EFERHEETA N7
TV X7 (BaTRE#RZ)
(BR7E4 - 72> b Y 7 BifHE 1200 mg)
~ FE /N B it R ~

ER 3 044 A (445 AHKET)
BT B
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1. IXUwic

e DF NN « ZZRMEDFEMR O T2 D121, IRASCEZIC IS W 218 E 2 23R
bND, 5|2, IEOREHEMTOMEARIC LV | FUKEIN 72 & OHHH 72 81 MR R
FREZRBDARIND T T, 2 b OERGNZ EIZHNEREBFITRMLT 5 2 L BBEO
R & 72 o TR Y RIFMBGEE & YR O B T8 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHERAORE(LHEZXS Z L L ShTnb,

BORERRE PRI, MEERASRZ 2T 1 7 7 A VDBEF DRSS & B 5 i
B BB D, 20D AL OREMICET A ERS+0ERT 2 £ TOM,
MHEIMOREZMLSZIT 5 2 EnHIfF SN BT LTERT 5 & &bz, BIE
RMFEBL L 7B B3t & D 2 & DA HE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E TR LN TW D EFEIREN -
BRI EED & | DUT ORI O Fei 70 8 2 HEE T 2Bl b B e 8k B %
F RO EFREEZRT,

B ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, —AFEENE N A ARBRIRNBHE S FEREFNEENE A B AR P2 &k O
—MRFEETEN B AR ZR 2 DO/ b LR LTz,

MG Ll HEEN TR MY Y ATEEE 1200mg (—4 T TV U XA~ T (BB
THAHLZ))

KR ERDHREINE - GIBRARREZHELT « FFF& DIE/ Nl e
PD-L1 B5tE D IE/ NIRRT D Ifr i fl B4

WEERDRHERORE AL FRIERIBE O R LR 2 bk < GIBRARBE 72 84T - R38O I/
Tl e g
L OFEEMEIEE A & OfFHICIBW T, B, AT 7Y U X
~7 (BEfE M%) & LT11[E 1200 mg % 60 47 77F T 3 #H[H
FRE CRIEFET 2, 23, ARG OXEMEN BIF CThHIL,
2 [6] H LARE O $ H-HEIE 30 2y & TR CE D,

LFRRERIGR D PD-L1 BEMEOUIERANEE 2R EAT - FRFE DI/ N
Jiea Jiti g

WE, RANIET T YY) X~7 (BEfsrHfz) LT 1 [E
1200 mg % 60 77 7>F T 3 @EEIR CTRisHET 2, 2B, FlE
BHOEREMEN R THIVE, 2 BIELFFEOEGRERIT 30 43/
FCHEMTE 5,




b FFEBRIR R O UIBRANRE AR HEAT - FRFE DI/ N it

WHE, RANCIET TV U XA~T7 (B rHiz) LT 1 FE
1200 mg % 60 73 7>7F T 3 WMHMIR CRiEHET 2, 723, FIE
B ORRENBIFCTHIVUE, 2 [\ B LG5I 30 /3
ECTHEMTE %,

PD-L1 [5t D36/ NG (2 31T D Ifr i B s
WH, RANCET 7Y X~7 (EiarMiz) LT 1 [E
1200 mg % 60 73 7>7F T 3 WAMHMIR TR eET 2, &GHMIT
127 AMETET S, k. HIEERGOIEMEDNSBIF THIIL,
2 [A] H LA O $ H-HEIE 30 2y & TR CE 5,

BO3E R o5e 3 A AN




2. AERN DR, 1ERBEF

T b T L 1200mg (—i%4 T TV U XA~T (Bla#Hz) . DLF IR

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%E 77U Gl (IgGl) 777 A0k MEE
J 7 a—FAHETH D,

CD274 (PD-L1) (&, EEANICE O THIFIERAIMECEIR L T 0| EE LY
VoNER (T MEfE, BRI L T 2 7 40% 7 —T #Mild) 2B T 5 CD279 (LLF, PD-
1] £Wwo,) KUCD8O (B7-1) &ifia L, SEISEZAICHIET BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 XA
TH Y. PD-L1 & PD-1 &4 L7ofRB& 1L, S MRS GURRF A0 72 T MR & OBBEE
ZEGET DT O—2 L LTEZ LN TV D,

AN, PD-L1 OMfEsEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
0 DAFURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A I+ 2 &5 %
5 TWVW5D,

ZID DHEN G | AANTHENEREG T 287 R InEKIC 2 0155 b O L WIR S,
/KR it AR A kPG & LT BRIRERIR A2 i L. A0, Lt Kk OB AN iR
i,

ARFNOVERIBEFFZ IS <@ ORI IS L DRIEMFER & 6 b, BT
(CEDFREMED B Do ARIOERE TR ORERITIT, BEOBIEZ 21T, RER
RO SN E IR, R L2 F RIS U MR sk & #RBR 2 R DR &ddh L C
)22 EERR W ATV B DS RUGIC X D EIEM gD 255101, BIE BB R
IV CRIOREEDFEYLILEZTT O BERDH D,



3. ERPRARE
YIBRRREZR HEYT « B3 OIE/NafitiE K OY PD-L1 Btk o6/ Nafififa (2 31T B ik
1l B E D AGREF 5l 2 1T o 72 E 72 WK R BR O il 2 7~ 97,

[H2hhE]
OEBE L FRFHMFERER (OAK FER)

77 FF 8 o B AL ERIERET O B D IR AR IR AT - FRIE O IR it B
1,225 1] CRFIRE 613 i, N4 2w ARE 612 #) Z25t812, A#lE K4 %+ (DOC)
DA ZINER V222 bl 9~ 5 S IAHRER & 920 L 7=, Al 1,200 mg/body XX K& %
XL 75 mgm? & 3 AR (LU, TQ3W]) & )H,) THRIEFHEL,

RN T v Z 2L EITZ 850 B (AN 64 BlaETe) OEBEEHICBNT, KA
BEC REZ RV E i U CTRAEFSIR (BLT, T0S) W9 ,) OFERIERDGRD
Hiv (N — R [95%/FHEX M1 : 0.73 [0.62,0.87], P=0.0003 [J&5!] log-rank /&) .
PO [95%EHE XM ] 1ZIAKIRET 13.8 [11.8,15.7] #H. FEZXFEARETI6 [8.6,
11.2] A TH-7= (¥1),

* o RO AR (LT, TEGFRI &9, ) BHEFA R TR Y v ST —8 (B
T, TALK) 2019, ) BAEETFBEOBE T, 77 FF 0 E ST EREICn ., Zhe
U EGFR FLEEM Xd ALK PR % 49 2 HUBEMEIEEANC & 2 0D & 2 BE BSA AN D

niz,
1.09
0.9+
0.8+
0.7
40 0.5
{Ho
i 05+
H 044
0.3+
0.2+
oy (! Fadeil
1 FEiATT
o4 + 754
T T T T T T T T T T
0 3 ] 9 12 15 18 21 24 27H
FFEE 420 363 305 248 218 188 157 i4 283 1
FeadtIL 8 425 336 263 195 181 123 98 51 16

1 OS @ Kaplan-Meier #iff (OAK #ER) (£BEFHEE)



OIE BEIL[F M1 AHFER (IMpowerl 50 #X#R)

(LFRAERE D 72N R A BB % B < BIBRASRE 72 864 T - TR 8 D FF/ NI e i AR 1,202
Bl (AARN 93 FlzETe) ZXRIT, AAI1,200mg & MOFEENMEEA] (LR T F
AR E2XEL [ARE, 402 61] XUIANKRTTF o+ 7 ) ZxB L4+~ X
~7 (B z) [BHEE. 400 61]) & OfFHEGOF MR ez, JFH ks
BIE (WK T FTF o +37 U XX+ X< 7 (&G T-#H %) [C #E.400 41])
& Hei g o S AR & Fhi U 7272, TR RIMENT OFE R . EGFR BinFAREBGME L ALK
A E I EDEE (157 B) ZER< 1,045 61 (BARN 67 filZGte) o ITT-WT £
(BT, AAFIGEEE (B HE 359 f51]) TXEFREE (CHE337 1) & el U CFZEHmHE B
T D 0S DHBERILENED HAL (T — R [95%(E#E XM ] 2 0.780 [0.636,0.956]
P=0.0164. A Z/KAERFM 0.0184 [JEH log-rank FiE]) . FHRAE [95%(EHE XM ] 1ZAFH
OF F#E B #£C 19.2 [17.0,23.8] 7 A, *FH#E C #£ T 14.7 [13.3,16.9] W A TH 7= (2018
1A AT—20y A7, [M2), 723, KADHHEE (A B 349 #) ([ZOW T,
STHERE (CHE337 1) 12695 0S DA BERIER TR b o7z,

*1 : EGFR B15F28 BB I3 ALK @& 8B F- B0 B3 Tk, £h2h EGFR FREEH X% ALK
BEEEARS &2 A 3 2 BUBEMEIEE AT & 2 AR b 5 BE SR AN BT,

*2 0 AHK1 1,200 mg, VAR TZF 2 AUC6, /37 U X X&)/ 200 mg/m?, NNV AT (GEG TR
Z) 15mg/kg % Q3W T4 Xt 6 = — R 54% A4 1,200mg KON AT X< 7 (BIEFHHLR)
15 mg/kg 28 Q3W THH- X7,

1.0
0.9
0.8
0.7+
@' 0.6
% 0.5
0.4+ k
B RIALXTT "
03 c:ALRTSF - -
P aREIL
0.2 4
BCP
014 -=vmem FFU/)A<T +BCP
L
0.0+ |+ *TEUJJ T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33A
AE[+BCPEE 359 323 296 264 235 167 119 66 34 9
BCPEt 337 308 268 233 196 129 87 56 29 6 1

2 OS ® Kaplan-Meier Bi# (IMpower150 328%) (ITT-WT £H)



Fo, BARNBEEHCEKIT D ITT-WT £H D 0S O HAE [95%(SFE X ] 13454
OEFE B BEC 19.8 [14.1,24.2] 1 A, XHREE C BECHEEAHE [13.2, HEEARHE] I H.
NY— R [95%(EdE X M) : 1.311 [0.498,3.446] Th-o7- (X 3),

104+ I
094 7T by
0.8 ey
0.7
40 06+
{'ﬂ_f 0.5-
049 5 oxey R
034 C:ALKRIZFY 3
PO SRR A
02 T '
BCP e
01 ===s FFYYRTT +BOP
L
0.0 T ?:TE ke T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30AH
A#l+BCPEE 32 29 28 24 22 19 13 8 5
BCP# 14 14 14 13 11 7 6 5 4 1

3 BARABELEMIZIIT S 0S @ Kaplan-Meier B (IMpower150 3B (ITT-WT £H)



OIEBRIL[FZ 1 AHFER (IMpowerl32 #ER)

{LBRIERE D I W R LR 2 B < EGFR &fn AR EVE, ALK @A B 1 EtEo
UIBRARE 72 ST - P OB/ Nt BE 578 1 (AARAN 101 Bz &Te) Xz, K
#1,200mg, 77 FFE (DNVKRTZF IV ATTF ) KORA ¥k R
NU T LKF (LR, [RA RLXE R EWH,) OFFREE [ARAIGHHEE 292 6]
ORI N2 R, TTFTRE] (DVRTTF I AT TF ) FORA
MUt ROOFRE G DofEEE, 286 #il] 2 & bl 3 2 S IARERER & 5l U 7=, AAIDF
FARECRIHRRE & Ll U CRERHMME H O—2>Th 2 WA (LT, TPFS) &
Vo) DEBIEENRD HIL (O — Rk [95%(E X ] 0.596 [0.494, 0.719], P <
0.0001 [J&5]] log-rank HE ], A E/KAERH 0.0040) . HFIAE [95%FHEXM ] 1TAHIOF
T 7.6 [6.6,85] A, *IEEETS2 [43,56] WATH-7= 01845 H 20T
— &y AT, K4),

*1: AHKI1,200mg, HARTTF 2 AUCE TP AT TF 2 75mg/m?, XA b L& K 500 mg/m? &
QW (Fa—2Ad 1 AHICHEY) T4 X6 2 —AFL5#%, AAI 1,200 mg LA FLFE R
500 mg/m? 23 Q3W THh- s 7,

*2: WNVRTTF 2 AUC 6 T AT T F > 75 mg/m?, XA FLF+E R 500 mg/m? % Q3W (% =2—
2D 1 HBIZEE) T4XE6 a—AREH, XA FLFE R 500mg/m? A Q3W THRE I,

1.0
09+
0.8+
0.7
06
054
0.4+
< 0.3

0.2 1

EIBELFDS

FEBEF:ISFT UG L
01+ =mimen FHIHEAE:FFHHTSF 0L EE

15491

0.0+

0 3 6 9 2 15 18 21 B

AEIGEREREE 292 231 169 120 88 43 11
TIBBEE 286 195 115 72 44 1 3

X 4 PFS @ Kaplan-Meier #i# (IMpower132 38%) (ITT £H)



@WFFLEF T FHEER  (IMpower130 #5R)
{EFFRERE D 720 i BRI 2 BR < UIBRAREZ2HETT - FR38 OIE/Nlba i B 724
B &8, KN 1,200 mg, DAVRTTFURONT Y ZxE (TAT7 I U EEA)
(LR rnab—PTXJ VD) OOFRRG [ARAIGFEE. 484 6] ™ OFZME K OV
. ANKRTTF 2 K nab-PTX OOFHES [RHREE, 240 #1] "2 & bk 9 2 S5 AR
B2 S hitn U 7o, HIRIMENT DRSS EGFR &6 A RIGVE XU ALK @& BB Bt o B
ZER< 679 Bl ITT-WT ££HITIWT, AAIGFHEE (451 i) TxifaEE (228 i) &t
L CHEFMEE O—>Th D 0S DHBRIEENHEO bl (N — REb [95%(51#
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank iR7E]. HEAKERM 0.0425), T+
JE [95%FHEX M ] 1IAFIOFHEET 18.6 [16.0,21.2] 1 A *FHEHET 13.9 [12.0,18.7]
HHTH-oT= Q0ISHEIHISHT—F¥ By b7, ¥5),
*1 : AK11,200mg, B ARTTF 2 AUCE 23 Q3W T, nab-PTX 100 mg/m? 78 1 AR T, 4 XiX 6
a— A E% . ARHKI 1,200 mg A Q3W FE- STz,
* 0 NIRRT I AUCGE 28 Q3W T, nab-PTX 100 mg/m2 28 1 ERIRIBE T, 4 idk 6 =2 — A EEHE SN
72

1.0
094
0.8
0.7
06
054
0.4+
0.3
0.2+

THIE

FRBE:DILATSF e DR S )L
01+ ——=—— FARAE:FHIATST e 0252
. TE4

0.0+

0 2 4-0 0 S 02 el B S8 P 0e 2P P4 PR 280 30 32

FHIGEAEE 456 427 384 365 319 298 271 220 168 130 88 B9 40 19 10 4 1
FRREE 229 207 176 162 147 132 119 96 75 58 39 24 13 & 1

5 OS ® Kaplan-Meier %R (IMpower130 &) (ITT-WT £H)



GIEBEILF M1 AEFER (IMpowerl 10 #X5R)

(L IERE D 720" PD-L1 Btk (RIS TR M S s MR 3810 5 PD-L1 %8
BN 1%L F) OYIRARGEZRMETT « B8 O IE/ Nt B 572 1 (HARN 51 fl% &
te) ZXRIGUT, KA 1,200mg [AFIRE, 285 B OAMER VLM E, 7T F A

(VAT TZFXFIANETTF ) HONRA R L& RUTTF A Z e Off &S

Abspggyhnt, 287 il & bl d 2 S MAHGRER 2 5506 L 7=, WP RIfIT OFE R, EGFR ¥
BB T ALK BE B R TBEOBE 2R 554 Flo ITT-WT £H0 9 5
TC3/IC3-WT ££[H1 205 5l (AAN 24 il 5Ede) ([ZBWT, AFIEE (107 B1) TILFI#E
ERE (98 ) & bl U CEEFHMEEE Th 2 2AFHMMOAERIEENRD Hiv (N
— N [95%(EH X H] 0.595 [0.398,0.890], P=0.0106 [f&%! log-rank &1, A EKE
MR 0.0413) . F il [95% G HE XM ] 1IAAIRET 20.2 [16.5, #EEARRE] B H . (L5
EREC 131 [74,165] WATH-7= Q01849 A 10 HT—F v b4 7, K6),

*1 : EGFR B15FZ8 BB I3 ALK @& 8B T B0 B3 Tk, Zh2h EGFR FREEH X% ALK
BRAEVER 245 2 HUBMEIRIS AT & 2 IRIRIE DS & 5 B A A A BT,

*2 ;AR AT IZ 51T 5 PD-L1 & 563 L7 AN 23 5 b 2 BIA (TC) SNBSS g
E®5EE (IC) 122V TERIEE S, TC3 (TC=50%) Xik IC3 (IC=10%) ThHHEIC
TC3/NC3 M & STz,

ol PE(ERllog ranki® ) 0.0106

0.9+ R {E (95% (5 FE X fa])

i {b22%EE 13.10 A (7.4, 16.5)

: .. #2025 A (16.5, NE)

0.7+ e, N —F H(95%{E88 X f8]) 0.595(0.398,0.890)
g 06
pe 057 R .
H 044

0.3

024 (s |_

G, Sewan FHIE

. TEYN
004

T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36A
AFIEE 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
{F&EkBE 98 89 79 65 B0 40 33 28 19 12 9 7 6 4 3 3 3 1

6 OS ® Kaplan-Meier #i# (IMpower110 38) (TC3/1C3-WT £H)
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@FE B I FEFHIFEFER  (IMpower0107K5%)
7T FFHH & G iR B R AR O R W R HIIBE (S >4 cm) ~ITAH

(UICC/AJCCHRHI B ThR) DI/ Nl ba i 85 1,00561 (A ARAN17H1Z &) 2 X545
(2. ARHI1,200 mg DA itk B O SRl (BUF, TBSCY &9 ,) LT 5
FNAHFER 2 520 U722, PRI 05 R, PD-LIBEM: (EEMIEIZIS T 2PD-L1F Bl
(TC) 2M1%LhE) O SUIMABEMICIBV T, AFIRE (248%1) TBSCRE (228%1) &
bl U C A H Ch 2 A (LR, TDFS) &\ H,) OFEBERILEENR
D HIL (N — R [95%EHEXH] 0.659 [0.495, 0.877], P = 0.0039 [J&%/llog-ranki#
&1, A EAKAERIH0.0370) . HRAE [95%EHEXM] IIAKIFE CHhRERE [36.1, H#EE
el BSCHET35.3[29.0, #EARE] WA CTho7z QOQUFIH21BT—Z 0y b4 7
7).,

*1 1 75 FFH & T S BN I HRBRIR DI BT S P, BEDO BT - 72,

*2 : RH) 1,200mg % Q3W T K 16 [AlFE 5 L7,

1.04
BSCEE
0.9 FH|EF
T )
0.8
0.7
@ pg-
o
ﬁ 05+ o S s e b o
£
g 044

02  P{E(E5log-rankt® ) 0.0039
(B (95% {558 X fe])

02  BSC 35.31 8 (29.0#ETHE)

Fr )T R {EAIZE(36.LEFETED
014 A —FLH(95%{Z8 X ED 0.659(0.495,0.877)

0.0

T T T T T T T T T T T T T T T T T T T
B 8¢ Bortg o B8 D DA DT ER0 B3 E SR3OS s R B
AFIFF 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSGE: 228010 M86 469 160 bl A2 aE iy Gy ae0iTRY e ol i e e
X7 DFS®Kaplan-Meieriff (IMpower0103R5R)

(PD-L15#: (TC=1%) DI UIIMMAILE)

11



(PD-L1ZEBLIR BRI DA 20 Mo OVZE )

OIE BRI R AR (OAKFRER) ITHAANONTEBE D 5 6, FEEHRRERIZ I
TPD-L1Z& 58 U 72 IS/ & OE R s g i 23 5 oo %15 (LU, TPD-L138EL
H] LW, ITHET DIERPE LN —HOEREFEDOT — X IZH-SE | PD-LIFEELRSE
BNZERZRANIRMT AT > Te A WER O ZRMEDOFRERITILL T O LBV Th o7z,

HRIMEIZHOWT, PD-LIOFREURMOAIMEDOFERIZ, R1D LB THhoTo,
723, PD-LIOFILRMIC K 5T, AFOLZE2ET a7 7 A4 VEFERETH - 72,

#1 EEABRBEICIIT 5 PD-L1 ORBUR IR DA
(OAK #HBr, 20165 7T TETF—F vy bF7)

0S
PD-L1 @D BeGRE IS HffiE [95%CIH] AP — R ZHAER O
(B H) [95%CI] p &
AH) 180 12.6 [9.6,15.2]
2D
TCO0 7> ICO DOC 199 89 [77. 11.5] 0.78 [0.61, 1.01]
AFH 241 15.7 [12.6, 18.0] 08434
TC 1/2 IC1/2 : R .74 10.58, 0.
C 1/2/3 XL IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58,0.93]
AFH 290 12.7 [10.0, 15.0]
TCOM A 1C 0N DOC 284 92 [82,11.1] 0.79 1064, 096 0.4479
AH 129 16.3 [13.3,20.1] ‘
TC 2 IC2 ) 49,0.92
C23 Xk IC2/3 DOC 136 10.8 [8.8,12.7] 067 1049,092]
| 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A [ J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AH 72 20.5 [17.5,NE] 0.0031
TC3 XIFIC3 ‘ - 0.43 [0.27, 0.69
X DOC 65 8.9 [5.6,11.6] . !

DOC: FEZFE/, *:PD-L1 %&E (ICO0. IC1. IC2, IC3). BHAEDOL Y A% (1, 2) ROYEME (R¥E L

Pog, FERLEOR) 2RI & L7zl Cox Al

D TC : FEEMRRIC 31T D PD-L1 25 L 7= S AN 5 B E14
IC : FEEAARRICIS T 5 PD-L1 & 3881 L 7= fEsn i M s e i 23 5 & 5 514
OAK #k. IMpowerl150 3R THEH L7z TCO~3, ICO~3 [T THZH

‘3

PD-L1Z& Bl Sy JE ALY PDLLL%%%
PD-L1 DFGVER S D3T85 L7200 TCO
X%, Yetash B < . PD-LUC K D BSOS ASEE RO 1% R ISR Hid

TC | GeassfE |2 BAGR72 <, PD-L1IC X 2 Bt ROe 23 TSN O 1%L _ES%AT IR0 5115 TC1
Guta i IR 7e <, PD-L1IC X 2 B S e 23 IS I 0D 5% L _E 50%A i 12 sl b i D TC2
et gm I BER 7 <. PD-L1E X 2 PR e A IS Al 0 50% 0L EIZRD Hivd TC3
PD-L1 DFGVER S D3R 5 A7 0 1C0
Xk, YetashE 1 BAfR7e <, PD-LUIC K 2 Bt S 25 G = Se 8l el D 1 % AT I 786D H A1 D

IC | Jeassf|CBaPR7e < | PD-L1IC X 4 Bah S ios 23 R M Sz M O 1%L 5% ARl 588 55 IC1
Qo i |2 BIFR 72 <, PD-LUIC & 2 B PE s ies 758 s e 0 il D 5% LA _E 10%ATis 12 s 8b 5L 2 1C2
Getass | BEPR 722 <. PD-L1IC X 2 Bl SOe 2 SRS AR O 10%LL EIZERD Hivd IC3

12



FEART K OVEIEAR SRR K2 361 D PD-L1 ORHELR B DA NEILE 2 O 8~9 D
LBV THY, RBELEEOBETIE, TCO 7> ICO B (EEMEMEICRIT 5 PD-LI %
FEHL U 7 A AR M OVEEHR I S M A 5 O 2B &R WIS 1%AT) 128V T,
RE & X AHE e iR LEBEOMRDO R E S DVNSVMHN D FE O HiLlz, 7eds, FAMEA
M OVPD-L1 OFRBIRICE O RAOLEMET 27 7 A TR TH -T2,

#2 B R OEEARBAICIIT D PD-L1 ORBUR IR DA
(OAK #Br, 20165E7THTHETF—F Ay b4 7)

oS
PD-L1 @D BehE % L [95%CI] AP — N ZHAEMD
(B A) [95%CI] p fil
e - bR
AHA 140 14.0 [10.1, 15.9]
TCOo 22 1C0 DOC 150 11.2 [8.6,13.5] 075 [0.57, 1.00] 0.8364
AHA 171 17.6 [14.2,20.4] :
TC 1/2 IC 12 .72 10.55, 0.
C 1/2/3 XiX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
AH 221 14.1 [11.7,16.3]
TC 0/1 %> IC 0/1 DOC S 113 [89, 13.5] 0.79 [0.62, 1.00] o
AHA 89 18.7 [15.5, NE] :
TC 2 IC2 61 [0.42,0.
C23 Xk 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
AH 262 142 [12.1,16.1]
D] . . .
TC 0/1/2 7> IC 0/1/2 DOC 265 119 [9.8, 13.9] 0.83 [0.67, 1.03] oon
AHA 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
R b R
AHA 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
CommICO DOC 49 7.1 [6.0, 8.6] 0.82 [051,1.32] 0.7207
A 70 9.9 [7.6,15.5] ‘
TC 1/2/3 XX IC 1/2/3 DOC 60 87 [62 10.9] 0.71 [0.48,1.06]
AHA 69 7.8 [6.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
COTAo1C0 DOC 72 73 [63,8.6] 076 [0.52, 1.11] 0,929
A 40 104 [7.6,17.5] ‘
TC 2/3 XX 1C2/3 DOC 17 0.7 [56, 17.2] 0.76 [0.45,1.29]
AHA 86 7.8 [6.9,10.6]
TC 0/1/2 7> IC 0/1/2 ’ 0.79 [0.57, 1.11
DOC 91 7.5 [6.3,8.7] 057, 1.11]
A 23 17.5 [7.9,23.3] 04902
T I ’ o ) 27,12
C3XizIC3 DOC 18 11.6 [5.6,16.5] 057 [027,1.20]
DOC : RteZ Xt/ *: FEEHI Cox [Hl)F
1.0
0.9
0.8+
0.7
<LEI‘ 0.6+
@ 05
H 0.4+
0.3+
024 o
ST o
004+ s

AEIEE 112 93 74 51 43 35 30
FzeFEILEE 110 90 &7 39 28 24 16 7

X8 RYEREEZEFIZEITS 0S ® Kaplan-Meier iR (OAK 3RER)

T T
? 3 6 9 12 15 18 %
1
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NS

104 =
09 '
084
0.74

40 06

E 054

H 04

0.2+

024
0] 4= Frssml 014 FE2EEIL
. FRINATH cieimin PFINATT
npd 4 T5UM no4d + e
T T T T T T T T T T T T T T T
0 3 5 9 12 15 18 21 24 7R 0 3 9 12 15 18 21 27H
=HEFE 70 59 48 35 29 25 21 13 [ 40 32 24 15 13 10 ] 2
Rusft)LEE 60 44 36 24 18 15 9 4 1 49 45 30 15 10 9 7 3

X9 RY¥LRERELERIZEIT S PD-L1 REIRHEITD OS @ Kaplan-Meier #i#f (OAK 3BR)

(K : TC 1/2/3 X1X 1C 1/2/3 DBELEF, AKX : TC 0 52 IC 0 D BAELEM)

@E B I FF MAEFER (IMpowerl 50588%) (ZHLAAN SNTZBFZED H 5, PD-LIFEIE
(BT DIEMBE DN —EHDERE DT —ZITHSE | PD-LIZEBLREHNIIREMIC
fRMT 24T - T- A IE R O 2 ORERIZLL T LB Th-o 72,

AT SWT, PD-LIOREILRIBI DA ZPEDRIRIT, K3ID LB Th-oTe,
2%, PD-LIORILRIUIC L 6 KR OLZEMET 07 7 A VIZRERTH -T2,

#3 JEEABRBRAICRIT S PD-L1 OFFIRTBIOASME (08, ITT-WT 4£H)

(IMpower150 3Bk, 201851 A 2 HF—F I v b A7)

0S
PD-L1 &1 BERE %K HhefiE [95%CI] NP — R ZHAEH O
(HH) [95%CI] P fE
B & 167 17.1 [13.5,20.4
TC O 7> IC0O ﬁi [ J 0.82 [0.62, 1.08]
C 7 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 XX IC 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C B 165 16.4 [11.2,22.9] ' T
B 230 19.1 [15.8,23.8]
TC 0/1 7> IC 0/1 C it 1 143 (133, 16.4] 0.77 [0.60, 0.99] ) ssss
B i 129 22.2 [17.0,26.1] '
TC 2 IC2 . ’ .82 [0.58, 1.1
C2/3 XIX1C2/3 C Bt 116 167 [10.5.242] 0.82 [0.58,1.17]
B ¥ 288 18.2 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 e 7 144 [133, 167] 0.81 [0.65,1.02] o
B ¥ 71 252 [18.7, NE] ’
T I . ) 43, 1.1
C3 XIXIC3 C Bt 65 15.0 [9.8, NE] 0.70 [0.43,1.13]

* . JEJ@ R Cox [B])7

QEFEL[FFHMAHFER (IMpower010

RER) ICHAAN SN BEDOT —H I TEED %,

PD-L1 FEELRBNAT o T AR VR EMEDOFRERIZUUL T D LB Y ThoTe (—HR

SRR R &2 3 Ee)
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AHMEICBEI LT, 1STC<50%D BEMHERM T, DFS 22\ ik TC=50% 0 B4
M & B2 DHEMMARD B (F 4, X 10) . OS IOV TIE BSC B & Ehifle U CTARKIRE
TTHEIDEmAFED b (&S5, X 11),

728, PD-L1 OFBURPUIZ L 6T KAlOZEMET v 7 7 A VITFRETH -T2,

£ 4 EEMAGBRIEICIIT S PD-L1 OXBURMAID DFS (I XITIA $4£H)
(IMpower010 3Bk, 2021 1 H 21 B —4F by b A7)
. . HhefiE [95%Cl] NP — Kk RHAERD
PD-L1 %3  B5HE  #ilk B A) [95%C1] o i
AH 181 36.1 [30.2, NE]

0, *1
TC<1% BSC 202 37.0 [28.6, NE] 0971 [0.718, 1.314] 0.0654
A 248 NE [36.1, NE] . ’
>10, ! 2
TC=1% BSC 228 353 [29.0, NE] 0659 [0.495,0877]
AH 133 32.8 [29.4, NE]
1=<TC<50% ’ 0.868 [0.600, 1.256] ™
°  BSC 114  31.4 [24.0, NE] L0.600, ! 0.0192
| .
Tozs00 Aot 15 NE 423, NE] 00 1000 06847

BSC 114 35.7 [29.7, NE]
*1: JERRI Cox LB N — RET L, *2 58] (55, &) | MR (SQ-NSCLC, NSQ-NSCLC)
FOYEH (I, TMA) ZJERIKF & Lz@Rl Cox kil — FEF /1

- -
g - AFHIE g
] =
R ey =
z ~ Z
5 . 3
72} e, ©n
~ o
3 $ 2 e
=~ “‘is
4 % &
g g — z
3 i 2
3 2
_5 0 e o 40
< =
=] o
ol \ 2 \
- BSC #f = BSC #¢
| ]
£ £
0 0
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 a 3 6 S 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54
No.at risk Time (Months) No.at risk Time (Months)
BSC #f 202 191 171 154 148 135 130 124 110 83 64 41 31 12 7 2 2 NE NE BSC #f 228 212 186 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 3
ARFIEE 181 172 150 141 138 131 121 116 102 83 67 38 26 14 9 2 2 1 NE RHIRE 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
bl an )
e \ s — AFIRE
1 ~
< N AFEE 3 .
S & ™ Z 8 S
= Ty Z e
5 — 3 E
17} © i
o . 3 f—
S e ‘ " £ w0 I
o T 2
2] a - <
A I‘ a a0
S =}
5 g .
= . '—::'
Z BSC #f 2 BSC #¥
3 =
2 2
& [
0 0
0 3 6 9 12 15 18 21 24 27 30 33 36 36 42 45 48 51 54 i 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54
No.at risk Time (Months) No.at "Sk‘ Time (Months)
BSC 114 103 93 8 8 76 72 67 56 42 36 25 18 7 5 4 3 2 1 BSCHf 114 103 93 87 81 75 70 68 61 55 44 34 19 14 9 3 3 2 2
JAjlge 133 125 118 112 108 101 94 89 73 59 43 28 24 12 9 5 3 2 2 AF#e 115 110 107 105 98 97 9 92 8 75 62 48 30 19 13 7 5 1 1

X 10 PD-L1 D3EBIRFFID DFS ? Kaplan-Meier figt (IIXIXIIA M. IMpower010 X5
(EER : <1%, £LE : 21%, £ FK : 1I=STC<50%, & FE : 250%)
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#5 EEMERBRAIZISIT S PD-L1 OFEHIRHIA| D 0S (I ITIMA Hi£H)
(IMpower010 3Bk, 2021 1 H 21 B —&% by b A7)

PD-L1 % KERE B g &(;)F * EP%%}%S;ACH /[;);;/;Cﬁ]tt TC%EH ’
% o ap mme  weeng  GDsRie0
ez o8 3% wmotn N iNews 072 seimolt

ST ot pew  nemewe  ESlms2ma
TC=50% ffcu ii v ((292'2) - mg Eg 0.366 [0.181,0.742] * |

*1: JEREAI Cox LB N — RET L, *2 5 (BB, %) . #HE (SQ-NSCLC, NSQ-NSCLC) MK OYEH (II,
MA) #EHIET & LRI Cox e — KET L

20

Probability of Disease-Free Survival (%)

0

No.at risk
BSC Bt

AHIE

a0

Probability of Disease-Free Survival (%)

No.at risk
BSC ff

AmIRE 133 128 128 124 122 11% 115 113 111 97

X 11 PD-L1 OFRBLRHHI D OS @ Kaplan-Meier B (I XIZIA 5.
(EER: <1%, £ER : 21%, £ FX : 1=TC<50%., £ TX :

0

202 196 192 185 181 178 174
181 177 176 173 172 167 162

o

114 108 106 104 100 100 39 96 93 B8 67

3

3

6

[

9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
Time (Months)

3

12 15 18 21

172 167 153 117 88 58 38 18 5
155 151 139 107 70 46 28 20 4

Time (Months)

51 3 M 14 7
T4 57 43 13 15 7

3
2

5

5

1 NE NE
2 NE NE

24 27 30 33 36 39 42 45 48 51

4
3

5 57

2 1
2 ME

16

& @ @ =]
=3 S o S

Probability of Disease-Free Survival (%)
W
S

]

No.at risk
BSC #f
AR

& 2 2 8

Probability of Disease-Free Survival (%)
=

o

No.at risk
BSC ftf
AFNEE

: ¥Nilica
=

"
L T
Mt e 4 min -

\ BSC &%

36 39 42 45 48

51 54 57

0 3 6 9 12 15 18 21 24 27 30 33
Time (Months)
228 220 214 210 205 201 198 192 185 172 135 110 80 57 32 17 10 7 5 2

248 241 241 237 234 231 225 222 218 196 164 126 99 62 40 26 13 5 3 NE

__— AR

BSC #f

[} 3 B $ 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
Time (Months)
114 112 108 106 105 101 99 96 %2 84 GB 58 43 31 18 10 5 3 3 1
115 113 113 113 112 112 110 109 107 %9 85 59 55 39 25 19 38 2 1 KE
IMpower010 FRE%)

=50%)



[ 414]
OEFE LR AR (OAK #ER)

BEFRGUIARAIRED 573/609 § (94.1%) . KX X EB/FED 555/578 B (96.0%) (278
D BV, TR & ORIEBIRI A E T & 2WVE EFGUIAAIRE 390/609 6 (64.0%). K
& X VRE 496/578 ] (85.8%) IZRBS BTz, FHLED 5%LL EDORIEREGRAGE T
TRVHEEFRGIIROODOLEBY ThoTo,

£ 6 FREN5%ULOEEBESFTETERVEESES (OAKRB) (ZEMMITIREH)

B RIRSHE (SOC: System Organ Class) AAKI#E (609 1)
HAREE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BilE (%) B (%)
NRBERNEE T RWEHEESR 390 (64.0) 90 (14.8) 0
—% - AHREER L O G ORE 202 (33.2) 15(2.5) 0
=5 87 (14.3) 8 (13) 0
W 51(84) 2(03) 0
pren 49 (8.0) 0 0
R E 136 (223) 6(1.0) 0
M 53 (8.7) 2(0.3) 0
T 4777 3(05) 0
FERG ¥ K OEE Pk 119 (19.5) 8(1.3) 0
FPr 42(6.9) 2(03) 0
% 5 e 38(62) 2(03) 0
R L O E 86 (14.1) 9(1.5) 0
AR 52 (8.5) 0 0

¥, ARFIEEZ IV THEEMEMZE 10 61 (1.6%) . ITHRERE 43 61 (7.1%) . KEGZ -
EED TH 56 (0.8%), 1 BUHEIRIE 161 (0.2%). FLIRIREREREE 27 5] (4.4%). B
BEREREE 161 (0.2%). FEEARHEEEREE 1 6] (02%) . MElES (F7 2 « S —JEfERE
Exate) 116 (1.8%), K - #EES 5 1] (0.8%). infusion reaction 8 il (1.3%). 5
9%« BRUHRRIE 2 1] (0.3%) . BEREREE (RAE HEMEBRE) 561 (0.8%) MUE
FEDRZJEREE 9 6] (1.5%) F8d biviz, Fiz. Wk, witEgimn, sEEfmOaE, O
2% Je QNG e MR I/ NI D PSR BEIR 1R 8 D L7203 o 7o, AREIEF S BRI B 5
(MR REMRT 2 5) 2B UEERERT,

QEFRL R MAEERER (IMpowerl50 FER)
AEFLIIARAIOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
IZF88 B AL, TRBRIE & ORRBIRN G E T WA EFRITIAKIOHHRE B #E 370/393 44
(94.1%) . XFHEEE C #ED 377/394 5] (95.7%) (ZFRD b7z, AFIGFHEE B BEIZHB N T
AA & DR FEBIURNEE TE WA EFEFGRIL 286/393 ] (72.8%) IZRH HiL, FIL=H
D 5%LL EOARFIE DR EEENGE TERVWEERRIIRT LBV Tho Tz,
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K7 BEERS%ULOEAK L ORRBRATETERVEEER

(IMpower150 FUBR) (Z2MMAT R RER)

IRERIRS¥E (SOC: System Organ Class) B # (393 #)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bi% (%) % (%) EE)
KAl ORREBEFEDEE TE WA ERR 286 (72.8) 104 (26.5) 5(1.3)
B I 141 (35.9) 25 (6.4) 1(0.3)
THI 65 (16.5) 10 (2.5) 0
P 53 (13.5) 8 (2.0) 0
R 28 (7.1) 0 0
- 26 (6.6) 3(0.8) 0
aOm% 21 (5.3) 2(0.5) 0
— % - BHFEEL L OB GHALOIREE 141 (35.9) 14 (3.6) 0
57 64 (16.3) 7 (1.8) 0
FiFAnS 38(9.7) 4 (1.0) 0
B KOV T ALk RE 129 (32.8) 10 (2.5) 0
B 50 (12.7) 5(1.3) 0
Z O PEIE 35(8.9) 1(0.3) 0
Jii B 20 (5.1) 0 0
YR 73 (18.6) 26 (6.6) 0
ALT $0 20 (5.1) 5(1.3) 0
Rtk L OvsmEE 70 (17.8) 13 (3.3) 0
BARIE 41 (10.4) 6 (1.5) 0
hE#E R K O GRS 69 (17.6) 6 (1.5) 0
RA 41 (10.4) 3 (0.8) 0
Mz LY o REE 57 (14.5) 20 (5.1) 1(0.3)
2 34 (8.7) 8 (2.0) 0
o inbEE 56 (14.2) 4 (1.0) 0
PR IR RE AR T 39 (9.9) 1(0.3) 0

728 AAIGEIEE B BEIZ 3 TRVE MM & 13 61 (3.3%) \ ITHEREREE 32 1 (8.1%) .
K52 « BEED T 18 5l (4.6%) . R 3 #1 (0.8%) . FUIRIRHERERE T 60 5] (15.3%) .
A PERERE T 2 4] (0.5%) . T IE(RHEEERTE 3 B (0.8%), HPfEREE (F7 2« NL—IE
RS2 o) 20 B (5.1%) sk - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
% « BERUTRIE 1 1 (0.3%) . BEgRels (R MEMERER%E) 1161 (2.8%), &
FED KRGS 10 1 (2.5%) M OGEEMELF R EREAE 11 61 (2.8%) @O LT, £
7o VBUBEIRIA, EIEFEEAE, (O, R M OV M il NGB M SR B 1
WO BN 0T, ABIEMAFBLROUIBERESR (RAMRAMRET 2 5) 2304
T RN

AARNBEEMZI T 25 FFLIIAFIOARE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 5] (100%) (258D Hiv, 1RERIE & ORREBERNGE T & 2V FHGIIAAIE
FARE B B 36/36 151 (100%) . > HREE C BED 24/24 151 (100%) (2780 BT, AHIOFARE
B BEICEB W TAAI & ORRBIRAGE TE WA EFGIL 3536 ] (97.2%) IZRDHH
Ao, BB 10%LL EOARK L ORRBEBRNEE TERWEEFZIIR 8§ DLEBY T
o7,
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#£8 HANBEEEFNCBWOTREES 10%U EOFH & DRRBRPITETE RNVAEFR
(IMpower150 FUR) (Z2MMATRHRER)

# BRI 5% (SOC: System Organ Class) B #t (36 )
HARFE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bi% (%) ik (%) ik (%)
A E DRRBMENGETERVWEHEEES 35(97.2) 16 (44.4) 1(2.8)
Bl 20 (55.6) 3(8.3) 0
5 9 (25.0) 0 0
L 9 (25.0) 2(5.6) 0
0% 6 (16.7) 1(2.8) 0
Mg - 4(11.1) 0 0
3 K OV PR ARRE 20 (55.6) 2(5.6) 0
R 11 (30.6) 2(5.6) 0
— % - RHEER L OGN OIREE 18 (50.0) 0 0
R 14 (38.9) 0 0
FHEN 7 (19.4) 0 0
R 11 (30.6) 6 (16.7) 0
I o EREOR D 5(13.9) 5(13.9) 0
AST #4/1 4(11.1) 0 0
ALT #4/n 4(11.1) 0 0
R L OVRERE 10 (27.8) 5(13.9) 0
BAE 9 (25.0) 3 (8.3) 0
oy WABE 8(22.2) 0 0
B BRAE REAK T 5(13.9) 0 0
FFR A B TUME S 4(11.1) 0 0
Mg LY o GREEE 7(19.4) 3(8.3) 0
FEENE AT H BRI E 4(11.1) 3(8.3) 0
i, 4(11.1) 2 (5.6) 0

O E BRI FIZH MAEFRER  (IMpower132 #X5R)
HERFERIIAFIOHEED 286/291 1] (98.3%) . *HREED 266/274 il (97.1%) 125D
DAL IREREE & DR RBIRDGE T E RWA FEFRIIAAIDHEED 267/291 151 (91.8%) .
KTHEHED 239/274 5] (87.2%) IT#RWD HALTZ, FBLFRN 5%LL LKA & DK RBEILRD A
ETERVWAEFRIIXIDLEEY ThoTz,

19



K9 RBEERS%ULOEAE L ORRBRITETERVEEER

(IMpower132 3R) (Z2MMFTHRER)

IRERIARSYEE (SOC: System Organ Class) AHKIDEAEE (291 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
A& DRRBRPEETE RV EFES 214 (73.5) 77 (26.5) 8 (2.7)
—% - EFEER X OB G OREE 115 (39.5) 19 (6.5) 1(0.3)
1% e 47 (16.2) 7 (2.4) 0
57 30 (10.3) 7(2.4) 0
FEEN 23 (7.9) 2(0.7) 0
B e 94 (32.3) 13 (4.5) 1(0.3)
F 39 (13.4) 1(0.3) 0
T 32(11.0) 4(1.4) 0
R 24 (8.2) 0 0
MiEB LY o _RfEE 61 (21.0) 17 (5.8) 0
i, 43 (14.8) 8 (2.7) 0
BB KOV T AL RRbE 72 (24.7) 8(2.7) 0
PR 26 (8.9) 2(0.7) 0
O PEE 15(5.2) 0 0
&R R A 65 (22.3) 12 (4.1) 0
ALT H4n 33(11.3) 3(1.0) 0
AST H#1 32 (11.0) 1(0.3) 0
Rt L OveakfEE 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
W oy isbE 21 (7.2) 2 (0.7) 0
R IR RE IR T 15 (5.2) 1(0.3) 0

2B ARFIGHHEHC W TRIEMMR A 15 6] (5.2%). FFEEGEREE 45 1] (15.5%) .
KW52% « BEED FHT 9 B (3.1%) . FEZR 161 (0.3%) . 1 BHEIRIE 1 61 (0.3%) . HUIRAR
FEREFEE 24 151 (8.2%) . RIIFEFFEREFEES 141 (0.3%). FHEMBEREFEE 141 (0.3%). ik
[ (F 7 v - NU—IEEFE L ETe) 5B (1.7%) . Wk - B2 2 #1 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREMETE (RMEFIEMER ) 76 (2.4%) ., HEOKZEREE
8 5l (2.7%) . Lok 161 (0.3%) . 4FFHERED - FEEWELF HERBAME 24 61 (8.2%) K&
OUEYYE 32 il (11.0%) 2338 bivlz, F7=, EIEMEE, K - BBTRRE. &
M 1 M OV VE i MRS PSR BER 138 6O B2 Dy o oo AREINWE I FEBLIR I3 B
=4 (RKAMEERT Z2E5T) 25 0EERE =T,

@O IAHRER  (IMpower130 #UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 ] (99.1%) 1Z78
BV IREREE & ORIRBIRNAGIE T & 2WA FERITIAFIGFIRED 455/473 451 (96.2%)
KTHEHED 215/232 451 (92.7%) T3 BTz, FEBIFN 5%LL LA & DK RERD A
ETERWEERFZIIRI0DLEBY ThoTo,
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#10 FKBFER 5% LOFE E ORREEBIEETERWVWAEER
(IMpower130 3RER) (REMWMITRSRER)
IRERIARSYEE (SOC: System Organ Class) AHKIDEHEE (473 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
A& DRRBRPEETE RV EFES 354 (74.8) 151 (31.9) 6(1.3)
B IBkEE 191 (40.4) 35 (7.4) 0
THI 108 (22.8) 16 (3.4) 0
[ 80 (16.9) 9(1.9) 0
& i 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
— i - EEER L OG0 REE 191 (40.4) 25(5.3) 1(0.2)
57 117 (24.7) 12 (2.5) 0
% 47 (9.9) 7 (1.5) 0
Mz LY o SREEE 100 (21.1) 56 (11.8) 0
2 ifi. 65 (13.7) 32 (6.8) 0
A BRI E 36 (7.6) 20 (4.2) 0
M/ IR A i 29 (6.1) 7 (1.5) 0
R X OV T ARk S 123 (26.0) 4(0.8) 0
S&I5 37 (7.8) 2(0.4) 0
Z 5 FEE 33(7.0) 1(0.2) 0
JHESE 30 (6.3) 0 0
KRB LORERES 93 (19.7) 19 (4.0) 0
BARIE 55 (11.6) 4(0.8) 0
K~ 7% v U AUE 24 (5.1) 3 (0.6) 0
BRI AR AR 100 (21.1) 37 (7.8) 0
I R 41 (8.7) 12 (2.5) 0
I R ERER 29 (6.1) 16 (3.4) 0
W o insbE 60 (12.7) 2 (0.4) 0
FERIREERE AR TE 48 (10.1) 2(0.4) 0
B ERESR B L OV S Rk 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
R 25(5.3) 4(0.8) 0
ME g, MaEhds K ONiElRrE S 68 (14.4) 5(1.1) 2 (0.4)
1% PR 26 (5.5) 4(0.8) 0

2B AFIGHHEC B W CTRIEMEMZE A 22 B (4.7%) . FFHEREREE 23 1 (4.9%). K
W% - EEED TR 19 B (4.0%) . FRIEREREE 67 Bl (14.2%) . EIEHRERS 5
(1.1%) . FEAHRERDE 2 ] (0.4%) . MfekEE (X7 0« NU—EREREEZ 5 Tp) 29
% (6.1%) . infusion reaction 9 5] (1.9%). fhZk « BERUTHRLARSE 2 1] (0.4%) . EH&RERE
RGP RE) 1261 (2.5%) . BHEOKREREDE 3 6 (0.6%) . e 1 3]
(0.2%) . GF BRI « SEEEAF T ERIBDIE 66 1] (14.0%) K OVEHLIE 35 #1l (7.4%) 73
Wb, Fio, WK, | BUBERP ., BAEMEIE, MK - BEEAR . OmR& OeE
PEML NI PEERBER I XRR D B AVR D o 72, AREIVERFEBURDUIBIHES (BRI A
WA Eh) 2B UESRE =T,
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OEREILFEZFHMAEE (IMpowerl10 k)

AEFRITAAIRED 258286 1] (90.2%) . AL HEIERED 249/263 B (94.7%) (273
Hiv, 1REREE & DR RBIRN G E TE RWA FFRITIAAIRED 173/286 41 (60.5%) . 1k
FIRIERED 2247263 5] (85.2%) IZRB D HALTZ, FBLFEN 5%LL EDOARA| & O KRR

BETXRVWAEFELRIIFINIDOEBY Thol,

K11 RBHEEN 5% LOKH E ORRERPBEETERVEEER

(IMpower110 FER) (Z2MMITHRE)

#EBIK2HE (SOC: System Organ Class) AKIEE (286 i)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) Bilg (%) BiEx (%)
AH & DR RBERPEE TE RV ERG 171 (59.8) 36 (12.6) 0
—f - EFEER X OG0 RRE 64 (22.4) 414 0
57 22 (7.7) 2(0.7) 0
) hE 21(7.3) 1(0.3) 0
KRG ¥ KOV PRk RS 53 (18.5) 4(1.4) 0
% 19 (6.6) 0 0
Bl 51 (17.8) 4(1.4) 0
FT 20 (7.0) 1(0.3) 0
T 17 (5.9) 0 0
R K OB E 36 (12.6) 9 (3.1) 0
AR 20 (7.0) 2(0.7) 0
AR AR A 34 (11.9) 7(2.4) 0
ALT #1 18 (6.3) 4(1.4) 0
PN IsRE e 31 (10.8) 0 0
FRRIREEREAR TE 19 (6.6) 0 0

I, AFFEZB O THEMEMZEE 11 61 (3.8%) . ITHReEREE 26 61 (9.1%). Kk
K- BEDO FNH 3B (1.0%) . 1 AHERTE 161 (0.3%) . FUIRIREERERET 32 1] (11.2%) |
NEEAREREREE 2 B (0.7%) . fPRRREE (7 2« NU—EREEE ST 76 (2.4%) .
infusion reaction 7 51 (2.4%) . A% « FEBUTRLAEIE 1 61 (0.3%). BHEREREE (JRMIE M
BEHERE) 261 (0.7%). EEOKEESE 4 6 (1.4%). 0K 16 (03%)., MEKE
RIEMERE 1B (0.3%) ., B HPERD « SEEMAAFHERIBUDE 2 B (0.7%) K ONEGRE 7 51

(2.4%) RO OB, £7o, MR, RIS, BEGEE, MK - B, &
I I S OV M if OB PSR BRI 1 23880 B AL72 Dy o T2, AREIE R ZEBLIR 1 L B
#=4 (RRMEERTZE0) 25 0EFRERELRT,

O FE BRI E S MAERER  (IMpower010 7R5R)

HEFERIIARAKIRED 459/495 5] (92.7%) . BSC #ED 350/495 1] (70.7%) (238D H AL,
1RRIE & ORISR EE T E WA FHRIIARAIFED 352/495 il (71.1%) . BSC #ED
89/495 f51] (18.0%) (2R BT, FHERN 5% EOARK] & OREBEBNGE TE 20
HFEHZBIIR12DEBY THoT-,
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R 12 RBERNS%BULEOAF L OREBRBTETERVAEES
(IMpower010 FER) (Z2MMTHRER)

FRERIKRS¥E (SOC: System Organ Class) AKIEE (495 1)

FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5

(MedDRA ver.23.1) Bi% (%) ik (%) Bk (%)
AH & OREERPEE T RVWEHERG 335(67.7) 53 (10.7) 4(0.8)
Rk X OV TRk 113 (22.8) 7(1.4) 0

5 FEE 43 (8.7) 0 0

B 40 (8.1) 3 (0.6%) 0
YR 101 (20.4) 6 (1.2) 0

AST #4n 37 (7.5) 3(0.6) 0

ALT H#1 36 (7.3) 4 (0.8) 0
o ibE 88 (17.8) 5 (1.0) 0

FOR IR RE IR T E 53 (10.7) 0 0

R IR RE T U SE 29 (5.9) 2(0.4) 0
—i% - RHEER OGO REE 87 (17.6) 2 (0.4) 1(0.2)

FEEN 27 (5.5) 1(0.2) 0
R R & OV A MRk E 53 (10.7) 4 (0.8) 0

FAi 26 (5.3) 2 (0.4) 0

¥, AR B THRE MR 16 61 (3.2%) . ITHEREREE - JIFK - B LIRS 2%
61 B (12.3%). KIGHK - EED THI S B (1.0%) . BER 161 (0.2%) . FUIRIREEREREE
104 5l (21.0%) . RIFEHEREREE 6 ] (1.2%). THEERBERERE 161 (0.2%) . MKk - Rl
K46 (0.8%), MREEE (F7 0 - NU—JEBEREZGTe) 30 #] (6.1%). BEEDKE
PR 7 61 (1.4%) . BEEREREE (RABE BB RE) 361 (0.6%). ik - BEACH Rk
JiE 3 B (0.6%) . LofHn7% 2 B (0.4%) . infusionreaction 11 #1] (2.2%) . #FHERJED - FE
PEAF TP ERISDIE 19 61 (3.8%) M OVERYSIE 21 5] (4.2%) 23388 Bbiviz, £7=. 1 FpER
Joi. EAE A HEIE, MERERIEGERE, VA i K OV I i/ N 1 SR BRI 1338
Lo lo, REWERFBBURDUIBEFS (BRRAMERE 2 5T) &3 EFHER
ERT,
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4. FEFIZOWNT

{LFFERE D & 5 B\ 2580 21E, &GRS & U F TR A (2 B1FR4)
DT LN TND Z b, YikilE (BFIFHA) ZEUICE M TE Hiiax CTh 2 E
WD, ZO LT, EHEMD A7 EHGFHE (RMP) (ZHD & AKHI 0 EHK L2 AR
[EEN~ D IIAH3 & DR Td > T, AR OGN EU) 2B 22 W - FrE L. AH
DOFEGIZ I BERBIEMZ BB LRSS T 5 2 EBNMERT-D  LLFTOO~@D
FTRCEW T HRICBWTHEHAT 2 RETH 5,

O MEFITOWVT

@-1 FiLo (1) ~ (5) OWTNNITHEY T HHHTHDHZ &,

(1) FEAEFBRENRET 203 V2 FEHENL SRS GTE RS A2 REEEIL AR P
HIIEEAS A RS BB AR, Mtk )s A 2R il 7 &)

(2) HrErEREIRPE

(3) HEMTIRAFENFEE T 2 03 A2 EEEEFIT (DS AR REERR R, 25 A iaies
W IigFlE. S AR HEE R R &)

(4) ARALFRIEEZHE L SCRIEG L RIEZ R 1 USRI LRI B
2 OfEak FEEITLR D B H 21T > TV D ik

(5) PUEMEMER AL & EINE O s EIAR D R 21T > TV D Jifiax

O-2  fififes DAL K OBIE R FE B O RIS 53 72 50k & #BR & RO ERT (TR O
WFNZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

ERiaZF IS % 2 FEOWIANHEZET LT2&1C 5 ELL EO D A TEED G IR IHE %
[THoTWBZ &, 96, 24E0 Bid, BNAREMIREAR T & LRSS ONHE %2
{ToTWVWBHZ &,

RIS FFEUGR 2 FEOMBNHE ZE T L72RIC 4 FULEORKRRERZA L T\ D
Z&o Dby LR MDD A TEIRE 2 G TR O BRIRDHE 217 -
TWnsZ &,

EE RS0 R UG 2 SEOWMMINHE ZAE T L7212 Wi 008 A SEMIRE 2 & e 5 4R 1L
ORGSR ZDERZIT> TN D 2 &,

@ BREHNOEXLEFEREERDOMEHICONT

PR AL IE A BT T D B SR S, BRSO OFRE D, Aot - &
EMEIRENE R OF L OERSE ST 2 et AFFR0RAE LA oMl
BB, ERHOMIATOND KGR ESTNDE Z L,
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@ BIEH~DOFIRITONT
@-1 MRk AHIICBEd 5B s

MEMEMR BRSO EEZRRWEA NI AE LIZBRIC, 24 FFRIEEIRTHI O T, Y #%htiak 3 x
IV T, BB LZEIERICIS U CABREEE R O CT F O RIWER ORI 232
IR ORI Y B O, EBICKIS TR A > T D Z &,

Q-2 BERUEFHEIC L 2FEFEELMGICET2EH

MABIFRICEED 2 MR R L OB e 2 AT 2 EREEEDNEER =4V 7
EEDHEROA T ) —= 2 T EITOERE L IE#ME LA TE D F— LERIKH DE
iE SN TNWDZ L, 2B, BiEHICOWT, BDABRE EZOFRICHTITEmES T
WnHZ &,

@-3 BIFERDZUTLRINITE LT

BIVER (MEMEMZE, ITHReRE - ITR - PR K. KGR - EHEE O TR,
Ko VBIBEIRIE ., WorWkess (FURIRIERERE T . B M Reis s T HAERERRE) . Rk
e (K7 0« NU—JEBREZ Te) . BEAEME I, MK - 655, infusion reaction,
g - AU RIRIE, BsReiEE (RAME MEMERRE) . BEOREREE. LK,
MERE BIEMRE, MR R I, SV f MR PSRN | (L REDF AR o ik i

(G BRI, FEBEAF R ERIDE) | AL FIRERIEDF AR ORYGYWES) (2 LT, Yk
B AT B = B D REFIME A A9 2 [RAT & U (RIVEH O Br-ext i iz B L TR
K”OZEEZITONDRMEICH D L), EHITEYZRAE N TE DI ES>TND
Zé&,
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5. REMBRLIRDBE
SR NE S P Y |
O AFOHAFRGIT TROBE BN THMEN RSN TN D,

77 FFR-F e B TA FIRIERE 2 AT 2 UBRA R R B H1/IVH UL DI

/NI B (EGFR Bin 1A BT ALK A& a0 B cliiehne

A EGFR F 1 ¥ % —VEAI L ALK F 1 3 > % —BHEA O TG HEE

HHTHEE)

{LSRERE D 72\ PD-LIL BtE (TC3 (TC=50%) XIX IC3 (IC=10%)) "]

BRAREEZ0HETT - FFFEOIE/ NN (7272 L, EGFR &5 A8 T ALK @A

BT BEITRLS) BFE

L REID 3 R F UK L UTC, ]GE4 - X & F OptiView PD-L1 (SP142) 237G S 41T
W5,

7T F I & G el i B R IE % O AR BRI T/ IMA #17  PD-L1 [

P (TC=1%) "2 FE/ MR fifides B

*1 : UICC/AJCC #1448 55 7 R

KR DO = B L LT, IRFE4 - X F T OptiView PD-L1 (SP263) 23 7EFR I
T2 (AR =FBHEOHEMICHTZ>TiE. ©bZR),

@  AHOMOHUENENELGA & O PR GIT TROBHE TN THRMEI RS LT

éo

HINKRTZF o T VEFXEALRONAN AT (Bl FHH#z) &Pt
B b ALFFRERE O 72 R B ECEE % bR < BIBRRBEZRHETT - FEFE DI/ N T
B (7272 L. EGFR B ER T ALK S &G FBEO BEITMRL) B
FIFFH (VAT FTF U IIANRTTF ) JHORA FLFt N e
MG ALFIERE O 72\ R EROE 2 BR < BIBRARBE 72 ETT « PR DI/ NI
Jifige (7272 L. EGFR Bfn AR T ALK A& F B0 BF IR <) B
ANVKRTTF R OR7 Y ZERL (TAT I GEE) L offlks b
FAEIED 70\ R RO 2 B < BIBRASREZR AT - TR O IE/ Nl afitipe (7272 L,
EGFR &5 F2E T ALK @A BB B 1IR<) B3

@ FREICEZ YT D IR A SR D AR DR G e O A OV T A
BIOAIERHEL SN TE LT, KAIDRGAFRLE LB,

T4 BT 2 K| & O FUEMIEEA & OOFH &5

{LFIRERE D & 2 AT 2 A A &AM OHUEMIE A & OO &5
{LEPRIERE D720 SP142 1215 TC<50%0> IC<10%0 A& (254 % AH
D HAEE -
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o AL D 72O R BB B S D O BUEMEREIE A & OOF RS
o ALFFRIERERO RV IERY LR ERE ST D @ TAAIOAMEIN R E T
IRt O FUEMEEIZ A & o fF RS-

@ ALFFRIERE D e WEIBRAHE 70 A T - B8 O FE/ N T S 1 X, PD-L1 Fi# (SP142)
T TC3 L IC3 ThiuX, KFIOHME 542 EBET L& ThbH, £, LT
BT 2 BRI I bﬁfm\&%z%héékﬁii&ﬁ%% 2%t LTl PD-
L1 BEBLRPUC b 677, U2 LRk L O RE G2 B8 T 25 2 L3 T
X5, B, RHOEEGIZHT- > T, MESZHEITA 74 (AARMREY26m)
SEBRTH L,

® AANZEELFRZEIERR (CAKRER) 2B\ T, 2AFREMIZE T MEZFELr
Bk L CEBMESRES N TS, 7272 L, W EREOEE T, SP142i2 X
HTCOMNDICORE (BEBEALAE I 1T 2 PD-L1 % F& i U 7= JEiE Al K OV g1 S
R 23 5 8 B EIE BN TI D 1%AT0) IZBW T, K& B iE & ik L7-BEozh R
DRE ZD/NZVEBEDBD LI TND 2 EnD  ALFERIERO & 2 kLR DO

BEIZB W TIIPD-LIE R LR L E CTARIOER G A G OHW 245 2 L v

F LW, PD-LIFEBLEENTCOMNDICOTH 5 Z & MR SN BT BN TR, KA
PISNOIEFEIRE b B ET 5,
B, Ravn ) XAvT B Z) oo oR=F4 2l (74 - PD-L1
IHC22C3 pharmDx %' =] ) IC K WPD-LI¥HEK (L : a7 nl X~7 (Eilz+
MR Z) O3 R= A R WEE TSR IS 351 A PD-L1 & 381 L 7= JEE M 23
HODEEOARTHESND) MR LIZR T LREORE TH - T, AAIOBZE
#(IRFE4 N FOptiView PD-L1 (SP142)) |2 L 2 A SRR HA X, LL
TOXEREZ BB ICAROREDOA B EZRFITE D,

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

® AFNTEFERLFES IR IMpower010 3ER) (23T, itk whBhpEE% o T/
MMA #1715 PD-L1 B (SP263 12X 5 TC=1%) DI/ NIRRT, BSC BEIC
%f L C DFS OEBPEDREES VTV D, Eio, BRERBVMRIT TIE. THI/IA #5o
PD-L1 B5: (SP263 i 5 TC=1%) HE[IZEIT 5 0S 22T, BSC #HIC ﬂbf
AFIFECHET HEMANPRD LN TN D, 72720, 1=TC<50%0D BEEM T
% OS DOfEHRAS BSC B & Hfe U TAFIRE T FEI LM AR b/ Z L& %\
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PD-L1 DFEBLRPLAH] (1=TC<50%K% U TC=50%) DOAMDAZEZ SV TH431C

B Ui- BT, HEISEE OBINEITH 2 L REITH D,

B, PD-LL BEEBLZERTHEOORK O a o R_N=F 2 W IT o %

OptiView PD-L1(SP263) T % 75, LLF O SCHkSE 22 % (2, PD-L1 IHC 22C3 pharmDx
(=) (2k D PD-L1 BHERZHZ L, AHOREORZHRETTLILHTE
Do

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

(2t BE4 2 5]
O TRICEZYT DEEIZOVWTIIAFIOTRG N EZD L SN TNWD Z b, 54217
DRk
o KA LSBUE DB D & % B3

@ HRATOFHMICIB W T FREICZ S T 5 BH T OV T, AFOREITHER IR

D, MOIRFEIIE D R WIGEICRY | HRICAHZFENTL2 2L 2ZETE 5,

o HEMERREDOSIUITOBED H 5 B

o JuEBEiGR A CHE R 2780 5 B K OVEEIE OO B BRIMTE IS 058 Gt fiti ¢ 55
DI IRIEVEZAL DN - B D B

o HOEREDOD D EEUTIEMERE L IXFFEMED B Qi ik OB RO
o¥aysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score
0 < MR IRBTE D, Bl E R U HFAEERHIRZR <ATZ 5,
1 WRRZIE LS ENTHIBR S5 28, SATRIRE T, BAEESME > COEEIIITH 2 &M TE 5,
Bl BOEE, FHIEE
2 HBATHBETH S OF OREIY O Z SIF T X THREEPEEIZ TE 220, HHO 50%LL Fid~y RA4ATil 9,
3 RONTZHODOHEDOEIY OZ L LTERY, HFHO 50%LL &2~y K1 Tl 23,
4 ELENT RV, BSOFOEY) OZ & T TERY, BRIy R+ T,
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6. HEICERL THETNEFH

O WISCEFIT A, SERTEER DS TRALT D B RME 1T D & AH O FrM: M ONiE 1E A
M OTDIZ LB R EWME B L T T2 &,

@ BRGNS, B XTI OFBEITAHNMER OEREZ Hoi L, RE x5
ThbokbETHZ L,

@ AbFRERE A AT 2 UIBRA R 72T - FH3E O I/ Nl it B 2 F TRk
23517 5 PD-L1 Z 8B U 7= B & OEEHRM g i 23 5 oo 5 E & b iEsd L
7= L CARRI OB G A EZAWTT 52 ENLEE LV, ZRODNHERTERWEAIC
X, ARFNOME OS2Il L E T35 &,

@ EREWEHDO~RT AL MZONT

MRV EDN S HOND Z ENH DD T, KEOEEIZHT- > TIE, FEE
e (R R, iZmk, FEEVE) OB & OES X SR o s, Bz -+
[ZAT5 2k, Fio, BEIRUTHE CT, MiF~— —%DiEa £ 2
Z &,

AFN O 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %17 > 72 ECBSA L, ARG R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /0285375 2 &, 7¢F5. infusionreaction % F8EL L
AT, 2 TOMBERLOIERNER2ICHET L E TEEE H0BET5 2
L

fFpgReREE . BFZe, BLMEIE RIS L bID Z ERH DD T, RF O LB
LERT L OG- I I E W IFEERE R & (AST. ALT. y-GTP, Al-P, vV /L
EUEORE) A FERT DL,

FORIRAE e | RIS RERE E L N FIRAERRE N H S bbb Z ERH DD
T ARFNO P 5-BAthRT R OB 53 i3 @ I Ny wskhe s (TSH, s
T3, #E#fE T4, ACTH, M =5 —VEOflE) 23252 &,

KRB OEHIZ XY | WEDOGRIE ISR T 5 &5 2 B DA R EESE
DHLONDLZERDHDH, BFEPBDOOLNTLEITIE, BERLEFELIL U
B 22 RNk & kR 2 RO [ Al & s U CE bl 2 BB W A ATV B sk
FOSIZ & B EWER N EDN 258121, AFIOWRIE ST, ORI RE A
NECHOBRGEEZBET L2 L, 2B, BIFKERVE S OREICTLYEIFE
HOUEEDNRD BV WGAITIE, BB BB RV IS o g il oo
HLEET D,

BT, M S D ARE L COLRIERANET D Z RN 5720,
AR OREHETHIZHRIERM OB ITEET D,

1 BUBEIRIB N B D bodu, FERFMES 87 R—L RAZEDLZ ERHHDOT, O
B, D, NEMEOERORBBCMBEED LA H0EET 22 L, 1 BER
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RGO TG AT G EZTIE L, A >R U BB OB EZE DY) 72 L0 E %
152 &,
® OAK #Br CIZE 5Btk 5 36 i E T, IMpowerl50 #B&, IMpowerl32 Bk,
IMpower130 &5k &% O IMpower110 55k Cidfe 5-BAtA 5 48 I & T 6 @M.
ZNLEIT VT oORER S 9 MR CTHE MO Z1T > TWe 2 L 255,
AN G- T E MBI B R A TR OMERE1TO 2 &,
© 77 F T8 & G et A BIRIE R O FE /N it BB I d 1T DIl B E & L
TR ZE T 2 BRI, IMpower010 3BRIZISUVNT, 4 1 A Z &G MEDFEAT %2
ToTWeZ EE2BBI, AHIBRGTITEMICIROBREZITO 2L, B, K
HOBEHEHHEIZ 12 VAETET DL L,
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HEFERHEETA N1~

7TV X~T7 (BT Z)

(BR7E4 - 72> b Y 7 BifHE 1200 mg)
~ 7|N Rl B ~

SRTES H (Ffn445 AHET)
JEAE F




SR/

AN e

X LI

ARHN DR, 1ERET
i IR BSAR
Hiz%lc oW T

S EED O By ey

BEICER L CTRET & HIH

P2
P4
P5
P7
P9
P10



1. IXLHIT

IS OF N - REVEOHER DT DITIT, B SCEFITE SV o B A A RO
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH 72 3R 1E A%
FREIMMPERINDH T, 2RO OERNZ BICKLERBF IS 5 2 & BB O
FRRE L 2o TR Y RFEMBGER & O AT EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L LS Tnd,

PRV ESR T, KEERASCL 2T 0 7 7 A VDBBEEOEIRS & B DI
RHZENDD, DD, HMEROLZEMEICET A IERSH0ERET 5 £ TORM,
MHEIRMOBEZMLZIT 5 2 EnHIFF SN EF I LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t & D 2 & DA HE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

Lo T, KRHA RTA4 Tl BARBEES IR E TR LTV D ESEIREN -
BRI EED & | DUT O RIS O el 70 8 2 HEE S 2 8L b MBI Bk B 2
F RO EFREEZRT,

I, ARHA BT A 3 MAZATBAE NEIE M ERESH O, /IS EEEARAE
BRI 7o, —AFEENE N A ARRIRNBHE S, FEdR s FTEEE A B AR P2 kO
—MRFEETEN B AR ZR 2 DO/ b LR LTz,

KGr L I DEIES T2y MY T ATEERE 1200mg (— %4 T T V) X~ T (Es
TR %))

RG L RARAEITNE - R NI A

HEERDAEROHE : AVR T T F U RO bR Y REDOFHHICEBWT, @HE, A
F7 7Y ) XA~7 (Eiaf##z) & LT1[E 1200 mg & 60 43
23T C 3 EM MR CAREEET 5, B, YIRERGOBFENE
HChiuE, 2 BIH LD GREIL 30 oM & THfETE 5,

LUl TR S R AP T SR

(%)

HNRT T F o ORFE T, LR OHE

A ES S AN ) b

FER QYA - 8%, RAZIZH VR TTF L LT 1B 1A 300~400 mg/m? ({53
mfE) b L, Dl b 4 EMRES S, k1 7—rEé L, &
G203, ek, &b, i, FEA ERIC L0 EEHEET 5,

T MARY FORRESIIZN R, HIER &
BRE SR « i/ N g



FELOHE : = hARY FE LT, 1 HE 60~100 mg/m?> (KFEME) % 5 H R
WEHEL, 3HEMERETS, hz17—nE L, 52V IET,
ek, BHBEITHEA, ERICE D EEHERT 5,

FRRFER IZ 31T 2 A o ik - MEIE 13, BRAE) OE (P5~) S



2. AHRN DR, 1EREF

T b T L 1200mg (—i%4 T TV U XA~T (Bla#Hz) . DLF IR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%E 77U Gl (IgGl) 777 A0k MEE
J 7 a—F AR TH D,

CD274 (PD-L1) &, EFENICEWTHRIERHIEEICEIR L T, EkLeY
VRER (T HERE, B A OV F = 7 0% 7 —T flifn) 23835 CD279 (LLF, [PD-
1] £Wwo,) KUCD8O (B7-1) &ifia L, SEISEZAICHIET BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 XA
TH Y. PD-L1 & PD-1 &4 L7ofRB& 1L, S MRS GURRF A0 72 T MR & OBBEE
ZEHET 2 O—2 L L TEZ LTV D,

AHNL, PD-L1 OffasMEKICfE S L, PD-L1 & PD-1 & OfAEAET 2 Z L5
0 DAFURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A I+ 2 &5 %
5 TWVW5D,

ZIHDHIEN G | AANTHENERES T 28 7 R InEKIC 2 0155 6 O & WIRF S i,
/R B A ke & U T ERRRRBR 2 950 U, A2ME, 2t R OB DR S
72

ARFNOVERIBEFFZ IS <@ ORI IS L DRIEMFER & 6 b, BT
(CEDFREMED B Do ARIDOERE TR ORERITIT, BEOBIZEZ 01T, RE
RO SN E IR, R L2 F RIS U MR sk & #RBR 2 R DR &ddh L C
)22 EERR W ATV B DS RUGIC X D EIEM gD 255101, BIE BB R
IV CRIOREEDFEYLILEZTT O BERDH D,



3. ERPRARE
THE AR N e fifieg O AKGREFIC Bl 2 1T o 72 E 72 B R BR O g 2 7~ 9,

[H2hhE]
O EREILFEZ 1 /MFEFER (IMpowerl33 55k)

(LB IETRE 0D 70\ HE AR N IS B 1403 5] (A AR N 42 BlaETe) ZXtBIc, K
# 1,200mg, WIVRT T F RO MR ROGEAEE (REIRE, 201 #) OFREK
WEEWE T T 'R, VR T T F o KO bRy ROBA&RE (777 2 REE, 202 1)

&g 5 T /MAHRRER 2 FEhi L 7272,

HRRHT OFE R, 2EEEMICIN T, BFIHETT 7 B AR & ik U C 25 HEE
THDHEAEFHM (LI, T0S) &v),) OFBERIEENGED HL (ONF— K [95%
{EHEX#] :0.701 [0.541,0.909], P=0.0069 [ &5 log-rank & & ], A E KA 0.0193) |
WA [95%EHEIX ] IIAKIRE T 12.3 [10.8,15.9] WA, 7ZHREET 103 [9.3,11.3]

HATH-7- (K1),

*1 . kR o> FLHEI Veterans Administration Lung Study Group (VALG) staging system for SCLC (2 -3\
THIkr Sz, £, REA/NRIZMEE IS DAREH L B #RE (CRT) ZlEfT L. 23>
BT O, BURHRRREIE XX CRT 706 6 1 A UL ERGE U 7= % ISR E NI ATE & 220 S

NizEE LHAEAN SN,

*2 1 KKI1200mg (UE T T ®R) ROHARTFTF 2 AUCS 2434 70D 1 HABIZ,

T RARUK

100 mg/m? 4% 7 Lo 1, 2, 3 HBIC 3AAMMET 4 V1 7 V5%, A% 1200mg (UL

ZER) %z 3WMEERETRE L,

1.0 "c.._,,_,__

R s valbolt 3o
-

09 B
08 N,
074 X
06+ b e ¢

05- Mg

0.4+ % e

£ EF2NE

03 Y -

. [
029 aimimis ForiE i
014 ==== FHR

0.0+
T T T T T T T

..........

T
atrisk#y O 3 6 9 12 15 18 21

KEIEE 201 182 159 121 74 33 5 1
TSURE 202 186 160 114 59 21 3 o

1 OS @ Kaplan-Meier Hi%R (IMpower133 3ABR) (£BE£EM)




[ 414]

O EFELRES /MRS (IMpowerl33 #5R)

AEFRIIAAIRED 198/198 il (100.0%) . 77 B ARKED 189/196 il (96.4%) 1Z7E
D HAL, 1RERSE L DRV EE TERWEFEFRITIAHFIEE 188/198 5] (94.9%)
7T B ARE 181/196 B (92.3%) TR BTz, FBLERD 5%LL EOARH] & ORI R
DBETERVHEERIIR1OLEBY ThHhoTo,

1 FBRN 5% EOAK L ORRBEENVTETERVWEEER
(IMpower133 3R) (Z2MMTHRER)

FRBERIKRS¥E (SOC: System Organ Class) AKIEE (198 )
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) % (%) B (%)
AHl & DRRBRPEETERVEHERS 128 (64.6) 51 (25.8) 1(0.5)
BBk E 37 (18.7) 5 (2.5) 0
G 18 (9.1) 0 0
T 12 (6.1) 4(2.0) 0
{5 R 12 (6.1) 1(0.5) 0
Mmigs LY R AfEE 26 (13.1) 14 (7.1) 0
i 17 (8.6) 5(2.5) 0
A BRI E 13 (6.6) 11 (5.6) 0
— % - EFEER X OB G OREE 24 (12.1) 2(1.0) 0
i 24 (12.1) 2 (1.0 0
o inbE 23 (11.6) 0 0
FOPR IR REAR T 18 (9.1) 0 0
R A RE TUESE 10 (5.1) 0 0
Rtk L OvsEmEE 22 (11.1) 1(0.5) 0
FAREE 22 (11.1) 1(0.5) 0
BB K OV T AR 22 (11.1) 0 0
Bl 12 (6.1) 0 0
JIEE 11 (5.6) 0 0
PR 16 (8.1) 9 (4.5) 0
RN TS 11 (5.6) 2 (1.0) 0
U R ER B 10 (5.1) 8 (4.0) 0
BE, PHEB X OWESIHE 10 (5.1) 4(2.0) 0
N L 10 (5.1) 420 0

7RI, AFIBETIR O CTHREMERMZEE 3 61 (1.5%). IFHReRE 5 61 (2.5%). K%k -
HEOTHI6 61 (3.0%). BER 161 (0.5%). FUIRIEREREE 26 B (13.1%) . FRELFEE
(X7 v « NU—JEEREEEZETe) 9] (4.5%). infusionreaction 11 51 (5.6%). h¥< +
BEACRARIE 1 1 (0.5%) . BHRERE (URMEMEMEERE) 361 (1.5%)., BEEDK
JEREE 6 B (3.0%) M OFHERED « FEEVELF TP ERIB/E 24 B (12.1%) 2338 H i
Too Fio, | BUBERIS, RIBHERERE S, TN EHREREE . SEM I AE, AR - BEEE
DA IR I R OV g% M L/ IR PR SR B 13788 D 7e o 72, ARITER3E B
WROLEBhEES (RRRAEER T 2 50) 2 30EHERE =T,



4. HEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L BEEZREWER 2R LT-
BRIZXHIGNT 5 Z EmpE72H  LFOO~Q@D T X C &7 sk iz W THEHAT S
RETH D,

O MEFITOWVT

®-1 TiEd (1) ~ (5) DWTNNITEYT DM TH D Z &,

(1) EAFHEREDEE T 205 A2 ILRPE S G BT R A2 REEEHL R L
HIIEEAS A RS BRI . ks A 2Rl 7 &)

(2) FEEHERERPE

(3) HBENFIRAFNFEE T 203 AP (D AR RESEE ERPE. 25 AR
W wEE. S AR R &)

(4) IRALFRIEE A E L, SRR L FRIEZ R 1 TS RIS L L2 e
2 OREFRFENEICLR D 21T > T D filiak

(5) PrEEMEREREAIL T EBINR Ol R UEITAR B i 21T > TV B itk

O-2  fififes DALFHRIE K ORI E R FE B O RIS 53 72 50k & RBR & RO ERT (TR O
WFNZREE T D ERN) 2, HE2REEORANCET HEROEEE L L TREI N
TnbZ L,

*

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEDO R AIBREDEERIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NEG - DAHE %
{THoT WA &,

RIS FFEUGR 2 FEOMNHE ZE T L72RIC 4 FULEORKRRERZA L T\ D
Z & 9B BAELLRIZ. MO ATEYNRE 2 G T R S O BRIRIHE 21T -
a2,

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE S ALE S, BRSO OfFHRE D, A2k - &2
IR OB B ONERSE IR D 1 e tt, AHFFRNFEE LG EOWmE
. FRESNITATONDIEHINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 2SR A L 72 BRI, 24 RERTRSHRIRI OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIEF O S HINC 432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

AR HE D 2 P 22 il S O RE A A 5 AL E N RIER e =2 Y v 7
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 23 %
BENTWDZ L, B, BEFICOWT, DABRE L FOFBFEICHSITEmENT
WnHZ &,

@-3 BIFERDZUTLRINICE LT

BIVER (MEMEMZE, ITHReRE - ITR - PR K. KGR - EHEE O TR,
2. 1V BUBEIRIE ., Wb (FURERERE S, BB RREiEE . T HRABREMREE) | ik
e (K7 0« NU—JEBREZ Te) . BEAEMEE I, MK - 655, infusion reaction,
g - AU RIRIE, BHsReiEE (RS MEMERRE) . BEOREEE. LK,
MEREBIEMRE, MR, SV f MR PSRN | (L REDF AR o ik i

(G BRI | FEBEAF P ERIEE) . ALFIRIEDFHRE O BYYESE) 126 LT, ikl
B AT B R B D REFINE A A9 2 EA & U (RIVEH O Er-extic o Bl L TR
KOZEEZITONDRMEICH D Z L), EHITEYZRAENTE DM ES>TND
Zé&,



5. REXMRLLRDBE

(A2 BT 2 deE]

O AR D 72 A NIRRT 2B WO TARA, AR T T F o RO R R
v REDPFREEOEIERRER TV S,

@  FREIZEEY T 5 BTk 2 ARB| O R G J O F 51OV CTik, ARANOF 0N
ESL SN TE LT, AAIOERGRFR L7720,
o DOTAHBNDOENMEN R S TWIRWOHUEMIESE RS & OOFH#% 5

(2t BE4 2 5]

O TRICEZYT DEEIZOVWTIIAFOTRGNEZD L SN TNWD Z b, 54217
DI L,
o KA LSBUE DB D & 2 B3

@ RFEATOFHIIZI VT FREICEE S T 2 BEIZ OV T, AHlOREITHER S e

D, MOIRFEIIE D R WNIGEITRY | HRICAHZFENTL2 2L 2ZETE 5,

o HEMERREDOSIUITOBED & 5 B

o SRR A CRVE R 258 0 2 B K OTEBNME O B SR I <0 gL ME it 98 55
DI IRIEVEZAL DN - B D B

o HOREREDOH L EE UTBMERE L IXFEFMED B iz kB OB RO
oraysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

0 2 [ EBTE 5, RITAIL R U HEAENHRZ <172 2,

1 PRI LR TNIRIBR S D 23, AMTATRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R,

2 | BATHECER OO O = LTS CAREEMERETE 2, ABO S0%LERA Y FA Tl ST,

3 RONTZHSOHEOERD OZ L LT, HFO 50%LL EE~Xy R+ Cilm =9,

4 LTV, BOOHFORY OZ L3 TERY, BRIy RT3,




6. HEICERL THETNEFH

O WISCEFITZ ., SERTEEE DRI 5 BRI EED & AR DRk K OV
M OTDIZ LB R EWME B L T T2 &,

@ WRERLRIZEN D, BE XX Z OFIRICHIER a2+ o0 L, RE L2
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
W (PR IREE, ik, FEEVE) OfERE R ORI X fifd 0 FEhas, Blgs 5
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%Dit % £l 2
ek,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %47 > 7c L THhRGA L. AFIR G- R OKRAF GHE T HRIT A 2o 28
ET 5%, BEOREEZ /0285375 2 &, 7¢F5. infusionreaction % F8EHL L
AT, R TOBER OERNZRICEIET 5 TREZ +oBIET5 2
L

FrpgterEE . IF2e, BALMEIE RIS LoD Z ENHDDOT, AFOE L
LERT R O G- B I E M I RERR & (AST, ALT. y-GTP, Al-P, U /L
EUEORIE) AEMT D L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db Z N HH D
T, ARANOFE G- BRAART R OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M =5 — VR OflE) 2 3EEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA BN
NHLDLNDZENDHD, BENRBDLNTHAITIE, B LZFRIIE U
RLFR 72 05k & FRBR & RO R Rl & 8 U Cl Ul 22 BRI W 2 1 TV IR o ik
BOGIZ X2 EWER DB DL 2358121, AFIOWRIESTH 1L, R OEIE RE R
NECHOBRGELZBET D2 L, 2B, BIBEREARLVEOREICLYEIFE
R OYGERFRD BV WIGEITIL, B BB R VE LSO sz il e n
HLEET D,

B A& T, BEM 5D ARE L COLRIERANRET D Z B850,
AR OEEHETHIZHREWEM ORI 2ITEET D,

1 BUBEPRIG A & o, BERFES TV R—V RZELZENRHDHDOT, O
B, Bl MRS OFER ORBLLCMAAEED LIS HoEET 5 2 &, 1 BHER
WO N T HEIZT G EZ I L, A >R Y RF O B2 oY) 722 L %
152 &,

10



@ IMpower133 #ER TII#& G-BAA7> & 48 1 £ TIE 6 MMM, CA LAREIE 9 3 il i b
THIMEDOFE Z1T > TW e Z L 2B EIT, AAFRGTITEHICEGHEE TR
DB ZATH Z &,
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EafEAHEET A RS54 v

FFEI) XeT GRIETFHEERZ)

(BR524 : Tk b U 7 SEGHE 840 mg)
~EL I~

SRTEL 1A (G445 AHETD)
JEAE F




SR/

AN e

X LI

ARHN DR, 1ERET
i IR BSAR
Hiz%lc oW T

S EED O By ey

BEICER L CTRET & HIH

P2
P3
P4
P7
P9
P10



1. IXLHIT

IS OF N - REVEOHER DT DITIT, B SCEFITE SV o B A A RO
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH 72 3R 1E A%
FREIMMPERINDH T, 2RO OERNZ BICKLERBF IS 5 2 & BB O
FRRE L 2o TR Y RFEMBGER & O AT EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L LS Tnd,

PRV ESR T, KEERASCL 2T 0 7 7 A VDBBEEOEIRS & B DI
RHZENDD, DD, HMEROLZEMEICET A IERSH0ERET 5 £ TORM,
WMHERGLOBEEEZIT D ERPR SN BEIRH U THEMAT L &L b, BIE
RMFEBL L 7B B3t & D 2 & DA HE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

Lo T, KRHA RTA4 Tl BARBEES IR E TR LTV D ESEIREN -
BRI EED & | DUT O RIS O el 70 8 2 HEE S 2 8L b MBI Bk B 2
F RO EFREEZRT,

I, ARHA BT A 3 MAZATBAE NEIE M ERESH O, /IS EEEARAE
BRI s . —MAERTE N B ARERIR NRHE 2 R OVt FE N B RS2 O ) 0
b EER LT,

KR EMRDERN T M 7 REFHE 840mg (— k4 : 77 Y U A~ 7 (BT

HHHEZ))
SR LR AR « PD-L1 D RV U BRENED D HER2 Fatt o FIFARE XL
R R

WHELRAMERORE : X7 U Z %8 )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) A=7 (BEE 7R Z) & LT1[H840mg %
60 437 F C 2 FAMIHIGE CREFHET 2. 2. HIERG O
PERBIFCHIUE, 2 [\ B LD 58 RE 30 4y £ CEfET
ERAR
B Ik T ¥ H MRS
(%)
X7V ZXEN (TAT I RETR) ORISR, HIEKOHE
A B SR
FIEROHE : 77V U A~7 (BiaE#fz) Lotz T, @E, A S
7V Z%ELE LT, 1 H1E100mgm? (KRERERE) % 30 2500 TE
TEHEL, 27 &b 6 HHRIEST 2, A | [l 5% 3 Ak L, 4
HEIIAEST S, chad 1 a—RE LT, HEEBEVIRT, 7t BF
OIRABIZ LV T EIRET 5,

2



2. AHN DR, VERBF

T b 7 AL Omg (kL 7TV ) A~ T (B ). DT TR

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%E 77U Gl (IgGl) 777 A0k MEE
J 7 a—FAHETH D,

CD274 (PD-L1) (&, EEANICE O THIFIERAIMECEIR L T 0| EE LY
VoNER (T MEfE, BRI L T 2 7 40% 7 —T #Mild) 2B T 5 CD279 (LLF, PD-
1] £ 9,) KUCD80 (B7-1) &ifiie L. SEICEZAICHIET L EEZ b TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 XA
TH Y., PD-L1 & PD-1 241 L7ofRB&IE, GRS HURRF A 722 T M) & OB
AT AEFEO—2 L LTEX LN TS,

AN, PD-L1 OMfEsEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
L0 BAGURR A7 T MR OIS I 2 08 U RO 2 36l 2 &5 %
LTV 5D,

I OMEN D | RANTEMEREE AT 2 B IR RIRIC 2 V152 b O & IR S i,
Fpp BB xR & LKA T L, Ao, 2R OBEMES R S 7,

ARFNDOVE RS BB DGRERIRIC LD RIEREDR S bbi, HEXIIELT
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEOBRE 712470 BEN
R BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R D ERD &g L T
W) EERIRE W 2 ATV B OSE RIS X D RITER 2 5D 2 %A i2id. B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERIRAAE

REUZEER (LU, THRY &9 ,) BEMEro b b R BnssiER 22K 2 (LLF,
THER2) &9 .) BEMEDOFITARE LA FE IR O AR RN 21T - 72 F 722 BRI AR
DRAR % T,

[H2hhE]

O EREILEZ A FER (IMpassion130 #R5k)

HRf% « FRREFLIE IS 33 2 2 PEORIREE D 720y HR P2 HER2 B2 O FHli R iE
AT FE L B 902 Bl (HARN 65 il & mte) ZxtBIT. AH| 840 mg kU 27 ) # %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OfF#EE ORAIGHARE, 451
) OFINER W2tk E 77 B AR KU nab-PTX O 5 (nab-PTX B, 451 f5]) &
b 255 1 AHRRER 2 Fhe L 72", R b Sz ED 5 B 369 5l (HAAN 25 i
ZEte, AFIGHARE 185 #, nab-PTX Bf 184 i) 7% PD-L1 [BPERFEM™ & &z,

T oA MESNIZEED 9 B, PD-L1 Bt EE LRI W T, AFIDFHAEE T nab-PTX
B & Ml U CEEFHMIEE O — > Th 2 A OF B RIEE RO bt (N
— NI [95% (5 HEHX[H]] @ 0.62 [0.49,0.78], P<0.0001 [&%5! log-rank f7E ], A EAKAER
1 0.005) . HIfE [95% (MK 1IAKIDFHEET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QUSFEA4H1THT =Xy bA7, K1),

14 & 1A 27 0E LT E 1L KOS HRICARKIXIZT 7 B A% FIRNES L7Z, nab-PTX 1% 100

mg/m? %% 1, 8 XV 15 A BIZEIRNEEE- LT,

*2 1 X & OptiViewPD-L1(SP142) % F T, MEEHAMR A IZI1T % PD-L1 Z 5 EL L 7= fEEHS 1 5%

IS 5D 5EIE (I0) IZOWTIHFRIE S, IC1253 IC=1%) Th HE-A1T PD-L1 Btk &k

7=,
1.04
09+
0.8 4
40 074
B \
g 0.6 4 1
#H 054
E o
BE 03-
021 ' ‘\‘
s Nab-PTXEE ’
009 ies ABIGFE )
ood * F59Y
. A | L4 1 L L a1 1 T L4 T T
at risk £¢ 0 3 6 a 12 15 I8 21 24 27 30 33(H)
nab-PTXEE 184 127 62 44 22 1 5 5 1
AFIGHEEE 185 146 104 75 38 19 0 6 2 f

1 EHEAFHIR O Kaplan-Meier BigR (PD-L1 [GHEREEM)

4



[ 414]
O [EHEEIEFESIFEERFE (IMpassion1305U5#k)

HERFEGIIARAIOHEEDA449/452] (99.3%) . nab-PTXEED429/438%1 (97.9%) (258
b, TREREE & ORRERAEE TE WA FHRIIARFOFHHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78 bivlz, FHLRD5%LL EOAA| & O KRR S
ETERVWEEERRIIRIOLEBY THhoT-,

K1 BEBRS%IULOAE L ORRBERIGTETERVWEEFL
(IMpassion130388%) (Z2MEBITHRE)

IRERIRSYEE (SOC: System Organ Class) AZIGHHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
A& DRRBEPEETERVWEFHEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER OB GO 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1 (0.2%) 0
) RE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
B IBkEE 196 (43.4%) 13 (2.9%) 0
P 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
A 27 (6.0%) 1 (0.2%) 0
BB K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
SS9 51 (11.3%) 2 (0.4%) 0
O FEIE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
MR LY ARG E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER e i 29 (6.4%) 11 (2.4%) 0
Por W 5 77 (17.0%) 3 (0.7%) 0
FOPR IR REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SEYR 35 (7.7%) 1 (0.2%) 0
B LB 23 (5.1%) 0 0
M. MEREs X OWEhmbE e 76 (16.8%) 7(1.5%) 0
%K 30 (6.6%) 0 0
-0 ) 28 (6.2%) 3 (0.7%) 0
Rt L OveakfEE 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
FR AR A 78 (17.3%) 24 (5.3%) 0
ALT 40 33 (7.3%) 6 (1.3%) 0
AST #41 29 (6.4%) 7 (1.5%) 0
N T PN ON Ry kA 71 (15.7%) 3 (0.7%) 0
FA i 29 (6.4%) 0 0

7ok, AFIDEHBEC U C RIETHERGZE R 10 0] (2.4%) . FFHEAERES 47 ] (10.4%)
Wide 2 0] (0.4%) . KI%s - EAED T 9 Bl (2.0%) . FIRMUERERES 78 B (17.3%)
RIEHRERESE 5 () (11%) . JZe - BEIEZE 2 (] (04%) . AHEIEE (52 - AL —fEf

5



MEZET) 34 B (7.5%). BHEDORKEEE 4 6] (0.9%). BHERES RS HEM
BREE) 211 (0.4%) . infusion reaction 7 5 (1.5%). LfFHERID « FEENE LT TP ERBVE
43 61 (9.5%) K OVEYUIE 43 B (9.5%) 2FRD B, Fio, | BRI, FEAKELE
PRE . ESEMNEE A, Mide. BERUTREME, (DA, WILPER L., SR R A
BBRIEER O bR o T, AEIWERBBUR LI E S (BRAREEET 25T %
BB R AR T,



4. HEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L BEEZREWER 2R LT-
BRIZXHIGNT 5 Z EmpE72H  LFOO~Q@D T X C &7 sk iz W THEHAT S
RETH D,

O MEFITOWVT

®-1 TiEd (1) ~ (5) DWTNNITEYT DM TH D Z &,

(1) EAFHEREDEE T 205 A2 ILRPE S G BT R A2 REEEHL R L
HIIEEAS A RS BRI . ks A 2Rl 7 &)

(2) FEEHERERPE

(3) HBENFIRAFNFEE T 203 AP (D AR RESEE ERPE. 25 AR
W wEE. S AR R &)

(4) IRALFRIEE A E L, SRR L FRIEZ R 1 TS RIS L L2 e
2 OREFRFENEICLR D 21T > T D filiak

(5) PrEEMEREREAIL T EBINR Ol R UEITAR B i 21T > TV B itk

O-2  FEOALFIRIE K ORIVE R FEBRF O RIS 53 72505k & #EBR & FroERl (TR O
WFNZREE T D ERN) 2, HE2REEORANCET HEROEEE L L TREI N
TnbZ L,

*

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEDO R AIBREDEERIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NEG - DAHE %
{THoT WA &,

ERSEFIGE 2 FOWMINHE ZAE T L721RIC 5 4FELL LI O 0 VYL %
B LIRS = DORIRPHE 21T > T\ D Z L,

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OfFHRE D, A2 - &2
IR OB B ONERSE IR D 1 e tt, AHFFRNFEE LG EOWmE
FH . FRESDITT DL IEFHINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 2SR A L 72 BRI, 24 RERTRSHRIRI OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIEF O S HINC 432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

AR HE D 2 P 22 il S O RE A A 5 AL E N RIER e =2 Y v 7
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 23 %
BENTWDZ L, B, BEFICOWT, DABRE L FOFBFEICHSITEmENT
WnHZ &,

@-3 BIFERDZUTLRINICE LT

BIVER (MEMEMZE, ITHReRE - ITR - PR K. KGR - EHEE O TR, B
2. 1V BUBEIRIE ., Wb (FUREREREE . BRI RREREE . T ERARREMREE) . it
e (K7 0« NU—JEBREZ T e) . BEAEME I, MK - 655, infusion reaction,
g - AU RIARIE, BHsReiEE (RS MEMERRE) . BEOREREE. LK.
MEREBIEMRE, MR R I, St f MR PSRN | (L REDF IR o ik i

(G BRI | FEBEAF P ERIEE) . AL FIRIEDF RO BYYESE) 126 LT, ikl
B AT B R B D REFIME A A9 2 EAT & U (RIVEH O Er-exticlc Bl L TR
KOZEEZITONDRMEICH D L), EHITEYZRAENTE HEH I ES>TND
Zé&,



5. B#Extp L s BE

(B2 B3 % 9]

O ER - BRAFITTT 2 2 EORNRERE D72y PD-L1 BitE (EEHERIC T 5
PD-L1 % %8 U 7= JEERE s M 23 (5 6 2 EIA M 1%LL ) @ HR 29472 HER2
FEtE D P RRESUI TR ILEBF IZB W TAA L nab-PTX & OUF G- OF 2%
DRI NTND,

2. PD-LIORBIRIUCOWTIIT TV U A~7 (Bl ff#az) oo =%
Vs (AFE4 X Z FOptiView PD-L1 (SP142)) Z AW THIET 5D Z &,

@ TFRLICEZ YT 2 BT D AAN DB K O GRS W TR ARIOAFRMED
MESLSNTE LT, AADOHREGHR LR B,
o DOTHRAIOAH DR S I TR OFTEMEEEA] & OFF 5
o iRl - AR IR

(2t B4 2 5]

O TRICEZY T DEEIZOVWTIIAFIOTRG N ES L SN TNWD Z b, 54217
DI L,
o KA LSBUE DB D & % B3

@ IBFRHTOFHIIZI VT FRRICEE S T 5 BEIZ OV T, AAOREITHER S e

DS, MOIRFEIIE D R WIGEITRY | HREICAHZFEN T2 2L 2ZETE D,

o HHEMENKEDOGHUIZ OBED H 2 B

o SRR A CRVE R 258 0 2 B K ONEBNME O KU Al I <0 e M it 9% 55
DI IIEVEZAL DN - B D B

o HOEREDOD D EEUTIEMERE L IXFFEMED B Qi ik OB RO
o¥aysecy

*  ECOG Performance Status 3-4 "V 0B

() ECOG @ Performance Status (PS)

Score

0 2 M TEBTE 5, FATE [ U B FAERNHIRZ <ATZ 2,

1 PRSI LOTEBNIHIBR SAL DA, ATHRE T, BAEERIE - TOIERIITH Z LN TE 2,
Bl - BVWFE, SR

2 BATARETHAOH OMIY O Z LT N THRELENERIT TE 20, AP0 50%LL B3~y FATil 29,

RONTZHDOFOEIY OZ L LnTER, HEO 50%LL EE Xy R Tl 29,

4 E<EBF RV, BOFOEY O LFES TERY, FRICy Rk Tl I,
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6. HEICERL THETNEFH

O WISCEFITZ ., SERTEEE DRI 5 BRI EED & AR DRk K OV
M OTDIZ LB R EWME B L T T2 &,

@ WRERLRIZEN D, BE XX Z OFIRICHIER a2+ o0 L, RE L2
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
W (PR IREE, ik, FEEVE) OfERE R ORI X fifd 0 FEhas, Blgs 5
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%Dit % £l 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %17 > 72 ECBSA L, ARG R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /0285375 2 &, 7¢F5. infusionreaction % F8EHL L
AT, 2 TOMEROIERNERICHET L E TEEE H0BET5 2
L

FrpgterEE . IF2e, BALMEIE RIS LoD Z ENHDDOT, AFOE L
LERT R O G- B I E M I RERR & (AST, ALT. y-GTP, Al-P, U /L
EUEORIE) AEMT D L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db Z ENH D D
T, ARANOFE G- BRAART R OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M =5 — VR OflE) 2 3EEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA BN
DHOLOLNDZ ERDHD, BENBDOLNIZLEICIE, BERLEFELIIL U
RLFR 72 05k & FRBR & RO R Rl & 8 U Cl Ul 22 BRI W 2 1 TV IR o ik
BOGIZ X2 EWER DB DL 2358121, AFIOWRIESTH 1L, R OEIE RE R
NECHOBRGEEZBET DL, 7B, BIBERERLVE L OREIZLYETE
R OUEDTRD HAVRNGAE T, BB BB RV LIS o g il o
HLEET D,

B A& T, BEM 5D ARE L COLRIERANRET D Z B850,
AR OEEHETHIZHREWEM ORI 2ITEET D,

1 BUBEPRIG A & o, BERFES TV R—V RZELZENRHDHDOT, O
B, O, WEMEEOTIRORBBCMFEMED LA HAEET D2 L, 1 BER
WO N T HEIZT G EZ I L, A >R Y RF O B2 oY) 722 L %
152 &,
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@ IMpassion130 5 TIIEG-BRLA2 5 48 I T 8 EMIMNG., ZruLARIX 12 #EFH M
B CTHMEDOFTHI AT > T\ e 2 & 2 5B, ARG HILEHIZBEGRE TR
ROMEREITH Z &,
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HEFERHEETA N1~
TV X7 (BaTRE#RZ)
(BR7E4 - 72> b Y 7 BifHE 1200 mg)
~ AR~

SR24E9H (Ffn445 A%ET)
JEAE F




SR/

AN e

X LI

ARHN DR, 1ERET
i IR BSAR
Hiz%lc oW T

S EED O By ey

BEICER L CTRET & HIH

P2
P3
P4
P8
P10
P11



1. IXLHIT

IS OF N - REVEOHER DT DITIT, B SCEFITE SV o B A A RO
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH 72 3R 1E A%
FREIMMPERINDH T, 2RO OERNZ BICKLERBF IS 5 2 & BB O
FRRE L 2o TR Y RFEMBGER & O AT EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L LS Tnd,

PRV ESR T, KEERASCL 2T 0 7 7 A VDBBEEOEIRS & B DI
RHZENDD, DD, HMEROLZEMEICET A IERSH0ERET 5 £ TORM,
WMHERGLOBEEEZIT D ERPR SN BEIRH U THEMAT L &L b, BIE
RMFEBL L 7B B3t & D 2 & DA HE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

Lo T, KRHA RTA4 Tl BARBEES IR E TR LTV D ESEIREN -
BRI EED & | DUT O RIS O el 70 8 2 HEE S 2 8L b MBI Bk B 2
F RO EFREEZRT,

I, ARHA BT A 3 MAZATBAE NEIE M ERESH O, /IS EEEARAE
BRI R s . —MAERTE N B ARERIR NRHE 2 e OVt [ E N B ARl o 1 /) 0
b EER LT,

KGR ERDHERN TR N 7 SREE 1200mg (—#4 7TV Y XAv T (B
AR )

KA ERDMEIIE  CIBRARE 72 MR

HELEROMEROHE : XNV X~ (Bl HH#LZ) L OPFHICEN T, BHE. A
F7 7Y ) XA~7 (Eiaf##z) & LT1[E 1200 mg & 60 43
23T C 3 MR T REFET 2, 23, YIRS ORAEENE
I ChIUL, 2 BIH LD GRERIL 30 /7 £ THMETE 5,

B 0E Ik 8 PO

(&%)

NNV AT (BT Z) OZEEUIZNIR, BELOHE

SNRESFZN AR+ GIBRANRE 7R JIT il lew e

MIEROHE : 77 Y ) A~7 (BlaF#az) oMW T, @H., BAIZEN
N A=7 (Bl ff#z) & LTI1E15mgke (IKHE) Z s E RN
N2, &KEMRIT3HEFEU EET 5,



2. AHRN DR, 1EREF
TR bU T EEEE 1200 mg (%4 7T YY) XA~T GER R Z) . LR,
[AF &9 ) 1 KE D Genentech, Inc.iZ &V AI# S 4172 programmed cell death ligand
1 (BAF, TPD-L1) & 9,) IZxtd 5% v7 Y Gl (IgGl) 727 72Dk M
F)7u—FAHUERTH D,

CD274 (PD-L1) %, EEMIZEW THUFEIR RIS IZEI L TRV | & ELY
VRER (T MR, B MR OV F = T % 7 —T fifn) %23 EBL+ 5 CD279 (UL T, [PD-
1] &»5,) KUCD80 (B7-1) &ifia L. EISEZAICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 XA
THk Y. PD-L1 & PD-1 Z4 L7 &I, JEBHIL S FURRF A7 T Mifd & OB B
BT DO —D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHRS S L. PD-L1 & PD-1 &L OFEAZILET 5 Z L5
0 DAFURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A I+ 2 &5 %
HITND,

ZIHDHEN G | ARANTHENERES T 28 72 R IniE I 2 0155 6 O L WIRF S,
A B 2 b 5 & U7 R IRARBR & 320 L . A 20, 2t R OB M L S 7z,

ARFNDOVE RS BB DGRERIRIC LD RIEREDR S bbi, HEXIIELT
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEOBRE 712470 BEN
R BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R D ERD &g L T
W) EERIRE W 2 ATV B OSE RIS X D RITER 2 5D 2 %A i2id. B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERPRARE
YIBRASRE 72 AR e D AGREF I Z 5l 2 1T o 7= 1 72 B R 3B 0 il 2 7 37,

[ 2]
] BRI [R] 27 11 AHERER  (IMbravel50 #5R)

EEALFHIERE D 72\ Child-Pugh 7758 A OYIBRARE 72 ARk s 1501 1 (A AN
61 il & &ie) ZxtBRIT, AFIK NN X7 (B z) CLTF, RV <7
V9 ,) OFFHEE CRAIGEAEE. 336 ) OFEIMER L2 EZ Y 77 =7 hiL
e (LLF, (Vo7 7x2=7) Lw9o,) (YT 7==7FE 165%]) &9 55 1
FRER A T2 L7272,

FERHMEHEE O—>Th 5 24EEHE (LLT. T0S] & 9,) OFHfEITOREE, ITT
EHICBNT, AFIPFHBECY 77 2 =T iR L THERIEEDRO Hiv (O —
R [95%5#EX[#] : 0.58 [0.42,0.79]. P=0.0006 [J&5!] log-rank #E ], MHIA E K UE
0.0033) . HRAE [95%EFIXH] (IAAPFHEE ChIiERE (HEERE], VI 7 ==
TRET 132 [104, #EEAREE] DA THH-7= 2019F8 A29 BT —X b v b4 7,
Do, b9 —>DO LAl H TdH 25 RECIST ver.1.1 (2553 < ST AR H] & 12 L 2
e A LEHARE (LR, TPFS) &\ 9.) IToWTh, FMIFOFEE. ITT £z T
ARPFABETY 77 = =7 L IR L THERIER AR D b (N — R [95%(5#
X :0.59 [0.47, 0.76], P<0.0001 [J&% log-rank FE ], MHIAEAKAE 0.002), H ik
il [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
HHATH-T= Q0I9FESH2 BT —4hy vA47, X2),

1 RIRE GREI™ & ) — VEEAFRE, T O AR, ~ A 7 v iEEE ek, RIS
W AP 2E SEA R, BOATRRES) OEIG & 72 5 B XA S,

*2 ¢ ARFIGEARETIIAA 1,200 mg L ONRANY X< 7 15 mglkg % 3 W Z L ICEIRNES., Y77 =
=TIV T 7=2=27400mg % 1 H 2B OFEE LT,

1.0 "'“_‘\“;\\_1—\
iy AFI B
08 h\\‘\, T /
H‘“g, —

¢ I . LL%
b 0.4

0.2

0

EEZEMTH» 5088 (B)
Atrisk % 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
AFIGAIRE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VSZ=zTBE 165 157 143 132 127 118 105 94 86 60 45 33 24 16 T 3 1

X1 OS ® Kaplan-Meier BiR (IMbravel50 3AB%) (ITT £H)



‘\ . St
0.6 T %

{FkE

& VST enT B o

Atrisk ¥ 0 ] ) y 1 3 [ ; 8 . 9 I 1 12 13 I
ARFEIGEEEEE 336 a2 270 23 232 200 180 137 120 7
VPR 165 s 109 st 0 57 1" 4 2 15

X2 PFS @ Kaplan-Meier i (IMbravel50 38 (ITT £MH)

HARNBEEMICKIT S 0S O SRl [95%15 #8 X [ ] 1XAHIOF I REC oS fioRzE (H#
EARRE], VYT 7 =TT 149 HEEARRE] WA NP — R [95%EmXM] : 1.71
[0.50,5.84] Th o7z (KM3), £7=. BARNBEZEMIZIIT S PFS Ol [95%EHH
X EARFIO AR TSRz (6.4, HERGEIV A, VT 7 = =THET 7.7[4.2,12.7]
TR = R [95%EHEX ] : 0.85 [0.39,1.86] Th-o7c ([H4),

1.0 {+

b+ _ -
—\ N F AL =T BE
0.8 e A P 4 :
mwaﬂmaﬁ/
4o 0.6
o
b
#H 04
0.2
0
EEZHFT»5088 (B)
Atsisk % 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

FEIHBEEE 35 35 35 34 33 30 30 29 26 20 17 9 8 5 3 1 1
VI72=DF 26 23 22 2 22 20 20 20 18 14 11 7 5 4 1

3 BAANEMIZEITS 0S @ Kaplan-Meier Bt (IMbravel50 35%) (ITT £H)

10—

‘.
- 1
08 | RE G
04 / ]
= VT==T B |
0.2
0
Atrisk# ) | 3 4 5 [ 7 8 ) 10 1 12 13 1" 15
FRIEERE 5 5w % 2% 2 7 15 0 A | 2 1 1 1
VIO % 2 20 6

4 BAEANEMHIZEBITS PFS @ Kaplan-Meier i#f (IMbravel50 38%) (ITT £H)



[ 414]

[E B AL [F B IFERR (IMbrave 1 505K05%)

B EFGIIAAIO IR 323/329 5] (98.2%) . ¥ T 7 = =7 Jf 154/156 f] (98.7%) I
R B, RBRER (AAIGFARE CIIAR TSNV X~ T | VT 72 =THETIEY 77
= =7) L ORRERMPGE TERWAFHERIIARAOHEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLHED 5%LL EOARA] & ORISR
BETERVHEEFRZIIR1DOLBY Th-o T,

#£1 EHABYRS%ULOEFIE ORBEBERIEETERVAEEES
(IMbravel50 3RBR) (REVEMRNT I RER)

IRERIARSYEE (SOC: System Organ Class) AAIGFHEE (329 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) B (%) B% (%)
AR OREBFENEE TERNWEHERR 252 (76.6) 90 (27.4) 4(1.2)
ER AR A 107 (32.5) 41 (12.5) 0
AST #n 45 (13.7) 14 (4.3) 0
ALT 0 34 (10.3) 7(2.1) 0
fmh e YL e B 27(8.2) 2(0.6) 0
i NRFER D 23 (7.0 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
7 49 (14.9) 5(1.5) 0
FEEL 27(8.2) 1(0.3) 0
HlEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
G B KOV TR RRbE & 82 (24.9) 2 (0.6) 0
% ) FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
R L OveakfEE 58 (17.6) 6 (1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
Mo islE S 35 (10.6) 1(0.3) 0
FRIREERE AR TE 25(7.6) 0 0
55, hEk L OWEADHE 33 (10.0) 7(2.1) 0
HEAIZLE S RIS 32(9.7) 6(1.8) 0
B L ORI RS 33 (10.0) 6 (1.8) 0
EHAR 27(8.2) 4(1.2) 0
i R 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

B AAIDFRABRC IS W CRVBEMERIZ S 3 61 (0.9%) . FFHERERETE 87 # (26.4%) . KiG
K HEOTH S H (1.5%) . R TH] (2.1%) . HARIREERERT 39 1 (11.9%) . FIEHRE
PR 1B (0.3%), THEEABERERE 1 6] (0.3%), #fREE (¥7 2 - NU—EERESEE S
7p) 1 % (0.3%). infusion reaction 32 %] (9.7%). BHERERESE (JRAAEHVEMERRE) 2 H#i
(0.6%) . BEEDOREREE 2 #] (0.6%). FEiLEEm 1 #] (0.3%), 4FHERED - FEE:AT
FRERIBAME 21 61 (6.4%) K OVEYIE 20 B (6.1%) 23388 Haviz, £z, 1 BUERM, &=
FERRIERE, % - BRI . Ahoc - ARECTIRRIE ., (O R . MERE RAEMERE, oM MK
B PEEREER 338D B L o Te, AR EFRRBEBURDUIBIEFESR (FRRREMERE 2 5T)



EETDEHBRETT,

AARNBEEMZIB T 26 FFLIIAFOHRED 35/35 il (100%) . xtHEBED 23/23
Bl (100%) (2788 B, 1EEHE & ORREARNAGE TE WA FEFEZIIAAIGHIHED
31/35 Bl (88.6%) . XFHREED 22/23 il (95.7%) 258 Hiviz, AFIGHHACBWT, %
BN 5%LL EORAE OREEFBNGE TERWEEFZIIR 2D LBV Tholz,

#2 AARABEEFICBWTREARN S%LULOFRF L ORREBHEBIEETERVWEEES
(IMbravel50 338%) (ZEVEMEITXIREM)

IRERIARSYEE (SOC: System Organ Class) AZIOFHEE (35 1)

FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) % (%) sk (%) % (%)
A& OREBEBEPEE CERVWEFERS 28 (80.0) 8 (22.9) 1(2.9)
— % - EFEER X OB G OREE 10 (28.6) 1(2.9) 0
[i=R3 5(14.3) 0 0
FEEL 5(14.3) 0 0
i 2(5.7) 1(2.9) 0
MEIRES. MISRE & VHEiRES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
B R AR A 6 (17.1) 3(8.6) 0
AST #4/1 2(5.7) 2(5.7) 0
KR ¥ KOV TRk RS 6 (17.1) 0 0
O FEIE 3(8.6) 0 0
RN SN 42 3(8.6) 0 0
R L OB E 6 (17.1) 2(5.7) 0
K7 A7 2 e 3(8.6) 0 0
AREOR 2(5.7) 0 0
B IBkEE 5(14.3) 2(5.7) 0
THi 2(5.7) 0 0
Por WA 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, ik L OYLE A GHE 3(8.6) 0 0
HENITPE D RS 3(8.6) 0 0
M pEE 2(5.7) 2(5.7) 0
& IfLE 2(5.7) 2(5.7) 0




4. HEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L BEEZREWER 2R LT-
BRIZXHIGNT 5 Z EmpE72H  LFOO~Q@D T X C &7 sk iz W THEHAT S
RETH D,

O MEFITOWVT

®-1 TiEd (1) ~ (5) DWTNNITEYT DM TH D Z &,

(1) EAFHEREDEE T 205 A2 ILRPE S G BT R A2 REEEHL R L
HIIEEAS A RS BRI . ks A 2Rl 7 &)

(2) FEEHERERPE

(3) HBENFIRAFNFEE T 203 AP (D AR RESEE ERPE. 25 AR
W wEE. S AR R &)

(4) IRALFRIEE A E L, SRR L FRIEZ R 1 TS RIS L L2 e
2 OREFRFENEICLR D 21T > T D filiak

(5) PrEEMEREREAIL T EBINR Ol R UEITAR B i 21T > TV B itk

O-2 AR Db EE K OBEIWE RS BURE O REIG I 443 72 Fnitk & &R 2 RO =R (F
ROWTNNITEZ LT HER) 25, SE2RBORANCET HEROELE & L TRE
INTWHZ L,

*

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEDO R AIBREDEERIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NEG - DAHE %
{THoT WA &,

R EFEUAS% 2 SFOHIIHE 2T L72&RIC 4 L EORKRREREH/ LT\ 5D
ZE, OB, 3HELLER. BRSO D3 A SRS & G T IR 5 O B IRHE 217
STWNWHZ &,

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE S ALE S, BRSO OfFHRE D, A2k - &2
IR OB B ONERSE IR D 1 e tt, AHFFRNFEE LG EOWmE
. FRESNITATONDIEHINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 2SR A L 72 BRI, 24 RERTRSHRIRI OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIEF O S HINC 432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

AR HE D 2 P 22 il S O RE A A 5 AL E N RIER e =2 Y v 7
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 23 %
BENTWDZ L, B, BEFICOWT, DABRE L FOFBFEICHSITEmENT
WnHZ &,

@-3 BIFERDZUTLRINICE LT

BIVER (MEMEMZE, ITHReRE - ITR - PR K. KGR - EHEE O TR, B
2. 1V BUBEIRIE ., Wb (FUREREREE . BRI RREREE . T ERARREMREE) . it
e (K7 0« NU—JEBREZ T e) . BEAEME I, MK - 655, infusion reaction,
g - AU RIRIE, BsReiEE (RAE MEMERRE) . BEOREEE. LK.
MEREBIEMRE, MR, SV f MR PSRN | (L REDF AR o ik i

(G BRI | FEBEAF P ERIEE) . ALFIRIEDFHRE O BYYESE) 126 LT, ikl
B AT B R B D REFIME A A9 2 EAT & U (RIVEH O Er-exticlc Bl L TR
KOZEEZITONDRMEICH D L), EHITEYZRAENTE HEH I ES>TND
Zé&,



5. B#Extp L s BE

(B2 B3 % 9]

O EHLFHEIERED 220 Child-Pugh 7358 A OUIFRARE 72 IR B E 123V TARA
KRN X7 L OB G OB RSN TN S,

@ TFRLICEEY T D RBFICKT HARF O G K OMEHFIEIZ OV T, ARFIOAF N
N SN TELT ., AFIOEGRGE LB 720,
o DTHAAIDOAEZMED R S TWVRUMEOFTEMIEEA & OfF %5
o JRPTRIE (BB T ) — WIENRE, 7 VA RBERRIE, ~ A 7 v G E R
5, IFEhIRIEAR L/ TR L7 28 5 . BURBRIRIESE) O & 72 2 A
FARE

[ZeatEicBE 3 % F1H]

O TRICEYTIHIEFICOWVTIEHAAOEGNEZ L IN TS Z D, BE5EE2IT
brpnz &
o ARFIDEATT R UIEBUE DBEERED & 5 B

@ HRATOFHMICIB W T FREICZ S T 5 BH T OV T, AFOREITHER IR

D, MOIRFEIIE D R WIGEICRY | HRICAHZFENTL2 2L 2ZETE 5,

o HEMERREDOSIUITOBED H 5 B

o JuEBEiGR A CHE R 2780 5 B K OVEEIE OO B BRIMTE IS 058 Gt fiti ¢ 55
DI IRIEVEZAL DN - B D B

o HOEREDOD D EEUTIEMERE L IXFFEMED B Qi ik OB RO
o¥aysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

0 =< [ TEBN T X 5. FMRl & R U B HAEEAHIRZR <ATZX 5,

1 PIRROIC I LR TN IRIR S D23, AMTITRE T, BEAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R,

2 | BATHECER OO O = LTS CAREMERETE L, ABO S0%LERA Y ATl T,

3 RONTZHSOHEOEIY OZ L LTEXR, HEO 50%LL EE Xy RpR1Ci 27,

4 ELET RV, BOOHORY OZ LiFEL TERN, BRIy KR TilId,
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6. HEICERL THETNEFH

O WISCEFITZ ., SERTEEE DRI 5 BRI EED & AR DRk K OV
M OTDIZ LB R EWME B L T T2 &,

@ WRERLRIZEN D, BE XX Z OFIRICHIER a2+ o0 L, RE L2
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
W (PR IREE, ik, FEEVE) OfERE R ORI X fifd 0 FEhas, Blgs 5
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%Dit % £l 2
ek,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %47 > 7c L THhRGA L. AFIR G- R OKRAF GHE T HRIT A 2o 28
ET 5%, BEOREEZ /0285375 2 &, 7¢F5. infusionreaction % F8EL L
AT, R TOBER OERNZRICEIET 5 TREZ +oBIET5 2
L

fFpgReREE . BFZe, BLMEE RIS LoD Z ENRH DD T, AFI O L
IERT L OG- I I E W IFBERERR & (AST. ALT, y-GTP, Al-P, U /L
EVEORE) HEMT DI &, Ak, UIBRARRRAITIIE DA, ITHRERE
ENPFEL LT BEOARFN ORI « i I oOlE & 1T E L TV D (B
FEZR),

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H DO D Z ENH D D
T, ARANOFG-BRAART K OB G-I P IXE IS N IS REMR A (TSH., 16
T3, i T4, ACTH, M =5 — VS OflE) 2 3EhEd 252 &,
AFIOBHIZ XY | BEORERISIZER T 5 &5 2 b b kA BN E
NHLDLNDZENDHD, BENRBDLNTHAITIE, B LZFRIIE U
BLFR 72 05k & FRBR & RE O R Rl & 8 U Cg Ul 22 BRI W 21 T\ IR o ik
FOSIT X 2 BWER A S oi 2 3551213, AFIORIE TR 1L K OEIE B AR
WECHIORGEEEZRT D2 L, B, BIERERLEORGIZLYEIE
R OYGERFRD LIV WIGEIZIL, B BB R VE LSO sz filEl e n
HLEET D,

BT, BOEM NS5 AR L T ORIERNRERT D Z 08B D720,
AR OEEHETHIZHRWEM ORI 2ITEET D,

1 BUBEIRIG R & o, BERFES TV R—V RZELZENRHDHDOT, O
B, Bl MRS OFER ORBLLCMAAEED LIS H0EET 5 2 &, 1 BHER
WO N T HEIZIT G EZ I L, A >R Y RFI OB GZ oY) 722 AL %
152 &,

11



@ IMbravel50 FRERITIREBIAA)ND 54 £ TlT 6 MERIME, ZH LI 9 BT
HINEDOFHl 21T > T2 Z & 252, ARIEGHIEMMICEBRE TR
R x1T o 2 &)

12



	③-２【アテゾリズマブ・参考】
	③-３【アテゾリズマブ・参考】
	③-４【アテゾリズマブ・参考】
	③-５【アテゾリズマブ・参考】

