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1. IL®IC

=35 DA IE - BEVEDOMER O T2 D12, IRM SCESIZ IS ol 2 FH 23Rk
HND, I BT, ITFEOREHEITOMEAT LV | HUREIRM 72 & OHH) 72 5T BLIE M
FREIMDPEKRE ENHH T, 2 b OERN 2 BICN TR BE IR T 2 2 & RO
R & 7o TR Y RRFIMBOEE & SO AT #2016 CERL 28 4F 6 A 2 H BRI E)
IZBWTYH, FHERNEOFEAOREHEEZXD Z L EShTn5,

BOF R 3RS T, BB EHZ BT 1 7 7 A W RBEFOEIES & 5 70
BB Z WD, 20D AMMEROREMEICET 2 EMA +0%ET 5 £ Tof.,
MHERGLOBELZBZ T 5 2 ERPFRF SN EFITH L THEMAT 2 & & b, BIfE
FADEBL L 7-BRIC B et 2 & 2 2 & S ATRE 72— 8 O Bk i 7= 3 R R B < i
THZLENEETHD,

L7eRo T, KA RTA4 2 TlE, BB 2 E TITHELILTW D IR -
BHPRY RN S & PUT O [ 388 0 feiii 70 i ] & HEHE 3~ D Bl © B B B 2
F RO EFEE RT,

RIS, ARATA RTA % MSEATBUEN 3 SRR A P, A atEE N H AR
BRI s . — A FE N B ARERIRINB EE S FRE IR EFNSENE N B AME 2 L O
—AEEEN AR P2 DD b EAFR LTz,

X LERDHERE  TTV) X~ T GBI Z)
R ERDMENIDE - UIBRASREZRMETT « FIFE OO I/ Nl e it
PD-L1 [ D FE/ INHRa R 12 35 1T 2 It i Bh e A
MEERDMEROHE : ZhhEI@
7TV Av 7 GEE B Z) OWEHEGREX 60 530 ) T
TErE L, IR S OZEMEN BRI CThHL, 2 [ HEBEO#E S
RFfIE 30 27 [ £ CRIME T & 5,

(LA REARTEIE D i 2 B % b < BIBRASRE 2R HETT - R DIF/ N
I e fr

L D PUENEEE A & ORI W T, WE., RAIZT T Y X
~7 GE(& - z) & LC1IE 1200mg % 3 3 R IE C A i
HT 5, EO%k, BMEGET25810F, 77V X~7 (EB
THEHEZ) & LC 1181200 mg & 3 W MRFIE L 1 Bl 1680 mg %
4 JE B0 C AR ST 5,




{LFFHAERTEWED PD-L1 Bt D UIERARE 2 HEAT - FEFE O IF/ N
H@Hﬁaﬁ-

WE. AT 7YY XA~7 (Earifz) LTl
1200 mg % 3 FARRIFE T 1 (8] 1680 mg % 4 3 R C A i
T2,

(b EVERERIRE O UIFRANRE /R HETT « FFE OO FE /N e ifip

WH., RANCIET 7Y A~7 (Esffz) LT 19
1200 mg % 3 3 IRINE X 1 18] 1680 mg % 4 1 ][I C A i
T 5,

PD-L1 [P I/ N e 12 35 1) 2 I 2 i Bk ik

WHE . RANZIET 7Y ) A~7 GafnFfl#iz) & LT 1 A
1200 mg % 3 FARFMIE T 1 (8] 1680 mg % 4 3 R C i i
T5, BEHEIZ 12 VAR ETET S,

B W ooE kA PAMERR A




2. AEIORE. 1T

7TV AT (Esf#z) (BUF TRF) Luvvd,) X, KED Genentech, Inc.
(2 X 0 A X7z programmed cell death ligand 1 (LLF, [PD-L1J &9 ,) ([ZXF3 5 6%
a7 )Gl (gGl) 7275 A0k MEE /) 7 a—F AHETH 5,

CD274 (PD-L1) 1Z, EENIZE W CHREESMREIZHEBLIL TR, &MLz Y
> 8Bk (T MK, B AL OV F = 7 /L% 7 —T fill) 2% 84 % CcD279 (LLF, IPD-
1] &w9,) KUCD80 (B7-1) Liifa L. ®HEISELAICHIETL LEZ LN TND
(Immunity 2007; 27: 11122, Int Immunol 2007; 19: 813-24), F7-. PD-L1 (%, flix DJf
IEAIIIC B3 LT 5 Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S h
THY ., PD-LI & PD-1 40 L7 L, BEEIE S HUR AR A 72 T fias & o B
ZlERET A FED—o L LTEZLN TV,

AFNL, PD-L1 OFSMEIIZFEA L, PD-L1 & PD-1 E OFEAEILET L Z LEIC
0 BAFURFFET) 72 T MR O MBS ETEPE 2 H5R U, IS DY A il 95 & B 2
HNTW5D,

TAUH DA G | ARANTEMEIEG T 272 e InEIC e 0 155 6 0 & Wi <4,
e/ BT A kPG & U TR 2 520 U, e, ek K ORI D e
niz,

AFNOVE BSOSO L DRSNS &b, EEIIET
(CEDAREMED S D, RO G P RO GRICIE, BEFOBEZ T2 TV, REDN
P BT AR, FEBL L T BRI U7 S MR 722 ek & fRBR 2 Rr DAl & it L C
YRR W ATV 8 O OSIC X D BIERI S 8L 2 %ra (TiE, B BVE AR
N CAID G DGR ALE 21T 5 MR D D,



3. BRERRRE
BIRARRE 72 T T - FRI8 O FE/ NG 2 O PD-L1 [k oo 3/ INHIa a1 2 38 1 2 ffi s
Tl BRI O &GRS 21T - 72 32 72 B R 3R BR 0 il 2 R T,

[ 2h]
OEEEILFH AR (OAK #ER)

7T FFBH G T L ERIERE O & 5 VIR AR RE e AT TS O IE /NI i AR
1,225 5 (ARFIEE 613 i, K& & FwAEE 612 ) 2510, AAHlE FE4FE/1 (DOC)
DA I B OV A % Lol 9~ 2 S5 TIAH AR & 520t L 72, AN 1,200 mg/body X i K& #
XL 75 mg/m? & 3 MM (LT, TQ3WJ &9,) CrRumEE L7,

BN T 2 a b Stz 850 Bl (HAN 64 fila&Te) ORBEEMIZEBWNT, AFH
BT REZ AR L R U CREFHIR (UL, TOS) W9 ,) ORERIENFED
5 (NY— R [95%(EHEIX ] : 0.73 [0.62,0.87], P=0.0003 [J&5I] log-rank #E]) .
PfiE [95%(EHEIXH] 1ZAFIRET 13.8 [11.8,15.7] A, FEXFEABETI6 [8.6,
112] #ATH-7= (K1),

o PRI T2 A (LLTF, TEGFRI L), ) BB TEREM IR v EXF—E (LU
T, TALK] 295, ) @A EGHEEOBRE T, 77 F A2 ST SREICN AL, TNE
AU EGFR PHE/EA X% ALK BREMER 2 H 73 2 FUBMERANC L 216 IEN H 5 BEPMAAN D
niz,
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O@EBEILFE S 1 FHFER (IMpowerl50 #5%)

{EFHEERE D 72 b B 22 bR < BIBRASBE 72 LT - 536 O FE /N e fififie AR 3 1,202
Bl (AARN 93 Bla&Te) xRz, &K 1,200mg & OFUEMIEER] (DART 7 F
VAR XL [ARE, 402 61] XIIANRTTF A RT Y ZFEL AR X
~7 Gllc{#Hiz) [BEE. 400 1)) & OHFRAZEGOHEIMER V2%, DR
WL (DNVRTTF o +37 ) ZFt )L+~ X~ 7 (Gl - %) [C #£.400 £4]])
& bl 2 S MAHRASR 4 F20 L 7272, HRENT ORIk, EGFR Bin ARG XX ALK
A EE T BE (157 F) ZFR< 1,045 6 (AARN 67 BlZETe) O ITT-WT #£H
IZBWT, ARAOFHRE (B BE359 #) TxilRE (C BE 337 1)) & bl U € =23 FflE H
ThH D 0S ODFBERIERENTRD LI (O — R [95%FHEX ] : 0.780 [0.636, 0.956]
P=0.0164, A EKUEMR 0.0184 [JEH log-rank #i]) . HRfi [95%FHEIX[E] (LA
OFH#E B #£C 19.2 [17.0,23.8] 7 A, xHHEHEE C BET 14.7 [13.3,16.9] W A TH -7 (2018
1A AT—%0y 47, K2), 723, RADFHEE (A FE 349 i) 12O\ T,
STHEREE (CRE33741) I2xbd D 0S OFBERIERITZED bN/enoT-,

*] : EGFR BIR T ARG XL ALK B EBETFBIEORE TIX, £E4H EGFR FLEER XX ALK
PSR % 9 2 PUBEMEIEE IS L 2 18RIEN & 5 BE A AN DI,

*2 1 &A1 1,200 mg, HVRTTF L AUC 6, /37 U X ¥ E/L 200 mgm?, /N RvT GEE-HEHR
%) 15mg/kg & Q3W T4 XL 6 71— A58 KAl 1,200 mg KON X7 (BIETFHHEBLZ)

15 mg/kg 25 Q3W T E- I,
1.0 i
0.9 ;
T losq ;
0.7 i
& o8y i
E 059 :
#H |04+ , !
B A xeT |
03 G- ALRTSFY [
’02_ P ) S5l
e BCF
01 semisie FFIIATT + BGP l
T +  ATHEY
0.0+ T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
EH+BCPEE 359 323 296 264 235 167 i19 66 34 9 2
BCPEE 337 308 268 233 196 129 87 56 29 6 1

2 OS @ Kaplan-Meier Hi## (IMpower150 3X8) (ITT-WT £H)



F7-. BARANBEZEEMCEBIT S ITTEWT £ O 0S OF Il [95%E X 1TAH
OFHBEB T 19.8 [14.1,24.2] #Z H ., xEHE C BETHEEARRE [13.2, #EEARRE] I H.
NP — R [95%EHE X ET] - 1.311 [0.498,3.446] Tdh-7- (X 3),

1.0 —
0.9 TR
0.8
0.7
40 061
fgﬁ 0.5
#0479 goxe e
0.3 C:HAILRTSF K
SAVDEES g2 “em
0.2 -
BCP =
0.1 "'_'l_"" 7TIUYAXIT +BCP
0'0_ T TTBtJ]U T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30R
AHF|+BCPEE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

3 BARABEZFEFICEITS 0S D Kaplan-Meier #ifi (IMpower150 3XBk) (ITT-WT 4£MH)



OEBEILFEZE 11 A5 (IMpower132 #5%)

(EFHIERE D 72 i - LR Z B < EGFR Bin A BIEME, ALK BEEEBEEO
UIBRASBE /2 HETT - RIS O FE/ Nt B 578 5 (AN 101 fla&Te) ZXI5I, K
#1,200mg, I FFRH (DARFFF Lo NI ATTF ) HOSA RLFE R
NU TR (LLF, A L%t R Evd,) OFFHES [RAIGHHRE 292 4]
TOEER LM A TTFFRA] (DNRTTF NI AT TF ) O A
ML FOOFREE [xIIREE, 286 fil] "2 & el 7 2 S MAHFER 2 S50 L 7=, AHI0f
FARECXRIBREE & Lol U CEERHlIE H O —>CTh D AR (LLF, TPFS) &0
7.) ODHERIEENGEO LU (O — R [95%(5#EX M1 0.596 [0.494, 0.719], P <
0.0001 [J=51] log-rank =], A EKAEMH] 0.0040) . HIAE [95%EHIXME] 1TAKIDE
M#EET7.6 [6.6,85] B A, WEEETS52 [43,56] WA TH-7= (20184E5 A2 HF
— XNy AT X 4),

*1 1 ARAI1,200mg, HARTTF L AUC6 T A7 T F 2 75mg/m?, ~2A b ¥t F 500 mg/m? %
Q3W (F=2—2D 1 HEICHEE) T4 Ut 6 a—2AE5#%, AAI 1,200 mg RONA FLdt R
500 mg/m? 2% Q3W TR EH- &7,

*¥: ANRTTF 2 AUC 6 IV AT T F 2 75 mg/m?, XA b LF & K500 mgm? % Q3W (F=2—
2D 1 HBIZEE) T4 L6 a—REEH%, A FLFE K 500mg/m? 28 Q3W THE-Ih-,
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FRIGEEE 292 231 169 120 8g 4 1
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X 4 PFS @ Kaplan-Meier Hi#% (IMpower132 3%5%) (ITT £H)



@Es S 1 AEEER (IMpower130 #5R)
{EFFRAERE D 720 i EROE 2 B < GIBRARRE 72 ETT - B8 O I/ Nl it £ 724
Bl Zxt8az, AFI1,200 mg, DARTTZFRON7 U 2B (707 I R E)
(BLF. Tnab-PTX| &\W9,) ORFHIE [ARKIGHHEE, 484 f5il] " DA K OV
. ANKRT T F 2 KO nab-PTX OO AL Do IREE, 240 ] 2 & i3 2 S5 AR
kA it U7z, WP RERENT OFE F. EGFR {5128 BI51E X E ALK @A 815 765k oo B3

Z PR <

679 O ITT-WT R WT, AFIOHHEE (451 fi) TxIREEE (228 f5]) &bk

5 U CEERHMIEE O—>Th D 0S O ERIEENRBD HIL (NYF— Rk [95%EHE
X ] 0.791 [0.637,0.982], P=0.0331 [J&)l] log-rank ], A E/KEMIH 0.0425), H
JE [95% (S HE X ] IXAAIGEAREC 18.6 [16.0,21.2] # A, xR 13.9 [12.0,18.7]
HHATH-T7= QUISHEIHISHT—X Iy b47, K5),

*1

*2

4o

D AAI1,200mg, HVART T F L AUC 6 53 Q3W T, nab-PTX 100 mg/m? 23 1 @M EIFET, 4 XI%6

a— 2% E% . AH 1,200 mg 23 Q3W 5 Shi-,
HNKRT T F 2 AUC6 53 Q3W T, nab-PTX 100 mg/m? 23 1 MR T, 4 Xik6 =2— A5 I
7=

1.0
09+
08+
074
061
054
04+
034
02

FHBRE: NIV ISF bra 1OUAF I

014 ===—= FRIFEBEEF:FHHIVRIST +ab) (D) 2521V

1540

004 . :

T T T T

T T T T T T T T T T T
0 2 4 3] 8 10 12 14 16 18 20 22 24 26 28 30 328

ARIGEFIRE 456 427 384 3565 319 298 271 220 168 130 88 59 40 19 10 4 1
WIEREE 229 207 176 162 147 132 119 9 75 58 238 24 13 8§ 1

X5 OS ® Kaplan-Meier Hi# (IMpower130 38%) (ITT-WT £H])



GEBEILFE S 1 FHFAE (IMpowerl 10 55%)

{ELFEERE D 720" PD-L1 Bt (S HE e SO AE 2 S a5 1) % PD-L1 %6
BRI 1%L L) OUIRREE /T - FI O/ BE 572 61 (HARN 51 612 5&
To) ZtBRIC, AHI1,200mg [AARE, 285 ] DA Witz 75 F s

(AT TFFUoXFANETTF ) LORRA NSt RXUIF L2 e oS

Ui, 287 1] & L3 2 BB MRS 2 5kt L 7=, RN OF5 5. EGFR &
{5125 BAVE T ALK RO Ein Bt & 2 i< 554 Bilo ITT-WT £Mo 5 5
TC3/1C3-WT ™ 205 il (HAN 24 filZEde) (23T, AAIEE (107 F) TR
ERE (98 4) & Lh# L CEERHMITEH Th 2 2AEGFHR OA B RIEENGRO b (N
— Rt [95% (58X ] 0.595 [0.398,0.890], P=0.0106 [JE%5! log-rank & ], A EAKHE
W 0.0413) . HHRAE [95% (S HEXIE] IZAKIBET 20.2 [16.5, HEERRE] B H., (L5
ERET 131 [74,165] BATH-7= Q0I8FEIHI0HT—F Ay bA7, K6),

*1 : EGFR B FZERGMEXIT ALK BEEEFBEOERE TIX, 224 EGFR IEFFEH XX ALK
BEEVER 2 5 PUEMEIEEAC L 2 1hREEAS > 5 BE DA AL B U7,

* : [EBHARR A2 51T 2 PD-L1 238 L7 IEEMES Ho 251G (TC) SUINEEZMaEans
B 25EE (IC) 2OV THERINE XL, TC3 (TC=50%) XL IC3 (IC=10%) THIHEIT
TC3/1IC3 £ & =iz,

1.07 P& (ERllog-ranki&) 0.0106

09 oo (B (95%{SHEELfE)

05 {E2 @£ 13.10 8 (74,165)

; ‘ 75| 20.2 A (16.5, NE)

07 i I —F Hr(95% {538 E D) 0.595(0.398,0.890)
40 06
W BB e, T S
H 044

03

i ymsa |_

01 =r=rme= FHIEF

+  fTEYN
0.0

T 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 24 36H
107 94 3 80 61 48 40 34 1 16 11 2
FEE 5 66 25 18 7 6 5
{begEkEE 93 89 79 65 BO 40 33 28 19 12 9 7 6 4 3 3 3 1

X 6 OS ® Kaplan-Meier Hi## (IMpower110 388%) (TC3/1C3-WT %)
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@EEELFE BN (IMpower010745%)
77 FF 8K Gt R IRt O TR IR PRI B TB I (SRS >4 ecm) ~ITTAH

(UICC/AICCIR IR T D IE /Nl s FE 31,0056 (A ARN11761 2 Fie) 2 x5
12, ASHI,200 mg DA GhE K& OV 2 SCRpiE™ (LT, TBSCY &vv9,) LT 5
S ARG 2 520 L 7272, HRIARAT 05 5. PD-LIBME (EEMIEIC 1 5 PD-L13§ Bl
(TC) M1%LLE) oI UIMABEMICIBW T, AARE (24841) TBSCHE (228f1) &
bl UC M A CTh 5 MM (BLT, IDFS) & 9,) OFERIERNE
D Hiv (N — R [95%EEIXH] 0.659 [0.495, 0.877], P = 0.0039 [J&5/llog-rank/
E1. A EKER0.0370) . A [95% S HEIX ] IXAKIRECH A [36.1, #EdE
AHE]. BSCREC35.3[29.0, #EEARFE] W H CTH-o7= QO2IFE1H2IAT —4H v b4 7,
X7),

*1 0 75 FF W & & e i BRE G EREOB E X ST, BEORT- 1,

*2 1 AH 1,200mg & Q3W Theok 16 [R5 L=,

08 =

0.8+

074

0.6+

054

ERTFEE

0.4+

034 P{E(ER|log-ranki® iE) 0.0039

th R {E (95%E X ED

g2  BSC 35.3x H(29.0 {EE-THE

TFFSURAST PR{ERE(36.LIETFETED
014 A —FH(95%{Z8ERM) 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
038 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 B4H
FEF|EE 248 235 225 217 206 198 190 181 159 134111 76 B4 31 22 12 8 3 &
BSCEE 228 212 186 169 160 151 142 135117 97 80 53 38 21 14 7 6 4 3
X7 DFS®Kaplan-Meierfii#i (IMpower010548%)

(PD-L1BME (TC=1%) @I XiXMAHIE£ER)

11



(PD-L1ZEBLIR LB D A 5 K O 42 k)

DEBEAL R IAHFER (OAKRER) [THAAN GNTZBED H 6| EEHMR IS
CPD-L1 % 8Bl U 7= S a A OB s g i 23 5 & 2814 (LAF, TPD-L1%§EL
T L) T AERPIE LN —EOBE DT — XM % | PD-LIZEBLESE
BN IRIRIHNINT 21T > 7o A IE R O ZEMEORERIZLL T DO L B0 Th -7z,

HMEIZOWT, PDLl@%ﬁﬁWﬂﬂ)ﬁiﬁ%@#% I, Bl BV ThHotz,
728, PD-LIOFREIRMIC L 5, AFlOZEM T a7 7 A4 VIZERETH -1,

#1 EEEBRIAICBIT S PD-L1 OBEIREDIDOF ZMHE
(OAK Bk, 20165E7TA TBT—Z v 4 7)

oS
PD-L1 &1 EpacRicd %k B [95%CI] NP— R RHIER®
(B A) [95%CI] p fiE
A HI 180 12.6 [9.6,15.2]
TC O 7> ICO 0.78 [0.61, 1.01
ComoIC DOC 199 8.9 [7.7,11.5] 78 Losl, ] 0.8454
AH 241 15.7 [12.6,18.0] :
TC 1/2/3 XIE IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58, 0.93]
A H| 290 12.7 [10.0, 15.0]
TC 0/1 7> IC 0/1 DOC 584 92 [82, 11.1] 0.79 [0.64, 0.96] s
AH 129 16.3 [13.3,20.1] :
TC 2/3 XI% IC2/3 DOC 136 108 [88, 12.7] 0.67 [0.49, 0.92]
] 348 12.6 [10.2,14.2
TC 0/1/2 73> IC 0/1/2 A L J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8] 0.0031
A 72 20.5 [17.5,NE] :
TC3 XIXIC3 0.43 [0.27, 0.69
X DOC 65 8.9 [5.6,11.6] [ !

DOC : R4 &¥&/, *:PD-L1%H (IC0, IC1, IC2, IC3), BHAEDO L T A48 (1, 2) ROWMHE (R¥EE
BegE, FERE ERGE) @RI & L7=JERl Cox [ElF

GED TC : JEBHRRICH T D PD-L1 &3 L - EEHa s 5o 5 E 4
IC : NETHEARIC 51T D PD-L1 % 381 U 7 B e i 23 o5 D 2 #lE
OAK #%, IMpowerl50 FERCTEH L7- TCO~3, ICO~3 X THRSH

PD-L1FEL Oy EE PDLLEE)&
PD L10>|37,,—/r$lyir*73> 16D B AL TCO
I, BeEIREEICBAfRe <, PD-L1IC & B IERG AMEZ MR O 1 %A 238D Hitd
TC i’ééf}ﬁ&f WZREPR72 <. PD-L1IZ X 2 PG e AL 0O 1%L ES%AR 28D 51D TC1
G s IC IR < | PD-L1IC & B Bt R IG 23 Bl D 5% UL _E50% AL Z R0 DAL 5 TC2

Gemih I Bt 72 <. PD-LUC K 2 BB RIG M EEMIE 0 50% 0L EIZFE® Hivd TC3
PD-L1DGERIG TR LAV

UL, QeI BRSE <  PD-L1IC 2 BRI I S e I 1 % 1 380 L % 1co

IC Q“é%ﬁir— IZHR 72 < PD-LIIC £ A RS 2 i ey M o 1% 21 E5% A ICsa0 Hi15 IC1
GLta i | C R 78 < PD-LIIC 4 % B HERCG ASTIE 2 6035 FH D 5% LT E 10% Al < s> 541 % IC2

Gea s I BfR 7 <. PD-L1IC X B 85t i 73 i I D10% L EICFEO Hivd 1C3

12



FRART N OSSR IR AR I 351 D PD-L1 OFEBLRPLAN DA 2hPE X 2 K OX] 8~9 D
EBVTHY, WV EREOERE T, TCO 7o ICO Bt (IEEMHAKICIHIT 5 PD-L1 %
B U7 IS AAE A OSSR S e a2 5 D 2 EE DO TS 1%A) (280,
Nt & R/ VHE & el L7 BRI O R E IS UVMHAINFE O itz 7eds, kA

K OVPD-L1 OFBRIZE ST, AFlOLZEMET a7 7 A4 WVTRKETH - T,

2 EBRAR OEEARRIAICIIT 5 PD-L1 ORBLREZIOF S
(OAK#B&, 2016 FF7H 7THT—% v b4 7)

PD-L1 D syt i HdufiE [95%CI] Ofs\ﬁf‘— R ZHAEM O
(7 A) [95%CI] p fE
R B
TCO 7> 1IC0O fjg 1‘5‘8 i‘l‘g Eé?liss?] 0.75 [0.57,1.00] e
TC 1/2/3 3L IC 1/2/3 ;‘f jg 12 Hg 54321 ;%3‘] 0.72 [0.55,0.95]
TC 0/1 7> IC 0/1 fjg i; 1?31 E;1971;65§] 0.79 [0.62,1.00] st
TC 2/3 X1 1C2/3 ff jg Sz ﬁz E;ZS ’121;]] 0.61 [0.42,0.88]
TC 0/1/2 7> IC 0/1/2 ?jg ig? i?; 32811;69]1] 0.83 [0.67,1.03] oot
TC3 XIEIC3 ;f jg :3 22? 3870111\11;]] 0.35 [0.21,0.61]
R ERER
TCO 7>>1C0 g:jg :g ;? EZ:g: ;_26?] 0.82 [0.51, 1.32] 0207
TC 1/2/3 XX 1C 1/2/3 ggjg Zg Z:g E;g 1(5)3% 0.71 [0.48, 1.06]
TC 0/1 7> IC 0/1 ggjg sz ;i EZZ ;16? 0.76 [0.52,1.11] 29290
TC 2/3 X% IC 2/3 g:jg ;‘2 lg;‘ Ezg i;g 0.76 [0.45,1.29]
TC 0/1/2 7> IC 0/1/2 fjg ST ;i Egz ;%] 0.79 [0.57,1.11] L aom
TC3 XEIC3 ff jg " o EZ? f;g 0.57 [027, 1.20]

DOC : REZFxt/n, *: JEREHI Cox [ElF

£#8E

104
(03]
0e+
Q:f -
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044
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ey

Licigmsl i

- T
e LS

HEE 00 43 23 25 13 i 2 5 '] 2
Rtadt)LEE 60 a4 3 ie 1% 3 4 1 a3 A 15 T 2 7 3 i

X9 R¥LEEREERICE TS PD-L1 EEIRUBITD OS @ Kaplan-Meier Hift (OAK FER)
(£ : TC1/2/3 XX 1C 1/2/3 DBRELEM, FX : TCO0 > IC 0 DRAFEM)

OQEB I H AR (IMpowerl50i85R) ITHAAN BNZEED H 5, PD-LIZEHLR
(BT DG SN M OBHE DT — XIS E . PD-LIFEBLREHNTIRRMNIC
M 24T > T2/ IS VL REOFRERIILL T O LB Tho Tz,

HIBMEIZDUWT, PD-LIOFEBLRHI OFIMEDRERIT, R3IDEBY THoTz,
728, PD-LIORBLRIUZ KX BT, AFlORZEET a7 7 A4 WVTRETH - 7=,

£ 3 EFHEBREKICIT 5 PD-L1 ORBRBBOFZE (0S. ITT-WT £H)
(IMpower150 38R, 20185F1 A 2 A5 —% b v h47)

0S
PD-L1 (ED Be 5B ik FROLfiE [95%CT] N KRR RHAERAD
(W A) [95%CI] P f&
B & 167 17.1 [13.5,20.4
TC 0 7>> IC 0 Ei [ J 0.82 [0.62,1.08]
CH¥ 172 14.1 [12.9,16.3]
: 0.7283
TC 1/2/3 X% IC 1/2/3 B# 192 225 [182,26.1] 0.77 [0.58,1.04]
CB 165 16.4 [11.2,22.9] ' R
B 230 19.1 [15.8,23.8]
D X ) ) )
TC 0/1 7> IC 0/1 C Bt »1 143 [13.3 164] 0.77 [0.60, 0.99] L oses
BB 129 222 [17.0,26.1] ’
TC 2/3 X% 1C 2/3 X ’ 0.82 [0.58,1.1
€23 X2IC CH¥ 116 16.7 [10.5,24.2] [ 7]
B #% 288 18.2 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 X ’ 0.81 [0.65,1.02
con co CH¥ 272 144 [13.3,16.7] [ ] 0.4630
B Bf 71 25.2 [18.7, NE] ‘
TC 3 IC3 X 0.70 [0.43,1.13
C3Xig1C CH¥ 65 15.0 [9.8, NE] 70 L ]

* . JEfE R Cox [B]JF

QEPEHLRE B MAHER (IMpower010 585%) ITHHAAN BNT-BEOT —XIZHSE,
PD-L1 FHLRBNAT > T AIMER OVEEMEORERIZLLTO L B8 ThoTz (—HE
R fRATRE R B Te)

14
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HEEIZBI LT, 1=TC<50%D BHEEM TIiX, DFS 22\ Tk TC=50% D e
M & B DMHAARD S (4, X 10) . OS IOV Tl BSC #f & ik L CAKIRE
TFEAHEHENED S (F&5, X 11),

2%, PD-L1 OFBBRIUC L 6T, KFOLEET v 7 7 A VTFRKTH -7,

# 4 EEERBIKICIITS PD-L1 ORBREZ D DFS (11 XA H£H)
(IMpower010 388, 20211 A 21 BF—F b v b4 7)
. " gl [95%CI] AP — R ZHAER O
PD-L1 RH  #E#E il (7 8) [95%CT] o fE
AHA 181 36.1 [30.2, NE]

TC< 1% 0.971 [0.718,1.314] *
’ BSC 202 37.0 [28.6, NE] [0.718, ]

0.0654
A 248 NE [36.1, NE]
=19 > *2
TC=1% BSC 8 353 [29.0, NE] 0.659 [0.495,0.877]
AA 133 32.8 [29.4, NE]
1=<TC<50° ’ 0.868 [0.600, 1.256] *!
¢ & BSC 114 31.4 [24.0,NE] L ’ ] 0.0192

Al 115 NE [42.3,NE]
BSC 114 35.7 [29.7, NE]

1: JERBRI Cox LBy — RET L, *2:MER] (B, Z0) | S (SQ-NSCLC, NSQ-NSCLC)
EOYEH (I, MA) ZEHIRF & L7=BRI Cox il NF— KETF /L

TC=50% 0.432 [0.272, 0.684] ™!

L — 100 -

— 1 —_
N AR g
g : R
z e z
a = &
iy 2
8 e l‘ " 2 &0
53 . &
P Tl 2
2 4 . 4
2 i B3
A @ - 5 40
s s
z ; z y
z BSC #¥ - BSC Ef
S =]
2 2
a a
o 0 i
0 3 B 9 12 15 1B 31 24 27 30 33 36 39 42 45 4B 51 54 0 3 6 9 12 18 18 21 24 27 30 33 35 39 42 45 48 N1 M
No.at risk Time (Months) No.at risk Time (Months)
BSCHE 202 191 171 154 148 135 130 124 110 83 64 41 31 12 7 2 2 NE NE BSCH#f 228 712 186 169 160 151 142 135 117 97 B0 59 38 21 14 7 6 4 3
g 181 172 150 141 138 131 121 116 102 83 &7 3 26 14 9 2 2 1 NE ZA¥IFE 248 235 235 217 206 108 100 191 150 134 111 76 54 31 22 12 8 3 3
Lo Yo 100 | =emy |
i - - _— I
X 138 S =g
< A 5 i
S a0 3 R ]
s Y z
z . 3
= 17]
?) oy 3
E &0 ‘I\ " ‘,_,; &0
2 = 3
2 X 8
A 40 e 40
S =}
> 2 \
2z \ =
Z BSC i 2 BSC ff
S 2
2 2
) &
o o ™ i " " Ly
o 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 . o 3 & 9 12 15 8 21 M 7 30 3 36 W 4 45 4 51 54
No.at risk Time (Months) No.at risk ' Time (Months)
BSCH: 114 103 83 52 B0 76 72 67 56 42 36 2% 19 7 5 4 3 2 1 BSCHf 114 108 93 &7 80 75 70 €8 61 55 44 34 19 14 9§ 3 3 7 2
e 133125 118112 108 101 M4 B9 73 50 49 28 M 12 9 S 3 2 2 JmEe 115 110 107 10588 97 9 92 85 75 62 48 30 19 13 7 5 1

X 10 PD-L1 OFEIIRFLHID DFS @ Kaplan-Meier Bk (II3XIIIA #14£MH, IMpower010 3RE5R)
(ZER : <1%. £ER : 21%. £TK : 1ISTC<50%. & TH : 250%)
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%5

[EBHRBRRARIZ B 5 PD-L1 OFBLRERID 0S8 (I XIXMA HI£LMH)

(IMpower010 38, 2021 1 A 21 BT —% b v b4 7)

PESAN

RgefiE [95%CI]

NP — R

REAERD

_ . . 5
PD-L1 %5 g P (%) (7 R) [95%CI] p fE
AH| 181 41 (22.7) NE [NE, NE]
TC<19 ’ 1.271 [0.8121.990] *!
1% BSC 202 36 (17.8) NE [NE, NE] Tl 990] 0.0957
AH 248 42 (16.9) NE [NE, NE] ’
>10 t *2
Te=1% BSC 228 48 (21.1) NE [NE, NE] 0772 [0.509, 1.170]
1=<TC<50% A 133 31 (233) NE [NE, NE] 1.218 [0.705,2.104] *!
BSC 114 22 (19.3) NE [NE, NE] 0.0091
AH| 115 11 (9.6) NE [NE, NE] ’
= 0, > *]
TC=50% BSC 114 26 (22.8) NE [NE.NE] 0.366 [0.181, 0.742]

*1: FEREH Cox Heffi o — RET0, 2 ¥5 (B, %) | f#%E (SQ-NSCLC, NSQ-NSCLC) K UY#EH (I,
MA) ZJERIATF & LIzf@hl Cox el NF— FET L

("

&0

Probability of Overall Survival (%)

No.at risk
BSC B

AFHITE

Probability of Overall Survival (%)

No.at risk

BSC # 114

AAE

e,
T —
i i, AT
oy b
vy L
N
o 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
Time (Months)
P02 196 192 185 181 178 174 172 187 153 117 88 S8 3 18 5 3 1 NE HE
181 177 176 173 172 167 162 155 151 139 107 70 46 28 20 4 2 1 NE NE
BSC #f
~ /
“ e .
i T T ——
\ .
AFHE
0 3 6 9 13 15 18 21 24 27 30 33 36 39 42 45 48 51 S 87
Time (Months)
108 106 104 100 100 99 S0 93 88 67 52 37 I M4 7 5 4
133 128 128 134 121 139 115 113 111 97 79 57 43 23 15 7 5 2 NE

&= o @
o & o

Probability of Overall Survival (%)
o
]

BSCH# 114 112 108 106 105 101 99 96 %2 84 68

]
a3
No.at risk
BSC i
AfEe 248 241 241 237
o0
g »o
s
2
E o
[}
E
£
2
S w0
P
=]
2
E
]
2
o
e
-9
L]
o 3 &5 9
No.at risk
Al 115 113 113 113

5 8 1‘2 15 18 21 24 27 30 33 36

Time (Months)
238 220 214 210 205 201 198 152 185 172 135 110 80

234 331 235 237 216 196 164 126 5%

12 15 18 21 M4 27 30 33 36
Time (Months)
58 43

112 112 110 109 107 99 85 69 S6

39 42 45 48 51 54 57

57 32 17 W 7 5 2

62 40 2% 13 5 3 NE

__— AR

~

BSC ##

39 42 45 48 51

1 18 10 5 3 3

¥ 25 19 3 2 1

X 11 PD-L1 OEBIRFAHID OS @ Kaplan-Meier Bt (I XiZMA Hi4EMH. IMpower010 3RER)
(BEEX : <1%, BEEH : 21%, ETFH : 1I=TC<50%. FTHX : =50%)
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[Ze4x1%]
DEFEIER S MAHRER (OAK %)

HEFLIIARFBED 573/609 B (94.1%) . RE X FE/LHED 555/578 B (96.0%) 127
D AL, B & ORRBIR NG E T E WA FHERITAFIRE 390/609 1 (64.0%), K
T & LB 496/578 ] (85.8%) IZRBD HiLTz, BN 5%LL EORERIRAGET
TRVWAEFRIIR6DEBY ThoTo,

£ 6 BEEN5%ULOEEBRATETERVEEER (OAKRRR) (RLMMITHRER)

FRERIRS¥E (SOC: System Organ Class) AAEI#E (609 f5)
FARGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) % (%) i (%) B (%)
RERFRAEETCERVEEEERES 390 (64.0) 90 (14.8) 0
—f% - £FEER KOG ORE 202 (33.2) 15 (2.5) 0
5 87 (14.3) 8 (1.3) 0
e 51 (8.4) 2(0.3) 0
FEEL 49 (8.0) 0 0
Bl 136 (22.3) 6 (1.0) 0
HE [ 53 (8.7) 2(0.3) 0
T 47 (7.7) 3 (0.5) 0
B R X O TRk 119 (19.5) 8 (1.3) 0
Bt 42 (6.9) 2(0.3) 0
Z 9 e 38 (6.2) 2(0.3) 0
AR L OREREE 86 (14.1) 9 (1.5) 0
BARRE 52 (8.5) 0 0

7eB. ARFBECIB WD THEVEMEMZE 10 #1 (1.6%) . ITHERERETE 43 61 (7.1%) . K%
9« HED TR S F (0.8%) . 1 BBEGRPT 1 51 (0.2%) . FURIRFEEEREE 27 1 (4.4%) .
RIIEHERERE S 11 (0.2%) . FEEARBERERE 161 (0.2%) . MifkEEE (7 2« NL—JE
ElESE 23 de) 1141 (1.8%) MKk - B2 5 41 (0.8%) . infusionreaction 8 i (1.3%) .
fhde « BRECTHREMFAE 2 B (0.3%). BB (RMIEMEMBRSE) 56 (0.8%) X
OVEE O R JEREE 9 61 (1.5%) 23388 Hivie, £z, PEge, Wi Ee i, il ) iE
Do B O B P i NS E 1 XR8 D DR o 7o, REIMEHZSBLR ML E S (i
IR 2 5 de) 2 a TRt R 2R T,

QIE B[R 5 MAHFAER  (IMpowerl50 #R5R)
A EFEGUIAFIOFHEE B #0 386/393 14 (98.2%) . xTHEHE C £ 390/394 i (99.0%)
(ZFRD DAL, TR & O EBIRN G E T & 2 WA EFSIIAKIOFHEE B £ 370/393 f
(94.1%) . xREHEE C BED 377/394 1] (95.7%) 2@ Hivz, AFIOHHEEB BEICBWT
AHN & DREBIRN G E TE 22V EFSRIT 286/393 il (72.8%) (C78H S, FHLR
D 5% EDOAK E DIRNRERNTE TERWEFERGIIRT LBV ThoTz,
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F7 RERBSUALOERA L OREBERPEETERVWEEER

(IMpower150 3Bk (ZEMEMITXIHER)

B BIRSFE (SOC: System Organ Class) B Rt (393 f51))
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bl (%) Bl (%) Bl (%)
AH & DNEBURNEE TERNEFERES 286 (72.8) 104 (26.5) 5(1.3)
BpkEE 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
o 53 (13.5) 8 (2.0) 0
(g 28 (7.1) 0 0
M- 26 (6.6) 3(0.8) 0
R 21 (5.3) 2(0.5) 0
—f% - BHEEL JOBRGEHMORE 141 (35.9) 14 (3.6) 0
% 64 (16.3) 7 (1.8) 0
) E 38 (9.7) 4 (1.0) 0
B R X OV T ARk 129 (32.8) 10 (2.5) 0
Sz 50 (12.7) 5(1.3) 0
% 9 FEE 35(8.9) 1(0.3) 0
i B0 20 (5.1) 0 0
R IR 73 (18.6) 26 (6.6) 0
ALT 81 20 (5.1) 5(1.3) 0
R L OSREREE 70 (17.8) 13 (3.3) 0
BARIEE 41 (10.4) 6 (1.5) 0
B FE SR ES £ O A Rk E 69 (17.6) 6 (1.5) 0
RA& 41 (10.4) 3(0.8) 0
MRS LY RS 57 (14.5) 20 (5.1) 1(0.3)
21 34 (8.7) 8 (2.0 0
P W 56 (14.2) 4 (1.0) 0
R AR IR T E 39 (9.9) 1(0.3) 0

7o B AFIOERRE B BEIC I CRIE MR 13 6 (3.3%) | IFHEEEREE 32 51 (8.1%) |
KGR - BEOTHI18 1] (4.6%) . FES 3 6 (0.8%) . HURIREEREREE 60 61 (15.3%) .
RIEHEREREE 2 1 (0.5%) . FEEAFEREREE 3 61 (0.8%) ., MHiRkEE (F7 2 « NL—JE
RS 25 Te) 20 1 (5.1%) . B4 - B4 1451 (0.3%) . infusion reaction 13 1 (3.3%) .
g - BEBUHREAEE 1 61 (0.3%) . BtéhelES (RAEREIERRS) 161 (2.8%), &
BEDRJEREE 10 #i (2.5%) K OGEEWELFHERBUME 11 61 (2.8%) 2o bivlz, %
T U BUBEIR, EERGREDAE, OAZE. YRR i e OV M s SR E 1 RR D 6
g odtz, RRIWERRBLRILIIBIHES: (BRMAMRE 2 51) 25 0EHER L
KT,

AARNBEERNCB T 26 FHFEGUIARAIOHTRE B #ED 36/36 1] (100%) . xFHEEE C #E
D 2424 B (100%) (25D HAL, 1BERIE & DR FBMRGE T & R WA EFE R IIAAOE
FARE B ¥ 36/36 7 (100%) . > REE C BED 24/24 5] (100%) (2388 HivT=, AFIOFHRE
B BRIV TAHA & DRBEBIRDGE CTE WA EFFGIX 3536 il (97.2%) ITRD L
. FEEDN 10%LL EOARF L ORERBERNGE TERWEERGIIER S LB T
HoT,
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#8 HARABEFEMICBOTRERN 10%2UEOKK E OREBEBRPEE T RVEEES
(IMpower150 3RBR) (REHARITSEER)

B BIRSEE (SOC: System Organ Class) B #t (36 f31)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bl (%) B (%) BE (%)
KA L DRBEREAGRNEECERVWEHEERS 35(97.2) 16 (44.4) 1(2.8)
BEEE 20 (55.6) 3(8.3) 0
{E ik 9 (25.0) 0 0
BN 9 (25.0) 2 (5.6) 0
RIAPS 6 (16.7) 1(2.8) 0
s - 4(11.1) 0 0
FERG 3 K O ARk 20 (55.6) 2 (5.6) 0
B2 11 (30.6) 2 (5.6) 0
—i% - £HEEL X OEGENORE 18 (50.0) 0 0
tEuk 14 (38.9) 0 0
FEEL 7(19.4) 0 0
i R 11 (30.6) 6 (16.7) 0
A ER AR 5(13.9) 5(13.9) 0
AST #1 4(11.1) 0 0
ALT 88/ 4(11.1) 0 0
R KOs E 10 (27.8) 5(13.9) 0
BBARKER 9 (25.0) 3(8.3) 0
MW 8(22.2) 0 0
R RE IR TE 5(13.9) 0 0
FOR IR RE TUEEE 4(11.1) 0 0
MRF LY v GRS 7 (19.4) 3(8.3) 0
FEEMELF P ERIBAE 4(11.1) 3(8.3) 0
=il 4(11.1) 2 (5.6) 0

OE B[R 5 MAHFAER  (IMpowerl32 7A5#)

HEFEGUIAFIOHBED 286/291 5] (98.3%) . xHIREED 266/274 il (97.1%) 1T
DAL IRIREE & DOREBIR G E T E WA FERFRIIAFIOHEED 267/291 1 (91.8%) |
XPHRTED 239/274 5] (87.2%) (2380 BTz, FEEBLEN 5%LL EOARAI L DR IREF G
ECERVWAERERIIRIDOLEBY Thol,
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£9 RBEERP 5%LULORK L ORRERPEETERVEEER

(IMpower132 3Bt (ZLMEMITXIHER)

B BIRSFE (SOC: System Organ Class) AFIGEHEE (291 1)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver21.0) %% (%) %% (%) %% (%)
AH & DNEBURNEE TERNEFERES 214 (73.5) 77 (26.5) 8(2.7)
—f% - BHEEL JOEGEMORE 115 (39.5) 19 (6.5) 1(0.3)
7 E 47(16.2) 7 (2.4) 0
%t 30 (10.3) 7 (2.4) 0
FEEN 23(7.9) 2(0.7) 0
H Wl 94 (32.3) 13 (4.5) 1(0.3)
L 39 (13.4) 1(0.3) 0
T 32 (11.0) 4(1.4) 0
(EEA 24 (8.2) 0 0
MR LY RS 61 (21.0) 17 (5.8) 0
2 43 (14.8) 8(2.7) 0
R X OV TRk 72 (24.7) 8(2.7) 0
P 26 (8.9) 2(0.7) 0
Z O FEE 15(5.2) 0 0
R IR 65 (22.3) 12 (4.1) 0
ALT 80 33 (11.3) 3 (1.0) 0
AST 40 32 (11.0) 1(0.3) 0
Rfte LOREEE 46 (15.8) 11 (3.8) 1(0.3)
BAkRaR 26 (8.9) 0 1(0.3)
Mo Wk 21(7.2) 2(0.7) 0
BRI REAR T E 15(5.2) 1(0.3) 0

7235, AFIDEREAC IO TRV MERIZE S 15 6 (5.2%) . AFHERERE S 45 61 (15.5%) .
KEG2% « BEOTH O H] (3.1%) . FER 161 (0.3%), 1 BBERW 161 (0.3%)., HURAR
PEREMET 24 1 (8.2%) . RIEFFERERETE 1 1 (0.3%). THEE{RHEREREE 161 (0.3%) . ik
B (T« NU—JEERSE 2 ET) 561 (1.7%) . B¢ - BERESS 2 41 (0.7%) | infusion
reaction 6 il (2.1%) . BHEREREE (JRAMEFIEMEBREE) 76 (2.4%). BEEOKEREE
8B (2.7%). D% 161 (0.3%) . fFPERID « FEEMELE P ERIUE 24 B (8.2%) K
ONRYIE 32 5] (11.0%) 238 bNtz, 72, BEMMEIIE, 7% - BT MisE, 7%
i P i R OV ML/ RIS JE 178D B AR Dy o T2, ASEIE S BUIR B B E F 4

(FER MR R E 2 5 i) 25 eEiHERE2RT,

@OHENFE A FRER  (IMpower130 #kER)

BEFGIIAFIDEHEED 471/473 61 (99.6%) . %HHREED 230/232 #i (99.1%) 12588
DAL IR & OREBIRIGE T X WA FEFGUIAFIGHHEED 455/473 61(96.2%) |
KRR D 215/232 1] (92.7%) 1ZFRD B AV, FHLERDY 5%LL EOAA & ORIEPRA S
ETERVWAERFRIRIODEBY ThoTo,

20



10 FHEEDN S%BULOKRE OREBFRPBETERVEEFS
(IMpower130 3Bk (ZEMEMITXIHER)

B BIRSFE (SOC: System Organ Class) AAIGEHEE (473 £51)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) i (%) i (%) i (%)
AEIE ONRBEFRPEECERWERERS 354 (74.8) 151 (31.9) 6(1.3)
BRES 191 (40.4) 35 (7.4) 0
T 108 (22.8) 16 (3.4) 0
F 80 (16.9) 9(1.9) 0
W&t 49 (10.4) 8(1.7) 0
5K 33 (7.0) 1(0.2) 0
—% - RHEER X OGO OREE 191 (40.4) 25 (5.3) 1(0.2)
% 117 (24.7) 12 (2.5) 0
T E 47(9.9) 7 (1.5) 0
MR LY RS 100 (21.1) 56 (11.8) 0
2 65 (13.7) 32 (6.8) 0
i P ERIBE 36 (7.6) 20 (4.2) 0
I/ MR IBAE 29 (6.1) 7 (1.5) 0
BIEE L O FRlERES 123 (26.0) 4(0.8) 0
B9 37 (7.8) 2(0.4) 0
)R 33 (7.0) 1(0.2) 0
it EAE 30 (6.3) 0 0
Rfte LOREEE 93 (19.7) 19 (4.0) 0
XN 55 (11.6) 4(0.8) 0
K~ 7 % v U AIfUAE 24 (5.1) 3 (0.6) 0
N 100 (21.1) 37 (7.8) 0
iR EEA 41 (8.7) 12 (2.5) 0
AP EREGE D 29 (6.1) 16 (3.4) 0
Mo inbEE 60 (12.7) 2 (0.4) 0
BRI REAR T 4E 48 (10.1) 2(0.4) 0
B R de KOS SRRk 75 (15.9) 7(L.5) 0
AL 28 (5.9) 1(0.2) 0
RA i 25 (5.3) 4(0.8) 0
BEOR 2R, HERR K OWERREE 68 (14.4) 5(1.1) 2(0.4)
)% ] 26 (5.5) 4(0.8) 0

¥, ARFOFHEC IO TRV M R 22 61 (4.7%) . FFEEBEREE 23 6 (4.9%). K
Mdc - BEEO THT 19 #1] (4.0%) . FUIRIEEREREE 67 B (14.2%) . RIEHERERE 5 6
(1.1%) . THEMRPERERE 2 4 (0.4%) ., MfEEE (F7 0« SU—EEFEELZET) 29
Bl (6.1%) . infusion reaction 9 5 (1.9%). AH#¢ - BRACTHREAFAE 2 B (0.4%) . B HERERS
HORME R E MR R 12061 (2.5%) . EEOKERE 3 6 (0.6%) . F&iftEem 1 5
(0.2%) . GFHERID « FEBVELF R ERIBDE 66 151 (14.0%) K OVEYLIE 35 #1] (7.4%) 723
O BT, Fio, BER, 1 RBEIRE, BEIEMEIE, KA - BERRA . O 2 I OMRE
PEMLINEIBMEITRED S 72 hy o 7o, ARRIWERIFSBUR DL IBIE 95 (R M S s &
wtr) AEUDEIRRERT,
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GEFEIEE AR (IMpower110 7X5#k)

AEFGUIAKITED 258/286 5 (90.2%) . (L FHRIERED 249/263 5l (94.7%) 1Z7R
DAL, 1RBRIE & ORRBARI G E TE 2 WA FHGIIARHAIRED 173/286 1 (60.5%) . 1t
FIRIERED 224/263 B (85.2%) (788 BTz, FEBLFIN 5%LL EOARH & O KR FBEHRN
BWETERWVWEERFRILIIOLBY THoTz,

£ 11 RBRENS%LUEOFA L ORRBERNBTETERVEEFER
(IMpower110 ) (ZEMMTRISER)

FREBIKS¥E (SOC: System Organ Class) AKIEE (286 )
FEAFE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) Bl (%) Bl (%)
A & ORBEBIENEETE RO ERS 171 (59.8) 36 (12.6) 0
—f% - 2HEER OGN OREE 64 (22.4) 4(1.4) 0
T 22 (7.7) 2(0.7) 0
7 21(7.3) 1(0.3) 0
R X OV TRk 53 (18.5) 4(1.4) 0
bS5 19 (6.6) 0 0
BkEE 51 (17.8) 4 (1.4) 0
N 20 (7.0) 1(0.3) 0
T 17 (5.9) 0 0
Rifte LOREEE 36 (12.6) 9 (3.1) 0
BAREE 20 (7.0) 2(0.7) 0
i PR AR AT 34 (11.9) 7 (2.4) 0
ALT #51 18 (6.3) 4(1.4) 0
MW EE 31 (10.8) 0 0
RO IR B REAR T E 19 (6.6) 0 0

k. AFIBECIB UV CHEVEIRE 11 6] (3.8%) . FFHEREREDE 26 B (9.1%) . K5
K BEOTH 3B (1.0%) . 1 BBERF 161 (0.3%) . FRIEERE 32 61 (11.2%) .
THEAEEREREE 2 B (0.7%) . MRS (72« NU—EERE ST 761 (2.4%) .
infusion reaction 7 3] (2.4%) . 4 « BUESCHRIARIE 1 61 (0.3%). BREREREE  (JRA0E A
EHEBRE) 261 (0.7%) . EEOKERE 4 6 (1.4%), D% 1H (0.3%), MERE
FIEGERE 1B (0.3%) ., BRI « FEWELFHERBE 2 B (0.7%) K OUEHSYE 7 1

(2.4%) DERO LTz, Tz, PEK, BIBHERE, EIEMH IR, MK - fiK, %
I P I R OV e M i/ RIS 1R8O B Ve o T2, ASEIE R BRI 1 BE e o 5

(FRMEERY 2 &) 2E50EFERE RS,

O EFEHLFE MAHHER (IMpower010 #XER)

B EEGUIARFIFED 459/495 B (92.7%) . BSC #E0D 350/495 i (70.7%) (258 B,
TR & ORI EBARAEE T X WA EHGUIARAIRED 352/495 i) (71.1%) . BSC #ED
89/495 Bl (18.0%) (258D LT, FBLRMN 5%LL EOARA| & OREBHENEE TE 2
HEFLIR1R2OEBY ThoT-,
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£ 12 EBEDP 5%ULOAF L ORRBEREPEETERVEEFR

(IMpower010 3RE%) (RN SER)

B BIRSFE (SOC: System Organ Class)

AFIEE (495 7))

HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) % (%) % (%) % (%)
AEIE ONRBEFRPEECERWERERS 335(67.7) 53 (10.7) 4(0.8)
eI Fs L OV FRLERRE S 113 (22.8) 7(1.4) 0
= D FEE 43 (8.7) 0 0
HI5 40 (8.1) 3 (0.6%) 0
g AR AR AT 101 (20.4) 6(1.2) 0
AST H5/n 37(7.5) 3(0.6) 0
ALT /0 36 (7.3) 4(0.8) 0
M WES 88 (17.8) 5(1.0) 0
FLIR BRI T E 53 (10.7) 0 0
R RE TUEE 29 (5.9) 2(0.4) 0
—f% - EHEER L OBEELORE 87 (17.6) 2 (0.4) 1(0.2)
FEEL 27 (5.5) 1(0.2) 0
B E £ O ARk E 53 (10.7) 4(0.8) 0
FA i 26 (5.3) 2(0.4) 0
¥, AFIFECIRBWCRIE MR 16 B (3.2%) . IFHERERETE - T2 - mE(LMERRE 2

61 B (12.3%). KiG% « HEDO FH S F (1.0%). BER 1 H1 (0.2%). HUIRIGERERE &

104 51 (21.0%) . FIIFESHEREREE 6 (7l (1.2%). FIEMREEREREE 141 (0.2%) .

LEE/ B ]

fist

%415 (0.8%). fhiRfEE (7 « NU—JEEEREZ T Te) 30 B (6.1%). EEDOKE
PR 7 B (1.4%) . BEHRERE S (BRI HVEPMER 20%) 3 61 (0.6%) . gk - BRAT Mtk
JiE 3 61 (0.6%) . LMifds 2 151 (0.4%) . infusionreaction 11 5 (2.2%) . #fHERND - FEEL
PEAT BRIV 19 61 (3.8%) K OVEYUIE 21 1 (4.2%) 2RO bz, Fio. 1 BUEIR
i, ESEM M AE, MmERE BEMERE . WA K OV M i OB E I XRE 8 B A7
Mo 7o, RREEMFEBLR DI BIE R4 (BRI AR 2 5 ) 2 B0 R 2~ T,
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[ - H#E]
RHEF SR Bh BT /5 RS T D & | IR/ NIt K OV NIRRT |2 7% 5 #hie - 2h R
(Zxf U CARER B 5 OB, 1,200mg Q3W 512z, 1,680 mg4 MR (LLF,
Q4w &9 ,) #HE AR &3 2 BECKRFH A TG H M T,
AANORHEMEMBIRETT V2 AW I 2L — g 2k D . NSCLC B ITAH
1680 mgQ4W T 5 L7z & X DIiE FIRE DR SR RITE 13~16 DL BY TH
0. RO HARANEMICEIT S 1680mg O Q4W & 5RO LT, KBRSk
FEMIZH1T D 1200 mg @ Q3W e HF & [FMFRFELL BICHERF T 2 LSz, Fiz,
Wk % — SO FRHT O 55 S B ARF| OV iR B & Mk & ORI /2 BIHE TR O S /e )
Sfz, 7B, BARNOEITEEE BE 2 X RICAH] 1680 mg & QAW THeH L= [EHNE

I/IAHERER (JO44110 5ER) (28T, ZRIEICRBIOREITRED Ty,

*: E BRI AR SR 4 3B (OAK 3Bk, IMpower132 #5%, IMpower110 385 & U IMpower010 #X5%)
(ZHLAAN BT BRER KO H AR NER O BEE R ONMICESE | 1000 FORAEEEERZ €
NENAER L, SixBBEERICAIEEZ 1200 mg Q3W K TN 1680 mg Q4W KIEF AR5 L 7=
DY A 7V 1 ROEFREBIZR T 2REENHE I,

# 13 OAKBRBRICBII32AK0BRERE HEEM *

. - Cmax (pg/mL) Curough (pg/mL)
kR RS T TERTE T R ITE
1200 mg I 392 [271,577] 574 [380, 889] 77.6 [42.3,128] 165 [60.9,389]
Q3w HAN | 432 [296,629] 665 [435,1,020] | 92.9 [57.7, 146] 216 [87.6,476]
1680 mg EXEN 545 [381,798] 719 [501,1,100] | 82.9 [41.8,151] 151 [54.8,402]
Q4w HAAN | 600 [416,865] 826 [576,1,250] 102 [55.9,175] 202 [77.4,481]

S TIME [5%7, 95% ]

# 14 IMpowerl32 RBRICBIT 2 XA OBRER (HEEMH)

S Cmax (ng/mL) Curough  (pg/mL)

i T T ERIE A ERIE
1200 mg ESUN 409 [304, 581] 606 [411,977] 72.6 [40.4,122] 180 [66.3, 453]
Q3w AAN | 461 [360,602] 704 [498,1,040] | 83.5 [51.3,132] 224 [89.1, 498]
1680mg | ik | 571 [430,809] 764 [535,1,190] | 81.8 [42.9,145] 170 [60.2,456]
Q4w AAN | 643 [504, 837] 883 [655,1,280] | 96.2 [56.2,157] 215 [82.8,518]

BT (5%, 95%5]

#£ 15 IMpowerll0 RBRICBIT A AFIOBREE HEE -~

. - Cmax (ng/mL) Cuough (pg/mL)

L I S YT TR T TR
1200mg | &k | 410 [296,579] 587 [392,915] 67.7 [35.0, 119] 159 [57.3,399]
Q3w HAN | 425 [311, 581] 648 [430, 1,000] | 77.5 [44.6,129] 205 [80.3, 490]
1680 mg EXLN 571 [415,798] 741 [520,1,130] | 72.2 [35.0,139] 147 [48.7,400]
Q4w AAN | 592 [437,805] 810 [564,1,230] | 84.9 [44.6,152] 194 [67.1,492]

AT EIE (5%, 95% ]
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7216 IMpower010 RERIZBIT 2 AFOBEE (EEHE) °

. - Cmax (ug/mL) Curough  (pg/mL)

ik TR OO R T ERIE
1200mg | &M 406 [275,599] 641 [427,977] 97.5 [65.6, 142] 226 [116,430]
Q3w HAN | 446 [311,648] 722 [496, 1060] 108 [76.7,152] 266 [145,481]
1680 mg SN 564 [391, 833] 791 [550, 1200] 112 [70.8,172] 214 [109, 435]
Q4w AAAN | 620 [439,892] 888 [639, 1300] 126 [84.1,182] 255 [135,482]

LI (5%, 95%.45]

* 2 ARHI 1200 mg Q3W KT 1680 mg Q4W R EIZBIFT D 1 4 7 uid, 21 LO28 AL L, &H
% - ARIZEBIT D Cmax L Crougn LA F OIS & iz,
o Cmax RERE) : YA 70 1 BEE R OVEFIRER S, TN 584 0.0416 }2 (X 500.02 A B
* Curough (N7 7¥RJE) : 1200 mg Q3W } TN 1680 mg Q4W (28T, A 7L | B K OVE IR RERE A5
1T, FHFENHRE5BME 20.99 % 11520.99 H B, WO 27.99 % 1(X527.99 H H
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4. HEERIZHOWT

AHN OG- 35 ) 70 BE 22 W - FFE L, AFOBGIZ L mERREER 2B LT
BRIZKHOT D Z EMBERTED L TFOO~Q@DFT X T AT MisxiciB W THHT 5
RETHD,

@ MEIZOVWT

O-1 Tied (1) ~ (5) OWTINITENT Dl ThDHZ L,

(1) JEAETFBRENEE T 2 M A S FERE LSRR (FREF IR 2 A i Boa L S
HEk S AU RS EE L FUR e, MRS ARSI )

(2) FFEREEERPE

(3) HEF R FERIEE T 5N ABFEEERR (DS AR B, 23 A 2R
W ImlE, 3 AR HCEEEHEE L e &)

@) RIbFPREEZRE L, ARIES L REZIE 1 A RIS LR E2 IR 2
SAFARNES RSSO 3 Ol BT R D | 217 > T2 Jilisk

(5) PUEEMERRES AL B EINE O fisk SEEIAR D Jm H 21T > TV B fitik

D-2 s DAL S ORI P FE BRI D S i 443 70 sk & Rk 2 F SRRl (TR
WTINNTREY T D IER) 23, Y2 RBOARAN BT DI OBEEE L L TRE S L
TnsZ L,

*

TG0 FFEUS . 2 FEOWHANHE 2 T L2112 5 LA EO ) AR D ERHE %
1ToTWBHBZE, 96, 20U EIT. DAFEYIRES T & LBRERESOHHE %
ToTWAZ L,

FERIGRFFIS % 2 EOMHIWHEZE T L72RIC 4 FL EORKRERRZA L T\
T &, Dby 3AELLRIE MO A KM & S L PR S O B IRBHE 21T -
TnbZ L,

AT FFEUF 2 2 SEOPMIIHE & T L7 MR O A S WIRIE 2 G T 5 4ELL
LD ESE DM ZIT > TWND Z &,

@ BtNOEFEMEREEROMEKHIZONT

PSR AL T B SR E 2 BT LR S, BRSNS ORERA D, Ao - &
EYEEFEAE RO S B OEMSE (ST 2 ittt AEFSARAE LS AomE
ETS, FERHLIATON A IEHINTE > TNDH I L,
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@ BUEA~DOXIRIZANT
@-1 fEE AHIZ B9 5 B

MMM B E OB ZRBIE 23784 L T2 BRI, 24 B2 RIRHI O F | %t S
BRI BT, B L2 RBIPERNT G U TABEE B O CT 55 O EIE N OS5 222
IRRRAE DRI AL, B OISR AR E->Tnd 2 L,

@-2 EEREEHICL2AEFSIGICHET 2 EH

IS AR ICHED D PR 2 MR R O BE 2 4+ D EREFE DEIEH =2 U > 7
EEDTEROAT ) —= T RATOVEIRE &R Z LA TE 2 F— ARG
HENTNDZ &, BB, BIHEKRHEIZOWT, BDABRE L ZFOFECHIITEMENT
W5nHZ kb,

®-3 BIfEROZETORRICE L T

RIWER (FEVERRER, FHSREREE - IF2¢ - mifbtEIRE %, RIBR - EEO TH, K
Ko VRUBERRIA . Noinkeds (HURIRpERERs . B RERERR S . T H(RPRREmEE) | ik
B (X702 « NU—EREEAET) . BIEMMIIE, MK - Bl - FhEZE. infusion
reaction, iz - BESUTMIARIE . EHEREREE (RMIEFHRIE MR X%) . BEEOREREE,
O SE, MEREREGERE, EtEf OB RE, FRIMEE L, DS - DZERITR - O
Z R =7 ACTFEREGF AR O MR wErE (R ERA . FEEEAF R ERIE) | (B
FIEDF RO BYLIESS) (2xF LT, Mk XTI Bh = B O Btk 245 3 2 Al &
HEE L (BWEHOZBCRIGICE L TSR OSEEEZ T o L5 2 L), K
HIZHE G20 DS T E DIRHIA > TnH 2 &,
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5. REXARLRDEE
(AL R4 % 2]
O AFOHAREG I TRROBEICBOTHDEN RSN TN D,

7T F I8 2 G e b RIERE 2 A S UIBR AR REZR B B/ IV SU LA D FF

/R i B (EGFR W52 B T ALK @A S B0 BE Cidznz

U EGFR F- 1 ¥ v % —EREAI X ALK F 1 o> &% —BHLER OG#IE

AT LEE)

{LZFBRIEE D 720y PD-L1 Btk (TC3 (TC=50%) i IC3 (IC=10%)) DY)

BRAREZRMETT - PR O/ NN (7272 L, EGFR &5 AR X ALK @

BBt BEITRS) BE

L RFN O3 R=A B L LT, JRFE4 X H ) OptiView PD-L1 (SP142) 3AGR S 41T
W5,

7" T R A E Lot A B E R O R B ] 111/ LA 1™ @ PD-L1 5

P (TC=1%) "2 FE/INufe At BT

*1 : UICC/AJCC Jr1 /3385 7 i

2 KRN R=F W E LT, lKFE4 - N2 4 J OptiView PD-L1 (SP263) 23R 4L
T3 (a2 _=FrBEROERICHZ>TE, ©@HBMR),

@ AFOMOFUENERETA & O PRG-I TROBE BN THAER RS AT

Do

HNKRTZF o X7V EFENAV LRI X7 (B Hiz) &opfH
Be b5 ALTFIRERE O 72 R RO 2 BR < BIBRARRE 7o AT -+ FEIE O I/ N
W (7272 L. EGFR&GTFER T ALK &85 F D BE TR ) B
FIFFHE] (AT TFUUIHNRTFTF ) LA ML Ft FEDff
A5  ALFIRERE O 7o\ W R EROE 2 bR < YIBRRRE 72 1T - AR DI/ MR
fitifg (7272 L. EGFR B+ R 1T ALK & B a0 BE 13 <) B
HNRTTF ORI U ZFEL (TLT7 I 0EER) L OFRHES - (b
FIEIE O 72V BRI & b < OISR AR REZR AT - 58 0 B/ NIt (7272 L,
EGFR B FZER T ALK @& Bis GO B IR <) BFE

@  TRIZREY T D IR/ R B 2 AR O F G R OME R A OV TR A
RIOHDENHEL SN TE LT, AROEGHRL 25720,

itk B T 2 K & o BUEMEE A & O0F 5

{LFHRIEIE D & 2 BT 2 A5 & A O HUENENRIS A & O &5
(LEFRIERED 720, SP142 12 1% TC<50%70>> 1C<10% D HE 12564 5 AHK
D Hh -
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o AEFEHRHEEO 2 W RSV BRI D O FUENERES A & OO RS-
o AETFIRIEEO 2O B RE T D @ TAFIOAIE R ST
2R OHUENEIEE A & O OF 5

@ ALFIRIERED 72 O OIBRARE 2R AT « PR O FE/ NI iR A8 12, PD-L1 Mt (SP142)
TTC3 XX IC3 Thiu, KAlOFMEG2ZET HXEThbH, Fio, EELT
PRI T D ABMEICRIER 720 & B 2 Db IERE BB A 12 L CiX, PD-
L1 RBERDUZ 30 53, ULk e O 52 BE T2 LR T
X5, B, AAOEGIZHT- > Tk, MEsfEirA4 K74 (BARMEESR)
BEBRTLHZ L,

® AFNZEELERF IR (OAKMER) (2T, AREHICEWT FeZF L
Bk L CEEBESRAES N TS, 7272 L, RE BRI OEE TiX, SP142i &
BHTCONICORE (TEISAAR I 31T D PD-L1 A J6F, U 7= NS0 K OV 121 60 25
Jans G 2 BENDNTILH 1%A0M) 128 W T, FE & XUt L i LB o3t
DRE ED/NSWVEBEDRD SN TWND Z b ALFRERO H 2 /B o

BEICB W CIIPD-LIH R LR L2 E CAA OB G B O 245 = L v

i LV, PD-LIFEBLZATCOHDICOTH D Z & DR SN B I W TIE, A
DS OTERRIE S BT 5,
B, Xavnl) X~ (EBEAZ) oo =4 Wk (IkFé4 - PD-LI
IHC22C3 pharmDx [#'=] ) 2L VPD-LIER (1 : a7 nl X~7 (EisT
FHLZ) D= X=F W TSR Z 31T D PD-L1 25881 U 7= g a2
HOLEIEOHRTHESND) 2R LTR T EFEORE TH- T, AFIOZM
W (FE4 « X ¥ FOptiView PD-L1 (SP142)) |2 K 2 A S NEE /A2 B 4121, LA
T Ok 2 BB\ IAAN OB G- OB 2 Mat TE 5,

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

® AFNZEBEILFEFHIFRE (IMpower010 iER) 2B\ T, itk miBhiEikt o 1 H/
MMA #1712 PD-L1 Btk (SP263 12X % TC=1%) DIE/INHRafE B T, BSC B
%f L C DFS OEBMESMGES LT\ 5, Fo, BERAVIENT CI, TH#H/IA #2>
PD-L1 Btk (SP263 12 L5 TC=1%) 4EMIZEIT S OS IZ-OW\W T, BSC BEZx LT
AHFIEECTIERE T 2BIA 08RO 5N TVnD, =72 L, 1=TC<50%DBHFHEMICBIT
% OS OfEFA BSC #f & Hile U TAAFIRE T PRI M AFE O Gz Z LEN D,
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https://doi.org/10.1016/j.cllc.2021.05.007

PD-L1 ®FIBURILA] (1=TC<50%M X TC=50%) DOARA DA ZIHEIZ SV THIIZ

P U7z BT, MISREOBINEITH 2 ENEYITH D,

¥, PD-Ll BBELEAZHRTAHEZDODORAO a = F W 2 )

OptiView PD-L1(SP263) T 5 A3, LA F D CHRkE: % 252, PD-L1THC 22C3 pharmDx
[Z2] 12XY PD-L1 BELREZMR L., AFORGOEEZKRFTHZLHTE
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. ] Thorac Oncol 2018; 13: 1302-11

(22 B9 5 FH]

O TRIZEYTHBEHEIZONTIIAFORGNEDE SN TNWDLZ b, BEZLT
biRnz &,
o ARHIOR I LIBUE OREERED & % B

@ HFATOFMIC IV T RIS S T 2 BHICHOW TR, AFIOEGIHEE S RN

D3, M OIEFERPUL 22 WIGEITIRY | HEICAAHZHENT 52 L 2ZETE D,

. WT@%T$®AﬁXi%@%E®%5$%

o JEE IR A CRIE R 2R D A K OVEBIME D HUH Sl 2% 0 R G it ¢ %
DI RIEMEZE AL P %ZHE) B

o HORIERBDDH LB UTEMENE L IXHRMED B Qo m B OB ERE O
ho¥ayicy

e ECOG Performance Status 3-4 "V o H#

GED ECOG @ Performance Status (PS)

Score
0 S MR JEETE 5, BEaE R U HFEEEDHIRZR ATZ 5,
1 AR LOEENTHIBR S A28, BITAMGE T, BAFEME > TOEEIFTH 2 &N TE 5,
Bl - BOWRF, FHEE
2 HBATARECTH O OH DRI O Z L IF T S THRELEPMEEITITER Y, HFO 50%LL R~y FATRIT,
3 [RONFELSOHEOEY OZ L LnTERY, BFO 50% EE~y R+ TiBI 3,
4 2L#HIRN, BYOHOEIY OZ LiFe TERY, BRIy ROMF TR I,
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6. BREICELCEETNEHE

O WASCEZFIT A, BEIRTEER DRI 5 BRI LD & ARH O FerE KON 1F
ROl B tEfze ol L TN OERT 2 2 &,

@ RWBIAIZESL S BB T OFIEITA MR atE %z oA L, WEZ 5
ThrbibET5Z &,

@ ALFHIEEZ AT 2 UIBRAHEZ2HETT - FEI8 O IE/ NN IE B 1 3 C I E

([ZF51F % PD-L1 ZF8BL U 7 55 e S OVIER 512 1 S 22 Al 703 o 6D 2 RIS el L

72 ECAR OB G A G2 W5 Z E N EE LW, THBNHERTEX RWESIC
V. ARFIOFEFH O 2wl Lz EcikE452 L,
@ FREWEHO~3T AL MIHOWNT

MR END S s Z L8 H DD T, AFOEGIZH T - TIE, WHEE
W (PRI IR, nZmk, FEEVEE) Offess M O X SR o FE %, Blgtx +5y
ZATH 2 &, Fe, BEIDS U THER CT, i~ —7 —%0khEZET 5
&,

KENOPeHIXELEE D infusion reaction (Zfif 2 CEEARRIC 5D T AU
i ZAT o7 L CRRMA L, ARAIFE G- R OKRAIE G4 T %I 2 A &
ET D%, BEOIRELZ 012812395 Z &, 728, infusionreaction % FEH L
AT, B TOMERLORERPERICIHET D £ TREEL +OBET 52
Lo

FFESRERE S, FFZe, BI(LMERAE 2203 H b b Z &b 5 DT, AHIOE 5
BERT K O G-I I E MR I TR REs & (AST. ALT. y-GTP, Al-P, B U /L
EUEOWE) #FEMT L&,

PR IREERERS 5, B HSRERE H L N T IR EERFE N H DN Z R 5D
T, AN O GBRAGRET O 5 R I E A SN WS RER AT (TSH., bz
T3, 8 T4, ACTH, M =2 F YV —VEORIE) 2FEiid 52 L,
AFNOBEEAZ L0 | WEOGRIERISITERT 5 &5 2 b bk~ 7R B0 R
NHLONDZERDHDH, BENBOONT-HEIIT. BRELEZERIIE LT
BP0 i & R BR & RO AT & EE U Cl Ul R R T A 1T\ IR OfE
FOSIZ X DRIER DB DN 28561013, ARIOREESTH L, S OEIE BB 7R
NEVHIORGSEZBET S L, el BIEKREFRLVE L OEEIZLYREIE
HOYGEEDTRD BV WIGA I, BIE B A VE o LIS O s 2 il o8
HLEET D,

PG4 T, BOA A SH AR L CHORIERANEHT L2 L0 H 57120,
AANOB & TR HREH ORI 3ITEET D,

1 BUBEIRIE (BIE 1 BUBEIRIB 2 & de) 23 Db, BERFMES F TV F—v 2
WZEDLZEBHDHDOT, Hig, Hols, RMAFEDIER DR B M E O B+

31



SHEET S Z &, RS DN 2 HA TS 2P L, 1 ox ) R
FOF 5O ILE %2175 2 &
® OAK iR CTIIHGBA4E D 36 1 F T, IMpowerl50 Bk, IMpowerl32 7R,
IMpower130 7k & TY IMpower1 10 3k Tl H-BAtE2 & 48 I £ TiE 6 M FI IR,
FHLABEITNT I ORER b 9 IR CHIMEDOF 21T > T\ Z &2 5H(C,
ARG T EMAC B ERE THOROMEREITO Z &,
©® 77 F R &SRB AR O I N it B 2B T Al Bk & L
TARAN 2T DEICIE, IMpower010 FABRIZIWNT, 4 7 A Z L ICHIMEOFEAN %
IToTWeZ L 2BEIT, AFIERGHITEHMICHROMEEZITO 2 L, 2B, K
HlOBGHMENIZ 12 VAETLET LT L,
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1. IIL®IC

EISE OGN « BEVEOREROT-OIIE, IR SIEFIZESWIZEIERFEH RO i
Do IHIC, EFEORFHEM OMESIT I 0 | FURBEIE 72 & OFFTH 70 BT T 2 3.5
WARBINDLHP T, ZNOOEEKNZEICLERBHEIRMIT 5 2 EPNRROMREE 72> T
B REMEGEE & UOEO AR #2016 CERK 28 42 6 A 2 BEERIRE) ([2BWTh, 3
MERRMEOH A O RE(EHEEZ X5 Z & L EhTn5,

FHEAEFEER N, REERASCL SN T e 7 7 A VR FEOERS EH S NICRR D
ZENBDH, T, AIERNLZEVECET RN+ 0ERT 5 ETOM., MiEE
DO BEEAZRLS ZT 52 LN SNABEICH LTRSS & &bz, BIERARER L
BRC LB Rtn A & D 2 &R AREZ R —E OB A - T EREE CHERT A L AEETH
Do

L2 T, KA FT7A4 Tk, BABEBPLINE T/ LTV D EFIRER « B3
BRI DS & | LUF OBEIRS O fei 7o 8 2 HEE T 2 BLAE 0 O BB, B2 F RO
HEEART,

I, ARITA RT A A%, MSATEE N SRS RS o SR . A rERTE A B ARERIR
N e —MAEENEN B RBRRNEES . RE R FITEENE A B AN 72 i OV tE ]
EN ARG 222D o b SR LT,

KB LR BERN T TV X~ (B )

REG L 72 DONRE TN + T TR/ N0 e A

R ERDREROHE « 2haedm
7TV AT (Ba R Z) OPEEERHT 60 7373 THl
TR L, P 5O REEN BAFCThivuX, 2 BIHBFEO#EE
RFfAIIE 30 0 [ & CHIMEC & 5,

T Jr TR /N e i
ANKRTZF o JOT bARY B eIV T, @, A
77V X~ 7 (e Ez) & LT 1R 1200 mg & 3 JH[H
kR C 4 BAEFHET 2, Z20%, 77V ) XA~ 7 (Es
z) & LT1IFE1200mg % 3 @FMIFE X 1 [F] 1680mg % 4 [
R C A T 2,

f3E R 2 ¥ E AR




2. AEIORK. 1EHEF

TV X277 (Blaz) CUF TRADL Evo,) 1, KED Genentech, Inc.iZ L Y
Al X 417- programmed cell death ligand 1 (AT, [PD-L1J &5 ,) IZxfd 50%E a7l
Gl (IgGl) ¥ 777 AxDk Mt/ 7 u—FLHETh s,

CD274 (PD-L1) X, EENIZB W CHUREE SIS BE L TR Y, i b LY 3k
(T AL, B AMAR K OV F = F 0% 7 —T M) 2R B9 5 CD279 (LT, TPD-1] £\ 5 ,)
K ONCD80 (B7-1) &ifd L. SR 2 AICHIET 2 L3 2 64T % (Immunity 2007; 27:
111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 (%, fix OGEMIZIC SR L TWAHZ
& (Cancer Immunol Immunother 2007; 56: 739-45) 2N #id X Ck Y . PD-L1 & PD-1 24 L 7=
PRSIE, TR AN PUR R BAD 7 T M) & DS 2 B D F D —o L LTHEZ LN

W5,
AFNL, PD-L1 OFEAERIZHEA L, PD-L1 & PD-1 L OfEAZET L Z L&k,
DN APURURE LAY 72 T MR O MRS TR M A 90 U | IS O 2 il 9~ 5 L B2 b T D,
ZAUHDOERNG | AT 2o IR R 0 55 b o LIS L,
HRC i B At R & U BRI & Ik L. AME, RetE R ORBEN G S iz,

AFNDOAVE IR RO FPERINT L HRIEHER H &b, HEXIIETIZED
REVEDS 8 0 AFNDOE G P R OB GRICIT, BEOBIEL T32ATV, BRENRD b
e lZid, BH L H RIS U2 REPY R 72 Jik & fER 2 RO Rl & s U T U 20 i i 2 e
ATV, BEOGRIEESISIT X DEWER RSN 2 55121, B EEFRVE CHOREGED
YR E AT O MEDR D D,



3. EREREE
HE TR NI R s 0D 7K GRIRE I B 217 o 7= 72 BE R AR O plid 2 7k 9,

[Axhi]
O [EERIEFEE /AR (IMpowerl33 #ER)

{LEPREE O 70\ TR NI s HR g 1403 1) (HAS N 42 4 2 & de) 25685212, AH 1,200
mg, HARTTF RO MARY ROGEHEE (RARE, 201 F) O MR VL2 E 7
TR, INRTTZF RO bR ROHEE (77 BRRE, 202 #) &Higd 258 1/
MUAHERER & T2k L 72"

HfIT OSSR, REEENICIW T, KAIFETY 7 AR L bl L CEEFHEEHE Th
LAHELIIE (BLF, T0S) & 9,) OFERIERDNFRO b (AT — R [95%(E X H] :
0.701 [0.541,0.909], P=0.0069 [J&% log-rank f&7E ], A EAKMEMmM 0.0193) . YA [95%(F
TR ] I IARAIRET 12.3 [10.8,159] B A, I AREET 103 [93,11.3] ZHTH-7= (K
1.

*1 : A D FEUEIT Veterans Administration Lung Study Group (VALG) staging system for SCLC (Z -5 T H| ¥t
i, E70, BRRRUINERME L 2 ARIBRL S HETERE: (CRT) &HAT L. H RO
W, MO U CRT 725 6 4 A LUREGE L 7= (%I HE AL VRS & I S i 3 b AR
b,

*2 0 AFI 1200 mg CUTTTEAR) RKOBNLVARTTF 2 AUC 5 28V A4 2700 1 BRIK, =AY K 100
mg/m? % &Y A 701, 2, 3 ABIC3EMBER AT, TQ3W] W), ) T4H A7 E5%. K
#1200 mg (T 7FF&R) % Q3W THRE LT,

1.0 "t-,._.‘_t__% _
09- TN
\__'_,l‘
08+ e
'l‘n
0.7 1 "-.:t_‘
0 06- e
W WS,
I 057 “‘*-w
b ¥ ——
#H 04+ e ",
0.3 ey '*,
029 wimimes Plaus .
01 | e $§|Ez ----------
. TR
00+ T T T T T T T T T
atrisk O 3 6 g 12 15 18 21 248
xR 201 182 159 121 74 33 5 1
TSR E 202 186 160 114 £9 21 3 2

X 1 OS ® Kaplan-Meier Eiff (IMpower133 3 ER) (£HBEEH)



(4]

O EFRIEFEZ /IS (IMpowerl33 5A#)

HEFEGIIARFIFED 198/198 B (100.0%) . 77 B AREED 189/196 il (96.4%) (2788 &
AU, TEBREE & ORRBIRNEE TE WA ERFRITIAFINE 188/198 # (94.9%) ., 77 AR
181/196 f5l (92.3%) 2788 BTz, FEEN 5%LLED AR E OREREBNEE TEX 20
EERIR1DOLBY ThoT,

£ 1 RERWP %A EOFA L ORRBRBFTETERVWEETER
(IMpower133 #B) (Z2MMIT3IRER)

FRBERIRSE (SOC: System Organ Class) AFEE (198 $1)
JEAFEE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) B (%) B (%)
AHlE ORFEBERDPEECERVEAEEES 128 (64.6) 51(25.8) 1(0.5)
BIEES 37 (18.7) 5(2.5) 0
B 18 (9.1) 0 0
T 12 (6.1) 4(2.0) 0
{EFY 12 (6.1) 1(0.5) 0
MR LV > RfEE 26 (13.1) 14 (7.1) 0
B 17 (8.6) 5(2.5) 0
HiF BRI E 13 (6.6) 11 (5.6) 0
—f% - EHEER X OREHAOINEE 24 (12.1) 2 (1.0) 0
W 24 (12.1) 2 (1.0) 0
M WEE 23 (11.6) 0 0
FUIRIRBE REAK T8 18 (9.1) 0 0
IR BB RETCHEE 10 (5.1) 0 0
KB L OREREE 22 (11.1) 1 (0.5) 0
BARIBHE 22 (11.1) 1(0.5) 0
R X OV TRk 22 (11.1) 0 0
W5 12 (6.1) 0 0
BiESE 11 (5.6) 0 0
bR R 16 (8.1) 9 (4.5) 0
RN e 11 (5.6) 2 (1.0) 0
I P ERER 10 (5.1) 8 (4.0) 0
BEE, BHER X OUEAHE 10 (5.1) 4(2.0) 0
A D KIS 10 (5.1) 4 (2.0) 0

¥, AAIEEC BV TRVEMENGZE 3 61 (1.5%), FTFHERERE 5 6 (2.5%) . KB4 - B
DTHI6 B (3.0%) . WESE 1611 (0.5%) . HURIRERERE T 26 1] (13.1%) . #HREEE (F7 0 -
NU—JEERES 2 5te) 9 ] (4.5%) . infusion reaction 11 i1l (5.6%) . fhd¢ « BEREUTHEMRIE 1
Bl (0.5%) . BEHEREREE ORMEREMERS) 361 (1.5%). HEEOREREE 6 6 (3.0%)
B O BRI « FEBWELE R ERIBUDE 24 1] (12.1%) 25388 bz, £72. 1 BUEERIE, B
PRRERE T, TIPSR EAEAMEAE, M - BRI, AR 2, VA i K OV s ifn.
INRIRAMEITRR O B AL o o, REIWEARBURDUIBEES (RAMEERT 2 5T) %
BRI R A R T,



[k - H&E]

RHE SR B REARAT /G SR 12 IS & . FE/ N AtiE K OISR AT L2 6% 2 2hAE « 2h it
L CAREFMLL 5 OS2, 1,200mg Q3W #5124, 1,680 mg4 #RMKE (LT, TQ4w] &
W9, Fh AR &9 5 RS IR SEARGR I A BRGR R EE M T b T, ARKIORHER 3K
HEET LV EZHWZY I a2 b—2a Nk R SCLC B ITAA 1680 mg & Q4W T
B L EZOMEHIRENPRF SNTMAERITR 2D LB THY | IMpowerl33 &k D H A
NEIZH1T 5 1680 mg @ QAW & H-ReD ML X, BEERIZIIT 5 1200mg D Q3W £
HRE L RIFEELL BICHERF C& b LHEE Sz, E7o, WREE — BUGTRHT ORGS0 D ARK Oz
B L2l OMICHRERBEITRD bhRhol-Z L, 2k, BAANOEITEIEE B %
KFGUTARK] 1680 mg 2 QAW THH- LI-ENE [/IFHRER (JO44110 RER) 12\ T, Z4

PEICRFER DR EITER O HIL TV R,
* o EREIEFEEY NFEFER (IMpowerl33 388) (ZHAAN B 2EEF KO H RANERHOBEEZOSHIC
HESX 1000 GlOHBEBREEN 2 N AR L, YiZEBEERICAIEKE 1200 mg Q3W K TF 1680 mg
QAW KEFHRNIZ G L1201 7 v 1 B OVEFIREBICE T DB ENHEE SN,

# 2 IMpowerl33 RBICB I} 2FAORER HEH) °

Cmax (pg/mL) Crrough (pg/mL)

ik - HE | &M

YA o1 TE R RE A 71 TE R R
1200 mg LN 403 [308,551] 587 [414, 881] 82.1 [51.0,132] 176 [86.5,353]
Q3w AAN 446 [366, 564] 682 [513,934] 94.4 [64.2,140] 228 [124,410]
1680 mg EL 563 [434,762] 735 [530, 1,080] 88.3 [51.6, 149] 162 [75.6,353]
Q4w HAN 624 [511,780] 849 [653, 1,130] 105 [68.2, 160] 215 [112,399]

T EME (5%, 95%.5]

* 1 AKH 1200 mg Q3W K TN 1680 mg Q4W #EEICKIT 5 1A 7 i, ThFh 21 k28 B & L, &M%k - A
BEIZBIT D Coax L Ctrough LA T ORESR & N7,

* Cmax (REIRE) : ¥4 7L 1 FE R OVERHERESUL, T E N5 B16% 0.0416 X1 500.02 H B
* Cuough (7 Z7IEE) : 1200 mg Q3W K T8 1680 mg Q4W (2T, ¥4 7L | BRE R OVERIRIER A1X. Th
T EBAT 20.99 K18 520.99 H B, INNZ 27.99 KN 527.99 A H




4. HEFRITHOWT

AFN OG- 72 BF 2 2W - FPE L, AFIOF 5L EEZRRBIEH 238 L2
KI5 Z ERNNERTED, LFOO~QDFT X TEM-THRICBWTHEHT A% TH
Do

@ MEgRIZOWT

O-1 TiED (1) ~ (5) OWFTINTFEY T Dlix ThHdHZ &,

(1) BT BRENEET 50 A Ps L A0pBe s (FE RS AP 5L R0pibe,
TN AURS L e . HuEk Y ARSI TR L)

(2) FEEHREWPL

(3) AENFIRAEREE T D M AR (23 AIEEEE BT, S ARREER /)
B, DS ARSI HEHEE R e &)

(4) IR b FRIESE 2 50E L, ARIES LS RIEZIR R 1, SRS L a2 e 2 X3sth
SRR HRIEZIERE 3 Ok FHEI AR 2 i A2 1T - T D filisk

(5) DUEMEREE A LT S BN O gk FEVEITAR D Ja &2 1T - T 5 filiek

-2 i DAL K O RIE I S BURF D IS 43 7 ik & SR A Fp o ERT (FROWT
NNCREA T D ERN) 23, AEBHEAOAFNIET 2IHMORMAE L LTRESNTND
Eo
*

RN ATIISER 2 R OYIINHE Z2E T L72RIC 5 LU E DS ATBIR DERRIHE 21T > T
WHZE, 9B 2MFELLEIT BAFYIREE L LIZERIRIER - ONHEZ{T>TW\D =
&o

RN RTIISEE 2 SEOMINHE ZE T L72fRIC 4 LU EOBIRERZ A L TnD Z L,
95, 3L IR MO 2 A BRI T & R AR OBRRIHE 21T > T\ 5 Z &,

@ PBENOERMFHREHEDOERIZONT
P A LU AE R I 2 BB SRLE S, REERREN D OFHE N, A - 2t
SERERING WO B DR RIS (29 DI MIE i, AHEFRVDHEAE LB OWE 5.
INHRINAT DN DRI - T D Z L,

«‘LH?




® BUER~DOREIZONT
@-1 HasR AR B 5B

M PERR B OB ZBIER 2R AE LB, 24 RERRHIRHI O T, Yakhisk 33t
MER%IZ I T, FEEL L 7ZRITERICIS U TABRE LY CT FHORIWEH ORI LI A D
FEEDSM B DL, B DISRHG ATREZR R 3 > T D Z &

@-2 ERUEFHICL HAFFRASICBT DB

IS ARSI ICHE D B B il e O BRE 2 A S IERIE A D BIEl T =2 ) » 7 2580
TEERDOA T Y == 72TV EIRIE Ll E A TE 2 F— AERBEKHEH ST D
Z &, ekl BEAHICOWT, NABEELZOFRECFICAMS TN D Z &,

@-3 BIfEROZWI xR LT

BIVER (MRPERRE . IPHSRERRTE - AT - M LMEALAE 25, KIGZE - EEO MR, R, 1
RUPERIE ., PNoriskeds (HURIRPEREIE S . B FEREIRE . T IR RERREE) | S (¥ 7
Vo NU—JEERER ELe) . EAEMMESIE, Sk - B - FFHiZ. infusion reaction, fH7E -
RESCTRLARE . BHEREREE (RME R EMEE XY . EEORERE, LMK, MEREEIERE
B, Ve MRIBAE, kR, DR - OFIERITE - 0 F R =T ALFRIEDEH
RO MR zENE (A FRERIED . REEWELF FRERIUE) | AL FRIEDF IR OIRYYESE) 12%F LT,
WELM R ST B RSB O REF I A 9 D R & L (RIEH o2 Wr-oxt i ic B L Cg
BROSEEZZITONLDEMHICH D 2 L) BEHITHEUREN TE HEFNESTNDLZ &,



5. &ExBL R BE
(A 2hIE BT 5 ]
O ALFFRIERE O 72 O EREAD NI R BE LB W AR, IVRTTF RO hARY R
L DU TEDHEIER REN TN D,

@  FREICRE YT 2 BREICKT 2 AFI O H K OMdE i FEIC W TIE, AR O e sT
SNTELT, AAIOEEXG LB 720,

O TAERHDHNED R ST TR O FUEMEIREE A & OOF % 5

[Ze ki B 5 F]
O FRICHKYT B BFICONTRAMORENERE SNTVS 2 e, fhkiThn
WZ &,

AN O A3 U BUE OREERE D & % B3

@ RRATOFHMICIB N T FRRISZY T 2 BE IOV TR, AR OREIHELE S e s,
LOTEFEEIRIE D R VB AICIRY | HEICAF ZHHT 5 Z L 2BETE 5,

ME MR B OS I XITEOBED & 5 BE

b 8 P A A C RV 52 2 5 0 2 BB K ONTE B ME 0 S R Il ik 2 o S e P il 2% % oD Jili
(CRIEVEZA LD A B D B

H O R RO & 5 BF XS L < ITEREO B KR OB H 5
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G£D ECOG @ Performance Status (PS)

Score

0

2L MERLIER CE D, RBIFATLF U HEAEBERHIRLR TZ 2.

1

PIREIICE LOEENIHIIR S5 23, BTATRE T, BRSO > TOMEEIFIT O Z L TE 5.
il BWRE, FBIEE

BATARECTH S DOHDOEY O Z L X TXTHERIEAEEZIITE R, BHO 50%LL Eix~y FATEIT,

RONTEDZOHEORID OZ L LinTER, BFO 50%L EZ2~Xy KT Cil 2§,

2LEHT RV, BYOHOEIY OZ LiFed TERY, BRIy RORETRIT,




6. REIZELTHEEITNEEHR
O ARSI A, SOERTE R DR 5 BRFR 205 & ARA O R K OV 1 H

7=

ISR R A TSI L T DT 2 L,

@ JRIRBIAAIZIENI D, BB U FE OFEITE IR ekt Z2 +amB L, [JE 245 Th
b5 HZ L,
@ EREWEHD~RY AL MZOWT

MR ER S Hbhvd Z ERH D DT, KAIOEGIZH 72> TiL, BRER (7
W R gk, RN DR ONIER X SR O FhisE, B E ot H 2 &,
Fo, MBS U THE CT, iE~—h—5om&%2F 52 &,

ARFN O 51X HJE D infusion reaction (2 2. CTEAGIFIZ 57 22k D T & 5 Wi 217
o7 ETR L. AAERE D R OARFE G THRII AL XA 2 ET D%,
BEORMEE I BI52T D Z L, 7233, infusionreaction Z R 8L L7255 121%, 2T
DOEER OIER D ERICEE T2 E TREZ +oBlET 562 L,

IR RERE RS | T2, B EMENRAE R D oD 2 &3 d 2 DT, REIOE5-BAbGRT K
O 5B i E M e AT (AST. ALT, y-GTP, Al-P, B U L E D
E) EEMTHI L,

RO I RERE 5, BRI S R OV T RIAEREREE LR S DN Z ERHHD T, K
D $% 5-BRAART K O 5- 1 F 138 WIS Ny W e A (TSH., 78 T3, 526 T4,
ACTH, i =/LF Y —VEOHE) ZEMT 5 L,

AFNOEGIZ XY | EEORERICICERT 5 & B X b Ekx RIEBCWEN &
LMD ENH D, BEDFEO LAVZIGE T, BB L2 FITIG U7 B e A
ik & BRER A FF ORIl & e U CRE b 22 B M ATV B ORI RIS K S EIE
HREebiL 355101, RAIORETH I, ROEIE REFRVE CRORG%S%2%
T 52 L, 2B, RIBRERNLE L ORGICE Y EWEHOUERGRD b nWgE
&, BB RE AV o DA O IR OB S BET 5D,

BeHAL T % BOEB S8 ARGE L T BRIERNRET D Z &R 5720, KAl
DEHHETRICHEIEH OB 212 ET 5,

1 BUBEPRI (BIE 1 BBE SRS &2 5 de) 23 b bodu, FERWMES TV R—Y RIZES
ZERBHDHOT, OB, Fl, WEHEOFERORELL MAEE O EAICHmEET 5 2
o TRBERIG A S ON T2 5B TR G2k L, A v 2V VBRI ORGSO )72
LEZATH 2 &,

@ IMpowerl33 il TIIH GBAMAN S 48 1 £ TiX 6 MMM, LI 9 MR CH
DTN 21T > TV Z L 2SF2, AABG- I ESICEEEE TR OMR
1752 &,
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