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RIS DOF N - REVEOHER DT DIZIT, BT SCEFITE SV B A A R D
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BOFE R SR ST, SRS M T 0 7 7 A ARBEE D ES L & B 5 i
RHZENDD, DD, HMER LSBT HIERNSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RKHA BT A 3 MAZATBAE NEIE M ERESHA O, A ISEFEARAER
BRI P . —MAERTE N B ARERIR NRHE 2 e OVt E N B ARl O 1 ) D
b EER LT,

KGR DHERN TR N 7 ERETE 1200mg (—#4 0 7TV XAv T (B
AR )

R ERDREIIE  BIBRARE 72 M

WEERDMEROHE : "N X<7 (Ba7HERZ) EOFRICBNT, WBH., AL
377V ) XA~7 (Eia ) & LT1[E 1200 mg & 60 43
2 T 3 MR CREFET 2, 23, YIRS ORAEMEN R
I ChIUL, 2 BIE LD GRERIL 30 /7 £ THMETE 5,

B 0E Ik 8 - PO A

(&%)

NNV AT (BT Z) OZREUIZNIR, BELOHE

BNRESUTANR: « YIBRASRE 7 AT A e

MIEROHE : 77 Y ) A~7 (BloF#az) ORI T, @H. BAICEN
N A=7 (Binff#z) & LTI1E 15mgke (IKHE) Z s E RN
W2, &EMRT3HEFEU EET 5,



2. AR OFH, 1EREF
TR b U I EHEEE 1200 mg (—#%4 : TT YY) A~T GER L) LR,
T4 &9 ) 1 KE D Genentech, Inc.iZ &V AI# S 4172 programmed cell death ligand
1 (BAF, TPD-L1) & 9,) IZxtd 2% v7 Y Gl (IgGl) 727 72Dk M
F)7u—FAHUETH D,

CD274 (PD-L1) &, EENIZEW THUFEIR RIS ICEI L TRV | & ELY
VRER (T MR, B MR OV F = T % 7 —T fifn) 3B+ 5 CD279 (LLF, [PD-
1] &»5,) KUCD80 (B7-1) &G L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EAIRIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #A XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS AL HURRFELAY 7 T A © OB
RS HFDO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHES L. PD-L1 & PD-1 L OfEAEIALET 5 Z L5
U DATURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A+ 2 &5 %
LTV D,

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

ARFNDVE RS B DGRERIRIC L D RIEREDR & bbi, BHEXIIET
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEOBSEE 751270 BENR
P BT AT, FEBL L2 RITIE U 7S MR 22 Nk & B8R 2 R D ERD &g LT
WY EERRE W 2 ATV B OSRE RIS X D RITER 2N DL 2 5 a 1203, B RE A
IV CHIDBGE O RLEZAT O MER D D,



3. ERPRARE
YIBRANBE 72 BT MR D AGRIRFIZ G &2 1T - 72 3 72 B R 5Bk O il 2 7~ 97,

[ 2]
] BRI R 27 1T AREER  (IMbravel150 #8R)

EEALFHIERED 72\ Child-Pugh 7758 A OYIBRARE 72 AFMI s 1501 1 (A AN
61 il & &ie) 2t BRIT, AFIRONRAL X7 (BIn i z) CLTF, R <7
EVD,) OFFRES (RAIGHHEE, 336 ) OBENERNLEMEE Y T 7 =7 F L
Rl (LLF, (Yo7 7x2=7) Lwvw9o,) (YT 7==7RE 165%]) &9 25 1
ARER A T2 L7272,

FERHEHEE O—2>Th 2 24EEHE (LUT. T0S] & 9,) OFHIfEITOREE, ITT
ERNZEBNT, RAIGFHBETY 77 = =T BEL W L CHERIEEDRD HiL (HNF—
R [95%5#EX[#] : 0.58 [0.42,0.79]. P=0.0006 [J&5!] log-rank # &1, MHIA E K UE
0.0033) . HRAE [95%ERIXMH] IZAAOFHEE ChdiERE (HEERE], VI 7=
TRET 132 [104, #EEAREE] WA THH-7= 2019F8 A29 BT —X b v hA 7,
D, &9 — >0 LAl H CT&H 25 RECIST ver.1.1 (2553 < ST AR H & 12 L 2 &
e A LEHARE (LR, TPFS) &\ 9H,) 1IToWTh, FMIFOFEE. ITT £z T
ARPFRABETY 77 = =T L IR L THERIERARD b (N — R [95%15#
X :0.59 [0.47, 0.76], P<0.0001 [J&% log-rank FE ], MHIAEAKAE 0.002), Hi
B [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
A TH-T= 0198 H29 AT —4H v vA4 7, X2),

*1 o RIRE GREI™ & ) — VEEAFRE, T O AR, ~ A 7 v iEEE ek, FFaiRIEH i
W AP R SRR R, BATRRES) OIG & 72 5 B XA Sz,

*2 o ARFIGFHEETIZAA 1,200 mg KA <7 15 mglkg & 3 B Z L ICEIRAZR S, Y57
=TIV T 72=27400mg & 1 H 2B OFEE LT,

1.0 "“‘—\._\\\_—Hﬂ
(DT A
0.8 TN T
HH‘“‘\—-——‘_.. 3 : o N Lttt + b -

4_” 0.6 / FECr
iﬂtn V57 =78
b 0.4

0.2

0

EEA3TGT»o0HE (A)
Atrisk ¥ 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
KRIFAEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
V3T7=oO® 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

X1 OS ® Kaplan-Meier BiR (IMbravel50 3AB%) (ITT £H)
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X2 PFS @ Kaplan-Meier i (IMbravel50 382 (ITT £MH)

HARNBEEMICKIT S 0S O SRl [95%(5 #8 X [ ] 13XAKOF I REC oS fioRzE [
EARGE], VYT 72 =T7RET 149 HEEARRE] WA NP — R [95%EMXM] : 1.71
[0.50,5.84] Th o7z (K3), £7=. BARNBEEMIZIIT S PFS O Rl [95%EHH
X TIEAAI G AR T iRz (6.4, HERBEIVH .Y 77 = =TT 7.7[4.2,12.7]
A =R [95%EFEXM] : 0.85 [0.39,1.86] Tho7z (X4),

1.0 {+—
\—-\777:7—7%3
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3 BAANEMIZEITS 0S @ Kaplan-Meier Bt (IMbravel50 35%) (ITT £H)
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(24 1]

[E B[R B IIAERR (IMbrave 1 507805%)

B EFGITAAIO IR 323/329 5] (98.2%) . ¥ 7 7 = =7 Jf 154/156 f4] (98.7%) I
R LI, BB (AAIGFARE CIIAR TSNV X~ T VT 7 2=THETIEY 77
==7) & ORRFEBPEETE RWAFRERITAFIONEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) \ZRRD HAVTo, FEBLHED 5%LL EOARA] & ORI FEIRN
BETERVHEEHRZIIR1DOLEBY Tho T,

#£1 EHABYRS%ULOEFIE ORBEBERIEGETERVEEES
(IMbravel50 3R8R) (REVEMRNT I RER)

IRERIRSYEE (SOC: System Organ Class) AAIOFHEE (329 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BiE (%) B (%) B% (%)
AH E OREBFENGE TERNWEHERR 252 (76.6) 90 (27.4) 4(1.2)
FR AR A 107 (32.5) 41 (12.5) 0
AST #n 45 (13.7) 14 (4.3) 0
ALT 50 34 (10.3) 7(2.1) 0
fmh ey L e B 27(8.2) 2(0.6) 0
iR 23 (7.0) 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
I 57 49 (14.9) 5(1.5) 0
FEEN 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 T AR & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
S 29 (8.8) 0 0
Rtk KOs E 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
W o ibE 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
55, hER 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
BEAR 27(8.2) 4(1.2) 0
i 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

B AAIDFRABRC IS W CRVEMEMIZ SR 3 61 (0.9%) . FFHERERETE 87 f (26.4%) . K%
K HEOTH S F (1.5%) . R TH] (2.1%) . HARIREERERE 39 61 (11.9%) . FIEHRE
PR 1B (0.3%) ., THEEABERERE 1 61 (0.3%), #REE (¥7 2 - NU—EERESEE S
7e) 1 % (0.3%). infusion reaction 32 %] (9.7%). BHHERERESE (RS EVEMERRE) 2 H#i
(0.6%) . EBEEOREREE 2 6] (0.6%). HiEEm 1 #] (0.3%). 4FFERED - FEE:AT
FRERIBAME 21 61 (6.4%) K OVEYIE 20 B (6.1%) A8 Haviz, £z, 1 BUFERM, &=
FERRIERE, 2% - BRI, Ahoe - AREUTIRRIE ., (O R, MERE RAEMGERE, oM MK
B PEEREER 338D B L o 7o, AR EFRFEBURDUIBIE SR (RRREMERE 2 5T)



TR R A R T,

AARNBEEMZIB T 268 FFLIIAFOHRED 35/35 il (100%) . xtHEFED 23/23
Bl (100%) (2788 B, 1HEHE & ORREARNGE TE WA FEFEZIIAAIGHIHED
31/35 51 (88.6%) . xHREED 22/23 B (95.7%) \Z#BH Lz, AFIPFHBHCERB VT, ¥
BUEMN 5%LL EOARK & ORREGENRETETERWEFEFGUILR 2D LB Thoiz,

#2 AARABEERICBWTREARN 5% LEOFRF L ORREBHRBEETERVWEEES
(IMbravel50 338%) (ZEVEMEITXIREM)

IRERIRSYEE (SOC: System Organ Class) AFIOEFHEE (35 f51])

HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) % (%) sk (%) % (%)
AH & OREBENTE T WS HEFRR 28 (80.0) 8 (22.9) 1(2.9)
— % - EFEER X OB G OREE 10 (28.6) 1(2.9) 0
[N 5(14.3) 0 0
FEEL 5(14.3) 0 0
W7 2(5.7) 1(2.9) 0
MEIRES. MISRE & VHtRES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
AR AR A 6 (17.1) 3(8.6) 0
AST #40 2(5.7) 2(5.7) 0
KR ¥ KOV TRk RS 6 (17.1) 0 0
O FEIE 3(8.6) 0 0
R INIRZ SN 3(8.6) 0 0
R L OB E 6 (17.1) 2(5.7) 0
&7 V7 v fE 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBkEE 5(14.3) 2(5.7) 0
THi 2(5.7) 0 0
P oW 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, gk L OYLE A GHE 3(8.6) 0 0
EANITHE D RS 3(8.6) 0 0
M pEE 2(5.7) 2(5.7) 0
& I 2(5.7) 2(5.7) 0




4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEREWERZR%EL LT
BRIZKHIGT D Z BT LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNPICHEY T HM THHZ &,

(1) JEAFHEREDIEE T 205 A2 BRI RS G BT R A2 EEHL R L
HIIEEAS A RS R BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFDIEE T 208 AP (D AR REEEIE ERPE. 25 AR
B wEE. S AR R &)

(4) I RALFIEE A RRE U, ARSI 1 U SRAL RN 2 O fiigk FL e
AR D R 21T > TV D Jifik

(5) BUEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

-2 HFAI DAL R ORIE IR ORI 4y 7 kil & W68 % Fe o TERT (F
ROVTICEH T HERN) 4, SHBHBOAAC T 2 IROBEH & L CRE
SRTVBH T,

#

ERNGRETEUS% 2 FFOWIANHE 2 & T L7212 5 LA EO R AR DG RIHE %
{ToTWAHZ &, 96, 2L EIT, BAEYEEZ F L LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERTRFFEUS% 2 FFOPIITHE ZE T L7212 4 UL EORKRRBRAZ A/ LT\ 5D
k. 96, 3L RIE, A O D A SR L & o R S O BRIRIHE 21T
STWbHZ L,

© BERNOERMEREHOEHIZONT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OfFHRE D, A2k - &2
IR OB B ONERSE ISR D 16 et AFFRVBEE LG EOWmE
. FRESNITAT DN D IEHINE > TN D Z L,




® BUWER~DOXERIZDONWT
@-1 HagkkmICEE§ 2 B

VLR H S 0> BB 20 BIE I A3 3826 L 7= 81, 24 BRI IR o0 T Y%k Ui
EHEREFRIZ B\ T, B L =REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

@-2 ERMAIEC L DEEERARICET 5 EH

M AR HED 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTNDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . KIGZ - HEO TR BER. 1 AR F
WiEE (FURIRPERERE S . RIEHRRERE . T RAHEERE) . mRkES (7
—IEERE 2 ) . BAERGHE ) IE, MK - BEMRZE | infusion reaction, 2% « AHAL T MbARIE |
EHREREE (RAME BB RE), BEEORERESE, LHE, MERERIEGEE, i
PRI, SR M MRIBA PSR B . (L FIRIEDFR RO ik z e (G ek FEWE
AFHERIEVDE) . AESFERIEDE R O BYWRESF) 1Tk LT, M i%htiax X TIr B ERER O
ML AT D ER & U (BWEHOZK-OXSICE L THRER SRR EZZ T 6 d
FHEZHDZ L), EHITHUIRLENTE DN ESTNDZ &,

b
L

\Pﬁ\
NEEIVA



5. B#Extp L s BE

(G2 B3 2 950H]

O EHLFHEIERED 220 Child-Pugh 7358 A OUIFRARE 72 IR B E 123 TARA
AR X7 L OB G OEIMENR RSN TN D,

@  FREICEEY T 5 BTk 2 ARKN OG- K O F T IEIZDOW Tk, ARANOF 0
ESL SN TE LT, AAIOBRGRFR L7220,

O TAFN DA ZPENTR S I TR OHFUEMEREGAI & O fF 5
JRIPTEIE (BRI & ) = VIEAIRIE, 7 VARBERIE. ~A 7 0 BEEE R
1. ITEMIRIEERIRTE/ ITEIAR L 2 AR TE . BRI IESE) OIS & 72 2 il
RRE

[ZZ iz B4 5 F1E]
O FRICEYTL2EFICOWVTIEIAROREN LD INLTWEZ Enn, BEE1T
bz &,

AFN DRI RT LI BOE O BEEIE D & % 3

@ WRATOFHHIZI W T TFRRICIE S T2 BE IOV T, AAlOHRGITHEE S0

Z)§\

L OVEPRPULL S 72 NG A TR | EEICARZENT 52 L 2EBRETE 5,
VMR B D& 0F T Z DBIED & 2 B

J 0 1 A A C RV R & R D 2 FRE S ONVE B 0D FC A i 2 <0 Sk Y it ¢ 45
DI RIEPEZAL D - L D B

H AR B O & 5 B AR L < IXFFMEDO B g R B OBE D
bR

ECOG Performance Status 3-4 =V o 4

GED ECOG ¢ Performance Status (PS)

Score
0 < MR IRBTE D, Bl E R U HFAEEDHIRZR <ATZ 5,
1 PWHRRZIE LS ENTHIBR S 2 23, SSATAMEETC, BAEESME > TOEEIFTH 2N TE D,
Bl BOWEE, FHIEE
2 HBATHRETH A OFDEID O Z LI T X THREEPEEIZ TE 22V, HHO 50%LL EiZ~y RA4ATl 7,
3 RONTZHDOHDEIY O L LTERY, HHO 50%LL EE2~Xy R TimZJ,
4 2<L@F v, BOOHEORIY O Ll TERV, BRIy ROVR-TiId,

10




6. HEICBRL THETNEFH

O WMISCEFITMZ ., SERTEEE DRI D EBEFITEED & ARH O Fpk K OV
M OTDIZ LB EWME B L TS Z &,

@ RERLRIZEN D, BE XX Z OFIRICHIER a2+ o0 L, REE25
ThbkbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

WEMEEELN S 5D 2 ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, ngmk, FEENVE) ORER KOS X Ml O F i, Biggx 1+
ZAT5 2k, Fio, BEIRUTHES CT, MiF~— —%Dita £ 2
ek,

AFNOP 5L EE O infusion reaction (2 2 CEAMFIZ 72D TE 5 Y
i %47 > 7c TR L. AFIE G- R OAKRFIF G THIT A 2o 28
ET 5%, BEOREEZ /DI85 52 &, 7¢F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET > TREZ OB 5 2
E

FFEEREREE N B S b Z L3 d D DT, AFI O HBIRERT R O 51 W 11X
EHRICITRERER A (AST. ALT. y-GTP. Al-P, B U L E U ZDHIE) % FHi
THI L, B, UIBRAREZR IR DA, FFEERE SR B L 72 B O ARHA
DRI « IR A I OJEIE & I THNCERE LT\ D (R SIESR),
FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z ENHH D
T, ARANOFG-BRAART K OB G-I P IXE SN IS REMR A (TSH., 6
T3, M T4, ACTH, M a9 —VEOflE) 23T 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA BN E
DHLDONDZ EnbD, BENBDOLNLEHEICIE, BELEERIIS U
BLFRH 72 05k & FRBR & RO R Rl & 8 U Cl Ul 22 BRI W 2 1T\ IR ok
BOGIZ £ 2 EWER DB 2358121, AFIOWRIEUTH 1L, R OEIE RE R
NEHOBRGEEZBET D2 L, 2B, BIFKERVEOREICLYEIFE
MOUEDTRD HIRNGE T, B BB R VE - LIS o S i o8
HLEET D,

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

1 BUBEIRIG S & o, BERFES 7V F—V RZELZENRHDHDOT, O
B, Bl WS OFER ORBLLMAEED LIS HaEET 5 2 &, 1 BHER
WREONTGEIZIT G E I L, A >R Y RF O B2 oY) 722 AL %
152 &,

11



@ IMbravel50 FRERIZ#G-BI4G0 5 54 1 £ CliE 6 WG, Z LT 9 W EFE T
HRMEDOFMZIT > TWe Z & 22 F1C, AAERGHIXEMFICEERAE TR D
ERZ1T O Z &)

12



EFERHEETA N7
TTFY YV RA<T (BinTH#X)
(BR7E4 : 72> b Y 7 Bl 1200 mg)
~ FE /N B it R ~

ER 3 044 A (fFn 248 9 AHET)
BT B




SR

AN e

X LI

ARHN DR, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P3
P4
P17
P19
P21



1. IXL®iT

e DF NN « ZZRMEDFERMRE O T2 DI2I1E, IRASCEZIC IS 238 E 2 23R
bND, 5T, IEOREHEMTOMEAIC LV | FUKEIN 72 & OHHE 72 83 MR R
FRESRBDARIND T T, 2 b OERGNZ EICNEREFITRMLT 5 2 L BBEO
R & 72 o TR Y RRIFMBGEE & YR O B T8 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PR, MBEERASRZ 2T 1 7 7 A VDBEF DESR & B 5 i
B BB D, 200D AL OREMICET A ERS+0ERT 2 £ TOM,
MHEIMOREZMLZIT 5 2 EnHIfF SN BT LTERT 5 & &b, BIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7ei3o T, RAA KT A 0 TlE, BARBEES I E T LR TW D EFEIREN -
BRI EED & | DUT ORI O Feit 70 8 2 HEE T 2Bl b B e 8k B %
F RO EFREEZ T,

BB ARTA BT A %, MANIATEIE NEHE N EREIR O, AEETEAN B A
BRI o, —AFEENE N A ARBRIRNBHE S FEREFNEENE A B AR 22 &k O
—MRFERETEN B AR ER 2D/ LR LTz,

G Ll HEIEN TN 7 ATEERE 1200mg (—i%4 T T YV X~T (GBE
o7 %)

KR ERDHREINE - GIBRARREZHELT - FFF& DIE/ Nl A e

WEERDMERORE AL FFIERIBE O R RO % bk < OIBRARBEZ2 84T - R38O I/
e s B DG
L OHFEEMEIEE A & OfFHICRBW T, B, BRAIIEXT 7Y U X
~7 (BEfE M%) & LT11[E 1200 mg % 60 47 7>7F T 3 #H[H
FRE CRIEFET 2, 2. ARG OXEMENS BIF CThHIT,
2 [0] H LARE O $ H-HEIE 30 3 & TR CE D,

(SRR R0 O BN R RE AR AT - F98 3 AL B 0D 353

AN
=

W N7 7Y ) A~ 7 (Bia e z) & LT 1E 1200
mg % 60 4377 C 3 WM RER CARMEET 5, ks, HIREG O
DEVERBAFCThHAUE, 2 B AR O 5-REHEIT 30 43 £ T8
i cx 5,

3k IR 5E 3 MRS




2. AERN DR, {ERBEF

T Y T EREEE 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# Z417- programmed cell death ligand 1
(LLF, TPD-L1] &9 ,) iZxtd42%%E 727U Gl (IgGl) 777 A0kt MEE
J 7 a—F PR TH D,

CD274 (PD-L1) (&, EEANICE O THIFIZRAMEICER L TB0 | EE LY
VoNER (T MR, BRI L T 2 7 0% 7 —T #Mild) 2B T 5 CD279 (LLF, TPD-
1] £ oH,) KUCD8O (B7-1) &ifie L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EAIRIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #A XA
TH Y., PD-L1 & PD-1 241 L7ofRB&IE, AR S HURRF A 722 T M s & OB %
ZEET DT O—2 L LTHEZ LN TV D,

AN, PD-L1 OMESEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
U DATURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A+ 2 &5 %
LbNTWD

_m%@ﬁﬁb%,Kﬁiﬁﬁﬁf’ﬂ?éﬁtﬁﬁ%%iﬁbﬁé%®k%ﬁém\
/KR it AR A kPG & LT BRIRERIR A2 i U, A0, Lt Kk OB AN e
i,

AFNOVEAEFF D BEOREISIZ L DRIEHENH b bh, EHEX iiﬁt
(=D AR ﬁbw‘bé ARFA 0)&5@&0&5?& (T, BEOBEZ T5IATV, RED

D BTG AT, B LI FRITS L?‘_%?F'%’Jfot%ﬂuﬂakfi%%%OEEﬂik@# LT
ﬁ@fﬁﬁﬁﬁﬁiﬁ%ﬁ%ﬁb\ W DSOS & D RIER RO 5581213, @I RE R
JVE CHIDOP G5 O LR AL E 21T 9 JZ\%# EE) Do



3. ERPRARE
YIBRASRE 72 1T « FF3E D I/ N itiJes D AGREFIZ 3l 2 17 - 7= E 72 WK RER O s &
A

[ 2]
OE BRI R AR (OAK #ER)

77 FF 8 o B AL TERIERET O B D IR AR AR AT - FRIE O I/ IR it B
1,225 f5i] CARAIRE 613 5], N2 X2/ 612 ) 2 %512, KKl & R4 F%&/1 (DOC)
DA N B OV e % bl 9~ 5 S5 AR B & F20E L 72, AHAl 1,200 mg/body ik K& %
XL 75 mgm? & 3 AR (LU, TQ3W]) &) ,) THRIEFHEL.,

KOS T o H 2MEENT= 850 Bl (AAN 64 HlxETe) OEBRFEMICBWT, AH
BEC REZ RV L i U TSR (BLT, T0S) W9 ,) OFERIERDFRD
St (O — R [95%/FHEX M ] : 0.73 [0.62,0.87], P=0.0003 [J&5!] log-rank 7€) .
RO [95%EFE XM ] 1IAKIRET 13.8 [11.8,15.7] #H. FEXZXFEARETI6 [8.6,
11.2] A TH-7= (¥1),

*: LR BER A (MU, TEGFR) 29, ) G FZS B SUIARSME Y v % F—F (B
T, TALK) 201\9, ) BAEETFBEOBE T, 77 FF A E SRRz, Zhe
FUEGFR FHEVEM U ALK BREIEM 24 3 2 HUBMEREEKIC X 2 RIS b 2 B A AN S

niz,
1.0
0.9
0.8
074
40 0.5
o
b 05+
H 04
0.3
0.2
014 FaEFEIlL
L TS
o4+ 54
T T T T T T T T T T
0 3 ] 9 12 15 18 21 24 2T8R
FEEE 420 363 305 243 218 188 157 i4 28 1
FeadtIL 8 425 336 263 195 151 123 98 51 16

1 OS @ Kaplan-Meier #iff (OAK #RER) (£BEFEE)



OEREILFEZE M1 3SR (IMpower150 3X5%)

(LFRERE D 72 R A BB % B < BIBRASRE 72 864 T - FR 8 D FF/ K RE it AR 1,202
Bl (AAN 93 FlzEte) ZXRIC, AAI1,200mg & MOFEENMEFEA] (LR T F
VAR EXEL [ARE, 402 61] XUIANKRTTF o7 ) ZxB/L 4+~ X
~7 (B z) [BHEE. 400 61]) & OfFAEGOE MR ez, JFH ks
FIE (WK T TF o +37 U XX+ X< 7 (EBIn T-#H %) [C #E.400 41])
& Hel g 2 S AR & Fhi U 7272, TR RIMEST OFE R . EGFR BinFAREBGME T ALK
A A I EDBE (157 F) ZER< 1,045 61 (BARN 67 flZEte) O ITT-WT £
[ZFRWT, AHFIGFHEE (B HE 359 f51) TXEFREE (CHE337 1) & el U CFHZEHmHE B
T D 0S DHBERILENED HAL (N — R [95%(E#E XM ] 2 0.780 [0.636,0.956]
P=0.0164, A E/KUEMIH 0.0184 [JE5I log-rank #E]) . T HAE [95%ZHE XM 1TAFA
OF F#E B #$ T 19.2 [17.0,23.8] 7 A, *H#E C #£ T 14.7 [13.3,16.9] W A TH 7= (2018
1A ABT—20y A7, [M2), 723, AREGHEE (A FE 349 #]) 2OV TIL,
STHERE (CHE337 1)) 12695 0S DA BERIERITFRD b7,

*1 : EGFR B{5F28 BB I3 ALK @& 8B F- B0 B3 Tk, Zh2h EGFR FREEH X% ALK
BELEEARES 2 A 3 2 BUBEMEIEE AT & 2 AR b 5 BE SR AN DT,

*2 0 AHK1 1,200 mg, HAARTZF 2 AUC6, /37 U X X&)/ 200 mg/m?, SNV AT (GEG TR
Z) 15mg/kg % Q3W T4 Xt 6 = — R 54% . A4 1,200mg KON AT X< 7 (BIEFHHLR)
15 mg/kg 2% Q3W T H- X7z,

1.0
0.99
0.8
0.7 "
«Lﬂ 0.6
E 0.59
#H 04 . A
B: A AwT “*
03 Cc:ALKRTSF h =
P B%E L
0.24
BCP
014 —omimim FTUI)ART +BCP
L
0.0 |+ *TEU]J T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
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, BARANBEEMCEKIT D ITT-WT £H D 0S OFHAE [95%(SFE X ] 13454
OFFE B BEC 19.8 [14.1,24.2] 1 A, XHREE C BECHEEARHE [13.2, HEEARHE] I H.
NY— R [95%(EdE X M) : 1.311 [0.498,3.446] Th o7~ (X 3),

1.0 = I
094 77T by
0.8+ s OV
0.7+
40 06+
{'ﬂ_f 051
# 044 B: AN XTT !
034 C:ALKRIZFY 2
PO A%HE)L e
0.2_ ,
BCP -
0.1+ o FFVUYXIT +BCP
L9113
0.0 T *lTBJ]) T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 308
A¥|+BCPE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

3 BARANBHELFICEKIT S 0S ® Kaplan-Meier Hif (IMpowerl150 3E%) (ITT-WT £H)



OERRILFEZE M1 FH3ER (IMpower132 35k)

(LEFRIERE D IR B 2 B < EGFR &in A RENE, ALK @A Einf-fatko
UIBRAREZ2ELT - T OIE/INHERaME g 578 5] (HARN 101 flx&te) Zxi5ic, K
#1,200mg, 77 FFHK (DVKRTZF IV AT TF ) KORA R LFk& R
NU T LKF (LR, TRA RLXE R W) OFFHESE [RAIGHHEE 292 6]
ORI V2R, TTFTRE] (DVRTTF I AT TF ) FORA
bt ROOFHEE D RE, 286 f51]] 2 & bh 3~ 2 S5 ARRR 2 9k U 7=, AHIOF
FHRE Coef IHE & bl U CEERHMIE H O—>Th o A AR (LU, TPFS) &
7.) DHEBRIEENRD HIL (AP — R [95%EFEXH] 0.596 [0.494, 0.719], P <
0.0001 [J&5]] log-rank HE ], A E/KUERH 0.0040) . HIfE [95%FHEXM ] 1TAHIOF
T 7.6 [6.6,85] WA, *BEETS2 [43,56] WATH-7= 01845 H 20T
— & By " AT, K4),

*1: AHKI1,200mg, HARTTF 2 AUCE TP AT TF 2 7T5mg/m?, XA b L& K 500 mg/m? &
Q3W (Fra—=zxm 1 HABICHRE) T4 XL 6 a—x%E5%, A 1,200 mg LA FLFdFE R
500 mg/m? 23 Q3W THH- s,

*2: WNVKRTTF 2 AUC 6 T AT T F > 75 mg/m?, XA~ LFE R 500 mg/m? % Q3W (% =2—
2D 1 HBIZEE) T4XE6 a—ARHEH, _A MLFE R 500mg/m? 7 Q3W THRE I,

1.0
0:9-4
0.8+
0.0
0.6
054
0.4
< 0.3

02

EEERLFDE

FEBEF:ISF UG Ly
014 =mimes FHIHEA:FFHHTSF 0L EE

15491

0.0+

T T T T T T

0 3 6 9 12 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 35%) (ITT £H)



@OWFFLEF 1 FHERER  (IMpower130 #5R)
EFFRIERE D 72 i b B2 2 Bk < UIBRANRE 72 AT « -8 DI/ NIRRT B 724
B &8s, KN 1,200 mg, DVRTTFURONT Y ZXR (TAT I U EER)
(LAF. Tnab-PTXJ &\ 95.) OOFHEE [AFIOFMAEE. 484 ] 1 OF MK OV
. ANKRTTF 2 KN nab-PTX OOFHES [RHREE, 240 1] "2 & bk 9 2 S5 AR
B2 S hitn U 7o, HIIMENT OFERL. EGFR B A RGVE XU ALK @& BB B0 B
ZBr< 679 Bl ITT-WT EHICIW T, AAIGHIRE (451 1) TxilfE (228 #) &l
L CEEEEE O—>Th D 0S DHRERILEENRBO HIL (N — R [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 ] 1IAFIOEHEET 18.6 [16.0,21.2] 1 A, *FHEHET 13.9 [12.0,18.7]
HHTH-T= Q0ISHEIHISHT—¥ By b7, X5),
*1: ARH1,200mg, HAARTTF 2 AUCGE 28 Q3W T, nab-PTX 100 mg/m? 73 1B EMIFE T, 4 X1 6
a— A E% . ARHKI 1,200 mg A5 Q3W FE- Tz,
* . NIRRT TF 2 AUCGE 28 Q3W T, nab-PTX 100 mg/m2 28 1 ERIRIBE T, 4 Xidk 6 2 —AEE XN
72

1.0
0.9
0.8
7
06
05
0.4
0.3
0.2

THIE

FRBE: DI TSTF e SRR )L
014 —=—=—=— FAIHEF FREDIATST A 1202521
. TE4)

0.0

o e 4 6 Sie NP2 Sl A e e a8 P b DR Pl DR 328 SN I

FHIGEHEE 456 427 384 365 319 298 271 220 168 130 88 B9 40 18 10 4 1
SREEE 229 207 176 162 147 132 119 96 75 58 33 24 13 & 1

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



(PD-L1Z& BLIR B D A 20 Je OV 4 M)

DEBEIL[F 5 MAE

B (OAKER) |

(ZHELAR AFL & FL T B

TPD-L1 %3881 U 7= fEIE A fa M OVMEEHRE o i in s |5 o 5 816 (LT,

R LW )|

BN R RN IRMT AT > T2 B MK OV

AL

EEORIRSN b1 75 ki 2 YN ST
[PD-L1%& 5L
T A BN LN O BRE DT —Z IS & | PD-LISHL RS
EEOFRERIILLTD LB THhoTz,

ZHOWTC, PD-LIORBERMOGIIMEDOFERIZ. 1D LB TH-oT-,
723, PD-LIOFEIBURMIC L 5T AF| D%
£ 1 BEEHBRBREIZBIT 5 PD-L1 ORFIRIADOH 2

2T 7 A VTR TH - T,

(OAK AR, 2016 FTATRT—F Uy b4 7)
oS
PD-L1 @D PGB IS HfiE [95%CH] NP — R ZHAER D
(B H) [95%CI] p &
ARHE 180 12.6 [9.6,15.2]
TC 0 7> IC0O DOC 199 89 [77.11.5] 0.78 [0.61, 1.01]
A 241 15.7 [12.6, 18.0] 08454
TC 1/2/3 X% IC 11213 DOC ) 103 (8.8, 12.0] 0.74 [0.58,0.93]
A 290 12.7 [10.0, 15.0]
TC 0/1 5> IC 0/1 DOC 984 92 [82, 111] 0.79 [0.64, 0.96] s
ARHE 129 16.3 [13.3,20.1] ‘
TC23 Xk 1C2/3 DOC 136 10.8 [8.8,12.7] 067 [049,0.92]
$E 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A5 102, J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AT 72 20.5 [17.5,NE] 0.0031
TC3 XIXIC3 ‘ - 0.43 [0.27, 0.69
A DOC 65 8.9 [5.6,11.6] 1027, 0.69]
DOC : FE#Z ¥/, *:PD-LL #&H (IC0, IC1, IC2, IC3). BIAEEDO LY A8 (1. 2) RO (R¥EL
B, FERE EROE) ZERIKT & L7zJEhl Cox [Elq
(D TC SRR AR L 7% PD-L1 %58l U7 JEEia sy 5o 2 8E
C EEALRRIC 1T D PD-L1 2 %81 L 7= JEEE M a g aa A3 |5 o 5 Bl 4
OAK B IMpowerlSO B CHEA L7z TCO~3, ICO~3 X FHRSM
PD-LIFEHL0D /yfa L PD;LB‘?’%
PD-L1 DGR G 23388 HALZR TCo
X, Yefanh i)z Fé?MN@ <o PD-LUZ & % BGPEROS ASIESEHID O 1 %A 23830 b1 %
TC | GettnmPeiCBItR7e < | PD-LUC & BEMERIC SR D 1%L ESY%AMIZ8 0 b1 5 TC1
%@@rga: Bf%72 <. PD-L1IC L % %%inﬁm%‘ﬂ@g%ﬂma0)5%uiso%ﬂ%«?a% R HND TC2
et im I BER 72 <, PD-LIC X 2 B PE e A IS Al 0 50% 0L EICRD b d TC3
PD-LI DR G 23588 HALZR 1o
XE, YetashEc Fé?M{»fM PD-L1IZ & 2 Bt Bt AR S M 0D 1 %A I 3R B D
IC “ﬁééé’ﬁrﬁc: PAPR78 < o PD-L1IC & D ElE B 23 M v M s 2 Ml OO 1 %l 1 5% sl ed 5L D IC1
GetsB LI BGR 78 < | PD-LUIC & 2 Bt i 2 BB M S il D 5% L 1= 10% R8st B AL % 1C2
Getass | BEFR 722 <, PD-LIIC X 2 Bl SOe A EEHE e A O 10%LL EIZERD Hivd IC3




FEARTR K OSSR AR 412 35 1T % PD-L1 OIEEAR LRI DA N EIEE 2 KON 4~5 D
ERVTHY., RFELEEORETIZ. TCO 7> ICO # (EEMAkICHIT 5 PD-L1 &
FEEL U7 BB AR K OB R M e i 23 5 0 2 EIAE AW b 1%AR5H) 1B\ T,
Nt & XL i LIZBRORO KR E S D/NSWHADFRD B iz, 7o, Mk
M OVPD-L1 ORBIRIZE O RAOLEMET 27 7 A TR TH -T2,

#2 B R OEEARBAICIIT 5 PD-L1 ORBUR IR DA
(OAK #Br, 20165E7THTHET—F vy b4 7)

oS
PD-L1 @D BehE % gL [95%CI] AP — R REAEHAD
(B H) [95%CI] p &
e - bR
A HE 140 14.0 [10.1,15.9]
TCO 2~ 1C0 DOC 150 112 [8.6,13.5] 075 10.57,1.00] 08364
AR 171 17.6 [14.2,20.4] '
TC 1/2 IC 1/2 .72 [o. )
C 1/2/3 XUX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
A 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
A 89 18.7 [15.5,NE] ‘
TC 2 IC2 61 [0.42,0.
C23 XL 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
A 262 14.2 [12.1,16.1]
D] . . .
TC 0/1/2 7> IC 0/1/2 DOC 265 119 [0, 13.9] 0.83 [0.67, 1.03] oon
A 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
R
A 40 7.6 [4.4,12.9]
T Nel | .82 [0.51,1.32
COn>ICo DOC 49 7.1 [6.0, 8.6] 082 [0.51,1.32] 0.7207
A 70 9.9 [7.6,15.5] ’
TC 1/2/3 XX 1C 1/2/3 DOC 60 87 [62 10.9] 0.71 [0.48, 1.06]
A HE 69 7.8 [6.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
ConmoIco DOC 7 73 [623,8.6] 076 [0.52, 1.11] 0,929
ARHE 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]
A HE 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, ]
ARHE 23 17.5 [7.9,23.3] 04902
T I : e ) 27,12
C3Xi2IC3 DOC 18 11.6 [5.6,16.5] 057 [0.27,1.20]
DOC : RtZXxt/, *: FEEHI Cox [Hl)F
1.0
0.9+
0.8+
0.7
<LEI‘ 0.6 -
@ 05
H 0.4+
0.3+
02 e e
01T PETE
004+ s

FEIEE 112 93 74 51 43 35 30
FzeFEILEE 110 90 87 39 28 24 16 7

6 RYLEEBEELEEIZEIT S 0S @ Kaplan-Meier HifR (OAK RER)

T T
? 3 6 9 12 15 18 %
1
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?’f: 054
o
H 04+
034
T 024
01 {—— FEatel 01 FE2EEIL
cieieee PRI TS cieveie FTTANART
004 T il T T T T T T T 004 |- JT’SU'IFJ T T T T T
.0 3 5} 9 12 16 18 21 24 27H 0 3 & 9 12 15 18 21 27TH
FEEE 70 59 48 30 29 25 21 13 5 40 32 24 15 13 10 a 2
FE425t) L8 60 44 38 24 18 15 a 4 1 49 45 30 15 10 El 1 3

7 RY¥LRERELEFIZEBIT S PD-L1 REIRHEITD OS @ Kaplan-Meier #i# (OAK 3BR)

(Z£X : TC 1/2/3 XI1X 1C 1/2/3 DBRFELEM. AX : TC0 2> IC 0 DBRELEMH)

@E B I FEF MFEFER (IMpowerl 50588%) (ZHAAN SNTZBFZED H 5, PD-LIFEIE
BT DIEMDE DN —EHDERE DT —ZITHSE | PD-LIZEELREHNIIREMIC
fRHT 24T - T2 IE R OB ORI TO LB Th-o 72,

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

#3 JEEMEBRRAIZRIT 5 PD-L1 OFFIRTBIOA S (08, ITT-WT £H)

(IMpower150 3B, 201851 A 2 HF—# v b4 7)

0S
PD-L1 D BERE %K HhfiE [95%CI] NP — R ZHAEH O
(B H) [95%CI] P fE
BB 167 17.1 [13.5,20.4
TC 0 7> IC0O ﬁi [ J 0.82 [0.62, 1.08]
C B 172 14.1 [12.9,16.3]
- 0.7283
TC 1/2/3 XIZ 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 i 230 19.1 [15.8,23.8]
TC 0/1 > IC 0/1 e »1 143 [133, 164] 0.77 [0.60, 0.99] s
B # 129 222 [17.0,26.1] ’
TC 2 IC2 . .82 [0.58, 1.1
C2/3 X1 IC2/3 e 16 167 [10.5.242] 0.82 [0.58,1.17]
B i 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] 30
B #E 71 25.2 [18.7, NE] '
T I . ) 43, 1.1
C3 XIXIC3 e 65 15.0 [9.8, NE] 0.70 [0.43,1.13]

* . JEJ@ R Cox [B])7
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(24 1]
OFE BRI R AR (OAK #ER)

BEFRGUIARAIRED 573/609 # (94.1%) . REH X EB/HED 555/578 B (96.0%) (278
D H AL, TR & ORIEBIRI G E T & 72WVE EFGUIAAIRE 390/609 6 (64.0%). K
& B LRE 496/578 il (85.8%) 12D BTz, FEBLEN 5%LL EORRERNEE T
TRVHEEFRGIIRIOLEBY ThoTo,

£4 FREP5%ULOERBESTETERVEESES (OAKRBR) (ZeMMITREH)

B RIRSHE (SOC: System Organ Class) AAEI#E (609 1)
HAREE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BiE (%) Bi% (%)
RRBEARNEE T RWEHEESR 390 (64.0) 90 (14.8) 0
—% - AHREER L OGN O 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
ML 53 (8.7) 2(0.3) 0
T 4777 3(05) 0
FERG ¥ K OE PRk 119 (19.5) 8(1.3) 0
FP 42(6.9) 2(03) 0
7 5 e 38(62) 2(03) 0
Rt L OGRS 86 (14.1) 9(1.5) 0
AR 52 (8.5) 0 0

7RI, AFIFEZ IV THEEMEMZE 10 61 (1.6%) . ITHRERE 43 61 (7.1%) . KEGZK -
EED TH 5B (0.8%), 1 BUHEIRIE 1 641 (0.2%). FUIRIRHEREREE 27 5] (4.4%). B
BEREREE 161 (0.2%) . FEEARHEREREE 1 6] (0.2%) . MElES (F7 2 « S —JEfERE
Erate) 116 (1.8%), K - #EES 5 #1] (0.8%). infusion reaction 8 il (1.3%). 5
%%« BRUHRRIE 2 1] (0.3%) . BEREREE (RAME HEMEBRE) 561 (0.8%) MOE
FEDRZJEREE 9 ] (1.5%) e8d biviz, Fiz. Wk, wimtEgimn, SEEfmOaE, O
2% Je QNG e MR I/ NI D PSR BEIR 1R 8 B L7203 o 7o, AREIE S BRI B 5
(MR REMERT 2 50) 23 UEERE =T,

QEFRL R MAEERER (IMpowerl50 FXER)
AEFGIIARAOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
(2588 B AL, TRBRIE & OREBERN T E T X WA EFRITIAKIOHHRE B #E 370/393 4
(94.1%) . XFHHEEE C #ED 377/394 5] (95.7%) (Z#RDH b7z, AAIGFHEE B HEIZHBNT
AH & DR FBEUR N E T 2 WAEREGIL 286/393 ] (72.8%) IZ#RDH L, FHII=R
S 5%LL EORKE ORFEBRENGE TEXRVWAEEZIIR SO LB Tholz,
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£S5 RBEERS%ULOEAK L OFRBRATETERVEEER

(IMpower150 FUR) (Z2MMATHRER)

IRERIRS¥E (SOC: System Organ Class) B & (393 #)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bi% (%) ik (%) B (%)
Al ORREBEFEDEE CTE RV AR ERS 286 (72.8) 104 (26.5) 5(1.3)
B I 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
L 53 (13.5) 8 (2.0) 0
R 28 (7.1) 0 0
A 26 (6.6) 3(0.8) 0
A% 21 (5.3) 2(0.5) 0
— % - B FEEL X ORGHALOIREE 141 (35.9) 14 (3.6) 0
57 64 (16.3) 7 (1.8) 0
i FAnS 38(9.7) 4 (1.0) 0
BB K OV TRk RE 129 (32.8) 10 (2.5) 0
KB 50 (12.7) 5(1.3) 0
% 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 OvsEmEE 70 (17.8) 13 (3.3) 0
BARIE 41 (10.4) 6 (1.5) 0
FhE#E R K O SRR S 69 (17.6) 6 (1.5) 0
RAi 41 (10.4) 3(0.8) 0
Mmigd LY o SREEE 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
R IR RE AR T 39 (9.9) 1(0.3) 0

728 AAIGEIEE B BEIZ W TRIVE MM & 13 61 (3.3%) \ ITHERERRE 32 1 (8.1%) .
K52 « BEED T 18 5l (4.6%) . R 3 #1 (0.8%) . FUIRIRHERERE T 60 51 (15.3%) .
A PERERE T 2 4] (0.5%) . T IE(RHEEERTE 3 B (0.8%). HPfEREE (£« NL—IE
R A ote) 20 B (5.1%) gk - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
e « BERUTRE 1 61 (0.3%) . BEgRelas (R MEMERE %) 1161 (2.8%). &
FED KRGS 10 1 (2.5%) M OFEEELFHERBAE 11 6] (2.8%) RO LT, £
7o VBUBEIRIA, BIEM A, (O, IR M OV M il NGB M SR B 1
RO BN 0T, ABERFBLUROUIBESRES (RRMAMERT 2 5) 2304
E N

AANBEEMZI T 25 FFLITAFIOAE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 f5] (100%) (258D HiL, 1RBRIK & ORREBERNGE T & WA FHGIIAAIE
FARE B B 36/36 151 (100%) . > HREE C BED 24/24 151 (100%) (2780 BT, AHIOFARE
B BEICEBWTAA & OREBEBENPEE TE WA EFERIT 3536 6 (972%) IZRD L
AUy BB 10%LL EOARF L ORRBEBNEE TERWEERFGIIR 6 DLEBY T
HoT,
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#6 AARNBEERICBVTHEEARN 10%L LOFEF L ORRERBEFEE TERWVEEER
(IMpower150 FUR) (Z2MMATHRER)

# BRI 57¥8  (SOC: System Organ Class) B #E (36 )
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) B (%) B (%)
AHIE DRRBMENGETERVWEFEES 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
K F KO AR 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
EEIR R A 11 (30.6) 6 (16.7) 0
I o ER B 5(13.9) 5(13.9) 0
AST #47m 4(11.1) 0 0
ALT #4/0 4(11.1) 0 0
R L ORERE 10 (27.8) 5(13.9) 0
BAHE 9 (25.0) 3 (8.3) 0
P WABE 8(22.2) 0 0
B BRAE REAR 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 #-f#R)

HEFERIIAKIOHEED 286/291 1] (98.3%) . *HHREED 266/274 ] (97.1%) 125D
DAL IREREE & DR RBIR G E T E RWA FEFRIIAAIGHEED 267/291 151 (91.8%) .
KHREED 239/274 B (87.2%) (ZiBeb HiLTz, FHLERDS 5%LL EOAKRHF & ORIRFEED S
ETERVWEEFRIRTOLEEY ThoTz,
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K7 BEERS%ULOEAE L ORRBRITETERVEEER

(IMpower132 3R) (Z2MMFTHRER)

IRERIRSYEE (SOC: System Organ Class) AHKIOEAEE (291 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
AH & DRRBRPEETERVWERERES 214 (73.5) 77 (26.5) 8 (2.7)
— % - EFEER X OB G OREE 115 (39.5) 19 (6.5) 1(0.3)
1% J)9E 47 (16.2) 7 (2.4) 0
57 30 (10.3) 7(2.4) 0
FEEN 23 (7.9) 2(0.7) 0
B 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
fEE R 24 (8.2) 0 0
Mg LY o _REE 61 (21.0) 17 (5.8) 0
2 ifn. 43 (14.8) 8 (2.7) 0
B R KOV T AL RRbE 72 (24.7) 8(2.7) 0
PR 26 (8.9) 2(0.7) 0
O PEIE 15(5.2) 0 0
&R AR A 65 (22.3) 12 (4.1) 0
ALT H4n 33(11.3) 3(1.0) 0
AST #1 32 (11.0) 1(0.3) 0
R L OveaklEE 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
A= 21(7.2) 2 (0.7) 0
PR IR RE AR T 15 (5.2) 1(0.3) 0

2B ARFIGHHAEHC B W TRIEM MR A 15 6] (5.2%). FFEEGREREE 45 1] (15.5%) .
KW52% « BEED FHI 9 B (3.1%) . FEZR 161 (0.3%) . 1 ZHEIRIE 1 61 (0.3%) . HUIRAR
FEREFEE 24 151] (8.2%) . RIIFEFFEREFEE 141 (0.3%). FHEMBEREFEE 141 (0.3%). Fhifk
[ (F 7 v - NU—IEEFE L ETe) 5B (1.7%) . Wk - B2 2 #1 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREFETE (RMEFIEMERKE) 76 (2.4%) ., HEOKZEEE
8 5l (2.7%) . Lo 141 (0.3%) . 4F BRI - FEEWELF HERBUAME 24 61 (8.2%) K&
OUEYUE 32 ] (11.0%) 2338 bivlz, F7=, EIEMEE, ik - BBTRRE. &
M 1 Mo OV VE i MR PSR BER 1338 6O H AL Dy o 7o o AREINE I FEBLIR D3 B
=4 (MKAMEERT ZE5T) 25 0EERE =T,

@O/ IAHRER  (IMpower130 #UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 ] (99.1%) 1278
BV IREREE & DRIRBIRNGIE T & 2RWA FRERIIAFIGFHRED 455/473 151 (96.2%)
KTHEHED 215/232 451 (92.7%) T3 BTz, FEBLFN 5%LL LA & DK REFRD A
ETEXRVWEEFRZIIRSDOLEBY ThoTo,
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K8 FBIEN 5% EOAK] L ORRBEENRTETERNVEEER
(IMpower130 FR) (Z2MMTHRER)

IRERIRSYEE (SOC: System Organ Class) AHKIOEAEE (473 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
AH & DRRBRPEETERVWERERES 354 (74.8) 151 (31.9) 6(13)
B IBkEE 191 (40.4) 35 (7.4) 0
T 108 (22.8) 16 (3.4) 0
S 80 (16.9) 9(1.9) 0
& i 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
— i - EHEER L OS50 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
Mg LY o _REE 100 (21.1) 56 (11.8) 0
F=in 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 123 (26.0) 4(0.8) 0
SS9 37 (7.8) 2(0.4) 0
Z 5 FEE 33(7.0) 1(0.2) 0
JHESE 30 (6.3) 0 0
Rt LORERES 93 (19.7) 19 (4.0) 0
EEXONEBIES 55 (11.6) 4(0.8) 0
K~ 7 x>0 AUE 24 (5.1) 3 (0.6) 0
AR 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
oy isbE 60 (12.7) 2 (0.4) 0
FERIREERE AR TE 48 (10.1) 2(0.4) 0
B ERER B & 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
M. MEREs K OWthmrE S 68 (14.4) 5 (1.1) 2 (0.4)
1% PR 26 (5.5) 4(0.8) 0

2B AFIGHHEAC B W CTRIE MR A 22 B (4.7%) . FFHEREREE 23 1 (4.9%). K
W% « EEED TR 19 B (4.0%) . FRIEEREREE 67 il (14.2%) . EIEHRERS 5
(1.1%) . TEAEHEERET 2 61 (04%) ., MREETE (X7 2 - SAU—JEEHEZ5T) 29
5l (6.1%) . infusion reaction 9 {3 (1.9%). %% « BEBUTEIAEIE 2 1] (0.4%) . EFEHERE
RGN RE) 1261 (2.5%) . BHEOKEREE 3 F (0.6%) . EiltEE i 1 3]
(0.2%) . GFHHERID - SEEEAF T ERIBDIE 66 1] (14.0%) K OVEYLIE 35 1l (7.4%) 73
RBOBNT, £z, PR, 1 BBERW ., BEIEME DI, MK - BERK, DR &K ORI
PRI RIS PR ERBER 1350 D B v o 1o, AREWEMIZEBLR DT BE RS (BRAR MR A
B2 al) #a0EERE =T,
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4. FEFIZOWNT

(L FERE D & D B\ 2580 20E, AGBSM & L F TR A (2 BFR )
DL TND Z b, Yikilh (BFIFHA) Z@EUICE M TE Hiax CTh 2 H
NoD, ZO LT, EHEMY R 7 EHGFHE (RMP) (ZH:DE | AKHI 0 EHK L2 AR
[EEN~ D IS & DR Tdh > T, AR OGN EU) 2B 22 W - FrE L. AH
DOFEGIZ IO HERBIEMZ R LRSS T 5 2 EBNRERT-D  LLFTOO~@D
FTRCEWTHRICBWTHERAT 2 RETH 5,

O MEFITOWT

@1 FiLo (1) ~ (5) OWTNNITHEY T HHTHDHZ &,

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

(2) FEEHERERDE

(3) HETIRAFENFEE T 203 A2 EEEEFIT (DS AR REEIR R, 25 A2 iais
W igFlE. S AR HEE R R &)

(4) I RALFIEE A FRE U, A RALSEREINE 1 U SRAL RN 2 O fii gk FL e
AR D R 21T > TV D Jifik

(5) BUEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

O-2  fififeg DAL K OBIE I FE B O RIS 53 72 50k & #BR & RO ERT (TR O
WFHNZRE S T D ERN) 23, HE2REBORANCET HEROBEEE L L TREI N
TnnHZ L,

*

ERaZF IS % 2 FEOVIANHEZET LT-%1C 5 ELL EO R A IEED G IRIHE %
[THoTWBZ &, 96, 24E0 Bid, BNAREMIREAR T & LRSS ONHE %2
{ToTWVWBHZ &,

ERISeFFEUGE 2 FEOBNHE ZE T L72RIC 4 FULORKRRERZA L T\ D
Z &, Dby 3L MO A TENRE 2 G TR O BRIRDHE 217 -
TWnsZ &,

© BEADERRFEHREEROEHIZONT

I T A BT D BB D E S L, BUREE L oD A2tk - %
IR OB P ONERSE IR 5 iRt AFFRNELE LG OWE
. FRESNITAT DN DIEHINE > TN D Z L,

17




® BUWER~DOXERIZDONWT
@-1 HagkkmICEE§ 2 B

VLR H S 0> BB 20 BIE I A3 3826 L 7= 81, 24 BRI IR o0 T Y%k Ui
EHEREFRIZ B\ T, B L =REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

@-2 ERMAIEC L DEEERARICET 5 EH

M AR HED 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTNDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . KIGZ - HEO TR BER. 1 AR F
WibEE (FURIRERERE S . RIEHRRERE . T RAMERE) . mRkES (7
—IEERE 2 ) . BAEMGHE ) 0E, iM% - BEMRZE | infusion reaction, 2% « AHAL T AlARIE |
EHEREREE (RAME BB RE), BEEOREREE, LHE, MERBRIEGEE, Hi
PRI, SR M MRIB PSR BER . (L FIRIEDFR RO ik z: e (F ek FEWE
AFHRERIBAME) | ALFIRIEOF RO BYWES) 123 LT, Yikhiax XL BEERER O
HME A AT D ER & U (BHEHOZK-oXSICE L CTHRER SR EZ T 6
FHEZHDZ L), EHITHUIRLENTE DN ESTNDZ &,

b
L

\Pﬁ\
NEEIVA
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5. BeERBR LI BE
SR NE Sh pPA Y |
O AAOBEABGITTROBE BN THIEN RS TN D,

7T F 8K B b RIEIRE 2 T D UIBRRRE A B W1/ IV U s DI
/NIRRT BB (EGFR Bin AR T ALK A B s Tt BFE iz h®
A EGFR F 1 ¥ > %7 —PIHEA T ALK F 132 5 —PRLEA O TG RE
HHET HBE)

@  AH O OHUENEEGA & O GIT TROBEIZB N THRMEI RS LT

éo

NIRRT ZF o, NIV EAFENLRORAY AT (BlafHlfz) &Pt
BB ALFFRERE O 72 R B RO % bR < BIBRRBEZR LT - FEFE DI/ N T
(7272 L. EGFR &G ZER T ALK B EE LB IEDBEITHRL) B
FIFFRH (VAT FTFUXBANRT TF ) RURA R LFt N LD
A ALFIERE O 72 R EROE & BR < BIBRARBEZ2HETT - R OIE/ N
Jififgg (7272 L. EGFR Bfn AR T ALK @A &m0 BF IR <) B
ANRTTF U ROR7 Y ZFRL (TAT I GEE) L oftfks b
PAEIE D 22\ R R % B < BIBR AR 72 AT - FRI8 O IF Nt (7272 L,
EGFR &{n 22 T ALK @A B MO B 1IR<) B3

@ FREICEZ G T D IR A SR D AR DG e O A OV TR A
BIOAIERHESL SN TE LT, KAIDRGIRLE LB,

W75 HLE L2 R % ASH 0 B B 5 J% OB O BT BRI & 00 BT -
(EIRIEIE D b % BT 5T 5 A L AL OFCEMEIBIEH & OBt S
(LSRRI O 72V T B 18 17 569 2 A1 00 MBS 5% OV o B ME e
A & BB

(E2EHRVEIE O 70\ FER T L R B k3 2 A 00 B I B ] O CAHI O
HPEAST: ST U R B O BEEMERESSA] & o D4 5

@  AFNTEFEILFE S MR (OAKERER) 2\ T, 2FREHICBWT M kL
BECHR L CEBIMEARGES LTS, 7272 L, B O BE Tlix, TC02>IC0
B (EERRIZ 31 HPD-L1%& R B U 7= FEf e K& OE B2 M e i 23 5 & 2 &
ANNTIUH 1%ATM) 1IZBWT, KX B REL g LZBEOZ RO K E AN
SUVMHADABD HAILTND Z LD ALFIERO & 2 ¥ LR D EFEITB N T
IZPD-LIFEL R LR L2 ECAKOE G AT OHM A2 3252 ENLEE LV, PD-
LIBEBERNTCONDICOTH 5 Z & MR SN BFITB W TE, RAILS ORI

19



BPE L EET D,

BB, NATRrY X7 (BEE#Z) Oar=FrgldE (k4 : PD-LL
IHC22C3 pharmDx [# =1 ) IZ X WPD-LIFHER (G : a7 0l X~7 (Est
ML z) O3 = B CIIES RSB T 2 PD-L1 4 3881 U 7= fE S A1 A3
EODEEORTHESND) ZHB LR EREOBE TH- T, KAlOZ W
O (AR5E4 - X Z FOptiView PD-L1 (SP142)) (2 L 2 AN REE 2 5E8101%, U
T O XHREE 2 B E AR OB GO S &2 et T 5,

SCHRSE)

Gadgeel S et al. Ann Oncol 2017; 28(suppl 5): Abstr 12960

[ 4t B 5 $E]
O FRICHST B BEICOVTEAROR FIERE SNTVSZ Enb, Bk

brpnz &

AFN DRI AT LI BUE D BEEIE D & 5 3

@ WBEATOFHIZB W T FRRIZEZENS T 5 BEFEICOWV T, RAOESGITHELE I N0

AN

L OVEPRPULL S 72N A TR | EEICARZENT 52 L2 EBRETE 5,
VMR B D& 0F T Z DBIED & 2 B

P 1 A A C VL 5 % 3R D 2 FBAE S ONE B 0D FCH A i 2 <0 Sk Y it ¢ 25
DI RIEPEZAL D - L D B

H AR B O & 5 B AR L < IXFFRMEDO B g R B OBE O
bR

ECOG Performance Status 3-4 2 o4

(2 ECOG ¢ Performance Status (PS)

Score

0

=< [ TEBY T X 5, FMRT L R U B HAEAHIIRZR <ATZX 5,

1

PRI LR TNRIBR S D23, AMTATRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R,

2

AT IREC A O H OB O = & T~ THREESEERTE ARV, B0 S0% A Y 4Tl =

3

RONTZHSOHEOREY OZ L LnTEX720, HFD 50%LL EE Xy R+ Cilm =9,

4

LTV, BOOHOMRY OZ L i3a TERY, BRIy RT3,
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6. HEICBRL THETNEFH

O WMISCEFEITZ ., SERTEER DS TRALT D ERME 1T D & AH O FrM: M ONiE 1E A
M OTDIZ LB EWME B L TS Z &,

@ BWRBIRIZHNL D, B XTE OFBEAHNMER OEREZ Hoi L, RE x5
ThbkbETHZ L,

@ AbFRERE A AT 2 UIBRA R 72T - FR3E O I/l Ra s B 12 o TR A%
23517 5 PD-L1 Z 8B U 7= B AE K OEERM g i 23 5 oo 5 E & b iEsd L
7o L CARRI OB G A EEZAWTT 52 ENLEE LV, ZRODNHERTERWEAIC
X, ARFIOMEH OS2Il L E T35 &,

@ EREWERHO~RT AL MZONT

MM RN S HOND Z ENH DD T, KEOEEITHT- > TIE, FELE
e (PRI, ik, FEEVE) OB & OES X SR O s, Bz -+
W7D 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CEEAMFIZ 72D TE 5 Y
i %17 > 72 ECBsA L, ARG R OARFIEGHE T %1331 Z vt &
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, R TOMBEROIERNERICEET 2 E CREE+BET5 2
E

FFEEREREE N S b Z L3 D DT, AFI O HBIRART R O 51 W 11X
EHRICATRERER A (AST. ALT. y-GTP. Al-P, B U LB ZDHIE) % Fhi
THZ L,

R AR RE R | BB RRERR E L N T RIS REREN S SN D Z ER3H DD
T ARAFNOF 5-BAthRT R OB 531 i3 @ I Ny weskhe s (TSH, b
T3, #E#fE T4, ACTH, M =5 —VEORIE) 23252 &,
AFNOEHIZ XV | BEORPE ISR T 5 &5 2 5Dk~ 7B e
DHLONDLZERHDH, BFEPBOOLNTLEITIL, BERLEFELIIL U
B 22 NGk & kR 2 RO [ Al & s U CE bl 2 BB RIR Wr A ATV B sk
ROGIZ X B EWER N EDN 258121, AFIOWRIE I I, ORI RE R
NECHOBRGELZBET L2 L, 2B, BIFKERVEOREICTLYEIE
FOYGENRTRD HALRWEE I, BB AR VE LIS o Gz fii 7 o080
HLEET D,

G T, M 5D ARE L COLRIERANREET D Z R 5720,
AENOE G THIZHEWEA ORBUASITEET D,

1 BUBEIRIB N B Dbt FERFMES N7V R—V RAZEDLZ ERHHDOT, O
B, D, NEMEOERORBBCMBEED LA H0EET 52 &, 1 PR
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WREEDN AT R EE2 I L, A A Y VRIEI O 55O Y) 72 AVE &
1952 &,
® OAK RERCTITELBILA) S 36 i % T, IMpowerl50 &R, IMpowerl32 B K O°
IMpower130 FBR Cliaf&5-BltE2 5 48 i £ <% 6 BRI, TV hoR
Bty 9 WG CHMED TG 21T > T2 2 & 2 BE T, ARIEETIXEMIC
G RE CRROMREITH 2 &,

22



HEERHEETA N1~

TTFY YV RA<T (BinTH#X)

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

SRITES H (FFfn 249 AHET)
JEAE FEE
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1. IXL®iT

RIS DOF N - REVEOHER DT DIZIT, BT SCEFITE SV B A A R D
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BOFE R SR ST, SRS M T 0 7 7 A ARBEE D ES L & B 5 i
RHZENDD, DD, HMER LSBT HIERNSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RKHA BT A 3 MAZATBAE NEIE M ERESHA O, A ISEFEARAER
BRI o, —AFEENE N A ARRIRNBHE S, FEdREFTEENE A B AR P2 &k O
—MRFERETEN B AR ER 2D/ LR LTz,

KGR HEIEN T/ N 7 AUEEE 1200mg (4 7T Y ) AT GBI
THAHLZ))

JOE JNAY IR E S E S TN i i

HEERDAEROHE : WVR T T F U RO bR Y REDOFHHICEBWT, @HE, A
377V ) XA~7 (Eia ) & LT1[E 1200 mg & 60 43
2 T 3 MR CREFET 2, 23, YIRS ORAEMEN R
I ChIUL, 2 BIE LD GRERIL 30 /7 £ THMETE 5,

B 0E Ik 8 - PO A

(%)

HNRT T F o ORFEIT R, LR OHE

SHRE ST T+ i/ N e

FER OV - 8%, RAIZIZH VR T ZF L LT, 1 B 1A 300~400 mg/m? (A3
mfE) Afh L, el b 4 EMRES S, k1 7—ré L, &
B0 iRd, Zpds, BB, B, KA, ERIC KV EEHERT 5,

T MARY FORRESUIZN R, HIER &
BRE SR« i/ NH e



FEROHE : = PR FE LT, 1 BE 60~100 mg/m® ((AFmEME) % 5 HFEHER A
MEE L, 3BEEKRET S, hze 1l 7—nE L, BH5EED KT,
ek, G EITEE, ERIC XV EEERT 5,

FRRFRERIZ 31T 2 Ao ik - MEIE 13, BRAAE OE (P5~) S



2. AR OFH, 1EREF

T Y T EREEE 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# Z417- programmed cell death ligand 1
(LLF, TPD-L1] &9 ,) iZxtd42%%E 727U Gl (IgGl) 777 A0kt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) &, EENIZEW THUFEIR RIS ICEI L TRV | & ELY
VRER (T MR, B MR OV F = T % 7 —T fifn) 3B+ 5 CD279 (LLF, [PD-
1] &vo,) KUCD80 (B7-1) &ffAE L, REISELZAICHIET LI EFZX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EAIRIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #A XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS AL HURRFELAY 7 T A © OB
RS HFDO—D2 L LTEZLNL TN,

AANL, PD-L1 OffasMEKICfE S L, PD-L1 & PD-1 & OfEAEAET 2 Z L5
U DATURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A+ 2 &5 %
LTV D,

ZIDDHIEN G | AANTHENERES T 287 R InEKIZ 2 0155 6 O & WIRF S i,
/R B Akt & U T ERRRRBR 2 950 U, AME, 22t R OB MEDHER S
7

AFNOVERIBEFFZ IS <38 ORISR L DRIEM R & &b, BT
(CEDFREMED B Do ARIDOEEH R ORERITIT, BEOBIEZ 21T RED
RO BN E IR, R L2 F RIS U MR sk & #RBR 2 RO EERAR &ddk L C
U 22 EERF W ATV B DS RUGIC X D EIEM BN 255101, B BB R
IV CRIOREEDEYLILEZTT O BERDH D,



3. ERPRARE
THE AR N e fifieg O AGREFIZ Bl &2 1T - 72 E 72 B RRBR O il 2 7~ 9,

[ A7)
O EREILFEZ 1 /IFEFER (IMpowerl 33 55k)

{LSFIREE IR O 72\ I AR NI g R 21403 B (A AN 42 il 2 &de) ZXRtRic, K
# 1,200mg, HIVARTTF T MR ROGEAEE (REIRE, 201 F) OFRERK
W22 Mae 7 78R, IVRTTF KO vl ROJERES (777 B REE, 202 41)

&g 5 T /MAHRRER & FEhi L 7272,

HRRHT OFE R, 2EEEMICIN T, RFIHETT 7 2 AR & ik U C 25 HEE
THDHIEAEFHM (LT, T0S) &v9,) OFERIEENGRED HL ONF— Kb [95%
{EHEX#] :0.701 [0.541,0.909], P=0.0069 [ &5 log-rank & & ], A EAKAERH] 0.0193) |
WA [95% S HE X ] IIAKIRE T 12.3 [10.8,159] WA, 7Z & HREET 103 [9.3,11.3]

HATH-7- (K1),

*1 A o> FLHEIT Veterans Administration Lung Study Group (VALG) staging system for SCLC (2 -5\
THIkr STz, £, REA/NRIZMEEE IS DARIER L B #RE (CRT) ZlEfT L. 23>
BT O, BURHRREIE XX CRT 706 6 1 A UL ERGE U 7% ISR E NI ATE & 220 S

NimEE LHAEAN SN,

*2 1 KKI1200mg (LT T T ®R) ROHARTFTF > AUCS 24314 70D 1 HABIZ,

T RARUK

100 mg/m? &Y% 7 L0 1, 2, 3 HBIC 3AAMMET 4 V1 7 V5%, A4 1200mg (UL

ZER) & 3WMEERETRE L,

1.0 ey
09 ""“-..,‘_::L‘
08- L
",
0.7 ."-::\_‘
0 06- . e
—_ ‘.‘ i
& 05 T T
R S
H 044 “'-1.“ T,
03 “«-._.ﬁ....m‘ IL B
A I
029 wimimia FottE A
014 ====FFE T
. FTEYY
0.0+ T T T T T T T T T
atrisk® 0 3 6 9 12 15 18 21 248
FEIE 201 182 159 121 74 33 5 1
FSERE 202 186 160 114 59 21 3 2

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




(24 1]

O EFELRES /MRS (IMpowerl33 #5R)

AEFRITAAIRED 198/198 il (100.0%) . 77 B ARKED 189/196 il (96.4%) 1Z7E
D HAL, 1RERSE L DRBEBERNEE TERWEFEFLRITIAHFIEE 188/198 5] (94.9%)
7T B ARE 181/196 ] (92.3%) TR BTz, FBLERD 5%LL EOARH] & O KRR
DBETERVHEFRIR1OLEBY ThHoT,

1 FBBRN 5% EOAK L ORRBEEVTETERVWEEER
(IMpower133 3R) (Z2MMTHRER)

SRBERIRS¥E (SOC: System Organ Class) AKIEE (198 i)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) % (%) B (%)
KAl & DRRBRPEETERVWEHERS 128 (64.6) 51 (25.8) 1(0.5)
B Ik E 37 (18.7) 5 (2.5) 0
L 18 (9.1) 0 0
THi 12 (6.1) 4(2.0) 0
{5 % 12 (6.1) 1 (0.5) 0
Mg LY R REE 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 OB G OREE 24 (12.1) 2(1.0) 0
i 24 (12.1) 2 (1.0) 0
e 23 (11.6) 0 0
FOPR IR REAR T 18 (9.1) 0 0
R A RE TUHESE 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 AL ARRRE 22 (11.1) 0 0
Bl 12 (6.1) 0 0
JlEE 11 (5.6) 0 0
PR AR AR AR 16 (8.1) 9 (4.5) 0
i R 11 (5.6) 2 (1.0) 0
At R B 10 (5.1) 8 (4.0) 0
BE, PHEB X OWESIHE 10 (5.1) 4(2.0) 0
AL D BE 10 (5.1) 4(2.0) 0

7B, AFIBECIR O CTHRIE MRS 3 61 (1.5%). ITHReRE 5 61 (2.5%). K%k -
HEO TR 6 61 (3.0%). BER 161 (0.5%). FUIRIMEREREE 26 B (13.1%). FRELFEE
(X7 v « NU—JEEREEZETe) 96 (4.5%). infusionreaction 11 1 (5.6%). Fh4< +
R RLAE 11 (0.5%) . EHReEE (RME HEMERE %) 361 (1.5%) . BEEDK
JEREE 6 B (3.0%) M OFHERED « FEEVELF ThERIBUE 24 B (12.1%) 23F78H b
Too Fio, | BUBERIS, RIBHERERE S, TN EHREREE . SEM I AE, A - Bl
DA IR I R OV g% M L/ IR PR SR B 13788 D 7e o 72, ARITER3E B
WROLEBhEES (RRRAEERT 2 50) 23 0EIERE =T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEREWERZR%EL LT
BRIZKHIGT D Z BT LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNPICHEY T HM THHZ &,

(1) JEAFHEREDIEE T 205 A2 BRI RS G BT R A2 EEHL R L
HIIEEAS A RS R BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFDIEE T 208 AP (D AR REEEIE ERPE. 25 AR
B wEE. S AR R &)

(4) I RALFIEE A RRE U, ARSI 1 U SRAL RN 2 O fiigk FL e
AR D R 21T > TV D Jifik

(5) BUEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

O-2  fififeg DALFHRIE K OBIVE R FE B O RIS 53 72 50k & #BR & RO ERl (TR O
WFINZREE T D ERN) 23, HE2REEORANCET HEROEEE L L TREIS N
TnnHZ L,

*

ERNGRETEUS% 2 FFOWIANHE 2 & T L7212 5 LA EO R AR DG RIHE %
{ToTWAHZ &, 96, 2L EIT, BAEYEEZ F L LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERISeFFEUG R 2 FEOBNHE ZE T L72RIC 4 FULEORKRRERZA L T\ D
Z&o 9B BAELRIZ. MO ATEYNRE 2 G T PR S D BRIRAHE 21T -
T2,

© BERNOERMEREHOEHIZONT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OfFHRE D, A2k - &2
IR OB B ONERSE ISR D 16 et AFFRVBEE LG EOWmE
. FRESNITAT DN D IEHINE > TN D Z L,




® BUWER~DOXERIZDONWT
@-1 HagkkmICEE§ 2 B

VLR H S 0> BB 20 BIE I A3 3826 L 7= 81, 24 BRI IR o0 T Y%k Ui
EHEREFRIZ B\ T, B L =REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

@-2 ERMAIEC L DEEERARICET 5 EH

M AR HED 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTNDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . K - HEO TR MR, 1 AR F
WibEE (FURIRPERERE S . RIEHRRERE . T RAHEERE) . mRkES (7
—IEERE 2 ) . BAEMGHE ) 0E, iM% - BEMRZE | infusion reaction, 2% « AHAL T AlARIE |
EHREREE (RAME BB RE), BEEOREREE, LHE, MERERIEGEE, Hi
PRI, SR M MRIBA PSR B . (L FIRIEDFR RO ik z e (G ek FEWE
AFHERIEVDE) . AESFERIEDE R O BYWRESF) 1Tk LT, M i%htiax X TIr B ERER O
HME A AT D ER & U (BHEHOZK-oXSICE L CTHRER SR EZ T 6
FHEZHDZ L), EHITHEUIRLEN TE DIEHNESTNWDZ &,

b
L

\Pﬁ\
NEEIVA



5. REXMRLLRDBE

(A0 BT 2 de]

O ACSREIE D 72 EAL R B 2B O TARA, WAV RT T F o RO R R
v REDPFRBEGOEIERRER TV S,

@  FREICEEY T 5 BTk 2 ARKN OG- K O F T IEIZDOW Tk, ARANOF 0
ESL SN TE LT, AAIOBRGRFR L7220,
o DO TAHBNDOEZNMEN R STV OHEMIESE RS & OOFH#% 5

(2t BE4 2 5]

O TRICEZY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWD Z b, 51T
DI L,
o KA LSBUE DB D & 2 B3

@ JRIEATORHEIC BV T FRRICEE Y T2 BE IOV TE, AFOREGIIHERE S L2

D, MOIRFEIIE D R WIGEITRY | HREICAHZFENTL 2L 2ZETE 5,

o HEMERREDOSIUITOBED H 5 B

o JuEBEGR A CHE R 2780 5 B K OVEEIE O B BRI B IS <05 Gt fiti 7 55
DRI IRIEVEZAL DN - B D B

o HOREREDOD L EE UTEMERE L IXFFMED B CalZ kB OB D
bR

»  ECOG Performance Status 3-4 "=V 0

GED ECOG ¢ Performance Status (PS)

Score

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

1 PRI LR TN RIBR S D 23, AMTITRE T, BEAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R,

2 | BATAHECER OO O = LTS CAREEAMERETE 2, ABO S0%LERA Y ATl T,

3 RONTZHSOHEOREY OZ L LT, HFD 50%LL EE Xy R+ Cilm =9,

4 E<ET RV, BOOFDEY O LFES TERY, Ry FhR Tl I,




6. HEICBRL THETNEFH

O WMISCEFITMZ ., SERTEEE DRI D EBEFITEED & ARH O Fpk K OV
M OTDIZ LB EWME B L TS Z &,

@ RERLRIZEN D, BE XX Z OFIRICHIER a2+ o0 L, REE25
ThbkbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

WEMEEELN S 5D 2 ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, ngmk, FEENVE) ORER KOS X Ml O F i, Biggx 1+
ZAT5 2k, Fio, BEIRUTHES CT, MiF~— —%Dita £ 2
&,

AFN O 5L EE D infusion reaction (2 2 CEAMFZ 726D TE 5 Y
i &17T > 72 ECBgA L, ARFIE G R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /02853552 &, 70F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET > TREZ OB 5 2
E

FFREREREE R B B b Z &R d D DT, AFIOF HBIHART MR O 51 W 11X
EHRNHTRERER A (AST. ALT. y-GTP. Al-P, B U L E LV ZOHIE) % FElfi
T5HZ L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z ENHH D
T, ARANOF G- BRAART R OB G-I I E SN IS REMR A (TSH., A
T3, M T4, ACTH, M a9 —VEOflE) 23T 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA 7B
DHOLDONDZ EnbD, BRENBDOLNEHEICIE, BELEERIIS U
BLFRH 72 05k & FRBR & RO R AT & 8 U C bl 2R BRI W 2 1T IR ok
BOGIZ £ 2 BEWER DB 23581213, AFIOWRIEUIH 1L, R OEIE RE R
NECHOBRGEELBET D L, 2B, BIBERERLVE S OREIZLYEIE
MOUEDTRD HIRNGA T, B BB R VE - LIS o S i o8
HLEET D,

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

1 BUBEPRIG S & o, BERFES 7V R—V RZELZERHDHDOT, O
B, Bl WS OFER ORBLLMAEED LIS HaEET 5 2 &, 1 BHER
WO GEIZIT G EZ I L, A >R Y RFI O B2 oY) 722 L %
152 &,
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@ IMpower133 #ik TII#& G-BAA7~ & 48 1 £ TiE 6 MMM, CA LAREIE 9 3 il i b
THIMEDOFHEZ1T > TW e Z L 2B EIT, AAIFRGTITESICEGHEE TR
DB ZAT I Z &,
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BB REET A FT7 A~
TTFY YV RA<T (BinTH#X)
(B34 - 7Y MY 7 BEFHE 840 mg)
~FLEE~

SRTEL 1A (Ff 249 AHETD)
JEAE FEE




SR

AN e

X LI

ARHN DR, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P3
P4
P7
P9
P10



1. IXL®iT

RIS DOF N - REVEOHER DT DIZIT, BT SCEFITE SV B A A R D
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BOFE R SR ST, SRS M T 0 7 7 A ARBEE D ES L & B 5 i
RHZENDD, DD, HMER LSBT HIERNSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RKHA BT A 3 MAZATBAE NEIE M ERESHA O, A ISEFEARAER
BRI IR s . —MAERTE N B ARERIR NRHE & R OVt FE N B RS2 01 0
b EER LT,

KR EMRDERN T M 7 REFHE 840mg (—fik4 : 77 Y U A~ 7 (BT

FHHEZ))
SR LR DRENIIZE « PD-L1 D RV 2 BRENED D HER2 Fattd FIFARE XL
R R

WHELRAMERORE : X7 U Z%8 )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) A=7 (BEE 7R Z) & LTI A 840mg %
60 37T T 2 MR CARFEET 5. ok, FIEEREGOAE
PERN EAFChIUE, 2 [0 H LA O 5-H T 30 43R £ CEME T
ERAR
s R 9C ¥ PAAREERR S
(%)
RV EXRN (TATIRER) ORI, AELKOHE
A B SR
FIEROHE : 77V U A~7 (BiaE#fz) Loz, @E, A S
7V Z%EE LT, 1 H1E100mgm? (KRERERE) % 30 25000 TR
WEHEL, 272 &b 6 HHARIE ST 2, A | [l 5-% 3 kL, 4
HEIIAE ST, chad 1 a—RE LT, HEEBEVIRT, v, BF
OIRAEIZ LV T EIRET 5,

2



2. AR OFH, 1EREF

T b T AL 840mg (R4 7TV ) A~ T (B Z) . DT TR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# Z417- programmed cell death ligand 1
(LLF, TPD-L1] &9 ,) iZxtd42%%E 727U Gl (IgGl) 777 A0kt MEE
J 7 a—F AR TH D,

CD274 (PD-L1) &, EFENICEWTHRIERHIEEICEIR L T, EkLeY
VRER (T HERE, B A OV TF = 7 0% 7 —T flifn) 23835 CD279 (LUK, [PD-
1] £ oH,) KUCD8O (B7-1) &ifie L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EAIRIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #A XA
TV, PD-L1 & PD-1 240 L7, MRS USRS A7 T MlED & OB RS%
ZEHET 2 FO—2E L TEZ LTS,

AANL, PD-L1 OffasMEKICfE S L, PD-L1 & PD-1 & OfEAEAET 2 Z L5
U DATURFEERR 2 T Mifa oM EFTEME 2 ¥R U, 5 OHEM A+ 2 &5 %
5TV 5D,

ZIDDHIEN G | AANTHENEREG T 2872 I KIC 2 0155 b O L WIR S,
FURBE 2ot R & LT ER 2 Ehi U, Ahitk, Ltk OCRAEMES R ST,

ARFNDVE RS B DGRERIRIC L D RIEREDR & bbi, BHEXIIET
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEOBSEE 751270 BENR
P BT AT, FEBL L2 RITIE U 7S MR 22 Nk & B8R 2 R D ERD &g LT
WY EERRE W 2 ATV B OSRE RIS X D RITER 2N DL 2 5 a 1203, B RE A
IV CHIDBGE O RLEZAT O MER D D,



3. ERIRARHE

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

[ 2]

O EREILEZ T AHEAFER (IMpassion130 #R5k)

HRf% « RS FLIE IS 33 2 25 PEORIRIEE D 720y HR P2 HER2 B2 O FHli R iE
AT FFFE L B 902 Bl (HARN 65 il & &mte) ZxtBIT, KK 840mg K U7 ) &# %
o (A7 UREAD) (LU, Thab-PTX) W9 ,) OfF#EE ORAIGHHERE, 451
) OFINER W2t E 77 B AR KO nab-PTX O 5 (nab-PTX B, 451 f5]) &
bl 25 I AHRRER 2 Fhe L 72", EER b Sz ED 5B, 369 5l (AAAN 25
ZEte, AFIGHARE 185 #, nab-PTX Bf 184 i) 7% PD-L1 [BPERFHEM™ & &z,

T U X MESNTZEBED S B PD-L1 B EE LRIV T, AFIPEHAEET nab-PTX
B &Ml U CEEIHMIEE O — > Th 2 A OA B RIEE RGO bt (N
— Kb [95% (5 4EIX ] : 0.62 [0.49,0.78], P<0.0001 [J&H!| log-rank fR7E ], A B AKHER
1 0.005) . H Al [95% (MK 1 IAKIDFHRET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QVUSFEA4H1THT XDy bA7, K1),
14l EZ 1A 270 E LT E 1 KOS HRICARKIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100

mg/m? =% 1, 8 XV 15 A BIZEIRNEE L LT,

*2 1 X & OptiViewPD-L1(SP142) % F T, MEEHAMR A IZI51T % PD-L1 Z 5B L 7= fEEHE 1 5%

IS 5 281G (1I0) IZoWTERIE S, 1IC123 IC=1%) Th HHAIT PD-L1 Btk & 1l

iz,
1.04
09+
0384
40 074
g 0.6 \
#H 054
B .
¥E 03
02+ Nty
nab-PTXE :
01 cies ABIgERAR g
ood__* 1H580Y
T L4 v T 1 | 3 3 1 4 v 14 T
at risk £ 0 3 o 9 12 15 18 21 24 27 30 33(R)
nab-PTXEf 184 127 62 44 22 11 5 5 1
AFIGEFEEE 185 146 104 75 38 19 10 6 2 f

1 EHEEA IR O Kaplan-Meier BigR (PD-L1 [BHEREEM)

4



(24 1]
O [FHEE L FIFEIHA KSR (IMpassion13055#)

HEFEGIIARAIOFHEEDA449/452] (99.3%) . nab-PTXEED429/438%1 (97.9%) (258
Hiv, TREREE & ORRERAEE TE RWE FHRIIAFOFHHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78 bivIz, FHLRD5%LL EOAA| & O REBERS A
ETERVWEEERZIIRIOLBY THhoT-,

K1 BEEBBS%IULOAE L ORRBERBGTETERVWEEFS
(IMpassion130388%) (ZEMEBITHRE)

SRERIRSYEE (SOC: System Organ Class) AFIGFHHEE (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 X OB G OREE 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
JEEL 42 (9.3%) 1 (0.2%) 0
) hE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
B IBEE 196 (43.4%) 13 (2.9%) 0
L 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
s i 27 (6.0%) 1 (0.2%) 0
BB K OV T AR AR 157 (34.7%) 6 (1.3%) 0
S 95 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 AR E 76 (16.8%) 15 (3.3%) 0
i 54 (11.9%) 2 (0.4%) 0
I T ER R i 29 (6.4%) 11 (2.4%) 0
o AR 5 77 (17.0%) 3 (0.7%) 0
PR IR REAR T 57 (12.6%) 0 0
TR R E 107 (23.7%) 14 (3.1%) 0
SEYR 35 (7.7%) 1 (0.2%) 0
B L 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
%K 30 (6.6%) 0 0
=% AR 28 (6.2%) 3 (0.7%) 0
Rtk KOs 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
mR AR A 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST H#1 29 (6.4%) 7 (1.5%) 0
N T PN ON Ty ek A 71 (15.7%) 3(0.7%) 0
FA 29 (6.4%) 0 0

2B, ARBIGHHEC B W CTRVE MR A 11 61 (2.4%) . FFRERETE 47 61 (10.4%) .
R 2 1 (0.4%) . KIBZE - EED TH 9 H (2.0%) . FARAREREREE 78 B (17.3%) .
BIFEEEBEREE 561 (1.1%) . BMZs - BEREZ 2 f51) (0.4%) . FhRFEE (T « N L —EfE

5



HEZET) 34 B (7.5%). BHEDOREEE 4 61 (0.9%). BHERES RS FEM
BREE) 211 (0.4%) . infusion reaction 7 5 (1.5%) . &fFHERID « FEEE LT TP EREVE
43 i (9.5%) K OVEYLIE 43 B (9.5%) 2GR Bz, Fo, 1 HBERI, T EEHHE
fRE . EEMEEE, Mide. BERUTREME, DA, WILPER L., SR R
SRBURIEER O bR o 7o, AEWERBBUR DU E S (FRAREERET 2 5T) %
GUEIHRERE T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEREWERZR%EL LT
BRIZKHIGT D Z BT LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNPICHEY T HM THHZ &,

(1) JEAFHEREDIEE T 205 A2 BRI RS G BT R A2 EEHL R L
HIIEEAS A RS R BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFDIEE T 208 AP (D AR REEEIE ERPE. 25 AR
B wEE. S AR R &)

(4) I RALFIEE A RRE U, ARSI 1 U SRAL RN 2 O fiigk FL e
AR D R 21T > TV D Jifik

(5) BUEMEREEEAILL T & BN O i % FHE AR D R & AT > T B ek

O-2  FEOALFHRIE K ORIVE R FE SR O RIS 53 72505k & #EBR & FroERl (FRO
WFINZREE T D ERN) 23, HE2REEORANCET HEROEEE L L TREIS N
TnnHZ L,

*

ERNGRETEUS% 2 FFOWIANHE 2 & T L7212 5 LA EO R AR DG RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERSEFIRGE 2 FOWMINHE ZAE T L721RIC 5 4L LI O 0 LWL %
B LIRS = DORIRPHE 21T > T\ D Z Ly

© BERNOERMEREHOEHIZONT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OfFHRE D, A2k - &2
IR OB B ONERSE ISR D 16 et AFFRNBEE LG EOWmE
FH . FRESDITT DL IEFINE > TN D Z L,




® BUWER~DOXERIZDONWT
@-1 HagkkmICEE§ 2 B

VLR H S 0> BB 20 BIE I A3 3826 L 7= 81, 24 BRI IR o0 T Y%k Ui
EHEREFRIZ B\ T, B L =REIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

@-2 ERMAIEC L DEEERARICET 5 EH

M AR HED 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTNDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, RFHEREREE . KIGZ - HEO TR BER. 1 AR F
WiEE (FURIRPERERE S . RIEHRRERE . T RAHEERE) . mRkES (7
—IEERE 2 ) . BAERGHE ) IE, MK - BEMRZE | infusion reaction, 2% « AHAL T MbARIE |
EHEREREE (RAME BB RE), BEEOREREE, LHE, MERERIEGEE, i
PRI, SR M MRIBA PSR B . (L FIRIEDFR RO ik z e (G ek FEWE
AFHERIEVDE) . ALSFERIEDE R O EYWRESF) 1Tk LT, M i%htiax X Tir B ERER O
ML AT D ER & U (BWEHOZK-OXSICE L THRER SRR EZZ T 6 d
FHEZHDZ L), EHITHUIRLENTE DN ESTNDZ &,

b
L

\Pﬁ\
NEEIVA



5. B#Extp L s BE

(B2 B3 % 95 1H]

O ER - BRAFITTT 2 2 EORNRERE O 72y PD-L1 BitE (EEHERIC T D
PD-L1 Z %8 U 7= IEERIE s M 23 5 6 2 EIA A 1%LL ) @ HR 247> HER2
FEtE D I RRESUI TR ILEBF IZB WV TAA L nab-PTX & OPF G- OF 2z
DRI NTWND,

2. PD-LIORBIRIUZOWTIIT TV U A~7 (Bl fHaz) oo =%
Vs (BFE4 X Z FOptiView PD-L1 (SP142)) Z AW THIET S Z &,

@ TFRLICEZ YT 2 BT D AAN DB K O GIEIZ W TR ARIOAF LMD
MESLESN TR LT, AAOHREGHR LB,
o DOTHRAIOAHMEDN R S I TR OFTEMEEEA] & OfF 5
o iRl - AR IR

(2t BE4 2 5]

O TRICEZY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWDL Z b, BE5%21T
PIRNT b,
o KA LSBUE DB D & 2 B3

@ WBFEATOFHHIZIB N T FRICIEY T 2 BH IOV T, AHlORGITHER S 20

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

o HHEMENKEDOGHUTZ OBED & 2 B

o MaES G R A CRVE R 258 0 2 B K ONEBIME O KU S Al 2 <0 gL M it 98 55
DI RIEPEZAL D - L D B

o HOEREDOH D EEUTIEMERE L IXFFEMED B =B OB RO
bR

*  ECOG Performance Status 3-4 "V 0

() ECOG @ Performance Status (PS)

Score

0 2 M TEBTE 5, RATE [ U B AERNHIRZ <ATZ 2,

1 PRSI L TEBNEHIBR SAL DA, AITHRE T, BAEERIE - TOIERIIITH Z LN TE 2,
Bl - BVWFE, R

2 | BTARETANOHOE Y O L EF S CAEEEASERIZTE RV, HHO 0%k LES y FACHl T,

[RONTZEZOEDOEIY O L ULNTERY, HFHO 50%LL E&2 Xy RO Tl d,

4 E<EF RV, BOFDEY O LFES TERY, FRICy Rk T I,

9



6. HEICBRL THETNEFH

O WMISCEFITMZ ., SERTEEE DRI D EBEFITEED & ARH O Fpk K OV
M OTDIZ LB EWME B L TS Z &,

@ RERLRIZEN D, BE XX Z OFIRICHIER a2+ o0 L, REE25
ThbkbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

WEMEEELN S 5D 2 ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, ngmk, FEENVE) ORER KOS X Ml O F i, Biggx 1+
ZAT5 2k, Fio, BEIRUTHES CT, MiF~— —%Dita £ 2
&,

AFNOP 5L EE O infusion reaction (2 2 CEAMFIZ 72D TE 5 Y
i &17T > 72 ECBgA L, ARFIE G R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /02853552 &, 70F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET > TREZ OB 5 2
E

FFREREREE R B B b Z &R d D DT, AFIOF HBIHART MR O 51 W 11X
EHRNHTRERER A (AST. ALT. y-GTP. Al-P, B U L E LV ZOHIE) % FElfi
T5HZ L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z ERHDH D
T, ARANOF G- BRAART R OB G-I I E SN IS REMR A (TSH., A
T3, M T4, ACTH, M a9 —VEOflE) 23T 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA 7B
DHOLDONDZ EnbD, BRENBDOLNEHEICIE, BELEERIIS U
BLFRH 72 05k & FRBR & RO R AT & 8 U C bl 2R BRI W 2 1T IR ok
BOGIZ £ 2 BEWER DB 23581213, AFIOWRIEUIH 1L, R OEIE RE R
NEHOBRGELZBET D2 L, 2B, BIFERERVEOREICTLYEIFE
MOUEDTRD HIRNGA T, B BB R VE - LIS o S i o8
HLEET D,

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

1 BUBEPRIG S & o, BERFES 7V R—V RZELZERHDHDOT, O
B, Bl WS OFER ORBLLMAEED LIS HaEET 5 2 &, 1 BHER
WO GEIZIT G EZ I L, A >R Y RFI O B2 oY) 722 L %
152 &,
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@ IMpassion130 K5 TIIEG-BRLA 5 48 & T 8 EMIMNG., Z A LARIE 12 HE M
B CTHMEDOFHIZIT> T\ 2 & 2 5B, AFIBRGHILEFICEGRE TR
ROMEREITH Z &,
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