Ek?ﬁtﬁwﬁb’ﬁﬁéfﬁt

[FohiE]
CEELRAFMMERER (OAK AR) :

77 F T B RS OCERIER O H 5 UIRA R EST - EROENRIERE
1,225 Bl (KIBE 613 B, R4 &8 612 Fl) Z2xBIT. &K & FEZ3+1 (DOC)
DHEMER R BT 2 F AR L ER L7z, A5 1,200 mgbody XiX K&
¥V 75 mg/m® # 3 BRFER (LT, TQ3W) &\W5,) TREHELL. ‘

BN 7 ¥ MeEniz 850 6l (BAN 64 Hladte) O2LBELEMICEB VT, &)
HTREI T AR LR L CREFHM (T, fos] 2\W5,) ORERERSED
b (NF— FiL [95%E8X ] : 0.73 [0.62,0.87]. P=0.0003 [fE73! log-rank B 7E]) .
PRME [95%EMXME] IXAKMHE T 13.8 [11.8,157] ¥ A, FEZFEALEETI6 [8.6,
11.2] ZATH-7 (1), : g

*: LR TRAK CUF. (EGFR] 25, ) WMETFERBMIIRS LY v SEXT—F (B
TF. TALK) 29, ) BEREFBECRE TR, 7SFFRlA ST LBRECMZ. TnE
. EGFR FAEEAXiX ALK FREER & A T 2 UBEREEAIC L 218BERH 3 BEVPRAAND
iz,

Festeil
....... PTINAwT
00- + 1T5%W

T T | ] T ) ] T L L

0 3 6 9
AEIB 425 363 305 248 2
FERFtILe 425 336 263 195 1

B 1 OS ® Kaplan-Meier Bi#f (OAK ) (£BEHER)



Q@ERIERIE M AHRER (IMpower150 FAER)
(LSRR D 2N R RO 2 B < SRR R B 71T - B R O FE/ MR e AR 1,202
Bl (HAA 93 Blaate) Rz, A& 1,200mg & MOFREERAl (WNVRTTF
A R7 Y FXEA (AR, 402011 SUZANRTSFUART ) FHEA+ARNY K
-7 (BEFAKZ) [BE, 40041]) & oEARSOENMERVCESEE, GFRALE
B (IARTSF o +7 U ZFEL+_NY <7 (i FH#R %) [CEE.400 #1])
b by 5 B IARER S i Ui, PR ORE. EGFR MIETERBIEX L ALK
BAMETIEEORE (157 6) 2BR< 1,045 61 (BAA 67 flEEte) O ITT-WT £
BT, AFIBEEEE (B B 359 41) THREE (CHE 33740 &IHE U TEENMBERB
Thb 0S DHEREENED b (P — N [95%EEX ] : 0.780 [0.636,0.956].
P=0.0164. HEAYERA 0.0184 (BRI log-rank #HE]), FRME [95%EEXM] iT4H|
BERRE B BET 19.2 [17.0,23.8] 0 A, XTRREE C BT 14.7[133,16.9] W A TH -7z (2018
E1ARAETFFhy A7, ©2), 2B, AHFGRAT (AR 349 F) 2OV TIL
RIREE (CEBE337H]) ITxt3 5% 0S DERARERIIRD bR o7,
*1 : EGFR BETFERBM I ALK BEREFBEOBEE TIX, Theh EGFR BEFEAXIX ALK
MEER 2 AT 5 MEMEEAIC & 3 1RRERH 5 BEREZAN LR,
3 ; A1 1,200 mg. HARFSFF AUC 6, /37 U ¥/ 200 mg/m?, VX7 (BRIGTFHE
%) 15mg/kg % Q3W T4 XX 6 =— R E#%  AH 1,200mg RG-SV X< 7 (BEFHRRZ)
15 mg/kg 2% Q3W TRESh =,

1.0
09
0.8+
0.7-
06-
051
e

034 c:hHnRFS5F
HAVDEE S92

£FRS

0.2
BCP
0.1 =rocmsn 7FIYXIT +BCP
ool t WY
T T ] 1 T ] T 1 T L] 1 T
0 3 6 9 12 15 18 21 24 27 30 338
AKI+BCPEE 359 323 206 264 235 167 119 66 34 9
BCPE 337 308 268 233 196 129 87 56 29 6 1

2 OS @ Kaplan-Meier fhi##t (IMpower150 #A8R) (ITT-WT £H)



£, BARABEEFICK T2 ITT-WT £ 0S O FRIE [95%EMX] 1A%
BERBE B BET 198 [14.1,24.2] VA, SHBRE CRECHETE [13.2, HERER] VA,
ANP— R [95%E8EXRE] : 1311 [0.498,3.446] Thot (F3).

1.0 e —
0.9- "'g_.;
0.8+ 2t
0.7+
40 0.6- ! ,
o | Rt gerars R
It 0.5 fehornia
- R
H 049 ooz i
034 C:HLKETITFY 3
P:{OYaEt HY-
0.2 3
BCP -
01 =emimem FTJUXIT +BCP
LI k-3
0.0+ T T T T T T T T T T T
(] 3 6 9 12 15 18 21 24 27 30H
FHI+BCPE 32 29 28 24 22 19 13 8 5
BCP 14 14 14 13 11 7 6 5 4 1

K3 BAABEHEEICRBITS OS O Kaplan-Meier fi## (IMpower150 3E) (ITT-WT #[)



@EBEEFILE NI AARER (IMpowerl132 FER)

(LEERERORVWREELEER R EGFR BiETFERBRM, ALK MelcFRED
BB RER ST - BROI/NIRIERE 578 61 (AAAN 101 fi &) ZHRIC, &
# 1,200mg. 7T F 8K (WNVRTFFURIIVRATTFV) RURA U FT
RU D AAKFI (BT, T2 P Lk K] LW 5,) OFRERS [AFIOHREE. 292 4]
1TOESGERIESEE. 7IFFRE (WNRTITFUXIVRATITF V) RUBRA
Rt ROERERE [RHREE, 286 Fi] 2 L lkd A IMERBE £ Lz, &AAIGF
FBECRIREE L B L CEEFHMIEE 0—oTh 5 EEEAFM (LT, TPFS] &V
5.) OHEREENSED LI (NF— FH [95%EEXH] 0.596 [0.494, 0.719], P <
0.0001 [JBR logrank HE]. HEAKYERR 0.0040), PRIE [95%IEMXRE] 1TAAFIG
FBEC 7.6 [6.6,85] HA. HBEET 52 [43,56] WATH-% (018F5H 2287
—FHy hET7. E4),

*1 : &H| 1,200mg. HAVRTFFV AUC6 XiZP AT FFV 5 mg/m?, A b VFE F 500 mg/m* &
Q3W (FHox—AD 1 BHICEE) T4 Xk 6 2—2BEH, AH 1,200 mg RBASA LT F
500 mg/m? A3 Q3W TEE ST,

¥ . FARFTF L AUC 6 IETV AT T FV 75 mg/m?, 2R b LFE K 500 mg/m? & Q3W (HFa—
Z0 1B BIRE) T4t 6 a—REH, =A FLxE F500mg/m? 33 Q3W TiEShi,

10
09-
08
4o 07
06 .
#Hoos4 0 TN T

e 0.4 e .
B 034

0.2

HEBE:ISF LR
01 =emvmim ABIHAR:ARHIST 0 L dEF
00 «  fT5YM

...... s sy

T 1 1 1 ] T

0 3 6 9 12 15 18 21 8

AFGHRE 292 231 169 120 88 43 1
R 296 195 115 72 44 1 3

4 PFS D Kaplan-Meier Bi# (IMpower132 3ABR) (ITT ££H)



@1/ ML AHRBR  (IMpowerl30 FRER)
{LERER D2V, RE EFE 25 < YR REE 2 81T - ﬁ%@#dx%ﬁﬂ@ﬂfﬁr BE 724
Bl RIC, AHF 1,200 mg, INVRTFF U RURZ Y ZHEN (FAT I BHR)
(BLF. Tnab-PTX] &\5,) OBFREE [AHIGHREE, 484 4] " OBEMER UL LM
2, ANVKTTF R nab-PTX OOFREE [RHREE, 240 6] 2 & b3 2 MR
Ra R L 7. PRSI ORER, EGFR il FERBM XX ALK A BETFREORE
ZBR< 679 B IT-WT ERICEBW T, AFIGHABE (451 61) TxIRRRE (228 #) & b
BLTEEFMERO—>THS 0S DEEREERRD LI (NF—Fik [95%1%#’;!5
X1 0.791 [0.637,0.982], P=0.0331 [J&RI log-rank #2751, A EKYEFIH 0.0425).
RIE [95%fEHXH] 1XAFIGHREET 18.6 [16.0,21.2] H A, <HEREET 13.9 [12.0, 18.7]
AR Tho7z 018F3815AF—Fhy b7, K5),
*1 : %1 1,200 mg, INETS Fv AUC6 A Q3W' T, nab-PTX 100 mg/m? 2 1 @A T, 4 X6
a—ARE#, XA 1,200mg 25 Q3W #E Xh e,
*2: ANRTZF 2 AUCG6 25 Q3W G, nab-PTX 100 mg/m? 23 1 BEIMET, 4 k6 =—XiPFESH
s

1.0

0.9+
0.8+
0.74
064
0.5+
0.4+
0.3+
02+

tFEE

FEZ NIRRT SF el (DY FF 1L
01 ==—— g@gﬁﬁﬁﬂkﬁummﬁj—:—?ymm<9U$J=r—1zn,
. L

0.0+

0O 2 4 6 8 10 12 14 16 18 20 22 24 26 28 80 92 A
AF|FFE% 456 427 384 355 319 298 271 220 168 130 88 5I 40 19 10 4 1
SHEREE 229 207 176 162 147 132 119 96 75 58 39 24 13 8 1

" 5 OS @ Kaplan-Meier fiff (IMpower130 3B) (ITT-WT )



GEKEERLE M ERER (Mpowerl10 FUHR)

LB D72\, PD-L1 Btk (A B R R MR 381 5 PD-L1 %
HER 1%8 L) OERRERZEST - BROF/NIKREERE 5726 (BAAS1HZ2E
te) Bxtgic, A% 1,200mg [AFIBE, 285 1] OEDEROZ LML, 75 F T A

(VARFSFURBANBTTFV) RUORR FUFE RXIF AV ¥ EVOfRERE
[{L22iaRe, 287 fI] & W2 EIRRRE £ L, PRMTORBR, EGFRE
EFERBME YT ALK BARGTHRECRE LKL 554 Flo ITT-WT £HO 55
TC3/IC3-WT £ 205 #i (AAA 24 BlE&Te) WRWT, AFBE (107 6)) TRPBR
B (98 ) &ML CEERHBEE Th 3 2AFHMOA R RIERPFHD b (N~
— FH [95%ISHEXE] 0.595 [0.398,0.890], P=0.0106 /&3 logrank #RE], AEAYE
Rl 0.0413) . TPR{E [95%EHKMA] iXAKIBE T 202 [16.5, HETE] B A, (LFER
BT 13.1 [74,165] WA ThH-oTc (201849 A 10 RF—F Ay A7, H6).
*1 : EGFR M5 TERBHEX L ALK MARGEFBIEDOBE TIX. T Eh EGFR AF(RAXIT ALK
BB L E T 5 ARMEEAC & 5IRERH 3 BEMEAAN DN,
) ; EEAARMRIAT I 331) 5 PD-L1 2 %8 L ESMMa 50 584 (TC) XidiEfR s
E»3EE (IC0) KoOWTHERIESHh, TC3 (TC250%) XiX IC3 (ICZ10%) ThHJEAIT
TC3/1C3 ££H & Shic,

1.0+ P{E (/B3 log-rankiR E) 0.0106

09- th S E (95%{SFARX ED

08- {L2AHE 1310 A(74,165)

! — #<%18¥ 20.2 A (165, NE)

0.7 INF—F H(95%{E3 X D 0.595(0.398,0.890)
40 06 Py
% 05- \"“"’?-.---m.
H 04-

0.3 ]

029 —— {pmonar

0.=dl =rzme A l_

+ TS
0.0+

0 5 4 & & 10 12 14 16 18 20 22 24 26 28 30 32 34 364
HIB 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
{bEmerEs 98 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1

6 OS @ Kaplan-Meier Bi#t (IMpower110 3A8%) (TC3/1C3-WT &)
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CHEBRILRIFENIARER (IMpower01038k)
77 F T HAE S D NEMBRES OIS FRERNIBY (EBR >4 cm) ~MAH
(UICC/AJCCR IS TIR) D/ NIIEBE 1,005 (A AANITHIR &) Zxi%
(2, AH11,200 mgDAFEMER UL M2 3 RE" (BUTF, IBSCl &V H,) LH#kT+3
FBIFARER 2 e L 72", I OFE R, PD-L1EM: (EEMRICR T %PD-L1%3IR
(TC) A1%EA L) oI XUXMARIEMITIV T, AKIBE (2484) TBSCEE (228%) &
e U CEERMEER Ch 2 EBRAFHE (UUT. (DFS] &\ 5,) OFBRERENR
ol (NF— R [95%EERE] 0.659 [0.495, 0.877], P =0.0039 [JERlog-rankik
Bl AEAKUERH0.0370) . HRAE [95%ERKM] iZARIEE ChREkeE [36.1, #E
RAB]. BSCHET35.3[29.0, #EREI WA ThoTe QO2UEFIA2AF—F Iy b A7,
7).
*1: 7 F T RAE SRR RERERICIRRECREISh T, BEOZTok,
*2 : A& 1,200mg # Q3W THRK 16 H# 5 L,

1.0+

0.9+

0.8+

0.7

0.6

0.5+

EREFEIE

0.4+

03- P{E(E5llog-rankik ) 0.0039

oh Rl (95%{5HX )

02 BSC 35.35 8 (29.0, TR

PFIIZ2T PRIERIZE(36.LEETED
014 T —FLH(95%(Z3X R~ 0.659(0.495,0.877)

00- T T T T T T T T 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 Bl 548
AFIFE 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSCH# 228212 186 169 160 151 142 135117 97 80 59 38 21 14 7 6 4 3

K7 DFS?®Kaplan-Meieriiifi (H\'Ippwei'Olﬂa&)
(PD-L1fEYE (TC=1%) DI IMARIER)
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(PD-LIRIMRRBI DB R R L)

OERELRSE IR (OAKRR) [TEA AN bWBAED S b, BHREREICEN
TPD-L1 % %R Lz [EEMa kR VSR Essmias &b 584 (BT, [PD-L13EH,
| LD, KETHEERBLNE—BOBEDT —FIcEI%, PD-LIFHES
AR 21T o Tm AR OEEMORBRITUTO LB Tho T,

AT OWT, PD-LIORIVRADOEIEORERIZ; R10L BV Th-oT,
728, PD-LIORBERRIC L b T, FROREMET a7 7 A ViZRERTH o T,

&1 MRESREMREIZEIT 3 PD-L1 ORBELRBBIOF 2hiE
(OAK B, 20164ETH THF—3 v h37)

_ 0S
PD-L1 &V 5 k= FRE [95%CI] NF— R RE{ERA®
(7 8) {95%CI] pfE
A 180 12.6 [9.6,15.2]
TCO 22 ICO o 100 89 [77,11.5] 0.78 [0.61,1.01] o adse
*F 241 15.7 [12.6, 18.0] )
B e o L DOC 222 10.3 [8.8,12.0] D47[058 092
A 290 12.7 [10.0, 15.0]
TC 0/1 7> IC 0/1 e 284 52 [82, 111] 0.79 [0.64,0.96] e
A F 129 16.3 [13.3,20.1] '
TC 2/3 XX IC 2/3 s 136 108 [84,12.7] 0.67 [0.49, 0.92]
Z<Fi 348 12.6 [10.2, 14.2]
TC 0/1/2 »2 IC 0/1/2 s E 0.8 [36, 118] 0.83 [0.69, 1.00]
.~ 72 20.5 [17.5,NE] g 1031
T ) i 43 [0.27,0.
C3 XIXIC3 e P 8.9 [5.6, 1161 0.43 [0.27, 0.69]

DOC : FEZ %&/, *:PD-L1HHE (IC0, IC1, IC2, IC3), AARO VYA V¥ (1, 2) RUMSE (RFL
R, R LR ZBRIET & Liz/Eh Cox [EiF

@V TC ; EEEBRICEIT 3 PD-L1 #58 LEEMRS S5 284
IC : [ESBAEAkICISIT 5 PD-L1 # %8 L - EEREAEMIES 5D 8&
OAK %%, IMpowerl50 SRBRTHEA Lz TCO~3, ICO~3 X TRSR

PD-LIZHO S EE R D
PD-LID B ER G e B Lz TCO
i, BeEmmic Mg <. PD-LIC X B BMERS S ISR O 1%RMICED bh b

TC |G ER72 < . PD-LIIC & 5 BER oA Manihan) 1%L ES%Ais - bits TCl
YRR I BIIR72 < . PD-LLIC £ 2 BB VE R M AR 0D 5% B4 £ 50%%: A it8 1= batb b5 TC2

@RI I MIER72 < . PD-LIIC X A B rERe A s a0 50% L EIZ g8 Hh B TC3

PD-L1 DB RIG A58 8 bz 1Co
it B MR/ < . PD-LIZ & B BRI IER MR M0 1%RBILED bhb

IC [ BRBEBRE IR < . PD-LIC L 5 BPER i i i e a0 1%L E 5% 1= 56 biLs IC1
ﬁ BIREEIC MER/E <, PD-LIICED TELE F T s A 1 1 o0 M 0D 5 % ) _E 10% it s b B IC2
P 2, B (T A7 < . PD-LLIC X B B tER s A M e e D 10% L EC R B 5 h B 1C3
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FERRTY J OMEBEARSARAIZ 81T 5 PD-L1 OFRBRFHBIOESMEITE 2 RO 8~9
LBV THY, RELERBEOBAETIX, TCO 730 ICO B (EEMRICBIT 3 PDL1 %
RE Ui EEMa R CERER BRSNS S 888V Thb 1%EE) T\,
FEZFENHL B LIEEOSHROKRE SA/NSWEANED bz, 2B, Higs

KUPD-L1 OFEBREIZL 6T, FAROZ2ETa 77> A NVITEETH -7,

R2 HBRBRUCIEEARREIZISIT 3 PD-L1 ORFRRI OEE
(OAK BB, 20164ETH 7 BF—2 v bF7) -

PD-L1 &0 BE# Bk HPRIE [95%CT] O/Sﬂf— R XEERD
(ZR) [95%CI] p &
R ERE
T TCOMDICO ;':fg ::g i:g 5;111;55]9 ] 0.75 [0.57, 1.00] i
TC 1/2/3 XiX 1C.1/2/3 3{ Oﬁg :Z’; :Zg 843213[:);} 0.72 [0.55, 0.95] .
S
TC2/3 XX 1C2/3 f Oﬁlj :g ﬁ; E;SSSII;I?]] 0.61 [0.42, 0.88] .
TC 0/1/2 > IC 0/1/2 g?é igz ;‘;; 52311;69111 0.83 [0.67, 1.03] pi
TC 3 XX IC3 ;f (f";’ :3 21'; 38701?? 0.35 [0.21, 0.61] '
R LB
wosowe  JX 5 ilare  ombsam
TC 1/2/3 RIZIC 11213 f Oﬁg Zg :3 Ezg :gg 0.71 [0.48, 1.06] '
TC 0/1 > IC 0/1 3?2 33 ;2 Eg; ;.léil 0.76 [0.52, 1.11] -
TC2/3 XIXIC2/3 ﬂ?g :2 lg:‘; Ezg :;g 0.76 [0.45,1.29] '
TC 0/1/2 7> IC 0/1/2 ]23?(’1; gf ;g Egi tlz.%;] 0.79 [0.57,1.11] 24902
IC3 XL IC3 -ﬁﬂ = i:g E;g fzg 057 [0.27, 1.20] '

DOC: FEe&xtnN, *: FEEH Cox EIRF

4o
B

1.04
0.9+
0.8+
0.7
06

It 057
#H 0.4
034
0.2-
01 Fedtel
" Narnsnin FPrRiyXed
00+ 1T8M
T T T 1 T T ¥ L} T T
0 3 8 [ 12 15 18 21 24 218
X 112 93 74 51 43 35 30 i5 8
F-tz%F%b% 110 a0 67 39 28 24 16 b 2

8 RYLEEBRELERICREITS 0S ? Kaplan-Meier B (OAK RB)
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FaRswl

0TI reindes
g0-_* IS4 .
0 3 6 k] 12 15
FHE 70 59 43 a5 29 25
FeadtL g 60 44 36 24 8 15

9 B LREmBREARICIIT 5 PD-L1 ZTRIEITO 0S O Kaplan-Meier fi#i (OAK RER)
(£H : TC 123 XX IC 1/2/3 DBFHEF. AR : TC 0 532 IC 0 DBERHE)

OEREERSMERE (Mpowerl50RER) I[CHMAANDNIEED S B, PDLIERF
(BT B EEAB DB OBEDOT —# 1ILESE | PDLIFARERNHRRMIC
BT AT > EER E LM ORRIIUTO LR Tholk,

AHEMEIZOW T, PD-LIORBERRAOBEEOFRIL, K3D LBV ThHo T,
2. PD-LIOEKIRIRIC L 63, AFoELETe 7 7 A VIZEKRTH -7,

#3 EEERREKICEIT 3 PD-LLORHRABOESME (08, ITT-WT £H)

(IMpower150 B, 20184E1 4 22 RF—F b ¥ +Z7)

08
PD-L1 &1 T OBEE f% FfE [95%CI] NP R REERD
(ZA) [95%CI] P&
TCO 2 ICO gz ig; iZi EE; igg 0.82 [0.62, 1.08]
. B# 192 225 [18.2,26.1] SRR
TC 1/2/3 XIX IC 1/2/3 cat 165 164 F11: 2: 22.9] 0.77 [0.58, 1.04]
S A L
TC 2/3 XX IC 2/3 ](3:?1; ﬁz izi E;gg Zzg 0.82 [0.58, 1.17] L
- e
TC3 Xt IC3 gg Z; 2155'_20 [[1;57,’1351 0.70 [0.43,1.13] .

* : JEBRI Cox BN

GERLFEMERR (Mpower010 FHBR) ICHHANLNIBEDT —FITETE,
PD-L1 RBRENAT - e APERCZEMORERIIUTO LB Y Thole (—HER

RIORBITHRERZET) .
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Probebility of Disease-Free Survival (%)

No.al risk
BSCH 202 191 171 154 148 135 130 124 110 83 64 41
AckBE 181 172 150 141138 131 121 116 102 83 67 38

Probability of Disease-Free Survival (%)

No.at risk
BSCR®f 114 103 93 82 80 76 72 67 56 42 36 25

gpe 133 125 118 112 108 101 94 85 73 59 49 28

HHMIZE LT, 1STC<50% D BEER CIX. DFS IZDWTIE TC=50% D B EE
MEERDERIRD LN (K4, B 10) . OSITOWTIEL BSC B & Lk U CAKIEE

TTRZERARD bh (&S, K11,

728, PD-L1 ORBRAIC L 5T, AR OLZ2MET 07 7 A NVIIRETH - T,

#4 MIFERBAIZISIT S PD-L1 ORBREFIO DFS (I XXMA HiEH)
(IMpower010 BB, 2021481 8 21 H5—% A v b3 7)

PD-L1 %3 #E5EH fiK EPME@E;S;ZGCH }\[z:;cli]bt ﬁﬁpﬁ?ﬁm@
TC<1% fsﬁcu ;g; gg(l) ggzgi 0.971 [0.718,1:314] % 00654
TC=1% fsﬁg ig: 35N]53 [[32?01;%]] 0.659 10.495,0.877] "2 '

1STC<50% fsﬁcq :?: i: gzﬁj SS el g e 0.0192

*1: FER@SH Cox BNV — FEF 0, *2: #5) (B, &) | BEE (SQ-NSCLC. NSQ-NSCLC)
BEoyai (I, IMA) ZBRIEFL LEER Cox AP — FEF L

BSC

04

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 51 sS4
) Time (Months)
NE NE

1 NE

1 12,7 2 2
% 14 95 2 2

4

BSC &

¥

-]
7 Nty

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54
Time (Months)
19 7 5 4 3 2 1

24 12 9 5 3 2 2

10 PD-L1 OFEBRIHI D DFS @ Kaplan-Meier th#i (I IXMIA $i48M,

g

Probability of Disease-Free Survival (%)
g

[T |

-No.at risk

:

s

¥

. S O A AU, S, A S AL AL SN S Mo Mt R s o
0 3 6§ 9 12 15 18 21 24 27 30 233 36 39 42 45 48 51 54

Timme (Months)

BECEE 228 212 186 169 150 151 142 135 117 %7 80 59 38 21 14 7 6 a4 3
AFKI¥E 248 235 225 217 206 198 190 1B1 159 134 121 76 54 31 22 12 & 3 3

g

Probebility of Disease-Free Survival (%)

o4

No.nt riske
BsC B

KB

N

&

¥

TNy
-
L gy

\ BSC #%

— T

18 21 24 27 30 33 36 39 42 45 48 51 4
Time (Months)

70 68 61 55 44 34 19 14 9 3 3 2 2

9 52 85 75 62 48 30 19 13 7 S5 1 1

L ¥ T
0 3 6 9 12 15
114 109 93 a7 80 75
115 110 107 105 %8 97

IMpower010 FABR)

(ZER : <1%, HEE: 21%, EFH : 1=TC<50%, HFH : =50%)
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#5 EFERREIZIITS PD-L1 ORHREIID 05 (I XUTHA ¥igkH)
(IMpower010 A8, 20214E1 § 21 BF—F Ay +37)

PDLUER REW o oy n TR Dl e
I R L
S gzsﬁg U Egﬁ‘; N Eﬁgg 072 [0.509, 11701 2

= fs#g ﬁz ;; g;g; ﬁ EEIEEEEE% 1218 [0.705,2.104] .
TCZ50% g:fé iii 2161 ((292"6;) ﬁ EI:TE Eg 0.366 [0.181,0.742] ™ '

*1 : JE/@8I Cox LBl ~V— FEF L, #2: 5] (B, &) , #M#% (SQ-NSCLC, NSQ-NSCLC) RUWa#i (I,
mMA) ZBRIEFE Li=BR Cox LI NF— FEFT )V

5 8 s &

Probability of Disease-Free Survival (%)
¥

'E

s % %

:

Probebility of Disease-Frea Survival (%)
8

0 3 6 9 12 15 18 21 24 27 30 I 36 33 42 45 48 5 54 W

No.at risk

BSCB¥ 202 196 192 185 181 178 174 172 167 153 117 88 58 38 18 S
AIgE 181 177 176 173 172 167 162 155 151 139 107 70 46 28 20 4

&

Probebility of Disease-Free Survival (%)

Time (Months)

3 1 NE NE
2 2 NE NE

No.at risk

—T T
0 3 6 9 12 15 18 21 24 27 30 33 3
Time (Months]

T T T
6 39 42 45 48 51 54 57

BSC Bf 228 220 214 210 205 201 198 192 185 172 135 110 80 57 32 17 10 7 S 2
AR 248 241 241 237 234 231 225 222 218 196 164 126 99 62 40 26 13 5 3 NE

+ & 8 8

L,

Probability of Disease-Free Survival (%)

T T L e

A e AFIRE

L et

|
|
BSC %
|
|
|

0 3 6 9 12 15 18 21 24 27 30 33 3 3 42 45 49 51 54 S

No.strisk

Time (Months)

BSCE 114 108 106 104 100 100 93 96 93 88 67 51 37 26 14 7 5 4 2

ey 139 126 126 124 122 119 115 113 M1 97 7 S? 43 23 15 7 5 3 "2 NE

1

No.at risk

0 3 6 9 12 15 1B 21 24 27 30 33 35 39 42 45 48 51 54 57
Time (Months)

BSCHE 114 112 108 106105 101 99 96 92 84 68 S8 43 31 18 10 5 3 3 1
iR 115 103 113 113 142 112 110 100 107 99 @5 65 56 39 26 19 & @ 1 N

11 PD-L1 ORERFEBID OS @ Kaplan-Meier figt (I XIXIMA 8, Mpower010 BB
(2EHE : <1%, HEE : 21%, EZTFH : 1STC<50%, A TE : Z50%)
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[Z44]
OHEEHLFRFMIERAR (0AK RER)

HEFLIIAHBED 573/609 B (94.1%) . FEZXERAEED 555/578 B (96.0%) 1258
Do, BREL ORRBENEE TE RWVAEFRITAHFIEE 390/609 41 (64.0%). F
T 7 X VRE 496/578 Bl (85.8%) ITFRW BiLiz, BEREMN 5% LORBRBENREET
TRVWEEFREIR6ODLBY ThoTs,

#£6 BIENS%ULORRMEABTE T RVAFER (0AK BB (ZLHMITHSHER)

F|BERIKR2E (SOC: System Organ Class) ZFIEE (609 45)
EATE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) B (%) B (%) B (%)

I%Bﬁﬁ?m% "n:"C% fxb \éﬁ %%% _ 390 (64 0) 90 (14.8
S z ; DT 5 - (143) Wiz |5

51 (8.4)

3 Mﬁ&’}ﬂ;}m 05
42 (6.9) 2(0.3)
38 (6.2) 2(03)
se (i -.‘i%(%;i?sf”‘“-‘ B %ﬁﬁi&&i

52 (8.5)

0 E R

B, AFBCRB N CTRHEMMER 10 8] (1.6%). FHSEEREE 43 61 (7.1%) . K% -
EEOTHISH (0.8%), 1 BIFERMA 141 (0.2%). FIRIREREREE 27 61 (4.4%). FIE
WEREREE 1 41 (0.2%), THAMAEREE 141 (02%), HREE (T - N —fERER
FEET) 116 (1.8%), s - BEES 5 61 (0.8%). infusion reaction 8 # (1.3%).- %
7% - WRAUHMARIE 2 61 (0.3%), BHEEREE (RMTHEEELS) 56 (0.8%) RUOE
EORMESE 6 (1.5%) BRBD b, £, Bk, mnam, SEHESE, O
2 B UM Bt /RIS R BERIEER D bR ho 7r, ABEIVERSBRI I EES

(BRAREEEEEZED) 280EHBEREZTT,

Q@HEEIEFRFIIAFER (IMpowerl50 k)
BEERIIAKIGERM B F£ 0 386/393 51 (98.2%) , xTFRAEE C BED 390/394 £ (99.0%)
BB LN, WRIE L ORREESEE TE RVEEERILAH R B B 370/393 i
(94.1%) . XIFREE C BED 377/394 B (95.7%) \ZR®H bNT-, AKIGFHEEB BICRBNT
AH & ODRRBESBEE TERVWAEEFTRIT 286/393 # (72.8%) 128D v, RKIME
2 5%LL EDAXA L OREBERNEETEXRVWAEERIIRT LB ThoTz,
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£7 RBEEN 5%IULOEH E ORRBERBTECERVAHER
(IMpower150 BREY) (R24EAHTXH BRI

2RIk (SOC: System Organ Class) B & (393 #l)
HAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bk (%) Hi% (%) BiE (%)
AFH & OEEBERBECERVEFERES 286 (72 8) 104 (26.5) 5(1.3)
TH 65 (15 5) 10 2.5) 0
Bl 53 (13.5) 8 (2.0) 0
& 28 (7.1) 0 0
uEﬂ_-l: 26 (6.6) 3(0.8) 0
2 (o 5) 0

" 64(163) |

3 38 (9.7) 4(1.0) 0
%a@ z 50 (12.7) 5(1.3) 0
* 5 fERE 35 (8.9) 1(0:3) 0

0

R T

725 AHIGHARE B BT ISV T RIEMERIER A 13 61 (3.3%) . ATHEREREE 32 B (8.1%) .
KB - BEDTH 1851 (4.6%) . S 361 (0.8%). FUIRIREAEREE 60 B (15.3%).
BIRSHEREREE 2 4] (0.5%) . TEAMEREE 361 (0.8%), HEEE (X7 - NV—iE
BB 25T0) 20 41 (5.1%) . A4k - BEREZ 1 4 (0:3%) ., infusionreaction 13 # (3.3%).
B - BEUGRAE 141 (03%). BHEEE (REEFMEEERSE) 114 (28%). &
EOKBEE 10l 2.5%) RUSEEWVEFRERBE 11 6 (2.8%) ARH LI, %
7o 1 BUEERRY. EEMEE. OHL. BiE &k U@ /MR SR BRI
Bobnienol, iigllfﬁfﬁ%ﬁﬁmli%:i?% (FERREERYZET) LaU&ER
WRERT,

BAANBEERICI T 58 EFRITAHIORREB B D 36/36 ] (100%) . FIRH C ¥
D 24/24 5 (100%) TR B, BRE L ORRBEFEBEE TERVESTERITAAG
FABE B 2 36/36 il (100%) . XTHBRE C BED 24/24 5 (100%) 1258 iz, AFIGHARE
B BICBWTAR L ORRBEABEE TERWEEERIL 3536 # (972%) IZRH L
. REER 10%UE0AH L ORRERBBTETERVWAETFRIIKR 8 OLEYT
Hole,
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28 AFRABELTCIVTERER 10%U LOFH L OERBERTECERVEEER
(IMpower150 BABY) (LA HHRER)

FRBBIXS¥E (SOC: System Organ Class) B# (364
HEARE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) : Gk (%) BlE (%) Figk (%)
FA e ORRBRBBECERVWLHEESL 35(97.2) 16 (44.9) 1(2.8)
{EF ~ 9(25.0) 0 0
- 9(25.0) 2(5.6) 0
Ooms% 6 (16.7) 12.8) 0
IR 4(11.1) 0 0

R 06560 [ O
11 (30.6) T

e

SS9 |
4(LD)

T RRMREETE
FRREEEE

=il ' 4 (11:1) i (5':6)

CHEEEI;FIFMIERER (IMpowerl32 AER)
BFEESIIAKIOEHBED 286/291 B (98.3%) . IEEBED 266/274 H (97.1%) 123D
B IRBRE L ORFERBEE T WA EFRIIAKGFAEED 267/291 51 (91.8%) .
- RHREED 239/274 ] (87.2%) 1T LT, RHRM 5% LDOEF & ORBEEERE
ETERVWFAEBERIRIDLEBY ThoTr,
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#9 ZBIENSUIUEORK L ORERERETETE RVWAEFER
(IMpower132 BRABY) (2R 2R

2248 (SOC: System Organ Class) AFNGEREE (291 41)
HAFE (PT: Preferred Term) . 4 Grade Grade 3-4 Gtade 5
(MedDRA ver.21.0) FlE (%) - Bl (%) g (%)
ﬂiﬁﬂ L fDﬁ Eﬁ%?ﬁiﬁ'ﬁ:"@% f:b\ﬁ?ﬁ %Q’-ﬁ 214 (73 5) 77 (26.5) 8.7
i R LD e [ 15T T GRS
A 47 (16.2) 7 (2.4) 0
B 30 (10.3) 7(2.4) 0
FEER - 23 (7 9) 2(0.7) : 0
32 (11. 0) 4 (1.4) 0
0

g e AP B N
T 2689 B
15 (5.2)

ﬁmﬁﬁ -_
mmmvﬁ ' s -

feds. AXIGHEBREICB W CRVEMERER 15 61 (5.2%), FFHeEREE 45 41 (15.5%) .
KIB% - BEOTRIOF (3.1%). BER 141 (0.3%). 1 BUERR 141 (03%). FiRIR
HepEE 24 B (8.2%) . BIEAMEAEREE 141 (0.3%). TRAMAEREE 161 (03%).
BEE (X5 - SLU—EREREEET) 561 (1.7%). Bi%k - K%K 2 61 (0.7%) . infusion
reaction6 B (2.1%). GHEEREE (RMEEFMEEERS) 760 24%). BEEONKMEEE
8 Bl (2.7%). LE5JE 161 (0.3%). MFHERED - RBWVEGFPERIBAE 24 B (82%) &
ORZME 32 61 (11.0%) BB b, F72, BEMFENE, ik - WEHRMAE, &
AR i R UMt i/ MRIR A MR BB 1338 DR Do o, ABIWERFEBLIR LI BhE
HE (BRREEREEZED) 2ADENBRETT

@¥ES BB (IMpower130 FRR)

HEFRITARGRBED 471473 1 (99.6%), XHEBED 230232 f1 (99.1%) (T8
b JERE L DR RBEREE TE RVEEFRIIARAIGHRABED 455/473 51(96.2%) |
RHRBED 215/232 ] (92.7%) 125 Hivlz, BHREMN 5% EOEHA & ORREHRDE
EBTERVEEFRIIRI0DLEEY THoT
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£10 RBHAERS%L LOFRH L OFRRBBERBTETCERVAERR
(IMpower130 BRR) (ZEtEARYT 3 S48 )

FEBIFKASE (SOC: System Organ Class) AAIGERRE (473 41)
HAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) . Bilg (%) B% (%) BE (%)
AR ORFBEEITETE f.ﬂ‘ﬁﬁ'§$& 354 (74.8) 151 (31.9) 6(1.3)
] 108 (22.8) 16 G.4) 0
B 80 (16.9) 9(19) 0
&R 49 (10.49) 0
0

i” ‘7 (h ;_...j,__ I:.Z_f' y
117 (24 7)
] 47 9.9) L

65 i - 8 |

TFPEREAE 36 (7.6) 20 (42) 0
de\ffmﬁ%“ 29 (6.1) 7(L5) 0
) : R PR e S ) e R

37 (7.8)
33 (7.0)
30 (6 3)

o __‘ 5 3 [ -t TR
16(3 4)

' 48(10.1) 1

"":-.v="f:- TS R

RIS, AKMHRBECE VO CRIEMITEE 22 61 (4.7%) . FFHAERE 23 6 (4.9%). X
Wk « EEDOTH 19 61 (4.0%), FREBMEEREE 67 61 (14.2%). BITHEREE 5 #i

(11%), TEAEKERES 261 (04%), HREE (X5 N —EERESYST) 29
B (6.1%) . infusion reaction 9 # (1.9%). Fi7¢ - BSUHRMAREE 2 51 (0.4%) . EHsEERE
EF RMEREEERS) 1241 2.5%), EEORNEE 3 F (0.6%). WimtERm 1 4

(0.2%) . GFHERBD - REMELFPERBAE 66 61 (14.0%) K UVRYWE 35 61 (7.4%) 28 .
b, £, Bk 1 BERA. BEGENE. Bk - MBEL. LFARUGE
PEIL/ PRI MERBER TR0 bR 2 o 7o, ABHERARRRIIBEEES (BRREE
BEEED) 2E0ENERETRT,
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GEKEERFMIERR (IMpowerl10 FAER)

HEESIIAKIEED 258286 §i (90.2%) . LERIERED 249/263 B (94.7%) TR
i, B L OEEBRMAEETEX RVAFERIIAAIFED 173/286 Bl (60.5%) . L
SEgRIERE 7 224/263 ] (85.2%) 1ZFR® bivie, FREMRN 5% EDAH L ORRBEFRH
BETE fxbﬁ%?%li% 11DEBY THhol,

®11 SEENR 5% EOEA L ORRBERBETERVEEER
(IMpower110 BRBR) (Z2MEMATRMAE)

BERIAS¥E (SOC: System Organ Class) AAIRE (286 #)
HEAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22. 0) FiE (%) PiE (%) ﬁj& (%)

36 (12.6)

-—
ST e |
20 (7.0)
76 9)

i, AHBECBWCRIEMMER 11 41 (3.8%), FF#RERE 26 41 (9.1%). KB
- BEDOTHIZ A (1.0%). 1mﬁﬁr1m (0.3%) . FIRIRMSAEIEE 320 (112%).
FTRAMEEREE 2§ (0.7%), #HHREE (X5 - NL—EEHLST) 76 (24%).
infusionreaction7 il (2.4%). fH%k - %ﬁ%ﬁcﬁ%@%‘“ 16 (0.3%)., BHeEREE (RAERM
EHEEALE) 26] (0.7%). BEOEEES 46 (14%). LFH%K 1] (03%), MRS
AR 1 (0.3%). FPIRED - HEWEFPERIBAE 2 B (0.7%) R ONEIIE 7 #1

(2.4%) BED LN, Fie. Bk, BIBHERES. BEMEE, MK - 8RR B
M PR i o UM b i/ MRIR MR BER 1R D e s o e, AR FAREBLIR LI X RO
=8 (BEREERELZSD) 2R0EHBRETT

GEELRFMAERR (Mpower010 FR%ER)

HEEZIIAFIBED 459/495 B (92.7%) . BSC D 350/495 Bl (70.7%) =5 b,
BB L DR EERBEE TEX RVWEEFRIIAFIFED 352/495 B (71.1%) . BSC D
89/495 il (18.0%) 1228% bhviz, FEERH 5% LOFRK & ORRERBEETE 2V
HEEREIR1L2DOLBY Tholz,
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R12 BRERS%ULORN L ORRMRARTECE RVABESR
(IMpower010 BAR) (FHL2HARFT AR

##ERIASE (SOC: System Organ Class) AFIEE (495 1)
AR (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) ¥ (%) Fi% (%) FlE (%)

ikﬁil & UJIE%B&FE)&*EE?% kb\éﬁﬁﬁﬁ _ 335 (67 7)

" :'._.7_ t ‘ ] I-._:1
37(7.5)
36 (7 3) !

et 78 G (L0

e e O

_

B, AR CTHREMEMER 16 5] (3.2%), FFERREE - FF4 - MRS %
6161 (12.3%), Kia% - BEOTH S 6 (1.0%), B 16 (0.2%). FREB#ERE
104 61 (21.0%), BIRHAEREE 6 #1 (1.2%), TEAHREREE 1 6] (0.2%). M5 - B
%46 (0.8%), WEEE (X7 SAU—EEELET) 30 41 (6.1%). BEEOKE
BE 76 (14%), BHERE (ROTHEEEAS) 34 (0.6%). B% - LU RR
iE 3 B (0.6%). LF% 2 4l (0.4%). infusionreaction 11 % (2.2%) . GFHERGRD - FERA
PELF PRI EE 19 61 (3.8%) R UVRMME 21 61 (4.2%) A bhie, -, 1 BER
. ERERFEE, MEREREGRE., WA M R O /MRS MR BB 158 0
bhRpole, ABWERARRNRIIEESS BRREEER el 2 & HER
ERT,
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4. BERIZTHONT

{LERER O 5 5 BEICHERT 3 HAITIR, AREMG & L CEARERZE (£FIHE)
PEELNTVBEZ b, YEAE (2FIRE) 2HEMICER T 2R THILLE
BhH5, TOLET, EERY A7 EEHE RMP) ITE3& AAOEERZLEER
FEE~DBHERN S ZHRTH - T, ZIK%IJ@&Efmﬁ@J?‘;%%% 27 - BEE L. AF
OBREC XY EELBERZRE LEBICHNT 5 2 L RRERED, UTOoO~O0
FTRCEB-THERIZBWTERTIRETHD, -

@ HERIZ>WT

(DI‘F?E@ (1) ~ (5) OVTHNLICEYTIHRTHDZ &,

(1) EAZBRENEET SR ADFREEILFRE B IRD A SRR LR
ﬂﬂimvu SPCEBERL R, MRS AR R L)

(2) FrEHRERbE

(3) HERFEMEREETI2BAZ ﬁ@}%’“ B (DS ABRGEERERBL. BARRKERE
Bk, BSABREEHEERER L)

(4) SSRAVEBIEEZRE L, SSREB LSRR 1| U RIBE L RIED R
2 DHEREAER DB Z1T> TV SRR

(5) MEMIEERILS EBINEORRELEITR S BHEIT> TV HHEK

D2 i OLERER OBIER SRR O ISIC+52 72508 & BB L K oEM (TRO
WENROICHY T B ER) 2. UEZESOAFICETARROBEMEE L LTEREESh
TWa5Z L,

=

EffifaFEEag 2 EONBTFHELET L=RIC 5 £ EORABROBIRIHEL
ToTWaZE, 55, 2EM T, DAEYEELEL LEBRERFOWER
fToTWBZ &,

EESTFEIRE 2 EOMMFHELZET LcRIC 4 FUEOBRKERZAL TV
Zl, 56, 3IEL R, RO AL L S ORRINFEORKIHEETT o
TWHZ e,

EMGIrRE% 2 EFONBMTHELET LRI, iEORAEDREL ST 5 FL2
L ORERBABZOBEREIToTWNSH I L,

@ BERNOERLFEREROEHIZOVT

EENESRERICHETISEENEB S, HESCENLOFRERD, Aok - &
AMERSHIEROETER CEMS AT 5 FREML AEFRBRELLBEORE
EH, ERFELNIITON D EFIRE-TWD I L,
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® BlIER~DORIRIZOWT
®-1 mERERIC T 2 B

FMESEMRBEOEEREIERNRA UERIC, 24 BEREZERAEHI O T, YeEls Xk
HEEBRICBW T, BB LZAWERIDSE U TAREER D CT £0RIER BRI LE
RREORBRESY BPZE LN, EBIHIRATRREHNE-TWSB I L,

@2 ERFEFEICLZFEERANICHET S ES

BABRICED 2FMANR2ARECERER T EREEENRERAT=2 )7
EEOLERDOAY Y —=r T 2ITVERE L BRE LA TE 35— 2EBEEH PE
s TnaZ L, 2B, BRAHICOWT, BARELETORRTHZICRMENT
waZ e,

@-3 Bt DORBFONISICE LT .

BITER (RIEIMERDSCHE. FRHEARREES - BF%¢ - BMLAEIRE &, K% - EEO TA. B
g, VEBERA, MOWEE (TRISEEINGE, AIRMIERE, TS, Wi
BE (F7 2 NU—EREE ST, BEFHENE. %k - fBE%.  infusion reaction, -
Wide - BRAKIAREE, BIGIEREE (RAVEREIEEAS) . BEORNRE, L%,
MERFRAEGREE, FEMAERIML, SRtk m MR ESREER, (L RIEOH R o ik

(BFRERBD . BT RRRAIE) | (LG RRF OIBIIES) Xt LT, SRk
RSB E B ORI 5 5 AR L B L (BRI OBk B L TR
RUOXBREZTONIEMHFICHD L), BELICHENRLEN CX 443 E s T\ 5
N * ‘
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5. #ENRL f;éﬁ%"
(B3 5 EH]
@  AFOBABEII TROBEICBWTHERHERRIN TN D,

75 FF R RS L EEOEE LA T B U B #I/IVEIUIFEROH
NIRRT RS (EGFR METFER NI ALK ARG THEOBRE TIXENT
L EGFR Fu o v % —PEFI it ALK Fu &> FF—YRERDOIGRE
LRI HBE)

{b2EpRiEE D 720 PD-L1 % (TC3 (TC=50%) Xit IC3 (IC=10%)) "]
IR REERTEST - BROFE/NBIE (7272 L, EGFRBIETERNIT ALK RS

 WETHMEOCBEIIRL) BE

* AFID I R=F U BEERE LT, BRF4 : ¥ T OptiViewPD-L1 (SP142) BEBENT
W3,

75 FF B & & IR A RIS ONTR IR /A #1" © PD-L1 B

P (TC=1%) " FE/INHERE Filve A

*1 : UICC/AJCC JR#ASY % TR

¥ ARID I =2 BIEE LT, RS : &7 OptiViewPD-L1 (SP263) AEREH
TW3 (v =t BEOERIZH > TX. OLSR), '

@ FROMOFEIEER & ORI FTREOBRZ TV TABESTSATH

50

ANBRSSFU. "7 Y EFELVRONAY T GlaTFABRLZ) LOjfH
5 ALEREREO VR T LR % % < SRR ET - BRI/
B (7-7° L. EGFR BEFERXT ALK e EFHIEOBEIIRS) BF
FSFFRE (VATFFUIIINRTTF V) RORA bk e nff
F#E  (LRREBO R VRE LR 2 B < SIRTRERRET - BR O/
Wi (772 L. EGFR BT ERNXIT ALK A REFHEOBEIIRL) BF
ANRTTFUVROAZY 23X N (TTIVEEE) L oFRKRE L%
TERED 2 VR TE LR % B < SIRRREREAT - BR O/ INRRME (2720,
EGFR Bz FERXIT ALK ARG TFHIEDBE IIRL) BH

® TRICHEY T 3 I/IMERMEBRE T 3 AKORE R ERGEIZ >V T, &
HOBIESHILENTEL T, FRORERFL 2B,

it BE T 5 AH L thoIEMIERR & OfFRRE

{LERRIERED b 5 BE TR 5 4K & fhofuBEEES L Ot HRE
(CEEFRRRED 22\, SP142 12X B TC<50%52 IC<10%DBEIZRTT 5 AHA|
DHEMES
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o (EFREBOLRVEFE ERBBEICT S MONESEER & 0tRRE
¢ LFREBRORVIERFELEEBREIT S, QTAROESHEIT I TV
RV OMEEREA : O AR S

@ fLFHRIERED 2\ OEIRARRERETT - BR O/ NIRRT SE 13, PD-L1 RE (SP142)
TTC3 IFIC3 ThHIL, ARORMBE2EMT 52 Ths, 7o, BELSE
HRIBIH 2 BRI N RV e E 2 bh b R LB X LTIk, PD-
L1 ERRRC 005 T, BRSO AR EE2EET 5 2L nT
&%, BB, FRDEREICHI>TiZ, WEBEIA F74 2 (BRMELRR)
FEBRTHIL,

® FAHNIERERFIHERR (OAKRR) T8\ T, 2FERicEWT FE& &L

FECH L CEBEBRIEShTWS, 7L, RELRBOBRE TIL, SP142IC &
B TCOADICORE (REFHAARIZIIT APD-L1% R L /- BB R CIEE R E e
R EDDEENRNTNLI%RME) BT, FEZF AL HELEEBEOSE
DREIP/NSVERBRED BN TR I b, (bEREROH ARFELERED
BEICBWTIIPD-LIEHRR LR L L TARIORER B ORIM 235 = L N
F LW, PD-LIBEFEHTCONDICOTH 5 Z & PHERENTZBEITB O TIL., &4
A DBRERIRE L ZEB T 5, :
B, XATu) Xv7 (@BEFHRRL) O =3 28K (BR5%4 : PD-L1
IHC22C3 pharmDx [# =] ) X YPD-LIFEHRE (& : a7 vl X</ (@BET
A Z) DU NR=F BB CIIERERRICI T APD-L1 2R L - EE M A
HOIEEOHTHESIND) 2BALIERELREDOBRETH- T, KROZE
% (BR%4 : X2 ¥ FOptiView PD-L1(SP142)) 1= & 3 FREREE 284101, B
TOXMEZBEICAKOREDRIE RS TX 3,

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

® FANIEBRLFRFBIMAERSR (IMpower010 FRER) 12V T, HEMBIRER O D41/
DA %2 PD-L1 3% (SP263 IZ X 5 TC=1%) DIE/NHafERE T, BSC Bz
%t LT DFS OBEHESARIES N TV, F7o, BRI T, TH/IA o
PD-L1 B3tk (SP263 12k 5 TC=1%) &ERICKITS 08 122\ T, BSC BT LT
AR CERTHHAABBO LTV, 2L, 1STC<50%DHBELERMICEBIT
%5 OS DOFEFRD BSC L Lt L CTAFIB CTRIAERAED bic s L &Ent,
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PD-L1 ORERFD (1STC<50% KR TCZ50%) DAKIOHFEEIC SNV THRIT
MLz BT, ESBAEORIREITS Z LBXHEITH 5.

728, PDLl BREXZHRTHLDORRFD 2y R=F BWRIIFT
OptiView PD-L1(SP263) T 5 23, ELFOI#RE #5512, PD-L1IHC 22C3 pharmDx

[F=) 12k PD-L1 RERLZFEREL, ZFﬁJDHEf@W%:%*ﬁ%——‘H‘ZDCk%T‘%

Do

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

[Z&Mic ¥ 5%FH]
O TREZYUTIBEZESVTHARORERIERL ShTVWBZENb, REZIT
blanz e,

A OB R LEBEOKEREDOH 5 BE

@ IEEBIOFHICE VT FRICHES T3 BE T OV T, AFOREGIIHER Sz

2

3, MOBERRERRVEAIRY . BECAREERTLILEBR TS 2,

BIEMRR RO I T OBEEDH 5 BE

FLE R CRIE Y 2R 5 BE R UEENE O BRI I R il 4 55
DIFCRIERER R LN D BE

B kRO H 5 BE LB L IIERMED B ERERBOBERED
HoHEE

ECOG Performance Status 3-4 &V O BH

&1 ECOG ¢ Performance Status (PS)

Score

0

2L R EDNTE S, RHMEALBFERSHR2TR2,

1

PAESIC I LV IESERIIR S5 25, HITTRRC. AR > TOMERITT) ZL B TE D,
Bl BVRE, EBEE

2

BATTRTHADEORE Y DI L iET < CAEEAMERITTE 2V, ARO S0%HU LRy FATHTT,

3

RENEESOEOEYOZ L LATERY, BFO S0%UEESy FARFTRIT.

£ BTV, BAOHOED OZ el TERV, B2y FhliFTBIT.
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6. BEIZIRL THETREIIF

C)%ﬁi%%h%x\%EMT¥%mﬁ&?5%ﬂ%kgé%¢ﬂoﬁﬁ&0ﬁmﬁ
ROV BERFTRETSICEBRL CHhLERTS I L,

© {BEBASRICAN D, BEXIIZORECADERERELZTLTHAL, RELE
ThbRETEZ L,

©® (LFHREEL T T 5 UBRTREREST - RO/ NERIIEBE BV T EEHRRE
28175 PD-L1 Z#E L EEMRE CEERBEREMIRS D EEE5bHEEL
e LCHRROBRERE LB+ 5 Z L REE LVA, TR LAHER TEXRVEAIC

_ i AROFEROBE 2@l L EeRET B D L,

@ ERBERO~-RX YAV Mz2oWT

 MEMMEBPH LN LBHBDT, Kﬂ@&#kbtofm HRPRIE
R (FERREE, wk, BAE) ORBROME X BREOERE, BEr+45
AT 28, £, BERSUTHE CT, WiE~—7—S0RELEHET 5
SEn ,

o+ AHOBEIIBEED infusion reaction (248 % TRARC LA RRED T B
HZITo e L CHRA L, RAREFROAFRER T RIZ AL ZAY A > %]
ET 2%, BEORBEHSICEET S &, /238, infusionreaction % FKEL L
EHEICE, ETOBRRMERPZEICEE T2 CAEL+ABRETE
= §

o FFHEREREE. PR, BLMIREREH LLNBEZ LB HEDT, FHOBREH
ﬁﬁ&@&@%ﬁ*ﬂﬁ%%kﬁ%?ﬁﬁ@wTAH‘MHPAH By
EUEORE) EEETHZ L,

. Wk%&?ﬁp\ﬂ%&%ﬁ%&@?ﬁwwﬁFiﬁbabné’&ﬁ%é@
T, AFNORERETTR RS IR P IR N WERERE (TSH.,
T3, &8 T4, ACTH, M arF V' — N EDRIE) # BT L,

. $M@E5’ib-ﬁﬁwﬁﬁﬁm:tl#ék%i%hé%ﬁt%%%ﬁ%
BHOONDZLEH5D, REPRDLNEZBEICIE, BRALEZERISLE
%W%&ﬂ%kﬁﬁ%ﬁoﬁﬁaéﬁLfﬁ@&ﬁ%@%%ﬁw\@E@ﬁﬁ
RS K2 BHWERAS DN 2BEITIX, AR OKREXIIFIE, RUBIRRER
NEVRIDREERERTHZ L, 2B, BIBRRERNVEYDEREIZ LV EIfE
ROYERRD bNRNFEITIE, BIBRESNVE VLSO MEIH 080
HEET 5, ‘

s BREERTR. BER»OHEIARBLTHLEERARREERTIZLRH LD
AR OBER/RTHRICHRHERORBUC DI EET 3,

o IHEBERBERD LN, BRFBRES V7V F—VRARERZLRHADT, O
B, Bl BEHFOERORFALMBEED ERICHAERTHZ L, 1 R
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FREDNEHAIIREZFLE L, £ 2 VRAIOREGEOEY 2AE L
T52 ¢, «

6 OAK REATCITIZSMEMEMD 36 ¥ E T, Mpowerl50 RBR. Mpowerl32 B,
IMpower130 38k & T8 IMpowerl 10 S5R CTI3#k SBI%A & 48 B % T 6 BRFEMR.
FRUBITOTRORRY 9 BRRB CHMEDOFELZTT> TV Z L 255,
AFIRE P I EHICERRE CHROMBREITI T L.

® 7T F R &S TR EBEIIRES O/ VRIS BE T BT IR mBIRIE L L
TARFEAT BEICIL. Mpower010 RERIZIBWT, 4 4 A Z L ICHEOFEZ
fToTWer L &2BE L, ARBRETRIEHICHROBREITI Z &, BB, F
HOBREHEIX 12 VAETLTEH I L,
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RBEERHEET A 51
TV RX=T (BiFHEHRZ)
(B5%4 : TV hY 7 R B 1200 mg)

~ /N e i ~

%ﬁiESE(%ﬂ4$55&ﬂ)
BN EE




B

X E®IT

. AR ORI, EREF

. ERPR AR

TaERIZDUNT

. BRExB LD EE
BRECBRLTERTREER

P2

P5
P7
P9
P10



1. IXLic

ERMOADME - BEMOBR O DHITIX, FASTESICESWBIERERN KD
b, &bz, EEOFHERMOEAIC LY, BHEERRR & OEFRIHRIERR
FEERBPABEINIP T, INbOERRZEICKHERBEFICREET 3 - L AEED
MR L 2o TR Y REMBOEE L ok D AT #2016 (ERk 28 48 6 A 2 B HERE)
ZRWTH, BENNERLSOERORBEILHEZRS Z L ShTW3,

R ERRL, BERERACZEM 71 7 7 A VRBEEOEES L B 5 i
RBTEWHD, ZOD, APERCELMICETAEEA+OERT S E TOR,
URERROBEEZM BRI BHF SN BFICILTERTA L L bic, BIE
RAPREBR U BRICUHBERIINE £ 2 2 NARER—EOEMH 2B T ERSE o H
THZLELEREETH D,

LIl oT, KHA RTA U Tid, BARBEESCINE TRB LA TV B EEEEH -
FEARMICESE, UTOERROREREREHET 2BA» DL ERER, £
FROEEEHEZ T,

BB AHA F74 /%, MIATEIEANERLERERAAHEE, AREAEABRE
RRER S, —RAEEEA B ARBRANRIES., K EFEFEESEA B AHEZAR
—RAEREAN B ARRRBFZEOBRI Db LER LT, :

HRERDERR: 7Y M) 7 REHE 1200mg (—BRE : 77V ) X+7 (G
FHEHEZ))

HELROPETIISHE « EREL MR pHE

HBELROMERVAR : AINVATFF U RRZ MRY FE ORIV T, B, RAK
X775y ) X<=7 (BET7HEBRLZ) L LT1E 1200 mg % 60 4>
2T 3 ERMI CREMET 5. 28, MEREOBEENR
FThhid, 2B BUBRORSREIZ 30 M ETERTE S,

B &R R ¥ EF PAREKRAHE

(B%)
ANKTZF v DFREXIIHE, RERVHE
BHRESIIZNR - B/ NIRRT
RERUHE : @%, BATIZANVRTFF e LT, 1 A 1E300~400mg/m? (ks
ER) ZREL, 2L b 4 BRKRETE, 2hz1r7—ndL, #
&0y, B, RERIL, Fin, RE, BERIC X VETHEET 3,

T bRV FORRBXIIHR, Bk CRE
SHRESLIIZNER  Ffi/HBARE



FERUHAR : = FRY FE LT, 1| B 60~100 mgm? (AREH) % 5 BHERESR
WHEL, 3BERNETS, chx 17—k, B#EEZRVIET,
BB, BERIIEA, BERC LV EEEETS. -

ERPRRRBRIC IS 1) B B IHI D s - TR 13, ERERARAR) DI (P5~) BIE



2. AFIOREK. 1EREF

TV R 7 REEE1200mg (—R4 : 7TV ) X<7 (BilaFEHz), UTF &

Al & 5.) iX. KE®D Genentech, Inc.iZ & ¥ Al & 17~ programmed cell death ligand 1
(MUF. TPDL1) &1V 5,) KT 5587 27 ) v Gl (gGl) #7277 FADE MeEe
C ) ru—FAGiKThH B, ‘

CD274 (PD-L1) i, AGMNIZEW THRRBRERSCER L TRY ., EkLRY
YER (T MRS, B MRRR O F 2 0% 5 —T M) SiREE 5% cD279 (BLF. [PD-
1} &w5,) RU'CD80 (B7-1) LHEAL. ABINEZAIHEHTS LEZLRLTVS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24);, ¥7-. PD-L1 i, Fx OE -
BAIIRIZ G FHEB L TWB Z & (Cancer Immunol Immunother 2007; 56: 739-45) 2334k X h,
THY, PD-L1 & PD-1 24 L7ciRId, SIS R B2 THIRE b OB
ZEREETAEFO—DE LTELON TS,

AFZ, PD-L1 OFMBIAMERICHES L, PD-L1 & PD-1 & DR ZAET 5 = L&
LY. BATURFENZ THIROMRESEEZEM L, EEOEMEMET5 & E 2
BRTNS, | ‘

o DMENDL, AFNIBEERICK T 25 - 2BREICR2VEL LD L B S L,
BB EE &t & LR E M L, A, REBRUBARSHR SN
Tza ’

AR DIEREFICESBEORERNC L ZEHERSE bbb, BEEXIIRT
CELFREMYH D, FHOREFROREZITIE, BEOBELTITTV., BER
B DIIBAITIL, BB L ERITS U EMM 2 mek & RR 2 R & B LT
EORENBE 21TV, BEDORERSIC X 2BWEAREDN 38 1C1E. BIBEER
NVEVRIORESEOEEIRLE 1T VERD B,



3. BRIER&
YERERL/ N FE O & SRR 5TM 21T - Te E 2 ERIRFRER OJEE% R,

[F%hi]
@ EEIEFES I/MAERR (Mpowerl33 FRER)

(L2 RRIERE 0D 72 WV B AL MR BB 1403 4] (AAAN 2 flEET) ZRRIT. K
#11200mg, INRTFF RO bRV FOGHRERE (REIEE, 201 61) OFHMER
Vet 75 R AINETIFF VRO bR ROFARE (77 2 RRE, 202 §)
L BT AE 1/IMAERREZ ER LT, '

BRI ORBER. SRFEMICENT, AFIBETY 7 R L i L CEEFMEHR
ThAELAEFEHRE LT, T0S] £\n5,) OABRRERRZRD b (NF—Fik [95%
fE#EX R :0.701 [0.541,0.909], P=0.0069 (&5 log-rank R 3E], HEALERR 0.0193).
sl [95% (SR E] IXAKEEC 12.3 [10.8,15.9] W A, 77 &R T 103 [9.3,11.3]
HATHo ("), ‘

*] : ¥ERRI D HEUEIL Veterans Administration Lung Study Group (VALG) staging system for SCLC {Z#-3\)
CHBFS Nz, Eie. RBEVMIREEICTT 2 IRIBHCF SRS (CRT) ZHITL. o
ESEO(L2ERR. BOEHRERE UL CRT 55 6 4 A M LB L% icERE/ NI & It S
hicBE b AR b, :

0 AF 1200mg (T 7F7ER) ROAHAVRTFTF o AUCS &5 F A /A0 1 RRIT, = bREVF
100 mg/m? # & %A 27 A0 1, 2, 3 B BiC 3 BRBBT 4 ¥ 2 VREH, 24 1200mg (LT
S&R) %3 AEBMRTRS L.

1 .0" “‘."{w—.’.‘t’,'___?a-_
09+ ,-;::_“
08 b
"Wy
. W
07 T
0 06- N
£ os N
[ e
3 oy N T
- - 8
03 e T |
02 merem Jo0AH (B B =
01 | 5 $ﬁ:‘}ﬁ ........ -
+  TTEYM
00+
] ] I T i I I I T
atrisk®% 0 3 6 9 12 15 18 21 247
AEIE 201 182 159 121 4 33 5 1
TSR 202 186 160 114 59 21 3 2

K1 OS ® Kaplan-Meier fi# (IMpower133 ) (£HBEHEMH)



[Z4t]

@ HEEXRE I/MERAR (Mpowerl33 REk)

FEERITIARRBED 198/198 i (100.0%) .

T ERBED 189/196 B (96.4%) 1”52

Do, BREL ORRERNEETERVEEFRITAHIEE 188/198 5 (94.9%) .
75 RNEE 181/196 B (92.3%) IR HTe, FEER %Ll EOAR & @E%B@’é’ﬁ
BEETERVWAEFRIXR1IDLEBY Thotr,

#1 BHERRE 5% EOEH & ORRBRREETE RVARES

(IMpower133 RABY) (Z2MMITHRMEE)

BERKSHR (soc. System Organ Class) - AHEE (198 #1)
HEAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) B (%) BE (%)
FH L ORRBENEETERVWEFHENES 128 (64.6) 51 (25:8) 1(0.5)
B 18 9.1) 0 0
T 261 42.0) 0
g 0

0
11 (5. 6} 0 0
Oy i QLTS I s

I ﬂ*ﬁt&ﬁf)

SN

BB, AHRFECBWCHREEMER 361 (1.5%), FHEEEREESF (2.5%) . K% -
HEDOTHRI6 B (3.0%). BEXR 161 (0.5%). FURIREEEREE 26 1 (13.1%). HREEE

(X7« RU—EGEREZET) 94 (4.5%). infusionreaction 11 41 (5.6%). 5% -
TR RAARAE 161 (0.5%), BHREREE (RMEMEMERS) 36 1.5%), EEORKR
FEHEE 6 B (3.0%) RUMFHIKED - BEMEFPERBAE 24 61 (12.1%) RBDOH
oo Elo, 1 BUBERIA. BIBHREEE, TRAMEEE, EEFEE, ML - BEEL.
DA, B K& U@t f/MRIRA M SRBER 3580 b v 7o, ABIERRER
RIIBERS RAREERELZSD) 2S0EHMERETFT.

L



4. HERRIZHONWT

AR OBRENERBEYSH - BHEL, AFOREIC LY EEREWERAEZRTA L
BICHIn T 5 Z & BUNEBERTD, H‘F@@’V@@‘T“\T%{ﬁtﬁ‘ﬁﬁn&" BWTERT S
REThHsb,

@ MRz oWT

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

(1) EABBREREET 58 AL IO RS BT R A REHE IR,
HIIE 23 A RS BRI AR, MRS A BBIRARE R &)

(2) ReErkRERbT :

(3) BERFRAERBETZRADEEER (BADREERETREE. 1 ARRER
BRBE, BABREEHREERRR L)

4) NRMCFREZLZREL. ﬂﬂéﬂﬁigmﬁz&&%%ﬂ1201%%@%4!5%%&‘ SRR
2 DB EMEILR D BHEIT > TSR

(5) FIEMIEEANS S ERINE O R EEICR 2 EHE1T > TV 5 iR

D2 B O/LFERER CBHERRBRBF ORI +4r 2 L BB EFOEM (TRO

WENOICEN TR ER) B, YERRROAFCET 2 RROBEE L LTERESH
TWaZ L,

&

EMMGIFIRER 2 £EOTMPHELET LRIC 5 £ LORABROBKRFEL
fFoTWABI L, 5h, 24N X, BAEMREL X LEBRIESFEOWEL
ToTWNBZ &,

EMifGHREE 2 EFOYMRELZET LRI 4 FULOBRERZAL TS
Zr, 5b. 3EM R, WEORARDREL S UMRSERFORKFEZTT-
TWAZ &,

@ BEAOERMEFHREROEHIZONT

EXLERETRCAETEHEEENEE S, BESENLOFRED, AR - L
AHEEZNFROTER CEMEIC KT 2 FHREM, AEERNRE LG EORE
£%., SREIHITONLBRIBE-TVWH I L,



@ BHER~DIKIT2OWT

®@-1 MERRAHIZEE T 5Bl
MEMMREBREOEERBIERNIAE LZERIC, 24 BRZEAHIO T, YR Uk

EERRRICB VT, BRUZBERIS CTAREEE U CT S 0RIERA BRI M E
RREOEREBYAFCBLh, BEbHICHETRAGHAE- TS D &,

@2 EREFEIC L 3FEFSINICET 3 ES

BARRIZED 3HMNRARROEKREL AT 5 ERESELBHERTE=5 ) v 7
EEOEERDRY ) —=r T EITVERE L BB P LA TE 35— AEREHINE
fEShTnaZ &, 2B, BEEERicoWnT, 735‘/\/%%&%0)%%@:4“%&:)%%1 EhT
Wws o, ‘

@-3 BHEROBERRHSICELT

BIVER (PUEMERDRE. FFSeEREE - ik - B LIRSk, KBk - BEED TR, B
g6, 1 BUEEIRIA, AIEEE (FIRBISAEREE. BITHEREE, TRARMERE) . K
BEE (X772 - RU—EFERR2ST) ., BEEMGESRE. N - BB, infusionreaction,
e - BIGRIAEE, BIREREE (RMEHEERAS), BEEOKRNEE,. LH%.
M ERARTEGRE, VEMiERm, Gaett f/ MR HESSBER ., (LR Or A e o e it

(FPERBD . TR PERRAE) . LRI O R OIBES) 13t LT, Yk
BT E RSB OS2 5 EAT & B L BIER OB Ic B L CiE
RUOKEEZITbNAEHFCH DI L), BEHICHNRZAERTE BEHRE- TN
e,



5. |EXBRLROBE
[Azhi%izBE$ % FIE]
@ (LEFERORWVERE NSRS CBWTAR, IVRTFF U RUT bR
T REOHRBREOEDENRT IR TS,

® FRICHAT BBEIHT 5RO RS R OERFIEC VTR, AROHHHEDS
L ENTE LT, FRDOREARL LR,

D TARDESENTR I TRV LOREREER & OftRRE

[z 5 %5E] .
D FREZYTIHEZCOVWTRAFOBRERERL ShTWHZ b, BEZIT
bz &, '

FH DRSNS LIBBUE DBEERED & 5 BE

@ BEFIOFEEICE W T FRICHEY T2 BZ o0 T, AFloRETHERI L2V

4

. MLOBFRRAER2VHAICRY . HECAHZER T L 2EE/TE 5,

RIEMRRBOAHILEOREDH 5 BE
S ERRE CRIEE 2 ) 5 BE R UTESIE OSBRI SR EMASE
DR REEEER B DN D BE

H DAEREBOH 5 AEUIBIAE L < IXEREED B DRERBOBERED
HBHEE

ECOG Performance Status 3-4 &1 0 B#

&1 ECOG ? Performance Status (PS)

Score

0

£ HERLEHTES. BHALFELBHEFNHIRR2TLS,

1

PRI LWEBIRR S h B A, SITTEET, BIERSE-> TOEEITI 2R TE D,
Bl : EEVRAE, TR

HITTRECTEAOHOEY O LT CARENMERITERY, PO S0% LRy FATHEIT,

BohiBa0F0RED 0 LhTERY, R0 50%ALEESy FKAEFTHIT,

2TV, BAOEDEY O L2l TEEY, BEESy FPRFTRIY,




6. BEITRLTHETREHE

O WAXEFIIMZ, BERFGESNRET BB S X AR OFHER ONEIERS
ROIDIHERERE+ICEB L TrLERTEZ &,

@ WEBASRICAL D, BEXIIZOFEICAMER CRREEZ 4% L., I_La%ﬁ%
Thb&ETEIL,

@ ELREWERAD<=XPA v MZOWT

FMEMEWREEHbbNEZ ¢ RBH B0 T, AROHREIZH 2> Tk, BHEE
W (PERREE, Sk, RBEA%) ORRBRUME X BRECERS, By 45
WITH5 2 k. Fe, BEIRCTHE CT. IF~—bV—S0oRELERET 3
halp

AHNOHBEIXEE D infusion reaction 22 TRARKIC+SEGO T 2%
HEIToT ETHRIA L., ARBREFRUOARFREL THRIZ AL ZAY A 28]
ETH%E. BEORBZ+HICEET S L, 2. infusionreaction 3% L
BRI ETOMBERERRELICEE TS CHEL +oBET S -
L, ]

FFHSREREE . PR, BLMERERRN D DONBZ L RHBDT, AFDBR5H
WA R O 5 R I ERIRIC P RERZE (AST. ALT, y-GTP, AP, £ U L
EUEORIE) EEBTAH L, _
FIRBEREREE ., BIEMEREER O TEABEEERH ODLNE - LBHED
T, AH OB 5 BRERT & U 5 H R P I EHAC S ERERE (TSH, W
T3, #ERBE T4, ACTH, fiF aVF /- VEDREIE) 2EETEZ &,
AFROBEIZL Y | BEORERNICRERT S &£ bhs ks REBDRE
BhHobhdZeR3dHs, BENRDLNEEACIX. RELABERIIGCE
B2 5 & BB A FEOE AT & B U CESIRERIR KT TV, BE DG
RIS X 2 BIERAREDN 2 HEITIE, AFIOKRE TPk, ROBIBRE K
NEVRIOBRESEEZEBTEI L, B, BIBRERVELOBREI LY EIHE
RADBERBD bNRVIEEITHE, BIBRERLVE S 0L mER 0B
bEET S,

BERTER, BoAM» b L AKE L’CZJ%EM’FFH#%E?‘ZD ERBHBID
FHROBREXRTRICSBERAORBRIC+HSCERT 5,

1 RERADR D Do, FRFES N7 F—RARRBRZ M8 HB0T, O
B, Bl BHFEOEROEFESCMEED EFICHAERTSZ L, 1 BIER
WBEEDONIFRRBEEEZRIEL, A R ) VRB OB 5% OEY 2 0E %

S PR/ R
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@ IMpowerl33 RR TR EMMAHH 48 BE <X 6 BHIMMR. ThLlkEix 9 BHFR
THIEOFMEIT > T2 L 2BEIC, AFRESTIIEPNICEEBRE THR
DHERBEITO Z &,
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Bl T A K5 A
TV Y X2 (BEFHEEZ)
(BR7E4 : T2V b Y 7 RiEHIE 840 mg)

S7TEL 1A (ff445 AKET)
A HEE




ER/

AN N = W N =

T

. AR ORI, 1ERKEF

. EEERRAR

. HERRITDOWT

. BER G LD BE
BRECBRUTER TSR

P2
P3
P4
P7
P9
P10



1. XCHIC

EIGHDORIME - ZEMORBEOTZDITIE, B TESECESWLEERERIRD
bhd, XbIT, TEORZEROESIC LY, MEKEER R L OEF IR ERE
FERMPERINIPT, INOOERRZHICKERBEICRETE 2 2 ARED
BB L R0 TR Y BREMEBOEE L BEnEARTE 2016 (F5L 28 4F 6 H 2 ARSERE)
EWTH, EFNERREOHERORKEHEZRI L& TV5,

FRERABFERRIT. BEERACZEM e 7 7 A VEBREOERG LA LN ICE
RBZERHD, TOD, APMERCEREMICET 3 HRETHEHET 5 ETOM.
UZEEROBELMIZT D LRSI BHFTH L TERTS & & bic, BIfE
RABPRERUTBRICHRERMIGE & 52 L NARER—EDO B2 T EREE c#ER
THEZLEBREETH S,

LIci3o Ty RKUA 74Tk, ARERSZNETIRBOLN TV B EZRER -
BFERRMICESE | UTOERMORERERZHEET IBAN O BRERER, E2
FROEBEFELRT, ‘ _

BB ATA FTA4 03, BAATBIEAEE G ERBRRASHE, ARAFEARER
BRERERYS . —RAFEA B ABRARERR C—RAFIEA B ALBEE OB D
b EIER LT,

SBLRDIERS : TV MY 7 RIEBHEOmg (—R4E : TTFY Y X< GlEF
AR Z))

HELRDFWUIHE : PD-L1 BHED FNE LV Z /AR HER2 BtEDFEMRREEUT
BRIE

HNEELRARERVAR: X2V F3vN (TATIVEER) LofRIcBWT, BE.

) BRAICIZT 7Y ) A+ (BIEFHEERZ) L LT1[E840mg %

60 53227 T 2 BHEE CRRHET 5. 2B, AEBREOEE
MR BFTHIE, 2 BB UAEOR SR 30 2R E CEfET
x5,

B R R ¥ E - PARIEREERAHE

(B35)

N7V EXeN (TATIBEE) OPREXIIDIR., RERCHE

PEEX IR : I

AERORE: 77V ) A<7 (lfaTikz) EofRcBWWT, &%, RAIS

7Y E%ENE LT, 1H1EH100mgm? (EREH) % 305007 TA

WRHEL, 22< &b 6 BREKET S, @ 1 RS 3 BREREL., 4

BEIRAETS, Zhit1a—2RL LT, B#EZBRVERT, 7B, B&

DIRRBIZ X EER RT3,

2



2. FHOKE, ERBF

Sy b 7 EREREMOmg (—B4 : 7TV U AT (lETFHREZ), ST (X
Hl £ 5.) ix. KED Genentech, Inc.iZ & ¥ AH S d17z programmed cell death ligand 1
(BLF. TPD-L1) &V 3,) Iext3 2487 e Y Gl (IgGl) #7277 A0k MEE
J 7 a—FAHETH 5,

CD274 (PD-LD) 1%, AKNICEW THFERTHIIEICHEAL TRY, Bkl
VSER (T #IME. B MR O F = 4% 5 —T #ilE) SR8 T 5 cD279 (BIF, [PD-
1] 2\5,) RUCD80 (B7-1) LA L. RERELZAICHETZLEZLNTNS
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), %7z, PD-L1 &, fx Ol .
BRI B3 LT\ 5 Z & (Cancer Immunol Immunother 2007; 56: 739-45) A3#éE &
THY. PD-L1 & PD-1 #4r LRI, EEMRATURFRNZR T Mg o 0KEBE
RENETAMFDO—D L LTEX BTN S,

A#iZ. PD-L1 DMESMEIRICHS L. PD-L1 & PD-1 L ORAEHETHZ LB
L0, BDAMESRNAZ THROMREEEELZER L. BEOMMEIH T 25X
bhTwW3, ' ' |
TS DMBEND ., AAITEMIER I T A RIBRECRVES b O LTSN,
WEBRE LR L LEBRRREZER L. Ak, REERUCEAMENHERR SN

AR OERBFEICESORECHERIGIC L ARWERASER D bbb, ERXIIET
WCE AR D B, AR OBEDRCHREGHICE, BEOBEL STV R
b b RAITIE, BB L EERICS U EMR R M L R OEM L EE LT
BERERNDE TV, BEORERGC L ABERARGEDN AL, BIRRESR
NEVEIDOREEOENRABETT I LERH D,



3. ERIKREEK

AVE VAR (MU, THR] 210 5,) Bt b LR MIstE 72546 2 (SUF.
THER2] 21V9,) MO FHAMEIXERILE O KRR 217 7o T2 BARR
DEREETRT, |

[Fzhik]
O EEREFEE I HEEKRE (IMpassion130 F5R)

BB - ERUMICKHT 528 M OFIEEED 721 HR 245> HER2 IO FHRE
XITERILBEE 90281 (AAAN 65 flE&ie) xR, K| 840mg RTUVZ V) 7 %
'V (TATIVERERD) (LT, Tnab-PTX| &V 5,) OFFRHKRE (RHIGHHEE. 451
Bl) OEDERVERIEE 7T R E N nab-PTX OFFHHEE (nab-PTX B, 451 4i) &
BT 55 ML MRS =/ L 72", BESIn-BED I L, 369 6 (AAA 25 f
EEte, AAGFRARE 185 I, nab-PTX & 184 #) 28 PD-L1 B ABELEM? & Sz,

Frv NI hizBED S B, PD-L1 BHEBREEMICW T, AFHHBET nab-PTX
LR L CEEFMEER 0—oTh 2 BIEAFIHOARRIEERRD b (N
— N [95%f5HEX ] : 0.62 [0.49,0.78]. P<0.0001 [J&H log-rank #7E]. A B/KERM
1700.005) . HFRAE [95%ERXM] 1ZAAGEAB T 746 [6.70,9.23] H A, nab-PTX #
T4.96 [3.81,555] WAThoiz QUISEIR1TATFT—ZIv+a7, ®1),

*1:438M% 1A 702 LT, 8 1LRU15 B BIRARIXT 5 £ R 2 I IRAES L, nab-PTX iZ 100

mg/m? 2% 1, 8 RT815 B BIZHiRABRS LT,

¥2 1 R Z T} OptiViewPD-L1(SP142)% AV T, JEBHARBRETICRIT 5 PD-L1 #%5 L - EEREAE

MR 5D BEE (IC) oW THHRINE Sh, IC1/23 (IC21%) Th 3HBAIT PD-L1 B & Bl
Shiz,
1.0

REEERNE

e Nab-PTXEE
03 e EFIGERR
ool HBYY

at risk 3 ©o 3 6 8 12 15 18 21 24 21 30 B

nabPTXEE 184 127 62 44 2 N 8 8 1

ARIGHEE 185 1486 104 75 38 19 10 8 2

1 ERMEATEHIR O Kaplan-Meier Bi# (PD-L1 BB B E4H)

4



[Zai]

@ EEREFRFEIHEERRSR (IMpassion13075k)
HEESIAKGERERED449/452(] (99.3%) . nab-PTXHE D429/438%1 (97.9%) IZ8D
B, JEEREK L R BEEMENT E TE WA EERIIAHIGFAEE436/45260 (96.5%) .
nab-PTXEEIZ410/438%1 (93.6%) D HhTe, FKEEMBS%LLLOKH L ORRERBE
ETEXRVWEEERIIRIOLEBY ThoT,

#1 BEER5%ULOEH L OERRBERTETE RVAEER

(IMpassion1308E) (R2HEMRHT XA E)

SEERIKSR (SOC: System Organ Class)

ARIGERRE (452 61)

HAEFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) Bi% (%) B (%)
ZH L OREERIBECERVWRAESS | 363(814%) | 104 (23.0%) 1(0.2%)
B 126 (27.9%) 12 (2.7%) 0
FE 42 (9.3%) 1(0.2%) 0
S IE 28 (6.2%) 2 (0.4%) 0
EE 23 (5.1%) 1(0.2%) 0
=i 105 (23.2%) 2 (0.4%) 0
TH 78 (17.3%) 4(0.9%) 0
{E# 35 (1.7%) 1(0.2%) 0
27 (6.0%) 1 (0 2% 0
e e A ] s SR )
RS 51 (11 3%) z (o 4%) 0
% ) EE 40 (8.8%) 0 0
R ESE 39 (8.6%) 1(0.2%) 0
i 3 : _ _ T
F=qiil} 54 (11:9%) 2 (0.4%) 0
g}cpﬁkﬁ/j;ﬁ 29 (6.4%) 11 (2 4%) 0

3500%) |

23 (s 1%)

30 (6.6%) |

B N0 o DR e e
50 s%o

33 (1. 3%) -r

28 (6.2%)

1T.

. 3 (13%)

29 (6.4%)

7(1.5%)

| 29 (64%)

723, AFIGHARBCR O CHEMEMKS 1146 (2.4%)

e 2 Bl (0.4%) .
BB aERE

KBk - EEOTH 9 Fl (2.0%).

=56 (1.1%) . FKde - BEMEA 2 1 (0.4%) . #HiRRE

5

. FPsREREE 47 1 (10.4%) .
kR REREE 78 ) (17.3%) .
£ (X5 - NL—fEE



HEZET) 340 (7.5%). BEEORMEE 46 (0.9%), BHEERE (RMETREMHE
BRE) 24 (0.4%), infusion reaction 7 (1.5%). FFHERMBAD - FREWELF PERBE
4361 (9.5%) RUVRGE 43 61 (9.5%) BRBD LNz, F£7o, 1 BERRK, FRAHES
EE., EREMENE, Hk. RERMADE, DL, Bl m, Sk MR
RBOURIIFBD bhizhol, ZBHEARZERLIEESS (BRREBERELST) %
BUENERE TR,



4. MERRIZOWT

AR OBRERBEIRBEEZZH - HEL, FRORFICL Y EERBHERZRER L
BCRGT 5 2 L AREREZD, U TFOO~@DFT T THRICBWTEATS
RETH B,

D HERIZOWT
D1TFRD (1) ~ (5) OWVTNICELT IR THDZ &,

¢))

@)
3

4

&)

B A SR B AR E T 5 S A B ROES LIRS (BRET IR A BRI AL,
HE A% A SRRSO, MRS A RIREE 2 &)

ke EREREIR B :

FEFRAENIEET 2 B ABREERS (B ADRESETEMR. SABRES
Wk, B AREGESEHEE R &)

ASRALSFRIEE &3R8 U, SSRIEE S REB IR 1 SUISRIBRH L FRIE DR
2 OREREIEITLR D BHEIT > TV D HER

PIEMIEB A & EME O MR ERIIR S BHE1T > TV DR

@2 WEDLBEER OBIWERRERE ORI 5 7255 & BB E FoER (TRO
WP MY T B ER) 25, YERERORAICET 2IRORMEE L L TRESH

*®

TTWasZ e,

EMGIREEL 2 EOTHHERET LRI 5 £ EOBARRDOBRRIEZ
FToTWBZ L, 5h, 2T, NAKRYRELEE LEBRERFOMEL
fToTWAZ &,

EMitaFRESL 2 E0TBHERET Li-RIT 5 ELU EONED M AVRMRES
SHOLREEFZOBEMEEZIToTND T &,

@ HENOEXBFHREBROBEHITOVT

EXEIEREEICHEET 2 EEENRBES L., BRCENLOBFREBQ, AE - KL
AMETEEROGER OEMEIC T 5 ERE, AEFRNRE LEBEORE
BB ERECHIITON B EFINE->TNE I &,




® BWER~DMIZHOWT
@-1 HEgRARHIIZBEd 5 B

REEMRBSOEERBIEANTA LBz, 24 RERZHRERI O T, YEHE it
BFERRICBWN T, BBRLEZEIERICE U TAREERR UV CT £ 0ORIER 0EMNCLE
RREOKRPYBPICBLN, BEbICHETiRtfingTns L,

@2 ERUEFFIC L A FESAGICET 3Bl .

BABRCED 5 FINRABR O EEL2HE T2 ERUEFESBFERE=4 ) 7
EEORERDAY ) == 7 E#ITOERE L E# L EH C& 55— AERGH %
WENTHWBZ &, 28, BRERIZOWT, RARE L2 OFKICHFICAM ST
Wwan Tk,

@-3 BHEROBE-eRSICE LT |

BIVERD (PIEMEAIZRE. FFHSEEREE - T - BLMARE %K. KBk - BEOTH. K
%, |V EIWER. WAOWEEE (FRESEREE, BIBMERE, TRARERE) .
BE (X« NL—ERFEL ST, BEMFENE,. NS - 8885, infusion reaction.
g% - MBUBRARE, BIEREE (ROTHELEAS) . BEEOREEE. L%,
MERARAEGRE, WA M, GEEHm/ MRBDEEEHDR, (LEREG AR O kS

(FrPaRID ., SEEMELT PERRAME) . [LBRE G AR ORYYES) 1ot LC. %a%iE
RUDEBERREOEMIEE A 5 EM & B L GUEROBEFORISICE L i
RUZBEZZIONI5MCH5 2 L), BHICHENRAERTE BENNE-STVS
AC P



5. BENRLRDBE
[FhiticB T 5 EH]
D &% - FRLBICHT 525 EORMEIED 2V PD-L1 Bttt (BEERICRT S

" PD-L1 % U7 EEEEAE MBS G 842 1%L E) @ HR f2iE5>D HER2
D FER AR UIBERABBE BV TAS & nab-PTX L OHARSOHZE
BREIN TS,

728, PD-LIORFIRIIC-OWVWTIET TV I X~7 (BETFHRERZ) O3 =F
VBWE (BRFE4 : X ¥ FOptiView PD-L1 (SP142)) ZAWCHIET S &,

TRz T % BE T 5 AR ORER EAFEICOWTIE, AFOFZMESR
B ShTELT., FAIDBREXRLARLRY,

o OTAHMOESEITR EN TV RWLOREMEER & OffRKRE

o iR - TR IR

[Z&tEiz B3 5 FE]

@

@ 1

Tﬁtﬁé#%%ﬁkomfuxﬁwﬁﬁbmuténfwé Ehb, BEET
bRnz &,
o KEIORESICR LBBUEOBRERD H 5 BE

RAIOFHEC BN T TRICEY T3 AE T N TL, FAFOREGFHRI LN

B3, MLOTRFORRBE S RVHERITRY | Eﬁkﬁﬁéﬁmféukéﬁﬁf%éo

o FMEMMRBOAHFIIZOREDNHLBE

. EESRE CRIEE YR 5 AR OEBE OBSHRII ORI R E
DT RERER L b5 BE

. HOAEEROD DB UIBHNE L IXERED B CRERBORERED
HBBRE

e ECOG Performance Status 3-4 &0 DO HBH

D BCOG @ Performance Status (PS)

Score

0 2 FEARLESTE S, BRMEALBEEESHRRTAS,

1 PUARSIZI LW EBNZEIR SN 50, SITTRET, BEECE - TOMERIITI 2B TES,
B : VIR, UOES{ESE

BITTECHAOEOED O LT TRTARERESITERV. B 0% EE~Sy M-CRTT.

3 BbnEEBSOFROEY O & LITERY, B0 S0%HEESy FARBFTERIT,

2@V, BEOFOED O L2l TERY, B2y FPRFTBIT.

9




6. BEIZRLTHETR&EEIF

O WAXEZITMEZ, BERTEEERRLT 2 ERSICES T AR O R ONEIERE
RO DITHERFERETHICER L ChEATSZ L,

@ WEBMRICEL D, BEXIIZOFRICANERVERESZ 5L, AELE
LT bLBETRIL,

@ ERRBMEHO~RY AV MHONWT

BRI B S &b = L RbBDT, ARIOREICHE - Tk, BHE
R (R ERE, k. HEE) ORBRUBPEN X BREOERE, fEr+45
WITH 2 L, e, REECTHEE CT. F~—I—S0ORELERT S
- B

AHNOEEIXEE D infusion reaction 282 TRARKIC+AMHIGD T 2 #
Ba2fT-T L TRt L, ARBREFROCERFREEL TRIZ NS AP A1 523
ET 2%, BEOREEZ+DITBET 52 L, 728, infusionreaction 2 %3 L
TeHEBIIE, ETOBERWMERBSSICEE TS ECREL Ia8ETs 2
L, :

FFERRERES . P, BLERBERR D OB L BHBHD T, ARDOBREH
MR R R SRR I ESM I ITREMRZE (AST. ALT. y-GTP, Al-P, £V L
EEORIE) EEETSHI L,

FRBSREEE ., BIBBEEER VO TRABEEER L bbNAZ L B3HE0
T\$ﬂ®ﬁ5%ﬁ%&@ﬁ%%@¢ﬁﬁ%%ﬁﬁﬁ%ﬁ%ﬁﬁ(Hm\ﬁ%
T3. ¥EBE T4, ACTH, i = VF —VEDRIE) ZEMTEZ &,
AROBREIZLY, REORERIGCERET S EEZ 2 b diEx RIEBRDRHE
BHobhWAZRdHb, BENRDLNZEBAICT. RALEERKIIH LR
HPR 2 L R 2 FFOERD & B L ORI ERIZM 21TV, BEORE
RIS X 2 BIfER B RO 2 HEITIE, AFOREIFIE, RUBIBRER
NWEVRIOBREEZEZERTHZ L, 2B, BIBEERNVEOBREICL Y BIfE
RADEEPBD bRRVIBEITIE, BIBREF/VE LS D5 iiE o 8m
HEET 3, ‘ 2

BREXRTE, ZRAB» OB ABB L CHrLEHERANRBRT A2 835570,
AR DORERTHRIZHBHERAORERIC+SITEET 3,

1 RBERFER D bh, BRAEMS N7V RF—V RIZBRZ L B8HHDOT, O
B, B, BHEOEROERCMMEMED ERIC+HLERTB 2L, 1 BER
RBRRONZGEAICRESEZHIEL, £ VR Y VEFIOBRSZE0EE) 0B %
THZ &,
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@ IMpassion130 REACIXEHILED B 48 BE Tk s BRIMR, LH LA 12 BFH
B CEMMEDTHE 1T T2 L 28B 1T, AFBREPITEHNICERRETH
ROBREITOZ
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REEREET A FF4 v
7TV IV RA2T7 (BREFRHEEEZ)
(R4 : 7Y b Y 7 REHE 1200 mg)
~ JF Rl R ~

SM2E9A (Ff44E5 AKED)
B4 B EE




B&K

1. iZL®ic P2
2. AHNOKH, 1EREF P3
3. EBEREAE P4
4, HERIZHOWT P8
5. RExRLDBEE P10
6. WEIZBEL CEETREHR P11



1. LT

ERMOFEE - REMOHBR O DITIT, T XESICESW-EERFERRKD
bN5d, SHIT, EFORFEENOESICL Y, MEERR 2 L OEHN 2B 5 1EAR
FEEGFEBENDIF T, ZNOOEERZEICKHERBEICRET 3 2 L AR
R L 2o TRY BREMBCEE & WEOEAFE 2016 CERL 2845 6 A 2 AMZSRE)
KEWTY, EHNERREOHEAORBEWEEZRAZ L L ShTns,

FRERBFERNT, BEERCRZEM T 7 7 A VABEGFOEERS LHL MR
RBZEBDHD, O, AR RERMEIZET 2 ERR SRS L TOR,
HEEEMOBE LRI L PHFSNIBEICH L TERT S L L bic, BIfE
RABRBR LB HERNSZ L 5 Z L RFRERR—BOER2H - EREE 6 m
THZLEREETHS, -

LEBoT, AU FT74 0 TiE, BRBERERLINETCB LA TV B ERERSEA -
PR RHCESE | UTOBRRBORERER 2 HET 28 a0 b REREM, £X
FROCEEFEZ T,

RB FHA FFA V% BMIITBUEAERREFRERRAHE, ARHAEABRE
IERERTES, —RAEEEA B AREKANES R O—RAEAEA B RS L2 0B 0
b EER LT, :

MRLZDEREG : 72 M) 7 JHFHE 1200mg (—RE - 77V ) X~ (s
. FHAMZ))

HRLRADBIPR : GIBRTF AR s

RREDOFERVAR : "NV XvT (BEFRIEZ) LORIZRWT, @E., RAI
X7 7Y ) =7 (@ETFHHEE L) & LT1I[E 1200 mg % 60 4y
T3 BERER CRERET 5, 2B, FIRRSOESENR
FThivid, 2 BB UEOERSREIL 30 o cEETX 5,

B E R EE PAREKKSHE

(&%)

NRAYReT BEFHEHEZ) OPEXEIE. BERVRE

ZHRESIINR « IR REZR AT AR

RERVRE: 75V ) Av7 BETERL) LOfFHCENT, B%, RACES
Ny RA<7 (BfnFHBEZ) & LT1RE 15Smgkg (KE) % ARHEIRA
RT3, BRI ERN EET 5,



2. AFOKEK. EREF

Sy R o AR 1200 mg (—R4  TTY Y AwT (BaFHEBEX). BT,
A L0 5,) ix. KE D Genentech, Inc.iZ & ¥ Al X7z programmed cell death ligand
1 (BIF. TPDL1] &\3,) KT 35E7a7Y Gl (1gGl) ¥ 7277 A0 My
E ) 7 u—FAHETHB, .

CD274 (PD-L1) i%. AENICBW CHERTHERSIZEREL TRBY, FbkLE)
VoSSR (T #EE. B AR O F = F 0% 7 —T HilE) ZicREHT 5 CD279 (BAT, PD-
1] v 5,) KRUCDS0 (B7-1) LREAL. RERESZAICHMT EEX DR TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ¥ 7z, PD-L1 i, % O
A H3EE L TWVWA Z & (Cancer Immunol Immunother 2007; 56: 739-45) AS#iE S H
CT#H Y. PD-L1 & PD-1 24 LIRREIE, IEBHA TR RAR T M0 b OBEE
ZENET BEFDO—DE LTEZLR TV,

AFi%. PD-L1 OB ERIZHES L, PD-L1 & PD-1 L OREAERET S Z LEIC
LY. RAMESGRENSR THROMRESEEZIR L, BEOMMENHT L5
b TW3, i

SRB DR D ARIITEMEEICRT 2 E ARKRRICR2 VB b L P S,
FREMBRE S L L BRRR T 2 L, A2k, REMR OB HER S i,

A OIERREEFICES BEDORERIGIC L 2EERSYN S bbh, ERXIIET
ICE BTN B 5, ARIOBERRORERICE, BFOBREEZHMTITV, BER
b BB AT, BB L EBERITS U B ik L R E RN LB LT
O ERBE 1T\, BEOCAERGIC X EWERAREDN A HAITIT. BIBKER
NELVRIDBRES DB RABZITI LERD D,



3. ERERRRSE
BIBRRRE 72 FF I B O A SRR I M 21T o - EREERRBR O & 27T,

[B%hiE]
EEHE RIS 0143538 (IMbravel50 A5R)

EHLFIRIERED 2\ Child-Pugh 4338 A OEIBRREE 2 FFHBaRE 251501 6 (BAA
61 Bl &) ZXRRIC, KRR PRIV X7 BEFHERZ) CLIF. [RAY X< T
& 5,) OHRARE (RRIGHHRE. 336 6l) ORMMERUELEEY S 7= b
BRIE (LT, (Y5 7==7] 20n),) (YT 7==T8, 1654)) LH#+ 55 U148
RBEEHmLE?, ' :

FEFMER O—2ThHhBZL2EFHM (BITF, 10S) & 5,) OFEFORER., ITT
EFICBWT, FFIFHBTY S 7 =T LHB L CEEREENRD b (A F—
K [95%fSHERME] : 0.58 [0.42,0.79]. P=0.0006 B3 log-rank H%E]. FilllA ZkE
0.0033) . FRIE [95%ERRKM] 1XAKIGrAR CPRERE HEERE], YFTv==
THT13.2 [104, #EEARRE] VA THoM (201948 A 29 BF—F Wy bA7, K
Do b 95— 20OFEEEE T 5 RECIST ver.1.1 12 E -5 < J 7 SEMMSEEHE I & 5

HEEAFHIE (AT, TPFS) 210 3,) 2oV Th, FEFORE. ITT £FICENT
ARGFRABETY S 7= TR L TABREESRD b (A F— FH [95%(E#
X1 : 0.59 [0.47, 0.76], P<0.0001 (/@5 log-rank BE], TRIA B AHE 0.002), Hk
& [95%EMEM] 1ZAAIERABT6.8 [57,83] VA, Y57 ==78T43 [4.0,5.6]

HFATHo (019F8A29 B85 —%b v b47, ®2),
*1: BETRE RN ) —VENRE, 7O BBEERE, < 7 o REERE. FERELE

B/ TR F R, BRRES) OBIE & 23 BE R Shi,
*2 1 ARIFRETIIAA 1,200 mg RN X+T 15 mg/kg % 3 BRI L CHBIRNES, VST =
=THETIIYF7==7400mg % 1 A 2 EEABE LI,
1.0 T

0.8

0.6

EFHES

0.4

0.2

0

SfEAHMT» S0 ()
Atiel% 0 1 2 3 4 5 6 -7 8 9 10 11 12 13 14 15 16 17

ARG 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
V77=20W 165 157 143 132 127 118 105 94 86 60 45 33 24 16 7 3 1

1 OS @ Kaplan-Meier fi#f (IMbravel50 3B (ITT £H)



o -
oo ©

S
-3

RINBALFBE
o
=

(=]
%]

miEARE T H-0RM ()
Atdsk® ¢ 4 2 3 4 5 6 1 8 % 0 N 12 13 M4 5

ARIGIERE 36 92 20 249 232 200 189 137 120 M s 8 M 07
VIZ2=BE 68 us 103 84 80 & M4 M 27 15 9 4 2 ) 1

2 PFS O Kaplan-Meier i (IMbrave150 308) (ITT %)

BAABREERICHITS 08 D P RIE [95%EHE KM 1XAFIOHRRE T P RIERE [H#
EARRE]., VS T7==7#T 149 MEERE] A, P N [95%FEEKHA] : 1.71
[0.50,5.84] ThH o7 (H3), Fio, BARANBELFIT 2 PFS OPRE [95%FH
KR AR O AR TR ERE (64, HEERRIV A, Y I 7 ==THT1.704.2,12.7]
R P FH [95%S#EXR] : 0.85 [0.39,1.86] TH-o7= (E4),

1.0 ‘]
I
0.8 s T S LN Iy PR .
*wmn/
4 0.6
&®
™
451' 0.4
0.2
ol
SEHS W L0 ()
A sk 3 0 1 2 3 4 5 6 7 ] 9 10 11 12 13 14 15 16 17
AFGEE 35 35 35 34 33 30 30 29 26 20 17 9 8 5 3 1 ™
VIO W 26 23 2 2 22 20 20 20 13 14 1" 7 5 4 1
M3 HAAERIZEIT3 0S @ Kaplan-Meier Bi#t (IMbravel50 3B (ITT 4£H)
1.0 e |
'- |
0.8 |
£ |
® 06 1
3 0.6 |
& - |
g 04 ,
b 3 |
02 '
1
° |

MEAMIHSONM ()
AtrekBy 0 i t 3 4 5 ] i ] 3 10 n izl it 18
ARHELE 5 33 A 0 8 26 2 1T 15 10 4 [ 2 1 1 1
Vire=JUH 2% a1 2 16 18 10 9 9 5 3 2 2

4 HAAEMIZBIT S PFS @ Kaplan-Meier fi## (IMbrave150 38 (ITT #2H)




[Z4fE].
ERRILRIZFITHERBR (IMbravelS0:A5R)

FEEFRIIAKIGEHRE 323329 6 (98.2%) . VT 7 =78 154/156 Bl (98.7%) =
B LI, BRE RAHBECTRARI ANV AT, VI 7==THTRYTT
==7) LORRBRAEE TERVWEESERIIAFIOHAR 276/329 41 (83.9%), VT
7 = =7 147156 Bl (94.2%) TR LTz, FEEHR 5%LL EOAK L OREEBHRAN
FETERVWEESZIIR1DEB) Thol,

#1 BEENS%ULOFH L ORRBERETECERVEEER
(IMbrave150 B . (ZSHEARIT N HIEH) ]

#ERIKRSE (SOC: System Organ Class) AHNOFHEE (329 )
HAFE (PT: Preferred Term) . 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) FE (%) BlEk (%)

KﬁJtDE%BSFFﬁ=Eﬂ:’T%&V*QFﬁ‘%$§ _252(76.6) (274) _1___4(l2)

HALEE, ___-__~ St H S T T el e LS Rtk
AST 3871 45 (13 7 14 (43) 0

ALT 3/ 34 (10.3) 7(2.1) ' 0
e I /isml 27(8.2) 2(0.6) 0

%a@ Cl r 29(33) : o 0

*ﬂtﬂﬁiﬁ“ﬁﬁ?ﬁ
{55 i‘“ ok ?_ﬂ.ﬁc ) "LI-"!‘ I‘ i
_EA@#?EE

= £ :“— ol ""-""-""?:.'1""' m J E».izj_!._i ?I'- ' o o : ':"*-'-"’" :""-"".'11 "F—‘ __"
fih 55 FLR S S RN U T
}EME 17(52) 7(21) 0

B, ARGFHBCRE W TRIEMMERE 3 61 (0.9%). FF#REREE 87 6] (264%), X5
K- BEOTHIS B (1.5%) ., BERTH (2.1%). FRIBEEREE 39 6] (11.9%). BISHEE
BE 141 (03%). TEAREERESE 16 (03%) . #EEE (X7 - AV—ERES2E
#2) 1 %1 (0.3%). infusion reaction 32 B (9.7%). BHHEEE (RMSHEIEMLEAZ) 2 4
0.6%). EEDRERES 26 (0.6%), WD 161 (0.3%). FHERED - BEWELT
PERIAE 21 51 (6.4%) KRUMERIYE 20 41 (6.1%) 23B» bhiz, £z, 1 BERK, &
SERRIETIRE, Y% - BERRAR. Bk - BABCARRMARIE., Db, MIERBRFEGRE. faretEm/ MR
BAOMRBRISR D bR D o7, AEEELZRBERIBESES: BAREERE 2 ST)



R UEERETT.
BANBEER BT 2 HEFSIIAFGATED 3535 4] (100%), XTHREO 23/23
Bl (100%) 1288 b, B L ORREUENTE T E RV AEFRITAAIG RO
31/35 5] (88.6%) . XHREEEM 22/23 Bl (95.7%) B/ bz, AFIGFRBICEBNT, ¥
BERN 5% EoAE L OREBEREETERVEETERIIR 2D LBY ThoTe,

£2 BAEAABRFERITHVTREIRER 5% LOFH L ORRBERBTECERVEEER
(IMbravel50 BABY) (Z 2T AHRME)

BERIKSHE (SOC: System Organ Class) AFIGFFREE (35 #1)
EAZE (PT: Preferred Term) 4 Grade Grade 3-4 Grade'5
(MedDRA ver.22.0) Bl (%) B (%) B (%)
FH L OERBEREETERVEFTEER 28 (80.0) 8(22.9) 1(2.9)
ek ' 5(14.3) 0 0
0
i




4. HERRIZHOWT

AR OBRENE2BELZDH - BEL, FHOREIC IV EERBERERELE
BRIZXIS T 2 2 BUERED, UTOO~BD TR T 2T HRICBWTHEBT 3
RETH 3B, '

@ MERITHOWT

@1 FED (1) ~ (5) DVTRPCHEYETIHRTHE L,

(1) BB AR T 5 2 A BRI AR (AR5 A D ICEIL SR
HEIR 23 A B RO AR,  HUEAs A BRI &)

Q) BEHARET

() FEFRMERIGET 5 RADFOEMRR (230D EEEIRERb. S A DRoElE
Wb, A DROEME R ©)

(4) SRACEHIEEZRE L. SOREB AR 1 XUt RS L RiE 20
2 OHEREIEIR D BN EFT - TV B HERR

(5) PUEMIESAINS EERME DR EREICR D BHEIT> TV 5 Mgk

®-2 AFHERRAR DALFRE R OBIVEMFBBBR Ot Ic 5y ie fnilk & B 2 OIEET (T
ROWVTINITEY T 5 EM) 23, uAuzﬁﬁ“—}@Zliﬁ'JLBQ‘é‘é?“%@%ﬁ%‘ & LCEE
STV Z L,

K

Bt BRE% 2 FEOFPFHERET LIeBIC 5 EU 03B ABED EERFES
FToTWBZE, 55, 24 ki, mﬁ%%&&éikbtﬁﬁﬁa+wﬁ%%
fTToTWBZ e,

EMAFIER 2 FONPMELET LI-RIZ 4 FULOBERRBRZELTWVS |
¢, 9h, 3G EIL. RN O 3 A KEERE & & Lo TR 2 O B RTHE 21T
STWAZ L,

@ BENOEELFREROERIZOVT

EEMBRERICHFTIEMEFNRB SN, HESCENLOBRED, A - &
EMFRZHOFROETHR CEMEICAT 3 EHREM, FEFL2R/RBE LERA0OBYE
2%, SESHTITON S EHNE->TVE T L,



® BEHER~DRIRIZDNT
®-1 MR 2 BEH

RIE MR B D BB R BITERINTRA LB, 24 BB HAHIO T, YR )ik
EEMRICBW T, KB LBWERICE U TAREERR O CT S0RWERH 0BT HE
RREOHERAY B RICBLN., EbICHIGTiR AR’ g TN L,

@2 ER{EEEIC L3 EESEIcET 3B

RABRICED 5 EFNR AR L RS ET 25 EREESSRERT=2 Y v 7
EEDEEEDR Y Y —= FETOERE L BT A TF 55— AERKH %
BENTWBZ &, BB, BEFEEICOWT, BAUVBRE LZFOREICHAICAMESNT
WwaZ &,

@-3 BHER OZEr-oRIcBI LT

BIVER (REMAER, FFgEERE - fT% - MRS R, KBX - EEOTH,
g5, 1 BUBERRG. AHWRESE (FRIBREEE, BITMERS. TREKRERS) . M
BE (X7 - ALVERBLET) . BEEMFENE. MK - BIRK. infusionreaction,
f5dc - PR TARE., BHAEEE (RETHENBLAS) . EEORMRES. LHR.
MERAREER., WA, MmO VERBER., (GRS RR O kST

(GFPERBD . FEELF PERBAE) . LEREOH AR ORBRYMES) oL T, Skl
B UDLERERSEOSML LT3 EM L EE L @EROBEeXIRCE L THE
BRUOXBEEZToN2EMCHE L), ELICENRLENRTE 2HHAE->TWD
=)



5. R#ERBLRZBE

[(F%hiEicBE+ 2 %5E)

O 2H{bFRERED2V Child-Pugh 4 i&Awwﬁxﬁﬁﬁmmﬁﬁﬁkkwfxﬂ
&U«A/Xv7kwﬁmEﬁwﬁﬁ&#TéhTmé

@ TRICHYST 2 BEITHT B AR ORER CERAFEIC OV TiL, AR OFSHER
B INTELT, FROESIHRE LR,
o OTABOEPHNST SN TORVOHEEEEA & O RRS
o REEE REOTS ) —AENRE. T OTREERE. <A 7 DR
¥, FEIIRIEI TR L LR R . HORBIRIEE) ORIS & 72 5 FFMR
e

[Z2ticB3 5 5HE] :

O TREZYTHIBREICOVTIEHAROBRERER L ShTWEZ <‘:7b>f’o REZLT
ChlrnzZ o,
o AFORZITHR LIRBEEDBEERD H 5 BE

@ WBERIOFHIZIE W TTFRICEY T 5 BEF IOV T, Kﬂ@&%ﬁ#ﬁén&m

B3, LOTBFBRRERWEEICRY, BERAAZERTIZ L 2EETX 3,

s HIEMMRBOSHIIZOBEEDH S BE

o [BHEBRRE CRER LR 5 BE R OVEEIME O RS BRI R et i 4 25
DI RIEEELR A BN D BHE

s BHOAKKRBOHSBEIBENE L IXERED B CRERBDBERD
bHoHBHE

+  ECOG Performance Status 3-4 &0 ¥

1) ECOG ¢ Performance Status (PS)

Score

0 SRR EHTES5. BRHALALREERPHRZ2TL3.

1 PRI LW IEBNIHIR S h 528, BHITHET, BRI - COERIITH ZLRTES,
Bl : BVRE, EHIEE

BITFETCAZOFORY O LiZTCAREAEERIITE V., BP0 50%U B3y FA TR T,

BohBROFORY O LTERY, BHO 0% L2y F2BFTRIT,

4 2<LBFRv. BROFOED DI L TERN, BRIy FABF R,
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6. BEELTHEETR&EETR

O WATESCME, BERFTES SRS 2 BRI E SRR O/ ER UEER
D7D HERERETHCEEL THLEATLH L,

@ BEBIGIC AL, BEXIZORKRICEDIERVEREL+AHRAL. REEZRE
ThbRETHIE,

® REWERDO<XT AL MT2OWT

REMMRERD bDh5 2 L 2RH 50T, AROREICHIc> TiX, BHE
W (PR, Mok, A ORREUHE X BREORKS, BEEL+S
AT5 2k, £, BERUTHEE CT. IiF~— v —%FOREZERT D

Z&
P

AF DO EIXEED infusion reaction |2 2 THEARFICH AR HOTE 5%
% T-7- ECHE L. ARREDRUOAFIRER T RTINS ZTA 28
FF A% BEOREEFSICEET ST L, 128, infusionreaction ZFEHR L
7BAITIE, ETOEMERERNZERICEE T E TRELTABET S
k. "

FRisERE = T4, TLEREAR DL bbNE Z B HHDT, FROREH
TART R O S 2R I BRI iTHE B E (AST. ALT, y-GTP, Al-P, B UV
PUEQRR) B2EETS L, 2. UIRRRZIFIREOSS. IFER
IS LT BEOARFI ORIR - PIEEREIMOREE & IIBIICRELTWS (R
X ESR),

IR E . BIBHERER VU TERREEERHbbNSZ LB HHD
T\KﬂDEéﬁ%ﬁﬁwﬁﬁ%ﬁ¢ﬂﬁ%%ﬁﬁﬁ%&%ﬁﬁ(Hm\ﬁ%
T3. 5BE T4. ACTH, M anrFy/ —VEDRIE) #ERTHI L.
AFIOBREIZ LY BEOCABRIGCERT 5 &5 1 bh3fkx RERBORER
BhHbbhdZtibsd, RERRDONEHEAITIE, BRLEFRIECK
BRIk b R R RO EED LB L CETAZERNBET 21TV, BEDRE
FiSic & 3 BEA R RO A BEITIE. AROAREIPIE, RUBIERESR
NEVRIDREERZETHZ L, 2B, BIBEERNVEYORSFIZXLYEIE
FOBENED DR VESICIE, BIBEERVE VLSO R B 080
bERET 5,

BERTHE. BCERN OBV ABRA L ChLEWERARBRTHIZ L BH DD,
AR OBREXKTRICHBWERORRIC+FITERT 5.

1 BIEERB R b Dbiv, BRF/ES P 7Y R—VARKELZZERHLDT, A
B, B, BHECERORFELMEEO LRIC+HEBETZZ L. 1 BER
RARPNEEBAIIIREEZTIEL, 4 VR Y VEAOREEOET2LER
1T5 2 &,

1l



IMbravel50 BRBRIZIER GBAME D 54 BE TI1X 6 BRI, LI 9 BRI
AIEDFHBEZAIT o TV Z L BB, FFREPIIEHNICESBRE THED
FERBEITHIZ L, ‘ A
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