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14.2.1 0.230130.22umdD A > 4 > 74 V¥ — =2 fEHT %
Zk,

14.2.2 i L OREZ LV &,

15. ZOMDFE

15.1 ERER{EMRICE D < 1E3R
ENZF O BRIR B IC BT RENK T 2 ik o A -
WESNTWD,

15.2 FERRAREAER (CH D (153
B =27 A FIVIZAEFS0me kg% FE1HE, 268 KAEES L
eI BV, MR IC HRERE SO 5
L DWMEND L,

16. EMHRE

16.1 Mg

16.1.1 BE%E
AR N OHMELTFEIEHE B & 3B D1 AH] 103013 20mg/ kg™
%904 (£1547) MEEHEHEL & EoMmiEh 7 7Y
A TEHBRIUTOE B Tholz, MEEHEDS
27079y AFFABREOHEER L., SASRIZIZIZM
IS LY,
FED) KRS A7 IR O i 1 1200mag % 3368 4 141 8 3 13840mg %

230 I T 8 T 6043 A2 C i

HLRHG- R ME IR RS (FHEN=3, Pl + i
W)

600

o 10mg/kg
A 20mg/kg

500

400

300

200

100 +

iy ) A< 7 (g/mL)

1 T T T T
0 1 3 7 14 21

W5 (HD
B GRS TRE /ST A — & (FHEN=3, FIfH+ %
R

Eraca Conax™ AUCint Vs CL ti2
(mg/kg) | (ug/mL) | (ugrday/mL) | (L) | (L/day)| (day)
10 220* 2290+ 3.72+ 0.236= | 11.7%
21.9 101 1.14 0.0572 | 0.969
2 536= 6630+ 3.82+ [ 0.213% | 13.0=*
49.4 668 0.718 | 0.0609 1.32

*Cmax : *}J[E*Q%"‘E%‘: <CyC1e 1 Day 1) @?Q%"f(ﬁg()%@*%ml

16.1.2 RiE#Ix 5

(1) HARANOESTEIEHEEE3F 3D ICARKHK 10 1£20mg/
kg™ % 3P M FEC0% (£1545, #EFGIZBIT % 8%
PEATRERR S 72854 20 B DUE3043 (+1043) (2841 6E
B AEEE L2 & SOMER 7 7 V) A~ 7TIREHER X
DToLs) Tholzo BMBEOFIIZ1.256~3.06
TH-o7zY,
E2) AR N HE RO © 1200mg % 338 [ [H]BE L 13840mg %

2308 K] [H] B T 6055 22 V) C i i



PSS G- R O MGE i RS (B MHEN=1~3, P+
TR )
1000

o 10mg/kg
A 20mg/kg

i 7 7 ) X 7 (ieg/mL)

0 21 42 f;s 84 126 168 210 252 294 336 378
IRFfE (H)

(2) FE/HREMIE EE6136 (HARNEZL6H]) 2RIk
#11200mg % 338 B <604 (=155 #EHE512B1)
ARV SN2 E, 2B L3055 (£104)) 124
M RE) BSHEEE L2 EOHARANIIBIT L IMEF 7
TN A TEIUTOLBY) CThotze 14270V
21H) ?

ARG HAR NI BT A IiER T 7V ) A< 7iRE (F
Bl = R (B15))

VI PRIMIE 1 Mg H#EEE (ug/mL)
Cyclel Dayl $25-30%5 1% 452+107 (N=56)
Cycle2 Dayl B 50 98.2+32.4 (N=46)
Cycle3 Dayl ¥ 5-mi 162+40.8 (N=40)
Cycle4 Dayl e 5-Hi 188+55.6 (N=35)
Cycle8 Dayl ¥ 510 224+99.1 (N=18)

(3) FLHERE4516] (AARNBE3AB) 2R RIZAKHIZ40mg
% 208 B R T60%5 (£1555, FIRIFRG BT 5 B AN
MERE S N 7bpa. 210 H P304 (+£1043) (\ZHH#HE A
BREEHE L2 SOEANCBIT 2 MiEH 7 7)) X
RTWEEIU T oL BY) Thotze QA 20 2 28H) P

FAEHEGREO HARNIZ BT LM T 7)) A= 7k (1
¥filf + AR (FIR0)

FA N BRI 1 M H i (ug/mL)
Cyclel Dayl #5304 1% 411+98.9 (N=34)
Cycle2 Dayl Easai) 178+67.5 (N=32)
Cycle3 Dayl P51 264%95.0 (N=32)
Cycle4 Dayl %5 203+116 (N=29)
Cycle8 Dayl P 5w 316162 (N=17)

17. BEERAIE

171 BEIHRVCREMICEAT 555

(UIRRTBE 41T - BROIE/ | MlRafHTE)

17.1.1 EEXEFESE IHERKHER (OAKHER)
7T F F A & T ALEREEETY O 5 5 YRR RE 7
1T - O IR/ IR B3 122561 (RFIFE61361. Mt
7 X RVEEGLI2H) xR, AFE Ky FLLEofy
N OV AP a Jicd 2 25 TAHRBR & 920t L 72,
A#1200mg X 1x Ft ¥ F vV 75mg/m?% 33 M 1 FE <
BEE L7z MICT ¥ 7 2L E N 728500 (HARA
64l % &) OEBHEERIIBVWT, FAFETFLY ¥
YOVEEE L CEEFHIIEE Th 2 24 INEoOfF &
RIERDEO N (N — NI [95%EEIXE] 2 0.73
[0.62,0.87]. P=0.0003 [J& Blllog-rank#7E]) « HrJufil [95%
EHEX ] EARFFEC13.8 [11.8, 15.7) 7 H. Ft¥%
FELETI6 [8.6, 11.2] #ATH 724,
RENDF G- & 7260961 (HARAN6HI % &) 128V T
39061 (64.0%) \ZEIEMARED bNrze FEAEIEM (5%
PLE) (&, 98578761 (14.3%) . L5361 (8.7%) . AHK
THAB520 (8.5%) . #EJIRES1H] (8.4%) . FE#4961 (8.0%)

(6)

HTE A
(=]
w
‘

A
(=]
w
‘

{98 89 79 65 50

TIATE (7.7%) « 35954261 (6.9%) « € 9 FEE3SH (6.2%)

ETho7Y,

1) EGFRWHAET 75 Sbptt ALK& AZ T Bt 0 B T,
TS FF A% T ALSRE N 2 . F N NEGFRILEE
B A ALKBLEVE R & 479 2 BUE MRS A1 X 2 G ESS
B 2 BEDHLA AN S T2,

OAK R D 4= FI R O Kaplan-Meier fifE (4B E4£H])

1.0 P (B 3log-rankhe) 0.0003
0.9+ ol (959% 12 HEIX )
0.84 e+t 9.64/1(8.6,11.2)

o T7VVAY7 13.84J1(11.8,15.7)
»..__‘__“‘*F*Fll:(%%%%li“ﬂ) 0.73(0.62,0.87)

0.3

0.24— Fur¥Ftu
0.1 TTINVART
0.0 ?JA%‘@J"}

0 3 6 9 12 15 18 21 24
AFIEE 425 363 305 248 218 188 157 74 28

FesEeLEE 425 0 336 263 195 151 123 98 51 16

17.1.2 EREEFS I HEEREER(Mpower1105KER)
{LEABEEIE D 70 W) | PD-L1B M (S S 5512
RIS BT 2 PD-LISBLED 1%L ) OYIBREE
B AEAT - TSSO IB/ MR BEST261 (HARASLBI % &
) RRIC, AA1200 mg (RHIEE) OB R U4
WE, 795 F8F (VATSF U RNBEHNVKETSTF )
BORA ML EFL FRIZF LY 5 ¥y b ks (b
FEHE) LY 2 5 MAHERER 2 S0t L 720 v BIFRAT O &
EGFREAGT 2 RG M ALK A BT R0 BE %
B {554 DITT-WTHH D 9 5 TC3/IC3-WTH 4 [205
B (HARN2460 % &) 12BWT, AKHF#E (1076)) <1k
SEREEE (9861) Ll L CEEFMMIEE TH b AT
W O B RILEDFED S (O — R [95%18 FHIX ]
0.595 [0.398, 0.890]. P = 0.0106 [J&}llog-rankf&iE].

EOKHEMMI0.0413) . oL [95%IEHAX ] (XA HE

T20.2 [16.5, #EEARE] 7 AL LR EHECL13.1 [7.4,

16.51 7" HTH»79,

KA D5 S 7228681 (HARN28B % &) 2B\ T

17361 (60.5%) (ZRIER 2RO Hvize E4REIER (5%

VL) &, 98572260 (7.7%) . HEIE21H] (7.3%) . E.s

2080 (7.0%) BAKHGE2060 (7.0%) . HUIRBRFEREAL T E

1961 (6.6%). 38951961 (6.6%). ALTHEIM1SH] (6.3%) .

THITH (5.9%) EETH o727,

11:2) EGFRE R T2 R ZALKRA #m TRtk o B Tl
ZNZNEGFRIAVENEF U ALK EEH 2 A ¥ 2 TUEEE
BHNZ & B IEHBIED D b BEAIHAAN SN,

1#3) I S AR SR A B 2 PD-L1ZE S 2
FN50%LL 3 10% DL &g S s B

IMpowerl 105 O 2= A4 47 # ] O Kaplan-Meier il (TC3/

IC3-WT4H)

1.04 Pfiti (& Blllog-ranki®sg) 0.0106
0.9+ i (95% 12X )
0.8 bt 13.19H(7.4,16.5)

. AHEE 20,27 (16.5,NE)
e, NI (95%EHIX ) 0.595 (0. 398,0.890)
by

e

0.3
0.2 YO
e i
0.1 === 4\'%?’*( L
+ FTHEh
0.0 .

2 4 6 8 10 12 14 16 18 20 22 24 26 23 30 32 34 36/
JHIE 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
033281912 9 7 6 4 3 3 3 1

17.1.3 EFEEFAZE DR (IMpower1505KER)
ALZEFRDIE D 70 WY | R R % B < UIBRANTE 2R AT -
5O IEANHBa G B 120260 (HARANISBI % &) %
FHRIZ, AHI1200me & O PUEEESER (HIVR TS5 T
Y87 Z el (AR, 4026010 XIZANVET T TV
7N I RN ANNY AT GHETHIRA) [BEE.
40061]) OPEHES-OFMER e E . BERLER
B (INVETSF o +37 )8 F N+~ AT (il
BT 2) [CHEL 40061]) & Holed 2 45 AR SUSR & S5t
L 72%9, 20184E1 H 22 1 O W HIfENT D& R, EGFREET



RGN IALKRE BA Btk 5% % B < 104561 (H
KN6THI % & dr) ODITT-WTHFIZB W T, KB
(BHE35961) CxifaRE (CHE337THI) & Mk L € HEEFMH
HTH 224 FHMOAELREESRO S (N — NI
[95%fEHEIX ] - 0.780 [0.636, 0.956]. P=0.0164 [kl
log-rank#%52]. A EAKEMMO0.0184) . FIufii [95%15#H
X1 (EAFIGEHFEBRT19.2 [17.0, 23.8] # H. xi&
MCHETI14.7 [13.3, 16.9] WHTH o720 B, KEIPE
FHE (ATE349%) (J5 FRIECTHE & i L CeAEF I Ic s
WTHBERERIIZRO SN o728, F720 HARNEE
BT AITT-WTHER O &Y oI [95%1F X
M &, AFIPEEEE (BRE32%1) <19.8 [14.1, 24.2] # H.
xHHEHE (CHELAB]) CHEEARE [13.2, HEEARE] Tho
7o ONF— F I [95%f5HEX ] : 1.311 [0.498, 3.446]) 7,
KREN & PUEMIESH (DNVKRTTF 2 +%7 1) & F L)L
+ RNV AR T (BEFHIRZ)) ARG S - BIE393%4)
(HA&RA36B% &) 2B WT3706 (94.1%) \ZEIVEH
RO BTz FEREMER (20%DL 1) (X, BLEE185H1
(47 .1%) . 013560 (34.4%) . 5710461 (26.5%). &
Mmo7Hl (24.7%) . LEKFHESIBI (22.6%) . FAEME= 2 —
08 F—88f (22.4%). THISAHE (21.4%) FThH o7z,
F7-. BEOHARAIGHIZBWT7H (19.4%) 1258
T AR ERGEAME ST A7z
114) EGFR{n T2 R A ZALKEA BT B0 BE Tl
ZNZENEGFRIEMH U ALKENEH 2 4§ % s
RN X BIIREDS D B BEDHLA AN SN2,
1E5) A#I1200mg. BNV KT 5 F 2 AUC6, /327 1) ¥ Xt
200mg/m?. ~NNY XY T (En TR Z) 15me/kg% 33 H
MRS T43UE6T 1 7 Vg G-t%. REIRINNY AT (GEIZ
TRz ) % 3EMMNE TS L,

IMpower1507k5& O 44 A7 11 [ o Kaplan-Meier fif5 (ITT-

WTH#H)
1.0 Pl (& Mllog-rankBE) 0.0164
0.94 Rt (95% 3 HEHIX 1H])
0.84 BCP 14.7#/1(13.3,16.9)
o 0.7 77 A7 +BCP 19.27/3(17.0,23.8)
a - NI (95%(E X)) 0.780(0.636,0.956)
# 0.6
ﬁ 0.54 B:NY X7 g,

0.44 CHVETFF~

AT
0.34 Pr/rusden J

0.2+ BCP
0.14- 77 /AT +BCP
00l = 1599

0 3 6 9 12 15 18 21 24 20 30
spencen 359 323 296 264 235 167 119 66 34 9 2
BCPH 337 308 268 233 196 129 8 56 29 6 1

17.1.4 EEEFSE THEEEFRFER (IMpower132:KER)
{LFBEREDO v R LR Z B FGFREIAT AR
B ME B CALKREA AR T B O WA R 2 #E4T - TE5ED
e/ fE R ED78B1 (HANIOIB & & Ee) & RFRIZ,
AH1200mg & MO PUESREEH] (D VKT T F 2 k>
AT TF 2 +RA M LFL N RAGEHTFE29260]) OBFH
B ORNER &ML BERMLEFEE (DVERT 2
FURBFTYATIF o +RA ML L FREE28661])
LR B MARRER 2 £ L 7270, &BFEMIIBY
T AAIGEHBECHIREE L LB L CFEFMEHTH
WA O B RIERESTRD 51 (O — R [95%
fEHEIX ] £ 0.596 [0.494, 0.719]. P<0.0001 [}#%llog-
rank#R5E] . A EKEEMEI0.004) . ol [95%18 FEIX ]
AR GEHTETT7.6 (6.6, 8.5] . xME#ET5.2 [4.3,
5.6] "ATHo7,

ARH & PUEEEEH (ANVKRTITF LG AT TF

+RA ML FER) G S 7220160 (HARAN4861 % &

) 1282676 (91.8%) ICHEUWEHA RO bz, &

ZEIWEH (20%2L 1) &, #1136 (38.8%). H.L:96%]

(33.0%) . MEJJHESIB] (20.3%) ZETH - 7210,

16) AHI1200mg., 71 VAR T 5 F >~ AUC6LIZY A7 T F > 75mg/m?.
AR ML F500mg/m?% 33 [ b T4 30136 1 7 vk G-
By RFIBKONRA ML F 1 Fa3EM BN TS L7z,

IMpower13270 5% o {38 T A= A7 41 1 O Kaplan—-Meier Bl ##
(&HBHEM)

Pfiti (& Hllog-rank#5E) <0.0001

| VR (959615 #IX )

— *ERTE 5.22/1(4.3,5.6)

AHIGEEE 7.67/1(6.6,8.5)

=R (95%15 #HIX ) 0.596 (0.494,0.719)

MR A
<
(=2}

0.29 == TIFF + MRANFEF w0 e
0.1 === KH| + T FFF + AN FLF
0.0+ FT59Y
0 3 6 9 12 15 18 21H
AHIGEAEE 292 231 169 120 88 43 11
xHEHE 286 195 115 72 44 11 3

17.1.5 BHE MHEEEREER (IMpower130545%)
ALAFEIE O 70 WD | BB % B  OIRANRE 70 AT -
FEEE D I N RE BB 72450 % xb 502, ARFHI1200mg & il
OYEWESEH (ANVRTSF o +821) 7%V (T
73 VEET) (LUF. nab—82 U F F v v) [FHIGEH
H4840611) OHFHES- OFMER e % PFRLF
B (VAT FF 2 +nab—327 1) ¥ v [xFIEE240
BI]) & Ieid B 5 AR RRER & 0 L 727, PRI o4&
H. EGFREAL T2 B ALK BIE Ttk B
2B COTIFDITT-WTHERNI BT, KA (451
Bl) TR (228(1) & ILECL CEEFHMIEE Th L4
R OABRIEEDTEO S ONF— R [95% 51
X1 0.791 [0.637, 0.982], P=0.0331 [J&%llog-rank
Mgl AREARMEMMO.0425) . Hdefii [95%EHEIXH] X
ARAPEHEET18.6[16.0, 21.2]1 7 A &FHEEET13.9[12.0,
18.71 HATH -7z,

KK & BPUEMEIESEH] (B NVART 5 F >~ +nab-/82 ) ¥ F
V) HPEG S NF=47360IC BV TAE5H (96.2%) IZE
YERDSRO bz, EEWER (20%LLE) 1. A1M1248
B (52.4%) . UF R ERIRAE21861 (46.1%) . E.L.20761
(43.8%) . 5718561 (39.1%). FI150%0 (31.7%). Wi
FEAE14560 (30.7%) « MM/ IRAHEL276H] (26.8%) . FHK
WAR10760 (22.6%) « I/ IMREH A 1056 (22.2%) . MR
9961 (20.9%) ZTH 7217,
1¥7) EGFRMEART ARG IALK@ A ST O BE T,
ZNZENEGFRIAEMEH XUZALKENEH 2 A9 5 Pk
WA X BIERED D 5 BEDHMAANS LIz,
7E8) AHI200mgK O H VKR T T F » AUCR %44 7 Vd1HH
12, nab-/¥7 1) ¥ ¥+ 100mg/m*% &4 4 7 VD1, 8, 15
H B 35E R B CAUX6H 4 7 M F 515, AH] % 338 i R g

TG L7z,
IMpower 13075k D 44 7 1] [ o Kaplan-Meier Hfi# (ITT-
WT4H)
1.0 Pt (& Hllog-rankif7E) 00331
0.91 st (95915 X 1)
0.8 xR RE 13.94H(12.0,18.7)
0.71 . AFIGERIEE 18.64H(16.0,21.2)
& 0.6 SR (959 E X ) 0. 79(0.64,0.98)
g 051
#  0.49 |
0.31 [
0.2 VAT TF v +nab-/ 3715 F b
014 KA + AIVARTFF +nab-2 325 F4l
0.0 541
T0 2 4 6 8 10 12 14 16 18 20 22 21 26 28 30 32H

AR 451 422 384 351 315 294 268 217 167 129 88 59 40 19 10 4 1
*HIREE 228 206 176 161 147 132 119 96 75 58 39 24 13 8 1

(PD-L1EZMDIE/ N RRRAHE I &5 (T B fiT 2 fHBh %)

*17.1.6 EFRHFESE MAEERARHER (IMpower0105458)

77 F R G ST R A B R E R O B BB (I
PtE>4cm) ~MA (UICC/AJCCHRIZHEETID DI
AN 10056 (HARNITHZ &) Zx5ic,
AFN1200mg D AR O 421 & L FRfRE: (BSC) )
& % 55 MAHGUER A& S0 L 7210 i REAT O 2R
PD-L1FsM: (BB IZ 3515 2PD-L1ZEHE (TC) #%1%
PDb) oD ZMABERIZB VT, KA (24861) <
BSCHE (228f) & Mgk L C EUFHHIEH T 2 MF A7
WM ofZAEENRO LI (Y — P [95%E X
] 0.659 [0.495, 0.877]. P=0.0039 [J&%llog-rankt



SE]. A EHEMIHI0.0370) . HOLE [95% X ] AR
FITEC P IMERGE [36.1, HEEARE] BSCHT35.3[29.0,
HEEARRE] WHTH- 727,
RFNHHe G- SN 7249561 (HARNG661% &) 12387335
B (67.7%) \ZEIWER2SZ® S ze EREIER (5%LLLE)
1 HFERBR R RE I T ED3H1 (10.7%) « 7 9 HEAEA3M] (8.7%)
3954060 (8.1%). ASTHEMS7HI (7.5%). ALTHEHN36H]
(7.3%)  HUREARBE TOHERE29%1 (5.9%) . 35242741 (5.5%)
HfTw266] (5.3%) SHTH- 72,
) 7T F FRH R A LI RMIEE RIS
BEDRIT5 72,
110) AHI1200mg % 338 1 B C R 16145 5 1L 7=,
IMpower0107k5% O #3554 17111 [ O Kaplan-Meier #i#7
(PD-L1k5M: (TC=1%) @ I XL AMHER)

104

{ELTE SOZ ZERESF (R AN

099
0.8
0.7
0.6
054

ARG

04
03
02 !

o
31

014 550 (36.1 4 EAE

N (95% EIRIX ) 0639 (0495,0.877)

0 5 6 0 1215 18 21 21 27 30 33 36 39 42 45 48 51 54H

AKFIEE 248 235 225 217 206 198 190 181 150 134 111 76 54 31 22 12 8 3 3

BSCH: 228 212 186 160 160 151 142 135117 97 80 59 38 21 14 7 6 4 3

B BRI IR B EHT O PD-L1 3 LRI B 0 M35 A

R R OSBRI ORI T O EBY) TH - 7217,
IMpower01078ExR D PD-L1ZS BRI 51 o> 9% A= AFHA R (1T
ST ABASEFR)

0.0

. L gHE [95%CI - R
PD-LI%H 358
eI ACR i ) [95%CI]
A% 133 328 [29.4, NE]  0.868"
1=TC<500
C<0% poc 114 314 [24.0, NE] [0.600, 1.256]
A% 115 NE [42.3, NE] 0.432%
TC=50%
C=0%  psc 114 35.7 (207, NE] [0.272, 0.684]

* 1 PR 7 — % 1 20214F1H2IH 1 v b4 7
*2 1 R Cox b Fl N — FET
Cl: fEHHIX M. NE @ A8 3UIHEEAHE

IMpower010iEE O PD-L1FE BRI B o> A AR (11 X
VLT A4 )

o g TE [95%CI] Y-
PD-L1FH #5- gl
I BGH E ) [95%CI]
! *2
TC=1% AF#| 248 NE [NE, NE] 0.772
BSC 228 NE [NE, NE] [0.509, 1.170]
A%l 133 NE [NE, NE] 1.218%
< 0,
1= TC<a0% BSC 114 NE [NE, NE] [0.705, 2.104]
A% 115 NE [NE, NE] 0.366*
> 0,
Te=30% BSC 114 NE [NE, NE] [0.181, 0.742]

*1: PRI O 7 — % 20214E1H21H A v b4 7

%2 ERICox BN — FET IV

*3 1 IERHCox lepBINY — FET IV

Cl: ZHEX M. NE : & IdHEE ARG

G BB R ffiEE)

17.1.7 EEERESE I /MHEEKRFER (IMpower133:KER)
(LR IE O 7 o HE TR/ B o JB V403610 (0 A
N426 % &) ZRBIC, AFA1200mg & BV R T T F
+ T FRTF 0)1#‘)35]{?(25 CRFIEE, 20161) D3:E M MR
B5oOER LML T I REAN VKT TF » +
I FRY FOFRBE (77 R EE, 20261) & KT 5
1/ T v & 2 bilBrE FHE L 7-H2, o AT O

EEAEHIIBVT, REWFECTCT IR REELILEL
TEEFAEE Th 2 2AFNH OB ERIERPRO S

(8)

(=Rl [95%EHEX ] 1 0.701 [0.541, 0.909].
P=0.0069 [EHBllog-ranki®se]. A EAMEMHEO0.0193) .
PfiE [95%EHEX ] (EAKIEET12.3 [10.8, 15.9] 7
H. 79t FR#T10.3 [9.3, 11.3] #HTH-79,
RENEANKRTTF v+ T MR PG S 7219801
(HARN2060% &) 12BWT188% (94.9%) (ZEIWEMAS
RO BT EREIER (20%LE) (X, A1m7761 (38.9%) .
IR ERIAMET2H] (36.4%) . BLEIECIB] (34.8%). L
6381 (31.8%) . JE5742061 (21.2%) . FERkIHEA1B (20.7%)
HTH o729,

#11) EREA O H#E X Veterans Administration Lung Study
Group (VALG) staging system for SCLCIZ3ED > THI
SNz, F7o0 RN 23 2 BRGSO
#EEE: (CRT) % MiAT L. ol O b5k, B
FAXCRT A 567 H DL Bfats U 721212 R A NI AT &
BTSNz BEDHAANS L2,

A#HI1200mg (X771 HK) ROH VKT T F »AUCS
FEFAZIVOIHBIZ, T FEY F100mg/m?*% &4 1
Vol 2. 3H HIZ3HEE BT A 7 V5%, KRFH
1200mg (Xix 77+ R) %3MEME TGS L.

IMpowerl333k 0 4 A= A7 ] 1 O Kaplan-Meier i (428
HHEM)

¥12)

1.04 “””‘4‘-?-717.:?-_ Pl (@ 5llog-rank#i5E) 0.0069
0.94 S, e (95%1 HEIX )
0.84 ) 7F+8 +CE 10327 (93, 11.3)
0.74 T7FVNATT + CE 12374 (108, 159)
<o 0.67 o, VT FRIE (959%ETIX ) 0.701(0541, 0.909)
B .
= 0.5 T
5 ol cmarars s
| EEbEeR e e
0.3 . | SH— -
0.24 === 77%R+CE :...«“__':-__—_::
0.1 ==== #HI+CE tozmn
: 5l
e —
0 3 6 9 12 15 18 21 24J]
AH+CERE 201 182 159 121 74 33 5 1
T R+CERE 202 186 160 114 59 21 3 2
(UIBRARE % BT HERRSE)

17.1.8 EREEFSE DHEERRER (IMbravel1505K5%)
G B LB P EE O 72\ Child-Pugh %538 A O Y A HE 2 T
MR B E 50161 (HARANGLG % &) & AFGIC. AH
1200mg & NNy A~ 7 (#EFHIR R (FH 1}?)11%3361%)
OPERFG-OFME R N et VI 7o =7 (W,
1656) & T 28 MM T > ¥ 2 bitrs Fofi L 721,
FRI R DGR 50161 (HAR NGB &) DITTHRIC
BT, RFIPEFRECHIREE L IR LT, EEFHIEE O
—DOTHHEEFHMOEERILERDI RO S (O —F
o [95%EMmX T 0.58 [0.42, 0.79]. P=0.0006 [J&3I
log-rank#5E]. A EAKMERH0.0033), FfE [95%15
KR EARFI BB ChgefioRaE [HEEARE]. xR C
13.2 [10.4, HEEARR] ZPHTHo720 b ) —DODEHEFF
MiTE H T & 2 S EA GO ERIERDS RO S (0
F— NI [95%EMEIX ] 0.59 [0.47, 0.76], P<0.0001 (/&
Bllog-rank#esE]. A EAHEMMO0.002) . ol [95%15 5
XTI AR GEHEET6.8 [5.7, 8.3] # H. xHREET4.3
(4.0, 5.6] WHTH-72"" £72. HANEE KHIGEHE
HE35H. AHIREE2660) 2B AITTHRH O LA O F
JflE [95%EHAK ] 1. AHAIPEHEECHIRMERE [HEE
REE]. MIRHTL4.9 [EEABE] 7HTHY NF—Fli
[95%1;.%&!2?31 21.71 [0.50, 5.84]). MR AEAFHIM O
HyLflE [95%EHEIX ] (&, AFIBEH B CHhLEdRE (6.4,
HEEARRE] 7 0, WIBRETT7.7[4.2, 12.7] A TH 72 (0
= Kl [95%EHEIX ] 2 0.85 [0.39, 1.86]).
RFNE NN X7 (BRI Z) 25%5 2172329
Bl (AAN3SBIZ &) 12B\VT2766 (83.9%) ZEIfE
Moo o, EREER (10%2LE) (X, SIETS
Bl (23.7%). HEEHE6261 (18.8%). 575061 (15.2%) .
ASTHEM46B] (14.0%) . &9 FEfE4361 (13.19%) . HEAIS
P9 BUB3661 (10.9%) . FHI34%1 (10.3%). ALTHN34
B (10.3%) . FRKE33BI (10.0%) SETH 7217,



E13) R BRIy 7 — VEASE, T 34 WEe.
~ A 7 0B IFBIIR 2k IR B IR Lo 2k e
TOFRRSE) OIS & 7 BB IIBRIL SN,

H:14) ARFIPETEETIEARFN1200mg B NNy X~ 7 GRIE Tl
%) 16mg/kgx WM MR TS L. MEECIIY I 7=
7400mg# 1 H 245 L 720

IMbravel50:855: O 4= A= 7 # H © Kaplan-Meier f##  (ITT
H$1)

e
________ TFS Y R TRy AT

- 5819
A et

A7 (i
] JFC i OSARBIED 058 042079)

2 4 6 8 10 12 14 16 17 H
143 127 105 86 45 24 7 1
320 302 275 222 118 64 20 3

(PD-LIHDRILE >
BEX (I EHRILE)
17.1.9 EEEFE MHEERFRFER (IMpassion1305iER)
B - FEIIEICH T 2 &GO RIGEREO Wikt -
5 AR FTHEFTIE O ROV £ v 2R EME 2> DHER2/E M
OASEFZI026 (HARN6SHI % &) wxfRIZ. ARFH +
nab-/827 1) & ¥ LV (RFITEAS1IH]) & 7T 1R
+nab-/37 1) ¥ XL VGEHEREE (777 2 RE45160) OF
BVE R OVl % i3 2 B MAHRER 2 Fht L 720 AH
840mglZ 2 M FE. nab-/%27 9 % £+ ) 100mg/m?*1d 8
1E 28F %1% 4 7 v& L, %1, 8, 150 HIZ#S) T
BHMEHEL 2. 2B, KRBT TIE, AEHERILTZOMM
OHBIZED EE LD ZHIE L 2RIT, AFHXIE
nab-/%7 1) % ¥V & [—ORE L = THEET
TEGMBE L7 7 vy afbd iz B HEDH B, PD-L1
B 36961 (HARAN256 % &) 128V T, AH|
it (185%1) T7'7 aKRHE (184%1) & M L T T ZEEFfi
HHE O —>Tdh 2 WMEAFNE OF ERIEREHED
St (= R [95%1EHEIX 1] : 0.62 [0.49, 0.78].
P<0.0001 [F&Wllog-rank#sE]) . Hhodefti [95%1E M X ]
WEARFKIRETT7.46 [6.70, 9.23] #H. 77 & RHET4.96
[3.81, 5.55] W HTH 7%,
PD-L1MEEEEM D S B KKl &nab-237 1) & F v
A G- S 7218501 (HARAN1261% &) 128V T180%41
(97.3%) \CREIWERDSERO SNz EREIER (20%21)
X, BEEAEL09BI (58.9%) . JE5785M (45.9%) . (83
Bl (44.9%). E 14960 (26.5%). FHI41E (22.2%) .
I BRI AEALE] (22.2%) . FAEME= 2 — 1 /8F =394
(21.1%) ETH o729,
#15) EEFMEHIET v ¥ b EN TN TOBEEMR D
PD-L1FGE B &SN BT 2 MR A A7 16 e O 4R AT ]
L L7,
IMpassion13075% O i1
(PD-L1s B R E)

1.0

SR DHER2BE M D F TR

A AR o Kaplan-Meier Hi#7

Pfiti (i Blllog-rank#i7E) <0.0001

09+ rh LAl (95% 15 HEIX )

08 75t F+nab—87 ) & F LB 4967 A (381, 555)
@ 074 .. AFl+nab-/$ 7 1) & % LV TE 746 1 (670, 9.23)
= § AN — 1 (959 (3 HIX ) 062(0.49, 0.78)
= 064 .
4 05
;ﬁi 0.4
& 03

02+

0 3 6 9 12 15 18 21 24 27 30
sosseri 184127 0 62 4 22 11 5 5 1
suyseeri 185 146 104 75 38 19 10 6 2 1

18. EFPIEIE

18.1 1EA#F
77 ) Av 7k, v hPD-LUICx T A MEE/ 20—
FIHETH D PD-L1& ZD%FEKTH APD-1& O
BRMET LI ESIZL) . PATURK M2 THIL DM

faotgEif P x aE L, EHEoEmz k5L Ez 50
Z) 20) o
19. B3R AHCET 3L FRIAR
— R ERR D T TV AT GRin TR L)
(Atezolizumab (Genetical Recombination))
(JAN)

4313 - HEH (CauorHasezNssoOeesS1s)
L#H (Cios2H1503N2730334S6)
4= 1 144,610.56
R 0 7 3 BR2IAEOLEH2A L 7 3 BRA4BME DO HEH2

Kol by v N7 B

20. RV EDEE
IMERIE RGBS L CIRIFS 2 2 &

21. ERREMA

21.1 Edan ) A7 EHETH 2 FED B, MYNIEGT 5 2
to

22. @k

(FE> b7 R HEERE840mg)
14mL X 1231 7 )V

(T2 M7 =iEERE1200mg)
20mL X 1234 7V

*23. EEXH

1) Mizugaki H, et al.
596-603
) IS A MARER R AR (OAKEER) (20184F1H19H
KGR, HRHERMEL 2.7.2.2.3.4)
3) FLPVERL Y BEEATHRESE (IMpassion]30745%)
4) Rittmeyer A, et al. Lancet. 2017:389 (10066) :255-
265
P I [ 55 MAHER PR 3UBR (OAKGER) (20184E1H19H
KGR, HRHERMEL 2.7.6.2.1.3)
6) Herbst R, et al. N Engl ] Med. 2020;383 (14) :
1328-1339
7) APAERL  EIREILE
8) Socinski MA, et al.
2288-2301
9) AR ERE
10) PR - R
11) West H, et al.
12) *LPVER

Invest New Drugs. 2016:34 (5) :

Do

5

R

& TFH i R 5B (IMpower11054E%)
N Engl ] Med. 2018378 (24) :
L[] 25 T AR B A 50k (IMpower1505455%)
L) &5 T AR AR 38R (IMpower132545%)
Lancet Oncol. 201920 (7) :924-937
LS AR IR 3% (IMpower130545%)
13) Felip E, et al. Lancet. 2021;398 (10308) :1344-1357
14) APAE R IR E 4 TAHER R #U8R (IMpower01075%)
15) Horn L, et al. N Engl J Med. 2018379 (23) : 2220~
2229
16) EIBEIEESE T/ MAHERR SR (IMpowerl133#t5%) (2019
EQH22H KGR, WRFERME 2.7.4.2.1.1)
PR RS A AR ER R 38 (IMbrave 1505057%)
Schmid P, et al. N Engl J Med. 2018379 (22) :
2108-2121
AR - EIB LR £ TR R 305% (IMpassion1307t5%)
X)) % FATT AR (201841 H 19 H KRR, HI & &k
%2.6.2.2)

24, XEEERERUVEOVEDESE
MBI AH A T4 AN VT A= a v
T103-8324 HHUHR X H ARG 2-1-1
FEaG 1 0120-189706
Fax @ 0120-189705
https://www .chugai-pharm.co.jp/
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