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1] &»5,) KUCD80 (B7-1) &ifia L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73#iA XA
THk Y. PD-L1 & PD-1 241 L7 &I, JEBHIL S HFURSRF A7 T Mifd) & OB B
RS AFDO—D2 L LTEZLNL TN,
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WY BERRE W 2 ATV B OSRE RIS X D RITER 2 5D 2 5 a 12id. B RE AR
IV CHIDBGE O Y RLEZAT O MERDH D,



3. ERPRARE
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EEALFHIERE D 72\ Child-Pugh 7758 A OYIBRARE 72 FFM s 1501 1 (A AN
61 il & &ie) ZxtBRIT, AFIK NN X7 (BIn i z) CLTF, R <=7
EV9,) OOFHEE RAIGEAEE. 336 ) OFEIMER L2 EZ Y 77 =7 hiL
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B EFGIIAAIOI IR 323/329 5] (98.2%) . ¥ T 7 = =7 Jf 154/156 f] (98.7%) I
R B, BB (AAIGFARE CIIAR TSNV X~ T VT 72 =THETIEY 77
==7) L ORRERMPGE TE RV FHERIIARANOHEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLHEDN 5%LL EOARA] & ORISR
BETERVHEEFRZIIR1DOLBY Th-o T,

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

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

B AAIDFRBERC IS W CRVBEMERIZ SR 3 61 (0.9%) . FFHERERETE 87 # (26.4%) . K%
K HEOTH S H (1.5%) . R TH] (2.1%) . HARIREERERE 39 61 (11.9%) . FIEHRE
PR 1B (0.3%) ., THEEABERERE 1 6] (0.3%), #REE (¥F7 2 - NU—EERESEL S
7p) 1 %l (0.3%). infusion reaction 32 %] (9.7%). BHHERERESE (JRAAEHVEMERRE) 2 H#i
(0.6%) . EBEEORERES 2 #] (0.6%). FEiEEm 1 6] (0.3%), 4FFERED - FEE:AT
FRERIBAME 21 B (6.4%) K OVEYIE 20 B (6.1%) 23388 Haviz, £z, 1 BUERM, &=
FERRIERE, 2% - BEIRIS . Ahoe - AREUTIRMRIE ., (O R, MERE BAEMGERE, oM MK
B PEEREER 338 B L o Te, AR EFRBEBURDUIBIE SR (FRRREMERE 2 5T)



EETDEHBRETT,

AARNBEEMZIB T 26 FFLIIAHOHRED 35/35 il (100%) . xtHEBED 23/23
Bl (100%) (2788 B, 1HEHE & ORREARNGE TE WA FEFEZIIAAIGHIHED
31/35 Bl (88.6%) . XFHREED 22/23 il (95.7%) 258 Hiviz, AFIGHHABHCBWT, %
BN 5%LL EORAE OREEBRNGE TERWEEFZIIR 2D LBV Tholz,

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

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

FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) % (%) sk (%) % (%)
A& OREBEDNEE CERVWEFERS 28 (80.0) 8 (22.9) 1(2.9)
— % - EFEER X OGO 10 (28.6) 1(2.9) 0
B 5(14.3) 0 0
FEEL 5(14.3) 0 0
i 2(5.7) 1(2.9) 0
MEIREE. MISRE & VHERES 8(22.2) 0 0
FHEEE 6 (17.1) 0 0
B R AR A 6 (17.1) 3(8.6) 0
AST #4/1 2(5.7) 2(5.7) 0
KR ¥ KOV TRk RS 6 (17.1) 0 0
O FEIE 3(8.6) 0 0
RN SN 42 3(8.6) 0 0
R L OB E 6 (17.1) 2(5.7) 0
K7 A7 2 e 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBkEE 5(14.3) 2(5.7) 0
THi 2(5.7) 0 0
P oy MB35 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
EE, iR 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
& IfLE 2(5.7) 2(5.7) 0




4. HEFRIZDOUVWT

AFN OG- 72 BEEZZW - FEE L, AFOFEGIC L EEZREWERZR%EL LT
BRIZIGNT 5 Z EmMpER72H  LLFOO~@D XTI hisk iz W THEHAT S
RETH 5,

O MEFITOWVT

O-1 TiEd (1) ~ (5) ODWTNNITEYT DM THDHZ &,

(1) EAFHEREDFEE T 205 A2 BRI RPE S G BT R A 2R EEHL R L
HUIEAS A RS BRI . Htk)s A 2Rl 7 &)

(2) HrErEREIRPE

(3) HBENFIRAFFEE T 203 AP (D AR REEEIE ERPE. 25 AR
W wEE. S AR HEE R &)

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

(5) PUEMEMER AL & EAINE O fas EEIZAR DR 21T > TV D Jiiax

O-2 AR Db P EE K OBEIWE RS BURE O RIS I 443 72 Fnitk & #%BR 2 RO =R (F
ROWTNNITEZ LT HEA) 25, SE2RBORANCET DR OELE & L TRE
INTWHZ L,

*

AN ETEUS% 2 FFOWIANHE 2 & T L7221 5 LA EO R AIBRE DS RIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NG DAHE %
{THoT WA &,

R EFEUS% 2 SFOHE 2T L72&RIC 4 L EORRREREH/ L TW\5D
ZE, OB, 3HLLER. BRSO D3 A SRS & G e PN 5 O B IR HE 217
STWNWHT &,

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OB D, A2 - 2
IR OB B ONERSE IR D I et AHFFRVFEE LG EOWmE
. FRESNITATONDIEHINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 23R A L 72 BRI, 24 RERTRSHRIR OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIMEF O S HINC 2432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

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

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, FHEREREE . K2 - HEO TR, BER. 1 BUERE. Ny
WiEE (FURIRERERE S . RIEHRREREE . TRAMERE) . mkES (F7 0 - b
—IEERE 2 ) . BAERLHE S 0E, MK - B S | infusion reaction, ¢ « AHAL T AbARIE |
B E (RAMEFEMEBRE), BEEOLEESE, LMK, MERERIEGEE, Hi
PRI, SR M MRIBA PSR EER . AL FIRIEDFRRE O ik z: e (G ek FEWE
AFHRERISAME) . AL FREDF IR ORYMIES) (Txt LT, Makhiiax ST B E AR O
ML AT D ER & U (BEHOZK-OXSICE L THRER SR EZZ T 6 b
FETHDZ L), EHITHUIRLENTE DIEHNESTNDZ &,



5. B#Extp L s BE

(B2 B3 % 9]

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

@ TFRLICEEY T D RBFICKT A ARF O G K OMEHFIEIZ OV T, ARFIOAF N
N SN TELT ., AHIORERGE LB 720,
o DTHAAIDOAEZMED R S TVZRUMEOFTEMIREA & OfF %5
o JRPTRIE (BREW T ) —WIENRE, 7 U RBERRE, ~ A 7 v G E R
5, IFEhIRIEAR L/ T Eh IR L7 28 s . BURBRIRIESE) O & 72 2 A
FARE

[ZeatEicBE 3 % F1H]

O TRIZEYTHIEFICOWVTIEHAAOEGNEZ L INTNWEZ D, BE5EE2IT
brpnz &
o ARFIDEATIT R UIRBUE DBEERED & 5 B

@ HRATOFHMICIB W T FREICZ S T 5 BH 2OV T, AFOREITHRER IR

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

o HEMERREDOSIUITOBED H 5 B

o JuEBEiGR A CHE R 2780 5 B K OVEEIE O B BRIMTE IS 058 G fiti ¢ 55
DI IIEVEZAL DN - B D B

o HOREREDD D EEUTIEMERE L IXFFMED B kB OB RO
o¥aysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

0 =< e <TEBN T X 5, FMRT L R U B HAEEAHIRZR <ATZ 5,

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

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

3 RONTZHSOHEOEIY OZ L LTEXR, HEO 50%LL EE Xy RR1Ci =7,

4 ELET RV, BOOHORY OZ LiFeL TERN, BRIy RO TiId,

10



6. HEICERL THETNEFH

O WMISCEFITA ., SERTEEE DRI 5 EBEFITEED & AR DRk K OV
M OTDIZ LB R EWME B L TS 2 &,

@ RERLRIZENL D BE XXZ OFIRICHIER a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AROEEIZHT--> L, BEE
W (PR IR, ngmik, FEEVE) OfERE R ORI X fifd 0 FEhas, Blgs 5
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%DiE a2 £l d 2
Z &,

AFNOP 5L EE D infusion reaction (2 2 CTEEAMFIZ 72D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHET %1331 Z A &
ET 5%, BEOREEZ /0285355 2 &, 7¢F5. infusionreaction % F8EHL L
AT, 2 TOMBEROIERNERICHET L E TEEE H0BET5 2
L

FFEREREE N B S Db Z L3 D DT, AFI O HBIRERT R O 51 M 11X
EHRICITHERER A (AST. ALT. y-GTP. Al-P, B U LB ZDHIE) % FHhi
THIE, B, UIBRARREZR IR OBA . FFEERE SR B L 72 B O AHA
DRI « IR A I OJEIE & I THNCERE LT\ D (R SIESR),
FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db Z e H D D
T, ARANOF G- BRAART & OB G-I P IXE SN IS RERR A (TSH., A
T3, i T4, ACTH, M =5 — VR OflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 25 &5 2 b b kA BN E
DHOLLNDZ ERDHD, BENPBDOOLNIZLEICIE, BB LEFELIIL U
RLFR 72 05k & FRBR & RO PR Rl & 8 U Clg Ul 22 BRI W 2 1T\ IR o ik
BOGIZ X2 EWER DB DL 258121, AFIOWRIEUTH 1L, R OEIE RE R
NECROBRGEEZBET D2 L, 2B, BIFKERVEOREICTLYEIFE
R OUEDTRD HAVRNGAE T, BB BB RV LIS o g il oo
HLEET D,

B A& T, BEM 5D ARA L COLRIERANRET D Z R 5720,
AR OEEHETHIZHRWEM ORI ITEET D,

1 BUBEIR I & o, BERFES 7V R—V RZELZENRHDHDOT, O
B, Bl MRS OFER ORBLLCMAEED LIS HaEET 5 2 &, 1 BHER
WO N T HEIZT G EZ I L, A >R Y RFI O B2 oY) 722 L %
152 &,

11



@ IMbravel50 FRERITIREBIAA)ND 54 £ Tl 6 MERIME, ZH LI 9 BT
HIMEDOFHl 21T > T2 Z & 2510, AAIEGHIEMMICEBRE TR
R x1T o 2 &)
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EFERHEETA N7
TV X7 (BaTRE#RZ)
(BR7E4 - 72> b Y 7 BifHE 1200 mg)
~ FE /N B it R ~

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




SR/

AN e

X LI

ARHN DR, 1ERET
i PR RS
Hig%lc oW T
SN B ALY ey

BEICER L CTHRET & HIH

P2
P3
P4
P17
P19
P21



1. IXUHI

PSR DF NN « ZZRMEDFEMR O T2 DI2I1E, IRASCEZIC IS 28 E 720 23R
bND, 5|2, IEOREHMTOMEARIC LV | FUKEIN 72 & OHHH 72 81 MR R
FRESRBDAREIND T T, 2 b OERGNZ EICHNEREFITRMLT 5 2 L BBEO
R & 72 o TR Y RIFMBOE S & YR O FARTTEE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, MEERASRZ 2T 1 7 7 A VDBEF DRSS & B 5 i
B BB D, 200D AL OREMICET A E®RSH0ERT 2 £ TOM.
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT LTERT 5 & &bz, BIfE
RMFEBL L 7B B3t & D 2 & A hE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

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

B ARTA BT A %, MANATEIE NEHE L EREIR O, AEETEAN B A
BRI 7oy, —AFEENE N A ARBRIRNBHE S FEREFTEENE A B AR P2 &k O
—MRFEETEN B AR ZR 2 D106 EERL LTz,

MG Ll HEREN TN 7 ATEERE 1200mg (—i%4 T T YV X~T (GBE
o %))

KR ERDHREINE - GIBRARREZHEAT - FFF& DIE/ Nl i fee

REERDRERORE AL FFIERIGE O R R % bk < OIBRARBE 72 84T - FRF8 DI/
e s B DG
L OFEEMEIEE A & OfFHICRBW T, B, AT 7Y U X
~7 (EfE 7/ Z) & LT11[E 1200 mg % 60 47 7>7F T 3 #H[H
FRE CRIEFET 2, 2. MR G OXEMEN BIF ThHIIT,
2 [6] H LARE O $ H-HE I 30 2y & TR CTE D,

{EZABRAEREBRIR O Y BRANRE 72 AT - #3138 D IF/ Nt 58 D 55

AN
=

W EANIET 7Y ) A~ 7 (BRI Z) & LT 1 E 1200
mg % 60 4377 T 3 IR TR EET 5, 28, PIEEEO
AN RAFCTHIUX, 2 B IO GRFHEIZ 30 /M % T
i cx 5,

B 3E Mk 58 2k & ARG




2. AERN DK, 1ERBEF

T b 7L 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%& 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FAHETH D,

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

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73#iA XA
THY . PD-L1 & PD-1 &4 L7ofRB&IE. MM A PURRF A0 72 T M & O BB E
ZEGET DT O—2 L LTHEZ LN TV D,

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

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

ARFNOVERIBEFFZ IS 3@ ORI IS L DRIEMFE R & 6 b, BT
(CEDFREMED B Do ARIDOERE TR ORERITIT, BEOBIEZ 21T, RE
RO SN E IR, R L2 F RIS U MR sk & 1R 2 R DR &ddk L C
)22 EER W ATV B DS RUGIC X D EIEM gD 255101, B BB R
IV CRIOREEDFEYLILEZTT O BERDH D,



3. ERPRARE
YIBRASRE 72 1T « FF3E D FE/ AT itiJes D AGREFIZ 3l 2 17 - 72 B 72 B R B O iliis &
NG R

[H2hhE]
OEBE L FRFMFERER (OAK #ER)

77 FF 8 o B AL ERIERET O B D IR AR IR AT - FRIE O IR it B
1,225 1] CRFIRE 613 i, N4 2w ARE 612 #l) 258102, A#lE K4 %+ (DOC)
DAEINER V22 % bl 9~ 5 S IAHFER & 92k L 7=, A 1,200 mg/body XX K& %
XL 75 mgm? & 3 AR (LU, TQ3W]) & )H,) THRIEFHEL,

RN T o Z 2L ERTZ 850 B (HARN 64 BilaETe) OEBEEHICBNT, AH
BEC REZ RV E i U TSR (BLT, T0S) W9 ,) OFERIERDGRD
St (O — R [95%FHEX M1 : 0.73 [0.62,0.87], P=0.0003 [J&5!] log-rank /&) .
RO [95%EHE XM ] 1IAKIRET 13.8 [11.8,15.7] #H. FEZXFEARETI.6 [8.6,
11.2] A TH-7= (¥1),

* o RO AR (LT, TEGFRI &9, ) BHEFA R TR Y v ST —8 (B
T, TALK) 21\9, ) BAEETFBEOBE T, 77 FF 0 E SRRz, Zhe
U EGFR FLEVEM Xid ALK PR % 49 2 HUBEMEIEEANC & 2 I & 2 BE B AN D

niz,
1.0
0.9+
0.8
074
40 0.5
o
b 054
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 2T8H
FEFEE 420 363 305 243 218 188 157 i4 28 1
FeadtIL 8 425 336 263 195 1 123 98 51 16

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



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

(LFRAERE D 72N R BB % B < BIBRANRE 72 864 T - TR 8 D FF/ NI e it AR 1,202
Bl (AARN 93 FlzEte) ZXHRIT, AAI1,200mg & MOFEENMEEA] (LR T F
AR E2XEL [ARE, 402 61] XUIANKRTTF o+ 7 ) xR A 0N X
~7 (B z) [BHEE. 400 61]) & OfFHEGOF IR Ntz JFHkY
BIE (WK T TF o +37 U XX+ X< 7 (EBIa T-#H %) [C #E.400 41])
& Hei g o S AR & Fh U 7272, TR RIFREST OFE R . EGFR Bin PR X ALK
A I E D EE (157 B) ZER< 1,045 61 (BARN 67 flZEte) o ITT-WT £
[ZFRWT, AAIGFEE (B HE 359 f51]) TXEFREE (CHE337 1) & el U CFZEHmHE B
T D 0S DHBERILENED HAL (T — R [95%(E#E XM ] : 0.780 [0.636,0.956]
P=0.0164. A Z/KAERFM 0.0184 [JEH log-rank FE]) . T HRAE [95%(EHE XM ] 1ZAFH
OF F#E B #£C 19.2 [17.0,23.8] 7 A, *FHHE C #£ T 14.7 [13.3,16.9] W A TH -7 (2018
1A AT—20y A7, [M2), 723, AREGHEE (A FE 349 #]) 2OV TIL,
SITHEHE (CHE33761)) 12695 0S DA BERIERITFRD b7,

*1 : EGFR B15F28 BB I3 ALK @& 8 RF- B0 B3 Tk, Zh2h EGFR FREEH X% ALK
BELEEARES 2 A 3 2 BUBEMEIEE AT & 2 AR b 5 BE SR AN BT,

*2 0 AHK11,200mg, VAR TZF 2 AUC6, /37 U X X&)/ 200 mg/m?, NNV AT (GEGT-REHR
Z) 15mg/kg % Q3W T4 Xt 6 = — 2544 A4 1,200mg KON AT X< 7 (BIEFHHLR)
15 mg/kg 28 Q3W THH- X7,

1.0
0.9
0.8
0.7 b
«Lﬂ 0.6
@ 0.5
0.4+ k
B: A AwT ""-..l
039 C:ALRISF h —
A UE-E s IR
0.2
BCP
01 «vmvaem FrUYX=F +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 33R
AH|+BCPE 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, BARNBEEMCEKIT D ITT-WT £H D 0S O HAE [95%(SFEXE ] 13454
OFFE B BEC 19.8 [14.1,24.2] 1 A, XFHREE 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 1 I
094 77T Gy
0.8+ e P
0.7+
40 06+
{'ﬂ_f 051
# 044 B: AN XD !
034 C:ALKRIZFY -
P:Ro) A% e
0.2_ !
BCP =
0.1+ e FTFVUYXIT +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 BARABELEMIZIIT S 0S @ Kaplan-Meier B (IMpower150 3B (ITT-WT £H)



OIEBRIL[F 2 M1 AHFER (IMpowerl32 #R)

{LBRIERE D IV R LR 2 B < EGFR &fn AR EVE, ALK A B 1 EtEo
UIBRARE 72 ES T « P8 OB/ Nt BE 578 B (AARAN 101 Bz &Te) ZXt&ic, K
#1,200mg, 77 FFK (DNVKRTZF IV ATTF ) KORA RLFk& R
NU T LKF (LR, [RA RLXE R EWH,) OFFREE [ARAIGHHEE 292 6]
ORI N2 R, TTFTRE] (DVRTTF I AT TF ) FORA
MUt ROOFREG DefERE, 286 #il] 2 & bl 3 2 S IAEERER & 5l U 7=, AAIOF
FARECRIHRBE & e U CRERHMME H O—2>Th 2 WA (LT, TPFS) &
Vo) DEBIEENRD HIL (O — R [95%(E X H] 0.596 [0.494, 0.719], P <
0.0001 [J&5]] log-rank HE ], A E/KAERH 0.0040) . HFIAE [95%FHEXM ] 1TAHIOF
BT 7.6 [6.6,85] A, *IEEETS2 [43,56] WATH-7= 01845 H 20T
— & Ty AT, K4),

*1: AHKI1,200mg, HARTTF 2 AUCE TP AT TF 2 7T5mg/m?, XA b L& K 500 mg/m? &
QW (Fa—2Ad 1 AHICHEY) T4 X6 2 —AFE5H%, AAI1,200 mg LA FLFE R
500 mg/m? 23 Q3W THh- s 7,

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

1.0
09+
0.8+
0.7+
0.6
054
0.4
< 0.3

0.2 1

EIEELFIE

FEBEF:ISF UG L
01+ =mimen FHEIHEA:FFHHTSF 0L EE

15491

0.0+

0 3 6 9 12 15 15 21 B

AEIGEREREE 292 231 169 120 88 43 11
TIBBEE 266 195 115 72 44 1 3

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



@WFFNF 11 FHEER  (IMpower130 #5R)
{EFFRERE D 72 i BRI 2 BR < UIBRAREZ2HETT - FR38 OIE/Nlba i B 724
B &8, KN 1,200 mg, DAVRTTFUROUNT Y xR (TAT I U EEA)
(LR rnab—PTXJ VD) OOFRRG [ARAIGFEE. 484 6] ™ OFZME KR V22
. ANKRTTF 2 K nab-PTX OOF LS [RHBREE, 240 1] "2 & bk 9 2 S5 AR
Bk 2 S hitn U 7o, HIRIMENT DRSS EGFR B A RGVE XU ALK @& B 5 o B
ZR< 679 Bl ITT-WT ££HITIWT, AAIGFHEE (451 ) TxifaEE (228 fil) &k
L CHEFMEE O—>Th D 0S DHBRIERENHED b (NYF— REb [95%(F 1
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank iR7E]. HEAKERM 0.0425), T+
JE [95%EHEX M ] 1IAFIOFHEET 18.6 [16.0,21.2] 1 A *FHEHET 13.9 [12.0,18.7]
HHTHoT2 Q0ISHEIHISHT—F¥ By b7, ¥5),
*1 : AK11,200mg, B ARTZF 2 AUCE 23 Q3W T, nab-PTX 100 mg/m? 78 1 AR T, 4 XiX 6
a— A E% . ARHKI 1,200 mg A Q3W FE- STz,
* . HNVARTTF 2 AUCGE 28 Q3W T, nab-PTX 100 mg/m2 28 1 ERIRIBE T, 4 ik 6 2— A EEHE XN
72

1.0
0.9
0.8
0.7
06
05
0.4
0.3
02

THIE

FRBE: DL TSTF e SO R )L
014 —=—=—=— FAIHEF FRFDIAT ST A D) 251
. TE4)

0.0

o 2 b S B l2h 1At G e 18 P 022 L2 PG 2830 PR

FHIGEAEE 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-L1ZEBLIR BRI DA 20 Mo OVZE )

OIFE BRI R AR (OAKFRER) ITHAANONTEBE D S 6, FEEHRRERIZ IV
TPD-L1Z& 58 U 7o I/ & OE = s g i 23 5 oo %15 (LU, TPD-L138EL
] LW, ITHET DIERPE LN OEREFE DT — X IZHSE | PD-LIFEELRE
BNZERZRANIRMT AT > Te A NER O ZBMEDOFRERITILL T O LBV Th o7z,

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

# 1 EEHEGRAICI T 5 PD-L1 ORBURILA] DA $hiE
(OAK #HBr, 20165 7T TETF—F vy bF7)

0S
PD-L1 @D BeGRE IS gL [95%CI] AP — R ZHAER O
(B H) [95%CI] p fiEi
AR 180 12.6 [9.6,15.2]
2D
TCO0 7> IC0O DOC 199 89 [77. 11.5] 0.78 [0.61, 1.01]
Ak 241 15.7 [12.6, 18.0] 08434
TC 1/2 IC1/2 : R .74 10.58, 0.
C 1/2/3 XL IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58,0.93]
AR 290 12.7 [10.0, 15.0]
TCOM A 1C 0N DOC 284 92 [82,11.1] 0.79 1064, 096 0.4479
AR 129 16.3 [13.3,20.1] ‘
TC 2 IC2 ) 49,0.92
C23 Xk 1C2/3 DOC 136 10.8 [8.8,12.7] 067 1049,092]
348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A5 [ 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 XIFIC3 ‘ - 0.43 [0.27, 0.69
X DOC 65 8.9 [5.6,11.6] . !

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

Pog, FERLEOER) 2T & L7zl Cox Al

D TC : EEMRRIC 31T D PD-L1 25 L 7= S A 5 B E1E
IC : FEEAARRICIS T 5 PD-L1 & 3881 L 7= iEn i M s i 23 5 & 5 514
OAK #k. IMpowerl50 3R THEH L7z TCO~3, ICO~3 T THZH

‘3

PD-L1Z& Bl Sy JE ALY PDLLL%%%
PD-L1 DFGVER S D3R8 5 U720 TCO
X%, YetashEEIC B < . PD-LUC K D BBIESOS ASEE AL O 1% R ISR Hid

TC | GeassfE |2 BAPR72 <, PD-L1IC X 2 Bt RO 23 TSN O 1%L _ES%AT IR0 5115 TC1
Guta i IR 7 <, PD-L1IC X 2 B S 2 IS Al 0D 5% LA _E 50%A i 12 al b i D TC2
et gm I BER 7 <. PD-LIE X 2 PR e A s Al 0 50% 0L EICRD Hivd TC3
PD-L1DFGVER S 3T 5 A7 0 1C0
Xk, YetashE 1 BAfR7e <, PD-LUIC K 2 Bt S 25 FE G = Se 8l il D 1 % AT 1 786D H A1 D

IC | Jeassf|CRaPR7e < | PD-L1IC X 4 Ba i 23 R 52 M O 1%L 5% AR 588 55 IC1
Qo i |2 BILR 72 <, PD-LUIC & 2 B PEies 75 s S0 il D 5% LA _E 10%A1is 12 s 6b L 2 1C2
Getass | BEPR 722 <. PD-LIIC K 2 Bl SOe S SR AR O 10%LL EIZERD Hivd IC3




FEARR M ONESSARAR AR A IC 381 D PD-L1 ORHARIBI DA 01T 3 2 X 4~5 D
LBV THY, RBELEEOBETIE, TCO 7> ICO B (EEMHEMICRIT S PD-LI %
FEHL U 7 A AR M ORI S M A 5 O 2B &AW TS 1%AT) 128V,
K& & XA e iR L7EBEOMRDO R E S DVNSVMHIN D FE O HiLlz, 7eds, FAMEA
M OVPD-L1 OFRBLRIZE LT RAOLEMET 27 7 A TR TH -T2,

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

oS
PD-L1 @D BehE % L [95%CI] AP — N ZHAEMD
(B H) [95%CI] p fifi
e - bR
AHK 140 14.0 [10.1,15.9]
TCO 22> 1C0 DOC 150 112 [8.6,13.5] 075 10.57,1.00] 08364
AHR 171 17.6 [14.2,20.4] '
TC 1/2 IC 12 .72 10.55, 0.
C 1/2/3 XiX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
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 Xk 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 [9.8, 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]
IR
A 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
CO7r>1ICo 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 16.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
ComoIco DOC 7 73 [623,8.6] 076 [0.52, 1.11] 0.9299
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 : RteZ Xt/ *: FEEHI Cox [Hl)F
1.0
0.9+
0.8+
0.7
<LEI‘ 0.6 -
@ 05
H 0.4+
0.3+
02 DL
O e
004+ s

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

X6 RYEREEZFEFIZEITS 0S D Kaplan-Meier iR (OAK 3RER)

T T
? 3 6 9 12 15 18 %
1
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?’f: 054
o
H 04+
034
T 024
01 J=—— Festol 01 F 2SIl
cieieee PRI ETH cieveie FTTANART
004+ 59 oo4 + 54
T T T T T T T T T T T T T T T
0 3 5} 9 12 16 18 21 24 27H & 9 12 156 18 21 27H
FEIEE 70 59 48 30 29 25 21 13 [ 40 32 24 15 13 10 a Z
FE42%t)LE 60 44 38 24 18 15 a 4 1 49 45 30 15 10 El 1 3

X7 RY¥LRERELEFIZEIT S PD-L1 REIRHEITD 0OS @ Kaplan-Meier #i#f (OAK 3BR)

(Z£X : TC 1/2/3 XI1X 1C 1/2/3 DBFEEM. AX : TC 0 2>> IC 0 DBEFLEM)

@E B FEF MFEFER (IMpowerl 50585%) (ZHAAN SNTZEBEZED H B, PD-LIFEIE
(BT DIEMDBE DN —EDERE DT —ZIZHSE | PD-LIZEELREHNIIREMIC
fRMT 24T - T IE R O 2O RIZLL T L BY Th-o T2,

AIMEIZSWT, PD-LIOREILRIBI DA ZPEDRIRIT, K3ID LB ThoTe,
2%, PD-LIORILRIUC L 6 KR OLZEMET 07 7 A VIZRERTH -T2,

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

(IMpower150 3B, 201851 A 2 HF—F b v vF7)

0S
PD-L1 &1 BERE %K HhefiE [95%CI] NP — R ZHIEH O
(HH) [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 XX 1C2/3 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] a3
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

11



(24 14]

OEEE LR AR (OAK #ER)

BEFRGUIARAIRED 573/609 §1 (94.1%) . KX X EB/HED 555/578 B (96.0%) |ZF8
D HAL, TR & ORIEBIRI A E T & 2WVE EFGUIAAIRE 390/609 # (64.0%). K
& & X B VRE 496/578 1] (85.8%) IZRB8 BTz, FBLED 5%LL EDORIRREFR G E T
TRVHEERERGIIRIOLEBY ThoTo,

£4 FBREN5%ULOERBESFTETERVEESES (OAKRB) (ZeMMITIREH)

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

7RE . ARFIEEZ IV THEEMEMZE 10 61 (1.6%) . ITHERERE 43 61 (7.1%) . KEGZK -
EED TH 56 (0.8%), 1 BUHEIRIE 1 61 (0.2%). FUIRIRERERESE 27 5] (4.4%). B
BEREREE 161 (0.2%). FEEARHEEEREE 1 6] (02%) . MElES (F7 2 « S —JEfERE
Exate) 116] (1.8%). K - #EES 5 1] (0.8%) . infusion reaction 8 il (1.3%). 5
9%« BRUHRRIE 2 1] (0.3%) . BEREREE (RAE HEMEBRE) 561 (0.8%) MUE
FEDRZJEREE 9 ] (1.5%) F8d biviz, Fiz, Wk, wimtEgmn, e OaE, O
2% Je QNG e MR I/ NI D PSR BEIR 1R 8 B L7203 o 7o, AREIEF S BRI B 5
(MR EMRT 2 58) 2B UEERE =T,

QEFRL R MAEERER (IMpowerl50 FER)
AEFLRITARAOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
IZFE8 B AL, TRBRIE & ORRBIRN TG E T WA EFRITIAKIOHRE B #E 370/393 44
(94.1%) . XFHEEE C #ED 377/394 5] (95.7%) (ZFRD b7z, AAIGFHEE B BEIZHB N T
AA & DR FEBIURNEE TE WA EFEFGIL 286/393 ] (72.8%) IZRDH AL, FHL=H
D3 5%LL EORK E ORZBEABDGETERWAEEFERZIIRSOLBY ThoTe,

12



£S5 RBEERS%ULOEAK L ORRBRATETERVEEER

(IMpower150 FUR) (Z2MMATRHRER)

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

728 AAIGEIEE B BEIZ W TRIVE MM & 13 61 (3.3%) \ ITHERERRE 32 1 (8.1%) .
K52 « BEED T 18 5l (4.6%) . R 3 #1 (0.8%) . FUIRERHERERE T 60 151 (15.3%) .
A PERERE T 2 4] (0.5%) . T IE(RHEEERTE 3 B (0.8%) . HPfEREE (F7 2« NL—IE
RS2 o) 20 B (5.1%) gk - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
e « BERUTRIE 1 61 (0.3%) . BEgRels (R MEMERER%E) 1161 (2.8%), &
FED KRGS 10 B (2.5%) M OGEEELFHERBAE 11 61 (2.8%) @O LT, £
7o VBUBEIRIA, BIEFEEAE, (O, MR M OV M il NGB M SR B 1
RO BN 0T, ABEMAFBLUROUIBERESR (RRMAERT 2 5T) 2304
T RN

AARNBEEMZI T 25 FFLIIAFIOARE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 f51] (100%) (258D Hiv, 1RERIKE & ORREBERNGE T & 2 WA FHGIIAAIE
FARE B B 36/36 151 (100%) . > HREE C BED 24/24 151 (100%) (2788 BT, AHIOFARE
B BEICEB W TAA & ORREIRAGE TE WA EFGIT 3536 ] (97.2%) IZRDHH
Ao, BB 10%LL EOARK L ORREGRNEE TERWEERFZIIR 6 DLEBY T
o7,
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#£6 HANBEEENCBWOTREES 10%U EOEH L DRRBRPITETE RNVAEFR
(IMpower150 FUR) (Z2MMATRHRER)

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

O E BRI FIZH MAEFRER  (IMpower132 #X5R)
HERFERIIAKIOHEED 286/291 1] (98.3%) . *HHREED 266/274 il (97.1%) 125D
DAL IREREE & DR RBIRDGE T E RWE FEFRIIAAIDHEED 267/291 151 (91.8%) .
KTHEHED 239/274 5] (87.2%) IT#RWD HALTZ, FBLFRN 5%LL LKA & DK RBEILRD A
ETERVWAEEZILTOLERBY THhoTo,
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K7 BEERS%ULOEAE L ORRBRITETERVEEER

(IMpower132 3R) (Z2MMTHRER)

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

2B, ARFIGHHAEHC RO TRIEM MR A 15 6] (5.2%). FFHREGREREE 45 1] (15.5%) .
KWs2% « BEED FHT 9 B (3.1%) . FEZR 161 (0.3%) . 1 BHEIRIE 1 61 (0.3%) . HUIRAR
FEREFEE 24 151] (8.2%) . RIIFEFFEREREES 141 (0.3%). FHEMBEREFEE 141 (0.3%). ik
[ (F 7 v - NU—IEEFE L ETe) 5B (1.7%) . Wk - B2 2 #1 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREMETE (RMEFIEMER ) 76 (2.4%) ., HEOKZEEE
8 5l (2.7%) . Lok 161 (0.3%) . 4FFHERED - FEEVELF P ERBAME 24 61 (8.2%) K&
OUEYYE 32 1l (11.0%) 2338 bivlz, F7=., EIEMEE, K - BBTRRE, &
M 1 M OV VE i MRS PSR BER 1338 6O B2 Dy o oo AREINE I FEBLIRDLI 3 B
=4 (RKMEERT ZE5T) 25 0EERE =T,

@O/ IAHRER  (IMpower130 #UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 ] (99.1%) 1278
BV IREREE & DRIRBIRNGIE T & WA FRERIIAFIGFHRED 455/473 451 (96.2%)
KTHEHED 215/232 451 (92.7%) T3 BTz, FEBIFN 5%LL LA & O RERD A
ETEXRVWEEFRZIIRIDOLEBY ThoT,
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&8 FBIEN 5% EOAK] L ORRBEENRTETERNVEEER
(IMpower130 3ER) (Z2MMTHRER)

IRERIARSYEE (SOC: System Organ Class) AHKIDEHEE (473 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
A& DRRBRPEETE RV EFES 354 (74.8) 151 (31.9) 6(13)
B IBkEE 191 (40.4) 35 (7.4) 0
THI 108 (22.8) 16 (3.4) 0
[ 80 (16.9) 9(1.9) 0
& i 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
—fE - EHRER L OB G AL ORE 191 (40.4) 25 (5.3) 1(0.2)
57 117 (24.7) 12 (2.5) 0
% 47 (9.9) 7 (1.5) 0
Mz LY o SREE 100 (21.1) 56 (11.8) 0
2 ifi. 65 (13.7) 32 (6.8) 0
A BRI E 36 (7.6) 20 (4.2) 0
M/ IR A i 29 (6.1) 7 (1.5) 0
R X OV T ARk 123 (26.0) 4(0.8) 0
S&I5 37 (7.8) 2(0.4) 0
Z 5 FEE 33(7.0) 1(0.2) 0
JHESE 30 (6.3) 0 0
Rt LOREREE 93 (19.7) 19 (4.0) 0
BN RIS 55 (11.6) 4(0.8) 0
K~ 7% v U AUE 24 (5.1) 3 (0.6) 0
BRI AR AR 100 (21.1) 37 (7.8) 0
I R 41 (8.7) 12 (2.5) 0
I R ERER 29 (6.1) 16 (3.4) 0
W o insbE 60 (12.7) 2 (0.4) 0
FRR IR RE AR TE 48 (10.1) 2(0.4) 0
BRGSOV S f Rk 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
R 25(5.3) 4(0.8) 0
ME g, MOERds K ONiElRrE S 68 (14.4) 5(1.1) 2 (0.4)
1% PR 26 (5.5) 4(0.8) 0

2B AFIGHHEC B W CTRIEMEMZE A 22 B (4.7%) . FFHEREREE 23 1 (4.9%). K
Made - EEED TR 19 B (4.0%) . FRIEEREREE 67 Bl (14.2%) . EIEHRERS 5 f
(1.1%) . FEAHRERDE 2 ] (0.4%) . MfkkEE (7 0« NU—EREREEZ 5 Tp) 29
% (6.1%) . infusion reaction 9 5] (1.9%). iz « BERUTHRLARSE 2 1] (0.4%) . EH&RERE
RGP RE) 1261 (2.5%) . BHEOKREREDE 3 F (0.6%) . EiltEE i 1 3]
(0.2%) . AF BRI « SE B AF R ERIBDIE 66 1] (14.0%) K OVEHLIE 35 #1l (7.4%) 73
Wb, o, WK, | BUBERP ., BAEMEIE, MK - BEEAR ., O & OeE
PEML NI PEERBER I XRR D HAVR DN o 72, AREIVERFEBURDUIBI S (B A
W EEh) 2B UESRE =T,
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4. FEFIZOWNT

{LFFERE D & 5 B\ 3 2580 21E, &GRS & U F R A (2 BFR )
DT OLNTND Z b, YikilE (BFFHA) ZEUICE M TE Hiiax CTh 2 H
WD, ZDO LT, EHEMD A7 EHGFHE (RMP) (ZHD & AKHI 0 K2 AR
TEEN~ D IS & DR Td > T, AR OGN EU) R EE 22 W - FrE L, AH
DOFEGIZ I BERBIEMZ BB LRSS T 5 2 EBNRERT-D  LLTOO~@D
FTRCEW - THRICBWTHEHAT 2 RETH 5,

O MEFITOWVT

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

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

(2) HrEREREIRPE

(3) FEMTIRAFNFEE T 2 03 A2 EEEEFIT (DS AR REEERR R, 25 A iais
W IigFlE. S AR HEE R R &)

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

(5) PUEMEMEL AL & EINE Ofas EITAR D R 21T > TV D Jifiax

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

*

ERaZF IS % 2 FEOWIANHEZET LT2&1C 5 ELL EO D A IEED G IRIHE %
[THoTWBZ &, 96, 24E0 Bid, BNAREMREAR T & LRSS ONHE %2
{ToTWVWBHZ &,

RIS FFEUGR 2 FEOMBNHEZE T L72RIC 4 FULEORKRRERZA L T\ D
Z & Dby 3R MO A TENRE 2 G TR O BRIRDHE 217 -
TWnsZ &,

© BEADERRFEHREEOEHIZONT

I T A BT 2 BB D E S L, BURE D O D A2t - %
IR OB P ORI 5 iRt AFFRNELE LB OWE
. FRESNITATONDIEHINE > TN D Z &,
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® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 23R A L 72 BRI, 24 RERTRSHRIR OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIMEF O S HINC 2432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

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

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, FHEREREE . K2 - HEO TR, BER. 1 BUERE. Ny
WibEE (FURIRERERE S . RIEHRREREE . TRAMRERE) . mkfES (F7 0 - b
—IEERE 2 ) . BAERLHE S 0E, iM% - BEMRZE . infusion reaction, 2% « AHAL T AbARIE |
B (RAME BB RYE) . BEEOREREE, LHR, MERBRIEGEE, i
PRI, Sz M MRIBA PSR BER . AL FIRIEDFRRF O ik z: e (G ek FEWE
AFHRERIBAME) | ALFRIEOF RO RYWESE) 123 LT, Yikhiax XL BEERER O
MM A AT D ER & U (BEHOZK-OXSICE L CTHRER SRR A Z T 6 s
FETHDZ L), EHITHUIRLENTE DIEHNESTNDZ &,
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5. 5B LI BE
SR NE S P Y |
O AFNOHAFGIL T RROBE BN THIEN RSN TN D,

7T FF 8K BT b RIEIE 2 T D UIBRRRE/ B W1/ IV LI s DI
/NIRRT BB (EGFR Bin AR UL ALK A B s Bt BFE iz h®
A EGFR F 1 &> %7 —PIHEA it ALK F 1 3o 5 —PRLEA DTG
HHET HEBE)

@  AH O OFUENEEIGA & O GIT TROBEIZBONTAHRMEI RS LT

éo

INRTZTF o RTYEZXRLEOSNANY R~T (B ffz) & oftH
Be b AR O 72O R B RO % bR < BIBRARBEZRHETT - BRSO IE/ N AT
& (7272 L. EGFR &G ZER T ALK B EE LB IED BEITHRL) BE
TIFFRA (VAT TF U FNNRT TF ) RONRA F Xt K Eoff
A ALFRIERE O 720 R EROEE & BR < BIBRARBEZ2ETT - BB OIE/ N
Jitigg (7272 L. EGFR Bfn AR XX ALK @A &m0 BF IR <) B
HANRTTF U RORT Y ZERL (TAT I GEE) L oftAks b
PAEIE D 22\ R R 2 B < BIBR AR 72 AT - R8O IB Nt (7272 L,
EGFR E{n 22 T ALK @A BB B 1IBR<) B3

® FREICEZ ST D IR A SR D AR DI G e O T OV T A
RIOAIERHESL SN TE LT, KAIDORGEIRLE LR LR,

i fEAE LT 9 2 ACHI 0 B 5- M OB D HUEMENEIZE Al & D PR 5
ALFFRIEIE D & % BAE K 2 AA] &AL O HUEIEREA & OO il 5
AESIRIEIE D 72 R - BB B (2R 2% ARHI O B $e G- Je UM oD H0E M IR
WAl & OfF G-

ABSFIRIEIE O 72O FE R - b B JB A (O3 2 AR H 0 Bl 5 O\ TAAI D
BEIMENRR S TW 2RV O FUENEEE A & O fF 5

@  AFNTEFEILFE S MR (OAKERER) 2\ T, 2L T M X kL
BECHR L CEBIMEARGES LTS, 7272 L, R RO B3E Tk, TC02>IC0
B (EGRRIZ I HPD-L1%& R B U 7= FEfs i K& OVE B2 M e i 23 5 & 2 E
ANNTIVH 1%ATM) 1IZBWT, KX B REL g LZBEOZ RO K E I AN
SUVMEHAA O I TWD Z b  ALFERIER D & 2 /¥ ERREOBEIZB N T
IZPD-LIFEL R LR L2 ECAKIOER G AT OHM 23252 ENLEE LV, PD-
LI NTCONDICOTH 5 Z & MR SN BEFITB W TE, RAILS ORI
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BPJE L EET D,

BB, NLAT7eY AT (BiolEfz) OaroS=Fr2WgE (kg4 : PD-LL
IHC22C3 pharmDx [# =] ) IC X WPD-LIEHE (G : a7 nl) X~7 (Efst
ML z) O3 =AW IR RIS 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)) (1 L 2 AN NEE 2 5E8101%, U
T O XLREE 2 B E AR OB GO S 2 et T 5,

SCHREE)

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

[ 4t B 5 $E]
O FRICHST B BEICOVTEAROR FHIERE SHTVAZ Lnb, #hET

brpnz &

AFN D ERIIN AT LI BUE O BEEE D & 5 3

@ WRATOFHHIZI W T TFRRIZIE S T 2 BE IOV T, AAlOHRGIFHEE S0

AN

L OVEPRIULL S 72 NG A IR Y | EEICARZENT 52 L2 BRETE 5,
FIE MR B D& 0F T Z DBIED & 2 B

F 0 1 A A C VB 52 & 3RO 2 JRAE S ONE B 0D FCH A i 2 <0 Sk Y it ¢ 25
DI IIEVEZAL DN - B D B

H AR B O & 5 B AR L < IXFFMEO B g R B OB O
o¥aysecy

ECOG Performance Status 3-4 2 o4

(2 ECOG ¢ Performance Status (PS)

Score
0 < MR IRBTE D, B L R U HFAEERHIRZR <ATZ 5,
1 WRRZIE LS ENIHIBR S5 28, BATRIRE T, BAEESME > COEEIIITH 2 &M T 5,
Bl BOWEE, FHIEE
2 HBATHBETH S OF OREIY O Z LI T X THIREEPEEIZ TE 220, HHO 50%LL Fid~y RA4Cil 29,
3 RONTZHODOHEDOEIY OZ L LTERY, HFHO 50%LL &2~y KTl 23,
4 ELENT RV, ASOHOEY) OZ T TERY, BRIy R+ Tl 9,
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6. HEICERL THETNEFH

O WISCEFIT A, SERTEER DS TRALT D B RME 1T D & AH O FrM: M ONiE 1Ef#
M OTDIZ LB R EWME B L TS 2 &,

@ BRGNS, B XTI OFBETAHNMER OEREZ Hai L, RE x5
ThbokbETHZ L,

@ AbFRERE A AT 2 UIBRARE 72T - FF3E O I/ Nl a it B 12 F TR Ak
23517 5 PD-L1 Z 8B U 7= B K OEERM g i 23 (5 od 5 E & S iEsd L
7o L CARRI OB G A EZAWTT 52 ENLEE LV, ZRODNHERTERWEAIC
X, ARFIOEH OS2Il L E T35 &,

@ EREWEHDO~RT AL MZONT

MRV EDN S HOND Z ENH DD T, KEOEEIZHT- > TIE, FEE
e (PR, ik, FEEVE) OB & OEE X SR 0 s, Blggs -+
ZAT5 2 &, Fio, BEIRUTHE CT, MiF~— —%DRE % £ d 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 72D TE 5 Y
i %17 > 72 ECBSA L, ARG R OARFIEGHE T %1331 21 &
ET 5%, BEOREEZ /02853755 2 &, 7¢F5. infusionreaction % F8EL L
AT, R TOMBEROIERNERICEET 2 E CREE+0BET5 2
L

FFEREREE N B S b Z 13 D DT, AKI O HBIRERT R O 51 W 11X
EHRICATHERER A (AST. ALT. y-GTP. Al-P, B U L E U ZEDHIE) % Fhi
THZ L,

R AR RE R | BB RRERE E L N T RIS REREEN S b Z E 3B 5 D
T ARFNO P 5-BathRT R OB 53 i3 @ I N wskhe s (TSH, s
T3, #E#fE T4, ACTH, M =5 —VEOflE) 23252 &,

AR OEHIZ XV | BEORPESINTER T 5 &5 2 S Dk~ 7 B e
DHLONDLZERDHDH, BFEPBDOLNTLEITIE, BERLEFELIL U
B 22 RNk & kR 2 RO [ Al & s U CE bl 2 BB B R Wr A ATV B DSk
FOSIZ X B EWER N EDN 2568121E, AFIOWRIE ST IR, K OFIE RE R
NECHOBRGEEZBET L2 L, 2B, BIFKERVE S OREICTLYEIFE
FOUEEDNRD AR WGAITIE, BB BB RV LIS O g il oo
HLEET D,

G T, M5B ARGE L COLRIERANEET D Z R 5720,
ARENOEG#THIZHEWEH ORBUASIEET D,

1 BUBEIRIB N B D bodu, FERFMES 8TV R—Y RAZEDLZ ERHHDOT, O
B, D, NEMEOERORBBCMBEED LA H0EET 52 L, 1 BER
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WM DLNTSGEICITE G 2RI L, A >R Y CRFI OB OY) 72 AL %
152 &,
® OAK B Cl3fe 5Bt S 36 #F T, IMpowerl50 5%, IMpowerl32 FER & OY
IMpower130 FXER T3 5-BR 4R © 48 1 £ TiE 6 BRI, ZHLIEIXWFhoR
Bt 9 BRI CARMED Rl 21T > TW= 2 & 2B E (0, AFIER G FIXERIC
B RE COHROMEREITH Z &,
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HEFERHEETA N1~

7TV X~T7 (BT Z)

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

SRTES H (FFfn 249 AHET)
JEAE F




SR/

AN e

X LI

ARHN DR, 1ERET
i PR RS
Hig%lc oW T
SN B ALY ey

BEICER L CTHRET & HIH

P2
P4
P5
P7
P9
P10



1. IXUHI

IS DOF N - BEVEOHER DT DIZIT, BT SCEFITE SV o B A A RO
BND, 6T, IEOREREFOMESRIZ L0 | FUKEIRS 72 & ORI 72 3 1E A%
FPEIMMPERINDH T, 2O OERNZ BICHLERBF RIS 5 2 & BB O
FRRE L 2o TR Y BRFEMBOE & O AT EE 2016 O 28 4= 6 A 2 H M#ERE)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L L ShTnd,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRSL & B DI
RHZENDD, DD, HMEROLZEMEICET A IERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t & D 2 & A hE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

L7 oT, BRHA T4 Tl BARBEESCZINE TR LTV D EFEIREN -
BRI EED & | DUT O RIS O it 70 8 2 HEE S 2 8L b MBI 8k B 2
F RO EFREEZ T,

I, ARHA BT A 3 MAZATBAE NEIE L ERESH O, /IS EEEARAE
BRI 7o, — A EENE N A ARRIRNBHE S FEdR s FTEEE A B AR P2 &k O
—MRFEETEN B AR ZR 2 D106 EERL LTz,

KGr L I D EIES Ty MY U ATEERE 1200mg (— %4 - T T V) X~ T (Es
TR %))

RG L BRDRREITNE - R NI i

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

LUl TR SRR AP T SR

(%)

HNRT T F o ORFE T E,. LR OHE

A ES S AN ) b

FER OV - 8%, RAZIZI VR TZF L LT 1 B 1A 300~400 mg/m? (A%
mfE) G L, el b 4 EMRES S, k1 7—ré L, &
G203, ek, &b, i, FA ERIZ L0 EEHEET 5,

T MARY FORREUIZN R, HIER &
BIRE SR« i/ N g



FELOHE : = hARY FELT, 1 HE 60~100 mg/m?> (KFEME) % 5 H R
WEHEL, 3HEMERETS, Zhz 1 7—nE L, 52V IET,
7ed, BHBEITHEA, ERICI D EEHERT 5,

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



2. AHRN DR, 1EREF

T b 7L 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%& 77U 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 (LLF., [PD-
1] £Wwo,) KUCD8O (B7-1) &ifie L, SEISEZAICHIET BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73#iA XA
THY . PD-L1 & PD-1 &4 L7ofRB&IE. MM A PURRF A0 72 T M & O BB E
ZEHET 2 FO—2 L L TEZ LTS,

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

ZIDDHIEN G | AANTHENERES T 28 72 R InEKIC 2 0155 6 O & WIRF S i,
/R B A ke & U T ERRRRBR 2 950 U, AME, 22t OB DR S
72

ARFNOVERIBEFFZ IS 3@ ORI IS L DRIEMFE R & 6 b, BT
(CEDFREMED B Do ARIDOERE TR ORERITIT, BEOBIEZ 21T, RE
RO SN E IR, R L2 F RIS U MR sk & 1R 2 R DR &ddk L C
)22 EER W ATV B DS RUGIC X D EIEM gD 255101, B BB R
IV CRIOREEDFEYLILEZTT O BERDH D,



3. ERPRARE
THE AR N e fifieg O AGREFIC Bl &2 1T o 72 E 72 B R RBR O g 2 7~ d,

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

(L F R IEIRE 0D 70\ HE AR N IS B 1403 5] (AR N 42 BlaETe) ZXt3Ic, K
# 1,200mg, WIVARTTF RO MR ROGEAEE (REIRE, 201 B) OFREKL
WEEME T T 'R, VR T T F o KO bRy ROBA&RE (777 2R, 202 )

&g 5 T /MAHRRER A FEhi L 7272,

HRRHT OFE R, 2EEEMICIN T, BFIHETT 7 2 AR & ik U C 325 HEE
THDH>EAEFHM (LT, T0S) &v),) OFBERIEENGED HiL (ONF— K [95%
{EHEX#] :0.701 [0.541,0.909], P=0.0069 [ &5 log-rank & & ], A EAKAER ] 0.0193) |
WA [95%EHE X ] IIAKIRE T 12.3 [10.8,15.9] W A, 7 Z & HREET 103 [9.3,11.3]

HATH-7- (K1),

*1 R o> FLHEI Veterans Administration Lung Study Group (VALG) staging system for SCLC (2 -5\
THIkr STz, £, REA/NRIZMEEE IS DAREH L B #RE (CRT) ZlEfT L. 23>
BT O, BURHRREIE XX CRT 706 6 4 A UL ERGE U 7% IR B NI ATE & 220 S

NizEE LHAEAN SN,

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

T RARUK

100 mg/m? &% 7 L0 1, 2, 3 H BIC 3 AARMET 4 V1 7 V5%, A% 1200mg (UL

ZER) & 3WMEERETRE L,

1.0 "c.._,,_,__

09
08 M,
07 h
06+ b e

05- Wil ™

044 e Tn

£ EF2NE

03 Wiy -

027 aimimis ForiE e
0] ==== FFEIE
v FTEYY

..........

0.0+
T T T T T T T

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

FEIFE 201 182 159 121 74 33 5 1
TSR 202 186 160 114 59 21 3 2

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




(24 14]

O ERELRES /RS (IMpowerl33 #5R)

AEFRITAAIRED 198/198 il (100.0%) . 77 B ARKED 189/196 il (96.4%) 1Z7E
D HAL, 1RERIE L DRV EE TERWEFEFRITIAHFIEE 188/198 5] (94.9%)
7T B ARE 181/196 B (92.3%) TR BTz, FBLERD 5%LL EOARH] & O KRR
DBETERVHEFRIIR1OLEBY ThoT,

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

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

7RI, AFIBETI WD CTHREMERMZEE 3 61 (1.5%). FFHReRE 5 61 (2.5%). K%k -
HEOTHI6 61 (3.0%). BER 161 (0.5%). FUIRIEREREE 26 B (13.1%). FRELFEE
(X7 v « NU—JEEREEEZETe) 9] (4.5%). infusionreaction 11 51 (5.6%). h¥< +
BEACARARIE 1 61 (0.5%) . BHRERE (RMEMEMEERE) 361 (1.5%)., BEEDK
JEREE 6 B (3.0%) M OFHERED « FEEVELF THERIBUE 24 B (12.1%) 2338 Hi
Too Fio, | BUBERIS, RIBHERERE S, TN ERHEREREE . SEM I AE, AR - Bl
DA, IR I R OV M L/ N PR SR B 13788 D 7e o 72, ARITER3E B
WROLEBhEES (RRRAEER T 2 50) 230EHERE =T,



4. HEFRIZDOUVWT

AFN OG- 72 BEEZZW - FEE L, AFOFEGIC L EEZREWERZR%EL LT
BRIZIGNT 5 Z EmMpER72H  LLFOO~@D XTI hisk iz W THEHAT S
RETH 5,

O MEFITOWVT

O-1 TiEd (1) ~ (5) ODWTNNITEYT DM THDHZ &,

(1) EAFHEREDFEE T 205 A2 BRI RPE S G BT R A 2R EEHL R L
HUIEAS A RS BRI . Htk)s A 2Rl 7 &)

(2) HrErEREIRPE

(3) HBENFIRAFFEE T 203 AP (D AR REEEIE ERPE. 25 AR
W wEE. S AR HEE R &)

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

(5) PUEMEMER AL & EAINE O fas EEIZAR DR 21T > TV D Jiiax

O-2  fififeg DAL K OBIE R FE B O RIS 53 72 50k & RBR & RO ERT (FRO
WFNZREE T D ERN) 23, HE2REEORANCET HIEROEEE L L TREI N
TnnZ L,

*

AN ETEUS% 2 FFOWIANHE 2 & T L7221 5 LA EO R AIBRE DS RIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NG DAHE %
{THoT WA &,

RIS FFEUGR 2 FEOMNHE ZE T L72RIC 4 FULORKRRERZA L T\ D
Z&o 9B 3AELLRIZ. MO ATEYNRE 2 G TR S O BRIRAHE 21T -
a2,

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OB D, A2 - 2
IR OB B ONERSE IR D I et AHFFRVFEE LG EOWmE
. FRESNITATONDIEHINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 23R A L 72 BRI, 24 RERTRSHRIR OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIMEF O S HINC 2432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

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

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERZR S, FFHEREREE . KM% - EHEO TR, BER. 1 BUERE. Ny
WiEE (FURIRPERERE S . RIEHRRERE . TRAWERE) . mRkES (7 v
—IEERE 2 ) . BAERLHE S 0E, iM% - BEMRZE . infusion reaction, 2% « AHAL T AbARIE |
B (RAME BB RE) . BEEOREREE, LHK, MERBRIEGEE, i
PRI, SR M MRIBA PSR EER . AL FIRIEDFRRE O ik z: e (G ek FEWE
AFHRERISAME) . AL FREDF IR ORYMIES) (Txt LT, Makhiiax ST B E AR O
MM A AT D ER & U (BEHOZK-OXSICE L CTHRER SRR A Z T 6 s
FHEZHDZ L), EHITHUIRLENTE DIEHNESTNWDHZ &,

« N

\



5. REXMRLLRDBE

(A2 BT 2 deE]

O AR D 72 EA NIRRT 2B O TARAL, AR T T F o RO R R
v REDPFREEOEIERRER TV S,

@  FREIZEEY T 5 BTk 2 ARB| OG- J O FH T 1EIZDOW Tk, AR OF 0N
ESL SN TE LT, AAIOBRGRF L7720,
o DO TAHBNDOEZNMEN R S TWRWOHUEMIESE R & OOFH#% 5

(2t BE4 2 5]

O TRICEZY T DEEIZOVWTIIAFIOTRGNEZD L SN TNWD Z b, 54217
DI L,
o KA LSBUE DB ED & 2 B3

@ RFEATOFHIIZIB VT TFRRICEE S T 2 BEIZ OV T, AHlOREITHER S e

DS, MOIRFEIIE D R WIGEICRY | HREICAHZFENTL 2L 2ZETE 5,

o HEMERREDOSIUITOBED H 5 B

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

o HOREREDOH L EE UTBMERE L IXFEFMED B iz kB OB RO
o¥aysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

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

1 PIARROICI LR TNIRIBR S D23, AMTATRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R,

2 | BATAHECER OO O LTS CAREEAMERETE L, ABO S0%LER~ Y ATl ST,

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

4 LTV, BOOHFOMRY OZ L3 TERY, BRIy RT3,




6. HEICERL THETNEFH

O WMISCEFITA ., SERTEEE DRI 5 EBEFITEED & AR DRk K OV
M OTDIZ LB R EWME B L TS 2 &,

@ RERLRIZENL D BE XXZ OFIRICHIER a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AROEEIZHT--> L, BEE
W (PR IR, ngmik, FEEVE) OfERE R ORI X fifd 0 FEhas, Blgs 5
IZATH 2 &, i, BEIS U THRE CT, i~ —7—S0OREZEiT 5
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 72D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHET %1331 Z A &
ET 5%, BEOREEZ /0285375 2 &, 70F5. infusionreaction % F8EL L
AT, 2 TOMBEROIERNERICHET L E TEEE H0BET5 2
L

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

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db Z e HH D
T, ARANOF G- BRAART R OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M =5 — VR OflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA e
DHLDONDZ EnbD, BRENBDOLNLHEICIE, BELEERIIS U
BLFR 72 05k & 1R BR & RO R Rl & 8 U Clg Ul 22 BRI W 21 T\ IR ik
BOGIZ X2 EWER DB b 2358121, AFIOWRIESUTH 1L, R OEIE RE R
NECHOBRGEELBET D L, 7B, BIBERERLVE L OREIZLYEIE
M OUEDTRD HAIVRNGAE T, BB BB R VE LIS o g il o
HLEET D,

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

1 BUBEIRIG A & o, BERFES TV R—V RZELZERHDHDOT, O
B, O, WEMEEOTIRORBBCMFEMED LA HAEET D2 L, 1 BER
WO N T HEIZT G EZ I L, A >R Y RFI O B2 oY) 722 L %
152 &,
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@ IMpower133 #ER TII#& G-BAA7> & 48 1 £ TIE 6 MMM, CA LAREIE 9 3 il i b
THIMEDOFE Z1T > TW e Z L 2BEIT, AAFRGPITEHIC &L TR
DB ZATH Z &,
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EafEAHEET A RS54 v

FFEI) XeT GRIETFHEERZ)

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

SRTEL 1A (G249 AHETD)
JEAE F




SR/

AN e

X LI

ARHN DR, 1ERET
i PR RS
Hig%lc oW T
SN B ALY ey

BEICER L CTHRET & HIH

P2
P3
P4
P7
P9
P10



1. IXUHI

IS DOF N - BEVEOHER DT DIZIT, BT SCEFITE SV o B A A RO
BND, 6T, IEOREREFOMESRIZ L0 | FUKEIRS 72 & ORI 72 3 1E A%
FPEIMMPERINDH T, 2O OERNZ BICHLERBF RIS 5 2 & BB O
FRRE L 2o TR Y BRFEMBOE & O AT EE 2016 O 28 4= 6 A 2 H M#ERE)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L L ShTnd,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRSL & B DI
RHZENDD, DD, HMEROLZEMEICET A IERNH0ERET 5 £ TORM,
WMHEERGLOBEEEZIT D ERPRF SN BEIRH UTHERT L & L b, BIE
RMFEBL L 7B B3t & D 2 & A hE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

L7 oT, BRHA T4 Tl BARBEESCZINE TR LTV D EFEIREN -
BRI EED & | DUT O RIS O it 70 8 2 HEE S 2 8L b MBI 8k B 2
F RO EFREEZ T,

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

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

FHHEZ))
SR LR DRENIIZE « PD-L1 D RV /KA D HER2 Fatt o FIFARE XL
R R

WHELRAMERORE : X7 U2 %R )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) X~=7 (BEE 7R Z) & LT1[H840mg %
60 432 F T 2 FARIHIGE CREFHET 2. i, FIERGOEEE
PERBIFCHIUE, 2 [\ B LD 58 RE 30 4y £ CEfET
ERAR
B Ik T ¥ H MRS
(%)
X7V ZXEN (TAT I RET) OB IR, HIEROHE
ZhRe SAFZh R« F
FIEROHE : 77V VA~ 7 (BiaE#fz) Lotz T, @E, A S
7V Z%ELE LT, 1 H1E100mgm? (KRERERE) % 30 2500 TE
WEHEL, 272 &b 6 HHARIE ST 2, A | [ 5-% 3 Ak L, 4
HEIIAE ST, chad 1l a—RE LT, HEEBEVIRT, v, BF
OIRABIZ LV T ERET 5,

2



2. AHN DR, VERBF

T b 7 AL 4Omg (R4 7TV ) A~ T (B ). DT TR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%& 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FAHETH D,

CD274 (PD-L1) (&, EEANICE O THIFIZRAMECEIR L T 0| EE LY
VNER (T MEfE, BRI L T =2 7 40% 7 —T #Mild) 2B T 5 CD279 (LLF, PD-
1] £ 9,) KU CD80 (B7-1) &ifiic L. SEICEZAICHIET L EEZ TS

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

AN, PD-L1 OMfEsEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
F 0 BAGURR A7 T MR OIS I 2 08 U RO 2 36l 2 &5 %
LTV 5D,

I OMEN D | RANTEEMEREE AT 2 B RIaRIRIC 2 V152 b O & IR S i,
BB xR & LKA T L, Ao, etk BB R S 7,

ARFNDVE P BB DGRERIRIC L D RIEREDR S bbi, BHEXIIELT
(CED AR B D, AFIDOBEG-h R ORERIZIT, BEFOBRE 71270 BEN
R BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R D ERD &g L T
WY BERRE W 2 ATV B OSRE RIS X D RITER 2 5D 2 5 a 12id. B RE AR
IV CHIDBGE O Y RLEZAT O MERDH D,



3. ERIRAAE

RVECZEER (LU, THRY &9 ,) BEMEro e b R BnssiER 220K 2 (LLF,
THER2) &9 .) BEMEDOFITARE ST FFFE TR O AR RN 21T - 72 F 722 BRI R
DRAR % T,

[H2hhE]

O EREILEZ A FER (IMpassion130 #R5k)

HRf% « FRREFLIE IS 33 2 2 PEORIRIEE D 720y HR 2P0 HER2 B2 O FHli R i8

AT B 902 Bl (HARN 65 il & &mte) ZxtBIT, KK 840mg kU 27 ) &Z %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OfF#EE ORAIGHARE 451
) OFINER Wtk E 77 AR K nab-PTX O 5 (nab-PTX B, 451 f5]) &
bl 25 I AHRRER 2 Fhe L 72", R b Sz ED 5 B 369 5l (HAAN 25 4
ZEte, AFIGHARE 185 #, nab-PTX Bf 184 i) 7% PD-L1 [BPERFHEM™ & &z,

T oA MESNIZEED 9 B, PD-L1 Bt EE LRI T, AFIDFHEE T nab-PTX

BE & Ml U CEEFHMIEE O — > Th 2 WA OF B RIEE O bt (N
— NI [95% (54X [H]] @ 0.62 [0.49,0.78], P<0.0001 [J&%5! log-rank f7E ], A EAKAER
1 0.005) . HIfE [95% (MK 1IAKIDFHEET 7.46 [6.70,9.23] 77 A, nab-PTX

T4.96 [3.81,555] WA TH-7= QOUSFEA4H1THT =Xy bA7, K1),

14 &2 1A 27 0E LT E 1L KOS HRICARKIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100
mg/m? %5 1, 8 XV 15 H BHIZHEIRNE G LT,

*2 1 X & OptiViewPD-L1(SP142) % F T, MEEHAMR A IZI51T % PD-L1 Z 5B L 7= fEEHE 1 5%
M 5D 5EIE (I0) IZOWTIHFRIE S, IC1253 IC=1%) Th HE-A1T PD-L1 Btk & ik
iz,

1.0+

09+
0.84
0.7 4
0.6 4
054
04+
034
024 N
e Nab-PTXEE '

L I Nl 3=:F

cod * T69Y
M 1 T T T T Y T T
at risk 2 0 3 6 o 12 15 I8 21 24 27 30 33(R)
nab-PTXEf 184 127 62 44 22 11 5
AFIGREE 185 146 104 75 38 19 10

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

RQBEZRE

4



(24 14]
O [EHEEIEFESIFEERFE (IMpassion1305U5#k)

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

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

IRERIRSYEE (SOC: System Organ Class) AZIGHHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
A& DRRBRENEETERVWEFHEESL | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER OB G OREE 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1 (0.2%) 0
) RE 28 (6.2%) 2 (0.4%) 0
LI 23 (5.1%) 1 (0.2%) 0
B IBkEE 196 (43.4%) 13 (2.9%) 0
P 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
A 27 (6.0%) 1 (0.2%) 0
BB K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
SS9 51 (11.3%) 2 (0.4%) 0
O FEIE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
MR LY AR E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER e i 29 (6.4%) 11 (2.4%) 0
Por W 5 77 (17.0%) 3 (0.7%) 0
FOPR IR B REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SEYR 35 (7.7%) 1 (0.2%) 0
B LB 23 (5.1%) 0 0
M. MEREs X OWEhmbE e 76 (16.8%) 7(1.5%) 0
%K 30 (6.6%) 0 0
-0 ) 28 (6.2%) 3 (0.7%) 0
Rt L OveakfEE 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
FR AR A 78 (17.3%) 24 (5.3%) 0
ALT 40 33 (7.3%) 6 (1.3%) 0
AST #41 29 (6.4%) 7 (1.5%) 0
B R 36 K O A R R 71 (15.7%) 3 (0.7%) 0
FA i 29 (6.4%) 0 0

7ok, AFIDEHBEC U C RIETIERGZE 8 10 0] (2.4%) . FFHEAERES 47 ] (10.4%)
Wide 2 ) (0.4%) . KI%s - EAED T 9 Bl (2.0%), FIRIUERERET: 78 6] (17.3%)
RIBHRENESE 5 () (11%) . BZ6 - BEIEZE 2 (] (04%) . AHEIEE (52 - AL —fEf

5



MEZET) 34 B (7.5%). BHEDORKEEE 4 6] (0.9%). BHERES RS HEM
BREE) 241 (0.4%) . infusion reaction 7 5l (1.5%). &fFHERID « FEENE LT TP ERIBVE
43 61 (9.5%) K OVEYUIE 43 B (9.5%) 2FRD Bz, Fio, | BUIFERF, TEAKELE
PR, ESEMNEEAE, Mide. BERUTREME, (DA, WEILER L., S R s A
BRBIEER O bR o T, AEIWERBBUR DU E S (FBRAREEET 25T %
BB R AR T,



4. HEFRIZDOUVWT

AFN OG- 72 BEEZZW - FEE L, AFOFEGIC L EEZREWERZR%EL LT
BRIZIGNT 5 Z EmMpER72H  LLFOO~@D XTI hisk iz W THEHAT S
RETH 5,

O MEFITOWVT

O-1 TiEd (1) ~ (5) ODWTNNITEYT DM THDHZ &,

(1) EAFHEREDFEE T 205 A2 BRI RPE S G BT R A 2R EEHL R L
HUIEAS A RS BRI . Htk)s A 2Rl 7 &)

(2) HrErEREIRPE

(3) HBENFIRAFFEE T 203 AP (D AR REEEIE ERPE. 25 AR
W wEE. S AR HEE R &)

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

(5) PUEMEMER AL & EAINE O fas EEIZAR DR 21T > TV D Jiiax

O-2  FEOALFIRIE K ORIVE R FE B O RIS +53 72505k & #EBR & FroERT (FRO
WPNNIREE T DERM) 25, SR ORANE T 2R ORMEA L L TRES
TnnZ L,

*

AN ETEUS% 2 FFOWIANHE 2 & T L7221 5 LA EO R AIBRE DS RIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NG DAHE %
{THoT WA &,

ERSEFIGE 2 FEOMMINHE ZAE T L721RIT 5 4ELL LI O 0 VY%
B LIRS = DORIRIHE 21T > T\ D Z &y

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OB D, A2 - 2
IR OB B ONERSE IR D I et AHFFRVFEE LG EOWmE
. FRESLDITT DN L IEFINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 23R A L 72 BRI, 24 RERTRSHRIR OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIMEF O S HINC 2432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

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

@-3 BIFERDZUTLRINICE LT

BIVER (RVEMERRE, FHEREREE . K2 - HEO TR, BER. 1 BUERE. Ny
WiEE (FURIRERERE S . RIEHRREREE . TRAMERE) . mkES (F7 0 - b
—IEERE 2 ) . BAERLHE S 0E, MK - B S | infusion reaction, ¢ « AHAL T AbARIE |
EHREREE (RAMEFEMEBRE), BEEOKREREE, LHR, MERERIEGEE, i
PRI, SR M MRIBA PSR EER . AL FIRIEDFRRE O ik z: e (G ek FEWE
AFHRERIBAME) . AL FREDF R ORYMIES) (Txt LT, Makhiiax ST B E AR O
ML AT D ER & U (BEHOZK-OXSICE L THRER SR EZZ T 6 b
FETHDZ L), EHITHUIRLENTE DIEHNESTNDZ &,



5. B#Extp L s BE

(B2 B3 % 9]

O R - BRIAFITT 22 EORNRERE D72y PD-L1 BitE (EEHERIC T 5
PD-L1 Z %8 U 7= JEEHRE s M 23 (5 6 2 EIA A 1%LL ) @ HR 247> HER2
FEtE D FPITRRESUI TR ILEBF IZB WV TAA L nab-PTX & OUF G- OF 2%
DRSINTND,

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

@ TFRLICEZ YT 2 BT D AA OB K O GRSV TR ARIOAF LMD
WESLESN TR LT, AAOHREGHR LB,
o DOTHRAIOAEIEN R S I TR OFTEMEEEA] & OFF 5
o iRl - AR IR

(2t B4 2 5]

O TRICEZYT 2EEIZOVWTIIAFIOTRG N ES L SN TNWDL Z b, BE5%21T
PIRNT b,
o KA LSBUE DB D & 2 B3

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

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

o HHEMENKEDOGHUTZ OBED H 2 BH

o HaESEGRR A CRVE R 258 6 2 B K ONEBIME O KU Sl I <0 e M it 9% 55
DI IRIEVEZAL DN - B D B

o HOEREDD D EEUTIEMERE L IXFFMED B Q=B OB RO
o¥aysecy

*  ECOG Performance Status 3-4 "V 0B

() ECOG @ Performance Status (PS)

Score

0 2 M2 TEBTE 5, FATE [ U B FAERNHIRZ <ATZ 2,

1 PRI LOTEBNHIBR SHL D20, ATHRE T, BAEERIE - TOIERIIITH Z LN TE 2,
Bl - BVWFE, R

2 BATATRETHAOH OWIY O Z LT N THREENERIT TE 20, AP0 50%LL B3~y FATil 29,

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

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

O WMISCEFITA ., SERTEEE DRI 5 EBEFITEED & AR DRk K OV
M OTDIZ LB R EWME B L TS 2 &,

@ RERLRIZENL D BE XXZ OFIRICHIER a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

MEMMEERH Db D ZENH DD T, KEIOEGIZHT- > T, BRE
MR (R R, ik, FEENVGE) ORER K&K OWED X fiid O FE i, Bl s+
2175 2 &, Fo, BEIZSUTHEE CT, Mg~ —F —%50ORELET 5
Z &,

AFNOP 5L EE D infusion reaction (2 2 CTEEAMFIZ 72D TE 5 Y
fifi 24T > 72 L CRRAAG L. AFE G L OAKRFF G T RITASA 2P A 2
ET 5%, BEOWREZ/5IC8Z37 5 Z &, 7235, infusionreaction Z3EH L
AR, R TOBELOERNFERICEET S TREZ 08Bl T5 2
Eo

JFSREREE N o B oD Z &3 5 DT, AFI O 5B MbET R OB G- 1 H X
EHRNHTRERER A (AST. ALT. y-GTP. Al-P, B U L E LV ZEDOHIE) % FElfi
T5HZ &,

FUR IR RERE S | BB HREEE T R O T BAEEEENH L DNLZ N HH D
T, RANIOE5BIGHT & OG- MM IE WIS N Wi rE i ds (TSH., bR
T3, i#Hf T4, ACTH, =2/ F Y —VEORIE) 2Eiid 52 &,
AFNOEEGIZ LY | WEORIEFRINTER T 5 L& 2 BN DHER 2 R ERESIE
DHLOLNDZENHD, BRENRBOOLNTGEITIL, BELEFERIIS L
B 72 5%k & RRER 2 FF- D[R Aill & U Cl bl 2R g N2l 247V Il O
FOSIT X 2 BWER A g o 2355 121E. AFIORIE T 1L K OEIE B AR
NECHOBRGEEZBET D2 L, 2B, BIFKEARVEOREICLYEIFE
R OYGERFRD LR WIGEITIL, B BB R VE LSO sz il e n
HLEET D,

BT %, BOAR N OH I ARE L CHORIERREBLT A2 Z B350,
AFNDOBERETHRIZSEIER ORI 2B T D,

| BUBEPRIB S & & AL, BEIREMES BTV R—=Y RAZEDLZ R HHDT, 1
B, Bl MRS OFER ORBLLCMAEED LIS HaEET 5 2 &, 1 BHER
NGOG AT G EZRIE L, A v R U BB OBEE OR Y 72 ALV E %
1792 &,
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@ IMpassion130 5 TIIEG5-BRLA 5 48 T 8 EMMNG., ZruLARIX 12 #F M
@ CHMEDOFTHI AT > T\ e Z & 2 5B, AFIBRGHILEHAIZEGRE TR
ROMEREITH Z &,
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