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- HEMEEERNH DN Z EnHHDT, K
OG- Tk, BRARGER (PR REE, %
Wk, FEENEE) ORERE L OIS X SRR D I %

B2 T 0IAT) 2L, o BEIDS U TR
CT. MyF~— W —FDOMEZFEHT 5 &,

« RENOE 5L EE D infusion reaction |21 X
TRARCH 725D TE DA 1T-72 LT
Bt L. AFIE G- M OARF G TH#RITASA Z
A EPIET D%, BEOREZ 0108152
AT &, 7B, infusion reaction Z 3 H L7~
BT, B TOMBER QR ERICEE T 2 F
THREIZTIBIET L L,

- P REREE . R, S LPERE RN H B b D
T WBHBDOT, AFIOE5EREET K O 58/
HTEMBOIC TS RE A (AST, ALT, vy -GTP, Al-
P, BV VB EORIE) 35 &,

25 ~—

@FREWEHOw Y A MMZONT

- EMEMEERNH DN ENHHDT, K
HOEGITH T - Tk, BRRGER (FERIREE, %
Wk, FEEE) ORERR M O X SRR O FEHESE,
BRE+0ATH 2T L, Foo BEITS T TR
CT. MyE~— W —FDMEZFERTDHZ &,

« RENOBEIXEE D infusion reaction 24 X
TREAFRFCH 725D TE D AT 72 £ T
BRtG L. AFIEGF R OARAN G/ TRIT A Z
N A PET D5, BEOWREBEZ 0 IC 8%
IAHZ &, 7B, infusion reaction ZFH L7~
BIZiE, 2 TORE L ERDZERIZRIET 5 %
THELTIBETLZ L,

PR ENH L OND Z ENHDHD T, KA
O F5-BRAGHT & OV G-I ) o 30E WA I i e i
A (AST. ALT, v —GTP, A1-P, B U )L B L ZDHIE)
EFEMT DL,




30—

© 7 7 F A & G T itz ali Bh B 1% O FE /N
JitifE SR I 8 T D TR Ml B A & U TR 2 f
T HBEICIE, IMpower010 FBRICEBWT, 4 WA Z
EWCHIMEDFMEAZIT o WVl EEBEIL, K
A G-I EMIRNC D R OfERZI1T O Z L, 703,
AFOFGWMIZ12 VAFTETH I L,

GE )

/INHI e P e D B JEAE IHEHE T A R T A OSGET @ pT it IF kT EER)

Hr

IH

R

(FHRErIERD)

R s

(HH AR HIER)

7A=Y A RIEIGAL S IRIERZ IR B 1 SUISRIEIG LR L | 7T ~— S SRAEFHEEIR 1 ST R4 2
2HREL 2
8 — @-3 RIEH ORZWr-oxGICB LT 8= @-3 RIEH ORZEr-CxISICB LT

RIVER (FIEPEMR R, T RBRRE S - TR - mfktE
AR I8, KAGZ - EEO FHI, B, 1 BFERIA,
N IAPEE (FURIRMS RS, B REERE S, M
IRBERERESE) | MRS (X7 v - NU—JERE %
aie) | EIEMMEIAE, MK - BB,
reaction, 7% « BACHHAIARIE ., B RERERET (FRAN
BB RS | mEOREREE, O, MmER
BRAEERE, Wit M, SN s RS
BRI | AL O R O R aatE (AP ek | 5%
BELT R ERIBAMIE) | ALRRVE D FH IR D YR iE 55

infusion

RIVEH (MIEMEREE, RekESE . KIBZK - HE
ORI, e 1 RIBERA ., NS (HURIRE
REfE . FIBRERERE S T EAMERERTE) | PRtk
EH(XT - NUIEERE A T L) | BEAER ) E,
ilide - B4, infusion reaction, ik « HLRLTH
REAE . B HRERE S RAME BB RYE) | HE
DREZRERE, L, MERERIERRE, W rEE
i, SapeVEf/ INOB D PESRBESR . (LS5 0F H E
DOIMEENE (AFHPERED . FBEWVELF P ERIBE) |
{EAFIEOF R D YLIE ) (2K LT, Sekhax




(SR LT R R S B R B o R P P A
A3 DR & EE L (FIEH OZE-ex I L
THEM O EEZZTONDIRMFICHD 2 L) |
EHICHEY) R LEN TE DEHINE->TND Z
&

ST AT BB OB & A3 2 Rl & L
(BIVEH OZKOox I L THRE R O RE %%
TONDLEMHICH D L) | EHITHEE) 72 L@
T DEHNESTNDZ L,

10 ~S—

@FEREUEH DO~ R A MZDONT

- HEMEMEERNSHLNDZ EnHHDT, K
FOFEIZ DT> T, BRARIER (PN, %
Wk, FEENEE) OB OMIER X SRR D I %
B2 +m0AT7o5 2 8, Fo. LIS U THRED
CT. MyF~— W —FDMEZFEHT 5T &,

« RANOFEIXEE D infusion reaction I X
TRARFIZ DRSO TE LM HEZIT 72 LT
BHAE L. AFE G F e OARHIB GE& TZIT A Z
A EPET D%, BEOREZ 0108152
52 &, 728, infusion reaction 38l L 7=
HlTIE, 2 TOMEER OER N ERICEE T2 £
THREZ+BIET L L,

- P REREE . R, S LPEIRE R H B oD
ZEDRHDHDOT, RKFN O G-BAEHT M O 511 [
HTEMBOIC TS RE A (AST, ALT, v -GTP, Al-
P, BV NVEEORE) 2FEMTDHI L,

10 <=y

@FERBEHO~ R AL MZONT

- EMEMEERNH DN ENHHDT, K
OB GIZdH T > Tix, ERRER (PR R, 5%
Wk, FEEE) ORERR M O X SRR D FEHESE,
BEETHIATO 2 b, £ MBI UTHES
CT. MyE~— W —FDMEZEMTDHZ &,

« RENOBEIXEE D infusion reaction 24 X
TREAFRCH 723D TE AT 72 £ T
BRI L. ARFIEGH G OARAN R G TRII AL Z
N A o PET D5, BEOREEZ 5 IC 8
952 &, 728, infusion reaction Z Bl L 7=
BIZiE, 2 TORE L ERDZERIZEIET 5 %
THREZTDBET L &,

FREREREENH DA EDRHDHD T, KA
O ¥ 5B AERT K& OV G- 31 [ I 30E B9 TR e
A (AST. ALT, v —GTP, A1-P, U )L B U ZDHIE)
rEMTH L,




FLIE O FE M FHHEE T A T A o OWET &R CHT I X HEER)

E<lh [&;

B AR— (FRRERIEED) Y=Y (BHBREBHIBR)

TR— S\ SRR ISAL VA R 1 XA RIS L L | 7 _X— Ah A EE IR 1 X3S SR s b 2
2k} 2

8 _—v ©@-3 BHWEH OZWxHSIZBE LT 8 — @-3 EHWER OZWox ST LT
RIVER (PR R PR RB AR - TR - ik RIVEH (MBI, IFtsRels . KRIBJ - HIE
AR, KEGHR - EEO TRH, B, 1 AR, DT, R, 1 BRUBEIRIE . oWk (R IR
NIl (FURIRMSRE RS . B EErE S, T REFEE . BB RERERRE . T HAMERERES) | fhRthE
REERERESE) | MRIESE (X7 v« NU—EEREZ FH(FXF T NU—EEIEZ T ) | EIEA S E,
ade) | HIEATEIE, MK - #iEEAK . infusion 2% - BEfKYE, infusion reaction, fhZ% « BRAU
reaction, 7% - BACAT AIfRIE, BHERER S (JRAH RIARE . EPRREREE R MEMERXE) | HE
EEEMEBRE) | BEEORERE, LK, MmER DREFEREE . L, MEREREMERE, witEE
BRIEMGRE, WEE ., Vel Mias b SR i, S OB PSR BESR . (b TAOF F R
B AL PIRE DR R O MR e (AP ks 5% DI iREME (GF e FEEWELF R EREDIE)
BEAF TR ERIBAE) | ARFRVEDF IR O YL iE ) L RAEDF RO RYLESE) (Zx%F LT, Makhiiak
ZxF LT, YR Rk SVl [ = i B oD B 4 A ST W A B D B ME & A3 B Rl & L
BT+ HEMEEEL (BEHOZBOXIS IR L (BIEH OZWr=ox eIz L THRE R O 2%
THRER O EEZ T ONIFMHICHD L) | TONLIEMHICH D L) | EHIZHEY) e dLiE )
EHICHEY) R ALE DN TE DRENRE->TND 2 TEXHIRFINESTND &,
e

10— | @QERBWER O~ %Y A 2 MZOWT 10 <= | @QERFAEHO~ R AL MIONT

- HEMEREN DD PND Z DD DT, A

- HEMERERNH S OND ZENHLHDT, A




HlOFFIZ BT > TiE, BARER (MU R, %
Wk, EENEE) ORERE L O X BRI A D I s
BIREE+m0ATo5 2 8, Fo. BEIZS U THRES
CT, MyE~— " —SDMEZFETHZ &,

« RENOBEILEE D infusion reaction |24 X
TERARCH O RRIEDO T M H 21T -7 LT
BRtA L. KB G- H K OARFN B G T RIT A 4
YA e PET D%, BEOREL /0128142
IAHZ &, 7B, infusion reaction Z X H L7~
AliE, B2 TOBER OYERNE2IZEIET S F
THREIZTIBIET D L,

- IFREREREE . R, B{EERE RN D S oD
T ENRBHDHDT, AEIOE 5B AEET R O 1
HIZE IR P ReRR A (AST, ALT, y —GTP, Al-
P, BV EEDOHIE) 2FEmTLHI L,

FlOBGIZH T > Tk, ERRER (FEU R, 5%
Wk, EENEE) OREFE L OWIE X #iR A o S5,
BIRE+m0ATO 28, Fo. HEIZS U TR
CT, MiG~—N—FDOMELFEHT D L,

« KFNDOPEHIXEEE D infusion reaction (T X
TERARF ekt TE 5 #2772 £ET
BRiG L. ARG F R OARANE G TRIT A Z
N A RIET 5%, BEOREL /0128142
$TAHZ &, 7B, infusion reaction ZFEH L7
HITiE, 2 TORE R OER D E2ICHET 5 %
THREIZTIBETHZ &,
JFERBEENH 5N DH T ENH DD T, KA
O FG-BRAGHT K& OV G-I o 30E BRI TR e i
7 (AST, ALT, vy -GTP, Al-P, U L E U ZEDHIE)
EFEMT DI L,

FT A e oD e WA R HERE T A N Z A > DUGET AT G IH % i)

Gl IH
A=Y (FHREBIERD) L N— (HRAHBRER I BR)
8 — SRR FPRIERZ IR 1 SIS R | 8 X—Y SERAFFREE AR 1 SIS R 2
2HEF 2
9= @-3 FAHEHOZWr-C/ ISR LT 9= @-3 FEIEHOZEr-C/ IS ISE LT
AIVER (RVEVERR L FPPRRERRTE - ATk - Lt RIVEH (REVERIR R, IR, R - B




RHE I8 RIGAR « EEED TR, g, 1 BUBEIRIA,
PO IsRETE (HLIRIREERERR T | R RERRTE | T
RRRRERRTE) | RRERRTE (£ 7 v - N L—JEfRIEZ
aide) | EIEFEESE, MMAE - BEIRAR,
reaction, fhZR « BUECHALARIE, BARREREE (R
EMEMEBERSE) | BEOREESE., O, MmEK
BRAEME, iR, oM ks 2R
BEI ALSIRIEDF R O i 7t (G Fh BRI | 58
BWEAF P ERIAIE) | AL TRRIE D R O EALIESE)
(ZRF LT, Ykt i 33T B R RS oD REP ML A
AT DER &AL (BIMEHOZE-CRISICE L
THERUOXEEZ T ONLKMCHDLZ L) |
EH I Y R AL E S TE DRFI DN E->TnD 2
&

infusion

O FHI, BER ., 1 BIBERP ., NS (FUR IR
REfEE . R REREREE . T HEAMEREREE) | PRtk
(XTI v NU—EERE A S L) | A SE
Mz « #ils28 . infusion reaction, fHZk « BRALT
RIARE , EHRREREE RANE MR X%) | HE
DR fEREE . DR, MERERERERE, EEE
i, Sape Vel N D PESRBESR . (LS5 0F H RE
DOIEFENE (GF e . FBEWELF R ERBUIE) |
L REDF RO RRYLESE) (ZxF LT, Makhak
SOFAT B B D B PP A A3 5 [T & L
(BIVEH OZKOox I L CTHRE LR O RE %%
FONDIEMHICH D L) | EHHITHEY) 2L E N
TXDIRHINESTND Z L,

11—

@FEREWERO~R Y AL MZONT

- HEMEEERSG DN ENHHDT, K
HlOFHAZ BT > TiE, BERARGER (M N, %
Wk, FEENEE) ORI OIS X SRR D I %
BEETTATH 2 &, Flo. BEITR U TR
CT. MiG~—"—FDOMRELEHMT D &,

« KFNOFE5IXFEEE D infusion reaction {2z
TRARFZH 725D TE D 21772 £ T
BRtG L. AFIE G- R OARF G THRITAA

11—

@EZREWER O~ R Y A2 MZ2WT

- EMEMEER DD Z ENHLDOT, K
FOBGIZH > T, BRRER (R, %
Wk, FENE) ORER KL ORI X B A O SRS,
B2 010475 2 &, Fio, BEIDL U TR
CT. MiE~— W —%50ME4EmET D &,

« RENOBEIXEE D infusion reaction 24 X
TRARI St o T 2 ¥EE2IT->7- £ T
BAA L. AFE G R OKFIE G T %I #




YA ERIET D%, BEOREE + 01815
T AHZ &, 2B, infusion reaction Z3EL L 7=
HITIE, B TOMEE R OER D ERICEE T 2 F
TEREZTOBIET L L,

- IFRgRERE S, R, B{EERE RN S S oD
ZENHAHDT, AKFIOFEGBHAERT K OPE 511
I IE IR RER A (AST, ALT, y —GTP, Al-
P, BV AEEORIE) 2FEMTHI L,

YA EBRET D%, BEDIREE 72 BIE
$TAHZ &, 7B, infusion reaction ZFH L7~
BT, B TOMEE R ER D TRICEE T 2 F
TEREZTBIET 5T &,
JFERBREENH LoD B LD T, KA
O F5-BRAEAT & OV G- H1 ) 308 WA I TR e
A (AST. ALT. vy —GTP, A1-P, U LB L EEDHIE)
EFERTDH L,




EFERHEETA N T4
TTFY IV RA<T (BinTH#LX)
(BR7E4 : 72> b Y 7 S 1200 mg)
~ FE /N B it R ~

ER 3 04 A (445 AHKET)
BT B




SR/

AN e

X LI

ARFN O, 1ERBET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH

P2
P4
P5
P24
P26
P29



1. XU

PSR DF NN « ZZRMEDFEMRE O T2 D121, IRASCEZIC ISV 238 E 2 23R
bND, 5T, IEOREHEMOMEHIC LV | FUKEIN 72 & OHHE 72 81 MR R
FPEZRBDARIND T T, 2 b OERMNZ EICHNEREBFITRMLT 5 2 L BBEO
PR & 72 o TR Y RIFMBGE S & YR O FARTTEE 2016 CEAL 28 4F 6 A 2 H MR E)
IZBWTYH, EHNERNEOHHORE(LHEZXS Z L L ShTnd,

BORERRE PRI, MEERASRZ 2T 1 7 7 A VDSBEF DESRS & B 5 i
B BB D, 2O AL OREMICET A ERS+0ERT 2 £ TOM,
MHEIMOREZMLSZIT 5 2 EnHIFF SN BF I LTHERT 5 & & bic, BIfE
FMFEBL L 7B LB 23t & & D 2 & A hE /e — 8 O B i 7= 3 S BE ¢
THZENEETHD,

L7ei3o T, RAA KT A4 Tk, BARBEES I E TR LR TW D EFEIREN -
BRI EED & | DUT ORI O Fei 70 8 2 HEE T 2 8L b B e 8k B %
F RO EFREEZ T,

B ARTA BT A %, MAATEIE NERE N EREIR O, AEETEAN B A
BRI o, — A EENE N A ARBRIRNBHE S e FTEENE A B AR 22 &k O
—MRFEETEN B AR ZR 2D/ 0 b LR LTz,

G Ll HEEM TR MY Y ATEEE 1200mg (—4 T TV U AT (EiE
THAHLZ))

KR ERDHREINE - GIBRARREZHELT « FFFE DIE/ Nl e
PD-L1 B5tDIE/ NIRRT D Ifr i i B iE

WEERDHERORE AL FFIERIBE O R R 2 bk < GIBRARBE 72 84T - R38O I/
e A
L OFEEMEIEE A & OfFHICRBW T, B, BRAIIEXT 7Y U X
~7 (BEfE 7/ Z) & LT11[E 1200 mg % 60 47 7>7F T 3 #H[H
FRR CRIEFET 2, 236, MIEIERG OXEMEN BIF CThHIT,
2 [6] H LARE O $ H-HEIE 30 2y &% TR CTE D,

{LFFIERIGE D PD-L1 Bt O UIBRRRE/HEST « TR DIE/ N
e it e

W, RN T T ) X~7 (EaFlkz) LT 1 E
1200 mg % 60 77 72>F T 3 WEMHMIR TR EHET 2, 723, FIE
BHORAREN B THIVE, 2 8B LIEOFK 5K IE 30 43
FCHEAMTE 5,




EERERE IR O UIBRARE 2R HEAT « FRIE O I/ I it

WH . AT TV AT (B i) L LT 1 E
1200 mg % 60 53 H>F T 3 B TREEFHEST 5, s, YA
B G- OEBVENRAFTHAUL, 2 BIA LD SRR 30 53fH]
ETHMTE %,

PD-L1 [5tEDFE/ NG (2 31T D Iir i B ik

WE, RANIET 7TV ) X~7 (Efsfz) LT 1 [
1200 mg % 60 53727 T 3 WREFRE CAMEHET 5, &5HIMIX
12 7 AMETET S, b, HEIERGOIEMEN BRI THIIL,
2 [A] H LA D $ 5-HEIE 30 2y &% TR CE D,

ByE foge % A PO




2. AERN DR, 1EREF

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

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 417- programmed cell death ligand 1
(LLF, TPD-L1] W95 ,) iZxtd25%%&E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FAHETH D,

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

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fx DfE
EAIEIZ B L T\b 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 %
ZEGET DT O—2 L LTHEZ LN TV D,

AN, PD-L1 OMIfEsEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
0 DAFURFEERR 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 i
e,

AFNOVEFAEFF D < BEOREOSIZ L DRIEHENH b bh, EEX iiﬁt
(=D AR ﬁbw‘bé ARFA 0)&5@&0&5?& T, BEOBEZ 5TV, REN

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



3. ERPRARE
YIBRARRE 72 HEST - TR OFE/ NS & O PD-L1 Bt o8/ Nl it 2 381 ) B il te
TR D AGRIR 5l 21T - 72 T 72 B R BR O lig 2 3,

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

77 FF 8 o B AL ERIERE O B D IR AR IR AT - FRIE O I/ NHE R it B
1,225 f5i] CARAIRE 613 5], N2 F2/AEE 612 ) 2 %512, KKl & R4 F%&/1 (DOC)
DA ZINER V22 bl 9~ 5 S IAHFER & 920 L 7=, AR 1,200 mg/body X% K& %
XL 75 mgm? & 3 AR (LA, TQ3W]) &) ,) THRIEFHEL,

KOS T o H Db ENT= 850 Bl (AAN 64 Bl Ete) OEBRFEMICBWT, AH
BEC REZ RV E i U TSR (BLT, T0S) W9 ,) OFERIERDGRD
St (N — R [95%FHEX M ] : 0.73 [0.62,0.87], P=0.0003 [J&5] log-rank 7€) .
PO [95%E#E XM ] 1IAKIRET 13.8 [11.8,15.7] A, FEXZXFEARETI.6 [8.6,
11.2] A TH-7= (¥1),

*: BRI Ak (BUF, TEGFR] 29, ) BT RBMUIRMEY v 3 MEFF—F (L
T, TALK) 29, ) BAEETFBEOBE T, 77 FF A E SRR, Zhe
FUEGFR FLEVEM U ALK PR 24 3 2 HUBMEIEEIC X 2 IR b 2 B A AR S
i,

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



QIE BEIL[F 2 M1 AHFER (IMpowerl 50 #XR)

(LFRERE D 72N R A BB % B < BIBRASRE 72 864 T - TR 8 D FF/ K RE it AR 1,202
Bl (AARN 93 FlEETe) ZX5UT, KA 1,200mg & MOFUEEMIEREA (DALRT T F
VAR EEXEL [ARE, 402 61] XUIANKRTTF o+ 7 ) XL+~ X
~7 (B z) [BHEE. 400 61]) & OfFAEGOF MR Vet E, JFH kT
FBIE (WK T FTF o +37 U XX+ X< 7 (EBIn T-#H %) [C #E.400 41])
& Hel g o S AR & Fhi U 7272, TR RIMET OFE R . EGFR BinFAREBGME T ALK
A I FED EE (157 B) ZER< 1,045 61 (BARN 67 flZEte) o ITT-WT £
[ZFRWT, AHFIGFHEE (B HE 359 f51) TXEFREE (CHE337 1) & el U CFEEHmHE B
Th D 0S DHBERILENED HAL (O — R [95%(E#E XM ] 2 0.780 [0.636,0.956]
P=0.0164, A E/KUEMH 0.0184 [JE5I log-rank #E]) . FIAE [95%ZHE XM 1TAFA
OFF#E B #£C 19.2 [17.0,23.8] 7 A, *FH#E C #£ T 14.7 [13.3,16.9] W A TH -7 (2018
1A ABT—20y A7, [M2), 723, KADHHEE (A B 349 #]) 2O\ T,
STHERE (CHE337 1)) 12695 0S DA B RIER TR b7,

*] : EGFR AR RIGME T ALK B &85O RE TIX, £ 24 EGFR BLEMEH T ALK
BRAEVER %453 2 HUBMEIRIS AN & 25 IR & 5 BB DA AL BT,

*2 0 AN 1,200 mg, HARTTF L AUC 6, 237 U HF+E/L 200 mg/m?, <NV RYT (AR
Z) 15mg/kg & Q3W T4 Xt 6 = — R 5% A4 1,200 mg KONV X< 7 (BIEFHHLR)
15 mg/kg 2% Q3W THH &7z,

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



Fo, BARANBEEMCEKIT D ITT-WT £H D 0S OFHAE [95%(SFEXE ] 13454
OFFIEE B BEC 19.8 [14.1,24.2] W A, XHREE C BECHEEARHE [13.2, HEEARHE] I H.
Y — Kb [95%(EdE XM : 1.311 [0.498,3.446] Tho7- (X 3),

1.0
0.9
0.8
0.7
@‘ 0.6
i 051
M 049 5 eoxey
034 C:ALKRIZFY
AV DEE S 97
0.2
BCP
0.1 Tt FTVURIT +BOP
gL
0.0- T *lTEJ]) T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30A
AK|+BCPE 32 29 28 24 22 19 13 8 5
BCP# 14 14 14 13 11 7 6 5 4 1

3 BAANBELFICEKIT S 0S O Kaplan-Meier Hif (IMpowerl150 3B%) (ITT-WT £H)



OIEBRIL[F 2 T AHFER (IMpowerl32 ##R)

{EZFRRIERE D72\ R B 2 BR < EGFR &7 AREN, ALK fiéEE FErto
UIBRARE 72 ES T « P OB/ INAafitipE BE 578 1 (AARAN 101 Bz &Te) ZX&ic, K
#1,200mg, 77 FFE| (DNVKRTZF IV AT TF ) KORA FLFk& R
NU T LKF (LR, TRA RLXE R W) OFFHEE [RAIGHHEE 292 6]
T OFIER NREMEE, TTF TR (DVRTTFUNIFVATTT ) RO A
MUt ROOERE G [efEEE, 286 Bil] 2 & bl 3 2 S IAEERER & 5k U 7=, AAIDF
FHREToef IHE & bl U CEERHMIE H O—2> Th o A AR (LU, TPFS) & W
7.) DHEBRIEENRD IV (AP — R [95%EFEXH] 0.596 [0.494, 0.719], P <
0.0001 [&5]] log-rank HE ], A E/KUERH 0.0040) . HIfE [95%FHEXM ] 1TAHIOF
BT 7.6 [6.6,85] WA, *BEETS2 [43,56] WATH-7= 01845 H 22T
— & By AT, K4),

*1 0 A 1,200mg, HAVRTTF 2 AUC6 XUZy A7 T F > T5mgm?, XA k¥t F 500 mg/m? %
Q3W (Fra—=2m 1 HAIHE) T4 XL 6 a—2%E5%, A 1,200 mg LA FLFE R
500 mg/m? 23 Q3W THH- s,

¥ WIVRTTF 2 AUC 6 UEIV AT T F 2 75 mgm?, A b L% K 500 mg/m? % Q3W (F 22—
2D 1 HBIZEE) T4 T 6 a—ARHEH, _A MLFE R 500mg/m? A Q3W THRE I,

X 4 PFS @ Kaplan-Meier #i# (IMpower132 35%) (ITT £H)



@A/ T FEEER  (IMpower130 #5R)
EFFERE D72\ i RO 2 B < BIBRNREZR AT - FR78 DI/ MR fitips o 724
B &8, KN 1,200 mg, DVRTTFURONT Y ZxR (TAT I U EER)
(LLF. Tnab-PTX] & 95,) OO [RAIGHHRE, 484 6] " DA 2k K O 4%
. ANKRTTF KN nab-PTX OOFHES [eHREE, 240 1] "2 & bk 9 2 S AR
Bk A 92k U 7o, HIRMRAT OFE S, EGFR BAR T- 28 BIG I XX ALK BhvE 815 1o B3
ZBRr< 679 Bl ITT-WT EHICIW T, AAIGHIRE (451 1) TxilfE (228 #1) &l
L CEEHEE O—>Th D 0S DHRERILEENRBO HIL (N — R [95%(51#
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank fR7E]. HEAKERM 0.0425),
JE [95%EHEX M ] 1IAFIOFHEET 18.6 [16.0,21.2] 1 A, *FHEHET 13.9 [12.0,18.7]
HHTHoT= Q0ISHEIHISHT—¥ By b7, ¥5),
*1 0 KK 1,200mg, H/LRT T F 2 AUC 6 A Q3W T, nab-PTX 100 mg/m? 23 1 FHRIFE T, 4 XX 6
a— 2 & 5%, AHK 1,200 mg A3 Q3W &5 Sz,
¥ ANVART T F 2 AUC6 78 Q3W T, nab-PTX 100 mg/m? 78 1 MG T, 4 ¥ 6 a—AfEh s
72

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



GO EFEHL[E 2 11 FH58% (IMpowerl110 #X5#)

{LFHERED 72" PD-L1 Bt (TGS MA AL S 3= S /i 2 351 % PD-L1 8
BN 1%L F) OYIRARREZRHETT « B O IE/ Nt B 572 1 (HARN 51 fl% &
te) ZXRGUT, KA 1,200mg [AFIRE, 285 B OAIMER VLM E, 7T F A

(VAT FZFUIIHNRT TF ) LA F Lt RUZF A2 e ot i#s

Abspggyhnt, 287 fil] & bl 3 2 S MAHGER 2 5206 L 7=, WP RIfIT OFE R, EGFR 8
G ARG T ALK BEBE O BE 2R 554 Flo ITT-WT £H0 9 5
TC3/IC3-WT ££[H1" 205 5l (AAN 24 il 5Ede) (ZBWT, AFIEE (107 B1) TILF9#
ERE (98 ) & bl U CEEFHMEEE Th 2 2AFHMM O BERIEENRD Hiv (N
— FEb [95%fE X ] 0.595 [0.398,0.890]. P=0.0106 [J&%! log-rank MiE ], A EAKUE
M 0.0413) , H Il [95%(EHEX M ] 1IAAIRET 20.2 [16.5, #EARE] B H ., (LT
EREC13.1 [74,165] WATH-7= Q01849 A 10 HT—F v b4 7, K6),

*1 : EGFR AR RGME T ALK B &85O ERE TIX, £4£4 EGFR BLEMEH 3T ALK
BRAEVER %455 2 HUBMEIRIS AT & 25 IRIRIE DS & 5 BB DA AL BT,

%2 B ARE MR TS5 1T % PD-L1 & %63 L 7= SIS 5 218 (TC) UM Sz i A3
H 2EIE (IC) 122V TERIE S, TC3 (TC=50%) X% IC3 (ICZ10%) THHELGAIT
TC3/IC3 (£ & iz,

6 OS ® Kaplan-Meier #i## (IMpower110 38) (TC3/1C3-WT £H)
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@FE B I FEFHIFEFER  (IMpower0107-5%)
7T F T G iR B R AR O R E RS IBE (AL >4 cm) ~ITAH)

(UICC/AJCCHRHI B ThR) D IE/Nlba i 825 1,00561 (H ARAN17HIZ Eie) 2 X5i5:
(2 ARHI1,200 mg DA 2hith o O SRl (LR, TBSCY &9 ,) LT 5
SRS A Fhe U722, WP RIfENT OFE R, PD-L1GME (FEEMARIC 31T 2 PD-L1F 8L
(TC) N3 1%LA L) @ O XITMABERIZI T, AAIEE (248%1) TBSCHE (228%1) &
bl U CREFHIE H Ch 2 A (LR, TDFS) &\ H,) OFBERILEENR
DoV (N R [95%EHEXH] 0.659 [0.495, 0.877], P = 0.0039 [J&%/llog-ranki#
&1, A EAKMERI0.0370) . HRAE [95%EHEXM] 1IAKIFE CHhRERE [36.1, #EE
el BSCHET35.3[29.0, #EEARE] WA CTh o7z QOQUFEIH21BT—Z v b4 7
7).,

%] © 7T FFRH AT BEE R I RREO R ST S, BEORITo T,

*2 0 KK 1,200mg & Q3W Tie K 16 5 L7z,

X7 DFS®DKaplan-Meier#iff (IMpower0103R5%)
(PD-L1EBE (TC=1%) » I XIIMAIER)

11



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

OFE BRI R F AR (OAKRER) (THAAN LI BED O 6 JEEHRRIRICIS W

TPD-L1 %3881 U 7= fEIE A e M OVMEEHRE o g in s |5 o 5816 (LLF,

[PD-L1Z&H,

F) LW, KETAEROAE LN —IOBEDT — XIS E | PD-LIFBLRE
BN ERER NIRRT 2 AT o Te A INER VLB DFRERIFUU T D & BV Tho T,

HEMEIZHOUWT, PD-LIOFEBURIL DG IMEDFRERIL, Rl LB THHoTz,
72%. PD-LIOFRBURMIC L B3, AAlOLZEMT v 7 7 A VTFREETH - 72,

#F1 JEEEBRAEIZIIT 5 PD-L1 ORIIRILHI DA 5hHE
(OAK #HBr, 20165 7TATBETF—F vy bF7)

0S
PD-L1 @1 PGB Ik il [95%ClH] AP — R ZHAER D
(B H) [95%CI] p &
AH) 180 12.6 [9.6,15.2]
2D
TCO0 7> ICO DOC 199 89 [77. 11.5] 0.78 [0.61, 1.01]
AFH 241 15.7 [12.6, 18.0] 08434
TC 1/2 IC 12 : R .74 10.58, 0.
C 1/2/3 XL IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58,0.93]
AFH 290 12.7 [10.0, 15.0]
TCOon A 1C 0N DOC 284 92 [82,11.1] 0.79 1064, 096 04479
AH 129 16.3 [13.3,20.1] ‘
TC 2 IC2 ) 49,0.92
C23 XL 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 A [ J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AH 72 20.5 [17.5,NE] 0.0031
TC3 XIFIC3 ‘ - 0.43 [0.27, 0.69
X DOC 65 8.9 [5.6,11.6] . !

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

Pog, FERLEOR) 2T & L7zl Cox Al

1) TC HEEERE R 7% PD-L1 Z 38 U7 SRS 5 27 &
: BRI 31 D PD-L1 & 5881 L 7= IEgh=iM s a5 o 5 El 4
OAK AR IMpowerlSO R CHEH L7- TCO~3, 1CO~3 (X THRSM

‘3
PD-L1Z$ Lo Sy JE AL PDLLL%%%
PD-L1 DGR 238D BV TCO
X, Yefanh i)z Fé?M{»fM PD-L1IC L 2 B PE RS ARSI O 1% R ISR Hi b
TC | GettnmfeiCBIfR7e < | PD-LUC & B EMERIC SR D 1%L ES%AMIZ8 0 b1 5 TC1
%@@rga: BIER72 <, PD-L1IC £ & BatEBOS 2 BB D 5% 1-50% AR ated DAL % TC2
GeEasR I BEMR7e < PD-LUC X 251 G2 EEANE O 50% L EIZR@S b b TC3
PD-L1DFGVER S 3T 5 U720 1Co
XE, YefashEc Fé?MN@ <, PD-LUZ & % BoE St o3 BRI S0 58 Ml D 1 % AT (588D DAL D
IC “ﬁéé%ﬁrgc:%fﬁﬁ PD-L1IZ & Pk i 23 s = P S R A O 1%L 1 5% R aed 51D ICI
GetsB LI BGR 78 < | PD-LUIC & 2 Bt i 28 BB R S il D 5% L 1= 10% AR st B AL % IC2
Getass |2 BEFR 72 <. PD-LIIC X 2 Bl SOe A RS AR O 10%LL EIZERD Hivd IC3

12



FEART K OVEIEAR SRR R 2 361 D PD-L1 ORFRIABI DA NEITE 2 KO 8~9 D
ERVTHY, RFELEEORETIZ. TCO 7> ICO # (EEMHkICHIT 5 PD-L1 &
FEHL U 7 I A AR M ORI S M A 5 O 2B &AW TS 1%AT) 128V T,
R & XA e iR LTEBEOMRDORE S DVNSVMHIN D FE O HiLlz, 7eds, FAMEA

K ONPD-L1 ORBRIZL BT, ARFOLZEMET v 7 7 A VTR TH -7,

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

oS
PD-L1 @D BehaE %% HafiE [95%CI] AP — N R (1)
(B A) [95%CI] p fE
e - bR
AHA 140 14.0 [10.1, 15.9]
TCOo 22 1C0 DOC 150 11.2 [8.6,13.5] 075 [0.57,1.00] 0.8364
AHA 171 17.6 [14.2,20.4] :
TC 1/2 IC1/2 .72 [o. )
C 1/2/3 XiX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
AH 221 14.1 [11.7,16.3]
TC 0/1 5> IC 0/1 DOC S 113 [89, 13.5] 0.79 [0.62, 1.00] o
AHA 89 18.7 [15.5,NE] :
TC 2 IC2 61 [0.42,0.
C23 XL 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
AH 262 142 [12.1,16.1]
] . . .
TC 0/1/2 7> IC 0/1/2 DOC 265 119 [0, 13.9] 0.83 [0.67, 1.03] oon
AHA 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
R b R
AHA 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
COn>1ICo DOC 49 7.1 [6.0, 8.6] 082 [0.51,1.32] 07207
A 70 9.9 [7.6,15.5] ‘
TC 1/2/3 XX IC 1/2/3 DOC 60 87 [62 10.9] 0.71 [0.48,1.06]
AHA 69 7.8 [6.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
Cono1C0 DOC 72 73 [63.8.6] 076 [0.52, 1.11] 0,929
A 40 104 [7.6,17.5] ‘
TC 2/3 XX IC2/3 DOC 37 0.7 [56 17.2] 0.76 [0.45,1.29]
AHA 86 7.8 [6.9,10.6]
TC 0/1/2 7> IC 0/1/2 ’ 0.79 [0.57,1.11
DOC 91 7.5 [6.3,8.7] 057, 1.11]
A 23 17.5 [7.9,23.3] 04902
T I ’ o ) 27,12
C3XiLIC3 DOC 18 11.6 [5.6,16.5] 057 [027,1.20]

DOC : R Xt/ *: FEREHI Cox [BlF

8 RYLEEBRELEMIZEIT S 0S D Kaplan-Meier HifR (OAK RER)
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FE25tLB

9 RBYLEBBELEMICZEKIT S PD-L1 EELRHBITOD OS @ Kaplan-Meier Bi#R (OAK 3RBR)
(X : TC 1/2/3 XIX 1C 1/2/3 DBELEF, A : TC 0 52 IC 0 D BAELEM)

@E B I FH MFEFER (IMpowerl 505888%) (ZAAN SNTZEBFZED H 5, PD-LIFEIE
BT DIEWBE DN —EDERE DT —ZITHSE | PD-LIZEBLREHNIREMIC
fRHT 24T - T IE R OB 2O RIILL TO L BY Th-o T2,

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

£3 EBHEEREICRIT 3 PD-L1 OFBURIBIOFZE (0S, ITT-WT £H)
(IMpower150 &8k, 2018€1 H 2 BF—4 vy +F7)

oS
PD-L1 &1 BERE %K Hh i [95%CI] NP — R ZHIEH O
(B H) [95%CI] P fE
B & 167 17.1 [13.5,20.4
TC O 7> IC0O ﬁi [ J 0.82 [0.62, 1.08]
C R 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 XX 1C 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C B 165 16.4 [11.2,22.9] ' T
B ¥ 230 19.1 [15.8,23.8]
TC 0/1 7> IC 0/1 C it 1 143 (133, 16.4] 0.77 [0.60, 0.99] ) ssss
B i 129 22.2 [17.0,26.1] '
IC2 . ’ .82 [0.58, 1.1
TC 2/3 X% IC2/3 C Bt 116 167 [10.5,24.2) 0.82 [0.58,1.17]
B & 288 18.2 [16.1,21.0]
) . ’ ) 65, 1.02
TC 0/1/2 7> IC 0/1/2 C Bt 979 144 [13.3 16.7] 0.81 [0 ] a0
B #E 71 25.2 [18.7, NE] '
I . ) 43, 1.1
TC3 XJTIC3 C Bt 65 15.0 [9.8. NE] 0.70 [0.43,1.13]

* . JEJ@ R Cox [B])7

QEPEIFEIF AR (IMpower010 FRER) (ZHAANONTZBEOT — XTI X
PD-L1 RBEZEHNAT - T AIER O LZ2EORERIZILL T LB Y Tho7n (—HBEE
RIIRRMTRE R 2 de)
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BEHMEIZE LT, 1=STC<50%D BHFEEM TIiX, DFS 122V T TC=50%D BE4E
M & B2 DHEAARD B (F 4, X 10) . OS IOV T BSC B & Ehifle U CTARKIRE
TTEIDMEmFRD b (&S5, X 11),

728, PD-L1 OFBURHUZ L 6T KAlOZEMET v 7 7 A VITRETH -T2,

£ 4 EEAGBRIEICIIT S PD-L1 OXRBURMAID DFS (I XITMA #£H)
(IMpower010 3Bk, 20211 H 21 BT —F v bA7)

PD-L1 %8 &5 Bk qﬂ%ﬁ(ﬁ[?;/o o /E;:/;chﬂtt &%’gﬁ@
TCI% e am b mens O OABIMOT
TC=1% ;':fcu ;‘2‘2 31\,15]33 [[3269'.10’31;1\% 0.659 [0.495,0.877] *2 .

1=TC<50% ffg ﬁi ﬁj gz:g: Eg 0.868 [0.600, 1.256] ™! 00192
= 50% ;’-‘Sﬁcu HZ 55]57 [[4229'.37:?\1?] 0.432 [0.272,0.684] " '

*1 2 FEREBI Cox LI — RET/L, %2 53] (BB, &) . 7 (SQ-NSCLC, NSQ-NSCLC)
KOYEH (I, MA) ZE@EHINT & L=/@hl Cox el — KET 1

Probability of Disease-Free Survival (%)

/
N\

No.at risk Time (Months)

BSC fif
FAIE

Probability of Disease-Free Survival (%)

/
\

No.at risk Time (Months)

BSC T
AR

AFHE

BSC ¥

AHIHE

BSC %

Probability of Disease-Free Survival (%)

No.at ri:

sk

BSC #if
AFHIHE

Probability of Disease-Free Survival (%)

No.at risk
BSC #f
AFE

ARFHE

N\

BSC ¥

Time (Months)

— KA

\ BSC #¥

Time (Months)

10 PD-L1 OFEIBLRILHID DFS D Kaplan-Meier #if (IIDUIIIA $£EF. IMpower010 3X5R)
(ZER : <1%, HEE : 21%, 2T : 1ISTC<50%. £ FK : 250%)
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#5 JEEEBRBRAIZISIT S PD-L1 OFHIRHAI D 08 (I ITIMA Hi4£H)

(IMpower010 3Bk, 20211 H 21 BT —F v bA7)

PD-L1 535 BERE B A A( ;//D)% % EPH%@(‘jJ[;s;%CIJ /E;;C%I]tt fif;f’%ﬁﬁ D
o e e st
TC=1% jfcu ;gg ié 8??; EE B:IIE Eg 0.772 [0.509, 1.170] ™ .

s ot L e eay s emamt
TC=50% jfcu ﬂi 2161 ((292'_6;) EE EEE Eg 0.366 [0.181,0.742] *! '

*1 : FERERI Cox BNV — REF L, *2: R (B, &) . % (SQ-NSCLC, NSQ-NSCLC) MK OYHA#T (I,
MA) ZJERHIKT & L72EhI Cox el — KET 1

Probability of Disease-Free Survival (%)

No.at risk

No.

BSC ##
AT

Probability of Disease-Free Survival (%)

at risk
BSC #f
AR

Time (Months)

Time (Months)

Probability of Disease-Free Survival (%)

No.at risk
BSC ff
AFRE

Probability of Disease-Free Survival (%)

No.at risk
BSC it
AFEE

_— AFlRE

\ BSC ##

Time (Months)
__— FRE

BSC #¥

Time (Months)

X 11 PD-L1 OFEFIRPLAI D OS D Kaplan-Meier Hift (11 XiXIA #i5EM, IMpower010 3RER)
(FER : <1%., HEX : 21%, ETK : 1I=TC<50%. A TR : =50%)
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(24 14]
OFE BRI R AR (OAK #ER)

BEFRGUIARAIRED 573/609 1 (94.1%) . R XX EB/AFED 555/578 B (96.0%) (278
D H AL, TR & ORIEBIRI A E T & 72WVE EFEFGUIAAIRE 390/609 # (64.0%). K
& B LRE 496/578 i (85.8%) IZRRD BTz, FEBLEN 5%LL EORRERNEE T
TRVHEEFRGIIRODOLEBY ThoTo,

£ 6 FREN5%ULOEEBESFTETERVEESES (OAKRB) (ZEMMITREH)

B RIRS$E (SOC: System Organ Class) AAEI#E (609 1)
HAREE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BilE (%) Bi% (%)
NRBEARNEE TRV HEESR 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
B 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 OEE 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 O E 86 (14.1) 9(1.5) 0
RAIEER 52 (8.5) 0 0

7RE . AFIFEZ IV THEEMEMZEE 10 61 (1.6%) . ITHRERE 43§ (7.1%) . KRG -
EED TH 5B (0.8%), 1 BUHEIRIE 1641 (0.2%). FHUIRIRHEREREE 27 5] (4.4%). B
BEREREE 161 (0.2%). FEEARHEREREE 1 6] (0.2%) . MElES (F7 2 « S —JEfERE
Exate) 116 (1.8%). KK - #EES 5 1] (0.8%). infusion reaction 8 il (1.3%). %
9%« BRUHRRIE 2 1] (0.3%) . BEREREE (RAE HEMEBRE) 561 (0.8%) MOE
FEDRZJEREE 9 ] (1.5%) F8d biviz, Fiz. Wk, witEgimn, e OaE, O
2% Je QNG e PRI/ NI D PSR BEIR 1R 8 D L7203 o 7o, AREIEF S BRI B 5
(MR REMERT 2 50) 23 UEERE =T,

QEFRL R MAEERER (IMpowerl50 FXER)
AEFGIIARAIOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
(2588 B AL, TRBRIE & ORI RRRN T E T X WA EFRITIAKIOHRE B #E 370/393 4
(94.1%) . XIHHEEE C #ED 377/394 5] (95.7%) \ZiRD b7z, AAIGFHEE B BEIZHB N T
AH & DR FEUR N E T X 2WAEFEGRIL 286/393 ] (72.8%) IZ#HRH L, IR
D 5%, EOARFIE DR EBEENGE TERVWEERRIIRT LBV Tho Tz,
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K7 BEERS%ULOEAK L ORRBRATETERVEEER

(IMpower150 FUR) (Z2MMATHRER)

IRERIRSYEE (SOC: System Organ Class) B R (393 i)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) ik (%) %k (%) %% (%)
A& DRRBRPEETERVEREERS 286 (72.8) 104 (26.5) 5(1.3)
H kS 141 (35.9) 25 (6.4) 1(0.3)
TR 65 (16.5) 10 (2.5) 0
FT 53 (13.5) 8 (2.0) 0
fEE R 28 (7.1) 0 0
A 26 (6.6) 3(0.8) 0
A% 21 (5.3) 2(0.5) 0
— % - EFEER OB GEALOREE 141 (35.9) 14 (3.6) 0
57 64 (16.3) 7 (1.8) 0
1% J)9E 38 (9.7) 4 (1.0) 0
BB R KOV T A RRbE 129 (32.3) 10 (2.5) 0
SS9 50 (12.7) 5(1.3) 0
9 FENE 35(8.9) 1(0.3) 0
Jii B 20 (5.1) 0 0
&R AR A 73 (18.6) 26 (6.6) 0
ALT #40 20 (5.1) 5(1.3) 0
iR L OeskhaE 70 (17.8) 13 (3.3) 0
BARIE 41 (10.4) 6 (1.5) 0
B R KOG A LRk 69 (17.6) 6 (1.5) 0
RA 41 (10.4) 3(0.8) 0
MER LY v R REE 57 (14.5) 20 (5.1) 1(0.3)
2 ifi. 34 (8.7) 8 (2.0) 0
Por WA 5 56 (14.2) 4 (1.0) 0
PR IR RE AR T 39 (9.9) 1(0.3) 0

728 AFIGEIEE B BEIZ W TRIVE MM & 13 61 (3.3%) \ ITHERERRE 32 1 (8.1%) .
K52 « BEED T 18 5l (4.6%) . R 3 41 (0.8%) . FUIRIRHERERE T 60 151 (15.3%) .
A PERERE T 2 4] (0.5%) . T IE(RHEEERTE 3 B (0.8%), HPfEREE (£« NL—IE
RS2 o) 20 B (5.1%)  fkdc - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
e « BERUTRIE 1 61 (0.3%) . BEgRelas (R MEMERE %) 1141 (2.8%). &
FED KRGS 10 1 (2.5%) M OGEEELFHERIBAE 11 61 (2.8%) B@EO LT, £
7o VBRUBEIRIA, BIEFEEAE, (O, IR M OV M il NGB M SR B 1
RO BN 0T, KBERFBLURDUIBESRES (RAMAMERET 2 5T) 2304
B RN

AARNBEEMZI T 25 FFLIIAFIOAEE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 f5] (100%) (25D Hiv, 1RERIE & ORREBERAGE T & WA FHGIIAAIE
FARE B B 36/36 151 (100%) . > HREE C BED 24/24 151 (100%) (2780 BT, AHIOFARE
B BEICEBWTAA & OREBEBNPEE TE WA EFERIT 3536 6 (972%) IZRD L
Ao, BB 10%LL EOARF L ORREBREETERVWEEFZIIR 8 OLEBY T
HoT,
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#8 AARANBEERICBVTHEEARN 10%L LOFEF L ORRERBEFEE TERWVWEEER
(IMpower150 FUR) (Z2MMTHRER)

# BRI 5% (SOC: System Organ Class) B # (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
5K 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 KOV 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
TRk 14 (38.9) 0 0
FHEN 7 (19.4) 0 0

B IR R A 11 (30.6) 6 (16.7) 0
I P ER B 5(13.9) 5(13.9) 0
AST H47mn 4(11.1) 0 0
ALT #4/1n 4(11.1) 0 0

R L OB E 10 (27.8) 5(13.9) 0
BAHE 9 (25.0) 3 (8.3) 0

o WABE 8(22.2) 0 0
B BRAE REAX T 5(13.9) 0 0
R A B TUME S 4(11.1) 0 0

Mg LY > 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 MAEFER  (IMpower132 #-5#R)

HEFERIIAKIOHEED 286/291 ] (98.3%) . *HHREED 266/274 ] (97.1%) 1ZFRD
DAL IREREE & DR RBIRDGE T & RWA FEFRIIAAIDHEED 267/291 151 (91.8%) .
KHREED 239/274 B (87.2%) (ZiB b BTz, FHLERDS 5%LL EOAKRHF & ORIRFEED S
ETERVWAEFRIIXIDLEEY THhoTz,
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K9 REERS%ULOEAE L ORRBRITETERVEEER

(IMpower132 3R) (Z2MMTHRER)

IRERIRSYEE (SOC: System Organ Class) AFIOFFHEE (291 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) %k (%) %% (%)
A& DRRBRPEETE RV EFRS 214 (73.5) 77(26.5) 8(2.7)
— % - EFEER X O 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
ke 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
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 FEIE 15(5.2) 0 0
FR AR A 65 (22.3) 12 (4.1) 0
ALT H40 33(11.3) 3(1.0) 0
AST #1 32 (11.0) 1(0.3) 0
Rt KOs 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
P WA 21 (7.2) 2 (0.7) 0
R IR RE AR T 15(5.2) 1(0.3) 0

2B, ARFIGHHAEHC RO TRIEMME A 15 6] (5.2%). FFHEGREREE 45 1] (15.5%) .
K52 « BEED FHT 9 B (3.1%) . FEZR 161 (0.3%) . 1 BLHEIRIE 1 61 (0.3%) . HUIRAR
FEREFEE 24 151 (8.2%) . RIFEFFEREFEE 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%) . BHEREMETE (RMEFIEMER K 761 (2.4%) ., HEOKZEREE
8 5l (2.7%) . Lofid 161 (0.3%) . 4FHHERED - FEEWVELF HERBAME 24 61 (8.2%) K&
OUEYUE 32 ] (11.0%) 2358 bivlz, F7=., EEMEE, ik - BTRRE. &
M 1 M OV VE i MR PSR BER 1338 6O DAL Dy o 7o o ARENE R FEBLIR I3 B
=4 (RKAMEERTZE5T) 2B 0EERETRT,

@O/ IAHRER  (IMpower130 #UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 5] (99.1%) 1Z78
BV IREREE & DRIRBIRNGIE T & 2RV FHRERIIAFIGFHIRED 455/473 451 (96.2%) |
KTHEHED 215/232 451 (92.7%) T3 BTz, FEBLFD 5%LL LA & DK REFRD A
ETERWAEERFZIIRI0DLEBY ThoTo,
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#10 FHBFEP 5% LOFE E ORREEBIEETERWVWAEER
(IMpower130 3RER) (REMMITRRER)
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 (%)
A& DRRBRPEETE RV EFRS 354 (74.8) 151 (31.9) 6(1.3)
H kS 191 (40.4) 35 (7.4) 0
TR 108 (22.8) 16 (3.4) 0
[ 80 (16.9) 9(1.9) 0
& i 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
— i - EHEER L OG0 REE 191 (40.4) 25(53) 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
FRG¥ KOV PRk bE S 123 (26.0) 4 (0.8) 0
SS9 37 (7.8) 2(0.4) 0
Z 5 FEIE 33(7.0) 1(0.2) 0
JHEE 30 (6.3) 0 0
R K ORERE 93 (19.7) 19 (4.0) 0
BARIE 55 (11.6) 4(0.8) 0
K~ 7 x>0 AUE 24 (5.1) 3 (0.6) 0
B R AR A 100 (21.1) 37 (7.8) 0
I R 41 (8.7) 12 (2.5) 0
I R EREED 29 (6.1) 16 (3.4) 0
W isE = 60 (12.7) 2 (0.4) 0
FOPR IR REAR T 48 (10.1) 2 (0.4) 0
B R B KOG A LRk 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
RAi 25(5.3) 4(0.8) 0
MR as . MEkEs X OWthmpE s 68 (14.4) 5(1.1) 2 (0.4)
-0 A 26 (5.5) 4(0.8) 0

2B AFIGHHEC B W CTRIEMEMZE A 22 B (4.7%) . FFEEREREE 23 1 (4.9%). K
W% - EEED TR 19 B (4.0%) . FRIEREREE 67 il (14.2%) . EIEHRERS 5
(1.1%) . TEMALHEERET 2 61 (04%) ., MREESE (X7 0 - NU—JEEHEZ5T) 29
5l (6.1%) . infusion reaction 9 31 (1.9%). %% « BEBUTEIAEIE 2 B (0.4%) . EFEHERE
RGN RE) 1261 (2.5%) . BHEO KRS 3 F (0.6%) . EilrEE i 1 3]
(0.2%) . AFHERID « FEEELF P ERIBDIE 66 1] (14.0%) M OUEGYE 35 Bl (7.4%) 73
BOBNT, £z, BER, 1 BUBERW ., BEIEME DI, MK - BERK, DR &K O
PRI RIS PEERBER 1350 D e v o 1oy AREWEMIZEBLR DI BE RS (BRAR MR A
B2 al) 2 a0EERE =T,
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OEREILFEFHMAEE (IMpowerl10 k)

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

BETERVWEEFELRIIFZINIDOEBY Thol,

K11 RBHEN 5% LOKH E ORRERPBETERVEEER

(IMpower110 RER) (Z2MMITHRE)

#EBIR2HE (SOC: System Organ Class) AFIEE (286 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BilEE (%) Bilg (%) BilEx (%)
AR & DR RBERPEE TERWEHERG 171 (59.8) 36 (12.6) 0
— % - EFEER X OG0 RRE 64 (22.4) 414 0
57 22 (7.7) 2(0.7) 0
) hE 21(7.3) 1(0.3) 0
FRGH KOV ALk RE S 53 (18.5) 4(1.4) 0
% 19 (6.6) 0 0
Bl 51 (17.8) 4(1.4) 0
FT 20 (7.0) 1(0.3) 0
T 17 (5.9) 0 0
R K OB E 36 (12.6) 9(3.1) 0
AR 20 (7.0) 2(0.7) 0
B R AR A 34 (11.9) 7 (2.4) 0
ALT #1 18 (6.3) 4(1.4) 0
PG AR 5 31 (10.8) 0 0
FOPR IR REAR T 19 (6.6) 0 0

72k, AFBHCICRITMEIERE 11 5] (3.8%) . NTASAEREE 26 B (9.1%). K
- BEO TR B (1.0%) . 1 BEBEIRT 161 (0.3%) . HHRIRPERERE T 32 61 (11.2%)
TR 2 0] (0.7%) . AHEREE (50 - SL—ERRE G 76 (24%)
infusion reaction 7 f5il (2.4%) . sk - BAKUTRALARIE 1 61 (0.3%) . B RelE (RAEH
BEPERERE) 26 (0.7%). EEOREESE 4 6] (1.4%). L%k 16 (03%). mEKE
FIEWGRE 1B (0.3%) ., AFHERID « SEBWELF BRI IE 2 6] (0.7%) e ONERHIE 7 11

(2.4%) BRO DA, Fio, B, BIBHERS, TEMIIE, MK - BBk, &
i e O IBSD AESR BER 138 0D B 4172 205 T AR FR R BLR LI P
£5 (EREREHREEED) 2EUEINERERT,

O FE BRI EH MAERER  (IMpower010 #X5R)

HEFERIIARAKIRED 459/495 5] (92.7%) . BSC #ED 350/495 1] (70.7%) (238D H AL,
1RRIE & ORISR EE T E WA FHGIIARAIFED 352/495 il (71.1%) . BSC #D
89/495 f51] (18.0%) (2R BT, FHEN 5% EOARK] & ORBEBEBNGE TE 20
FEHZBIIRE12DLEBY THoT-,
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R 12 RBERS%BULEOAF L OREBRBTETERVAEES
(IMpower010 FR) (Z2MMFTHRER)

SRBERIKRS¥E (SOC: System Organ Class) AKIEE (495 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) ik (%) %k (%) B (%)
A& DRRBRPEETE RV EFRS 335 (67.7) 53 (10.7) 4 (0.8)
Rk X OV TRk E 113 (22.8) 7 (1.4) 0
O PEE 43 (8.7) 0 0
S&I5 40 (8.1) 3 (0.6%) 0
YR 101 (20.4) 6 (1.2) 0
AST 8470 37 (7.5) 3(0.6) 0
ALT #1 36 (7.3) 4 (0.8) 0
o ibE 88 (17.8) 5(1.0) 0
FOPR BB REAK T 53 (10.7) 0 0
R IR RE TSR 29 (5.9) 2 (0.4) 0
— % - 2HFEEL L ORGHAOREE 87 (17.6) 2(0.4) 1(0.2)
FEEN 27 (5.5) 1(0.2) 0
B R 38 K OV A Rk B 53 (10.7) 4(0.8) 0
R 26 (5.3) 2(0.4) 0

7k, AREIBEZ BV CHIE MR 16 1 (3.2%) . FHEREREE - IF4¢ - s{bPENRAE &
61 il (12.3%). Kz « EEDO THI S #] (1.0%) . FERK 161 (0.2%) . FURIRERERE S
104 # (21.0%) . EIBHEREREE 6 B (1.2%) . TEERKERERED 161 (0.2%). ¥k - BEIE
K46 (0.8%), FPfEEE (F7 2 « NL—EEREEZET) 30 il (6.1%), BEDOKE
fEE 7 61 (1.4%) . BEEREREE (RABEHEMEERE) 361 (0.6%). ik - BEACH Rk
JiE 3 1 (0.6%) . Cainde 2 Bl (0.4%) . infusionreaction 11 5] (2.2%) . #FPERELD « FEEL
PEIF A ERIBAE 19 6] (3.8%) M ONEYWIE 21 5l (4.2%) RO HNT-, F7-. 1 TEER
. EIERLMEIE, MERERE AR, YA MR K OV I L R 1 S B 1 R
Lo Tz, RRWERFEURDUIEE RS (BRREMRE 2 510) 23 0HEHER
AN
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4. FEFIZOWNT

{LFFERE D & D B I 2580 20E, &GRS & U F TR (2 BFR4)
MEELNTND Z EMD, MMt (BFIFHE) 2N FEh T 5 gk T D V2
WD, ZO LT, EHEMY R 7 EHGFHE (RMP) (ZHD & AKHI 0 EHK L2 AR
[EEN~ D IS & DR Tdh > T, AR OGN EU) 2 EE 22 W - FrE L, AH
DOFEGIZ I BERBIEMZ B LRSS T 5 2 EBNRERT-D  LLFOO~@D
FTRCEWTHRICBWTHEHAT 2 RETH 5,

O MEFITOWT

@1 TiLd (1) ~ (5) OVWTFNNITHEY T HHTHDHZ &,

(1) EAGEBRENSFEET 205 A2 B EERLRIRETE (BRE T DS A2 S E LS IR L.
HUIEEAS A RS BB AR, Mtk s A 2Rl 7 &)

(2) FrEEHSRERIE

(3) FERFRENFFEE T D08 A FEEEFRRE (DS U2 REEEIE ERPT. 25 A
W IigFElE. S AR HEE R R &)

(4) I RALFFRIEE A E U SRS L AFRER R | SIS SRR b A2 ok
2 DRk FEEITLR D B 21T > TV D ik

(5) PUELMERES AL A& BN R O Ji ek FEHEI AR D a2 1T - T D fifiak

O-2  fififeg DALFHRIE K OBIE R FE SR O RIS 53 72 50k & #BR & RO ER (TR O
WFINTREE T D ERN) 23, HE2REBORANCET HEROBEEE L L TREIS N
TnnHZ L,

*

ERaZF IS % 2 FEOWIANHEZET L72&1C 5 ELL EO R A TEED G IRIHE %
[THoTWBZ &, 96, 24E0 Bid., BNAREMIREAR T & LRSS ONHE %2
{ToTWVWBHZ &,

ERISeFFEUGR 2 FOMBNHE ZE T L72RIC 4 FULORKRRERZA L T\ D
Z & Dby 3L i O A TENRE 2 G TR R O BRIRDHE 217 -
TWnsZ &,

EERN S AP IUG% 2 FOPINHE 2 & T L 721212, i 0 2 A EWIRIE 2 Ede 5 4R L
ORGSR ZDERZIT> TN D 2 &,

@ BEHNOERERBEREERDOMEHICONT

EER AL IE A BT T D B SR S, BRSO OFRE D, Aotk - &
EMEIRENE R OF L OERSE ST 2 E iRt AFFR0RAE LG E oms
EH, HERHOMIATOND KGR E S TNWDE L,
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@ BIEH~DOFIRITONT
@-1 MR 5 EH:

M EMEMR BRSO EEZRRWEA NG A LIZBRIC, 24 FFRIEEIRTHI O T, Y i%htia 3 x
IV T, B LZEIERICIS U CABEEEE R O CT O RIWER ORI 23
IR ORI Y B I O, EBICKHIS TR AR 3 > T D 2k,

@-2 BEFRUEFHEIC L 2FEFEELMNSICETLEHS

MDABIFRICEED 2 B2 R L OB e 2 AT 2 EREEEDNEERT=2 ) 7
EEDHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
iE SN TND L, 2B, BiEHICOWT, BABRE EZOFRICHTITEmMmESNT
WnHZ &,

@-3 BIFERDRZUTLRINICE LT

BIVER (MEMEMZE, ITHReiE - ITR - SRR K. KGR - EEE O TR,
Ko VBIBEIRIE ., WorWikess (HURIRIERERR S, B M Reie s T EABERERRE) . Rk
e (K7 v« NU—JEBREZ Te) . BEAEME I, MK - 655, infusion reaction,
g - AU RIARIE, BHsReiEE (RS MEMERRE) . BEOREEE. LK.
MEREBIEMRE, EMAPER I, SV f MR PSRN | (L REDF AR o ik i

(G R BRI, FEBEAF R EREDE) | ARG AR ORYGYES) (2 LT, ik
B AT B = B D REFIME A A3 2 EAT & U (RIVEH OR2Br-ext i iz B L TS
K”OZEEZITONDRMFICH D L), EHITEYZRALE N TE DI ES>TND
Z&,
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5. REMBLIRDBE
SR NE Sh P Y |
O AAOBEABGITTROBE BN THIENRSL TN D,

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

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

A EGFR F 1 ¥ % —VEAI L ALK F 1 3 > % —BHEH O IR R

HAHTHEBE)

{LSRIERE O 72\ PD-LL BtE (TC3 (TC=50%) XIE IC3 (IC=10%)) "]

BRARREZHETT - RIS OIE/ NI (7272 L, EGFR &5 AR T ALK @A

BIn DO BEIIRLS) B

L RAID 3 = F UMK E LT, ]GE4 - X Z ) OptiView PD-L1 (SP142) 237G S 41T
W5,

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

PE (TC=1%) " I/INHl i fities AR

*1 : UICC/AJCC #4048 55 7 R

KR DO R=F B L LT, IRFE4 - X F T OptiView PD-L1 (SP263) 237EKFR I
T2 (A =FBHEOHEMICHTZ>TiE. ©HZR),

@  AH O OHUENENELGA & O G IT TROBHE TN THRMEI RS TWY

éo

NIRRT ZF o T VEFXEALRONAN AT (BlarHfiz) &Pt
B b ALFERERE O 72 R BECEE % bR < BIBRRBEZR BT T « FEFE DI/ N T
B (7272 L. EGFR EnFER T ALK & & FBEO BE IR L) B
TFISFFHH (VAT FF o IIANRTTF ) HORA FLFt N
PG ALFERIERE O 72\ R EROE 2 BR < BIBRARBE 72 ETT - PR I/ N
Jitifs (7272 L. EGFR &5+ HE T ALK @A Bt D B 1IR<) B
HNRTZF ORI Y ZRR)L (TILT I EER) L ofifa&ks k%
FAEIED 72\ R RO 2 B < BIBRASREZR AT - TR O IE/ Nl uftiEE (7272 L,
EGFR Bin AR T ALK @A BInFHMEO BF TR BF

@ FREICEZ YT D IR A SR D AR DR G K O T OV TR A
RIOAIERHESL SN TE LT, KAIDRGHRE LB,

T4 BTk~ 2 AKI & O FUEMIEE A & OPFH &5

{LFHRERE D & 2 AT 2 A A &AM OHUEMIER A & OO &5
{LEEFRIERE D 720 SP142 (12X D TC<50%7h> 1C<10%D BEIT 535 AHI
D HAlEE -
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o AL D 72O R RO B S D i O BUEMEEIE A & OOF RS
o ALFFRIEREO R WVIERY LEOERE ST D @ TAAIOAMEI RS T
IR M O HUEMEEIZ A & o fF RS-

@ AL D e WEIBRARE 70 A T - B8 O FE/ N T B 1 X, PD-L1 4 (SP142)
T TC3 L IC3 ThivX, KFIOHME 542 EBET L ThbH, £, LT
PEEITKRTT 2 B bﬁfm\&%z%héékﬁiiﬁﬁ-%% 2%t L Cix, PD-
L1 FEEBLRIUC b 63, MU (L RIE L OFHE G2 BET 52 LN T
X5, B, RHOEEGIZHT- > T, MEBZHEITA 74 (AARMEY2m)
ErslRTo L,

® AANZEEEEFRZEIERR (OAKRER) 2B\ T, 2AREHIZE N T MEZ XL
Bk L CEBMESRIES N TV D, 7272 L, W EREOEE TIE, SP142IC X
B TCOMNICORE (BEBALAE 33T 2 PD-L1 % 38 U 7= JEIE Al I K O g1 S
R 23 5 8 B EIE DN T IS 1%AT0) IZBWT, KX Bt & ik L= R
DRE ZD/NZVEBEDBD HILTND 2 En D ALFERIERO H 2 kLR O

BEIZB W TIIPD-LIZ R LR Lz ECTARIOER G A G OHW 235 2 L v
F LW, PD-LIFEBLERNTCOMNDICOTH 5 Z & Ml SN BF BV TE, KAl
PISAOIEFEIRIE b B ET 5,

BB, Navn) X~vT (Earz) oo =4 Bk (GE4 : PD-LI
IHC22C3 pharmDx [# =] ) [ZX VPD-LIEEEK (1f: a7 nl X~7 &+
ML Z) D3 R= A B WEE TSR IS 351 A PD-L1 & R 81 L 7= fEE M 23
HODEEOHRTHESND) MR LIZR T LREORE TH - T, AAIOBZE
K (5E4 « > ¥ FOptiView PD-L1 (SP142)) (2 L 2 AN R EE 2 55121F, B
TOXEREZ BB ICAROREDOA B ERFITE D,

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

® AANTEFERILES IR IMpower010 30ER) (23T, itk whBhHEE% o T/
MMA #17>> PD-L1 B (SP263 12X 5 TC=1%) DI/ NIRRT, BSC BEIC
%f L C DFS OEBPEDRGEES VTV D, Eio, BRRBVMRIT TIE. THI/IMA #5o
PD-L1 5 (SP263 12X 5 TC=1%) HEMIZHIT D OS IZ2W\ T, BSC HEZx LT
AFIEECHET DA NRD LN TND, 72720, 1=2TC<50%D BEEMNICBIT
% 0S DOfEHRDS BSC B & e U TAFIFE T FEISEMARD bi/e Z LEND,
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PD-L1 OFIURILBI (1=TC<50%K O TC=50%) DAFIOAHZEZ SV TH431C
B L7 BT BSEE OBIRZAT O Z L NEYITH D,

723, PD-L1 BELEZMHRT DO DORFND 2 o R_=F B EII > &)
OptiView PD-L1(SP263) Td % 78, LA T D3RS 22512, PD-L1 THC 22C3 pharmDx
[#a) 2k PD-L1 BEEZHR L., KROELGOREERHFNTHZ L HTX
Do

SCHREE)
« Marianne J Ratcliffe et al. Clin Cancer Res 2017; 23: 3585-91
+ Antonio Marchetti et al. J Thorac Oncol 2017; 12: 1654-63
* Ming Sound Tsao et al. J Thorac Oncol 2018; 13: 1302-11

(2t B4 2 5]

O TRICEZY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWDL Z b, 52T
DI L,
o KA LSBEUE DB D & 2 B3

@ BFEATOFHIIZIB VT TFRRICEE S T 2 BEIZ OV T, AAlOREITHERR S e

D, MOIRFEIIE D R WIGEITRY | HRICARHZFEN T2 2L 2ZETE 5,

o HEMERREDOSIUITOBED H 5 B

o MaES G R A CRVE R 258 0 2 B K ONEBNME O KU SR Al I <0 gL M it 9% 55
DI RIEPEZAL D - I D B

o HCOEREDD L BEUTIEMERE L IXFFMED B CaZ kB OB TR D
o DB

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score
0 < MR IRBTE D, Bl E R U HFAEEDEIRZR <ITZ 5,
1 PARRIZI LU NEBNEHIBR S 223, BMTRHE T, BRIEHESCHEE - TOMEHEITITI 2 LR TE 2,
Bl BOWEE, FHIEE
2 HBATHBETH S OF OREIY O Z L F T X THIREEPEEIZ TE 220, HHO 50%LL Eid~y RA4ATil 7,
3 RONTZHODOHEDEIY OZ L LTERY, HFHO 50%LL &2~y K1 Tl 23,
4 2<LEFRv, BOOHEORIY O el TERV, BRIy ROR+TiId,
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6. HEICERL THETNEFH

O MISCEFITZ ., SERTEER DS TRAET D B RME 1T D & AH O FrM: M ONiE 1E Al
MOTDIZ LB R EWME B L TS Z &,

@ BRGNS, B XTE OFBETAHNMER OEREZ Hoi L, RE x5
ThbokbETHZ L,

@ AbFRERE A AT 2 UIBRA R 72T - FF3E O I/ Nl fa s B 12 o TR Ak
23517 5 PD-L1 Z 8B U 7= B AE & QBRI g i 23 5 oo 5 E & b iEsd L
7= L CARR OB G A EEZAWTT 5 ENLEE LVD, ZRODNHERTERWEAIC
X, ARFIOME OS2Il L E TR 52 &,

@ EREWERHDO~RT AL MZONT

BEMER RN S HOND Z L NH DD T, KEOEEIZHT- > TIE, ELE
e (PR, ik, FEEVE) OB & OES X SR O s, Blggz -+
W79 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
&,

AFNOP 5L EE D infusion reaction (2 2 CTEAKFIZ 72D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /0285355 2 &, 70F5. infusionreaction % F8EL L
AT, 2 TOMBEROIERNERICHET L E TEEE H0BET5 2
E

fFpgRERE . BF2e, BLMEIE RIS LoD Z ENRHDHDT, AFOE L
AR L O G- HI M I E W IFEERE R & (AST. ALT. y-GTP, Al-P, vV /L
EUEORIE) A FERT DL,

FORIRAE e | RIS RERE B X N T IRAERREN H S b b Z ERH DD
T, ARANOF 5-BAtART R OB 58 i3 @ I Ny iskhe s (TSH, b
T3, i T4, ACTH, M =5 —VEOflE) 23T 252 &,

KRB OEEHIZ XY | W DOGRIE ISR T 5 &5 2 DA 7R RESTHE
DHLONDLZERDHDH, BFEPBDOOLNTZLEITIL, BERLEFELIIL U
B 22 FNak & R BR 2 RO [ Al & s U CE bl 2 BB BIR Wr 2 ATV B sk
FOGSIZ X B EWER N EDN 258121E, AFIOWRIESOIH I, ORI RE R
NECHOBRGELZBET L2 L, 2B, BIFKERVE S OREICLYEIE
M OUEDTRD BN WGE TR, B BB RV - LIS S il # o8
HLEET D,

G T, M 5D ARE L COLRIERANRET D Z R H720,
AR OREHETHIZHRIER OB ITIEET D,

1 BUBEIRIB N B D bodu, FERFMES N7V R—V RAZEDLZ ERHHDOT, O
B, D, NEM-EOERORBBCMBEED LA H0EET 22 &, 1 BER

29



DB OLNTGAIZIT R G 2RI L, A R CF OB G5EOEY) 72 ALE %
192 &,
® OAK RBR T3 5-Mih2~5 36 % T, IMpowerl50 Mk, IMpowerl32 &k,
IMpower130 55k & OF IMpower110 7R Tl 5-BH4E 5 48 I F TiE 6 F A EIFE.
ZNLEIT VT OB S 9 MR CHEIMEDOFAMZ1T > T\ 2 L2551,
AFNP G-I E WA B R A TR OMERE1TO 2 &,
© 77 F T8 E E e B IE R O FE /N it BB I d 1T DI B E & L
TAF 2T DBR21E, IMpower010 sBRIZISVNT, 4 7 A Z L ITHEIEDOFHE %2
ToTWeZ Ea2BBI, AHIBRGTITEMIIROBEREZITO 2L, B, K
RlOBEWMIZ 12 VAETETHZ L,
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HEERHEET A N1~

TTFY IV RA<T (BinTH#LX)

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

SRITES H (Ffn445 AHET)
JEAE FEE
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1. IXUHIT

IS DOF N - REVEOHER DT DIZIT, B SCEFICE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH 72 3 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT TR 5 2 & RO
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOHRAORE(LHEZXS Z L LS Tnd,

BORAE RS SR ST, SRR M T 0 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B LB 23t & & D 2 & A hE /e — 8 O B i 7= 3 S BE ¢
THZENEETHD,

Lo T, RHA RTA4 T, BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 8L b MBI Bk B 2
F RO EFREEZ T,

R, RHA BT A %3 MAZATBAE NEIE L ERESH O, A ISEEEARAE
BRI 7o, —AFEENE N A ARRIRNBHE S FEdR B FTEENE A B AR P2 & O
—MRFEETEN B AR ZR 2D/ 0 b LR LTz,

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

R E T DIRETAE: « A Nl A e

HEERDAEROHE : WVRT T F U RO bRy REDOFHHICEBWT, @HE, AL
377V ) XA~7 (EiafHHz) & LT1[E 1200 mg & 60 43
2T 3 MR T REFMET 2, 23, YIRS OAEMEN R
I ChIUL, 2 BIH LD GRERIL 30 /0 £ THMETE 5,

B 0E Ik 8 - PO A

(%)

HNRT T F o ORFE TR, LR OHE

SHRE ST T+ i/ N e

FER OV - 8%, RAZIZI VR T ZF L LT, 1 B 1A 300~400 mg/m? (A%
mfE) G L, el b 4 EMRES S, k1 7—ré L, &
B0 RS, 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
MEE L, 3BEEKRET S, hze 1l 7—nE L, BH5EED KT,
ek, G EITEE, ERIC XV EEERT 5,

FRRFRERIZ 31T 2 A o ik - MEIE 13, R OE (P5~) S



2. ARIORE. 1ERERF

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

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1] W95 ,) iZxtd25%%&E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) &, EENIZEW THUFRIR RIS IZEI L TRV | & ELY
VRER (T MR, BAMIfR L OV F = T % 7 —T fifn) 23 EL+ 5 CD279 (UL T, [PD-
1] £vo,) KUNCD80 (B7-1) &ffAE L, REISELZAICHIET LI EZX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fx DfE
EAIEIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TH V., PD-L1 & PD-1 #40 U788 1T, MRS HURRFELAY 7 T AR © OB
RS A DO—D2 L LTEZLNL TN,

AHNL, PD-L1 OffasMERICfE S L, PD-L1 & PD-1 & OFEAEAET 2 Z L5
0 DAFURFEERR 2 T Mifa oM EFTEME 2 R U, 5 OHEM A+ 2 &5 %
LTV D,

ZIDH DHEN G | AANTHENEREG T 287 R InEKIZ 2 0155 6 O & WIRF S i,
/R B Akt & U T ERRRRBR 2 950 LU, A2ME, 2t R OB MEDHER S 1
7

AFNOVERIBEFFZ 3 <38 ORI L DRIEMFER & 6 b, BEEUIET
(CEDFREMED B Do ARIDOEREH R ORERITIT, BEOBIZEZ 21T, RE
RO BTG AR, R L2 F RIS U MR sk & #RBR 2 R DR &ddk L C
)22 HERF W ATV B DS FUGIC 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 - 72 E 72 B R RBR O g &2 7~ 9,

[ 2]

O EREILFEZ 1 /MFEFER (IMpowerl33 55k)

{BZRIRIEIE D 20O HE AL NI BB E 1403 B (HAN 42 Bl &Te) x5, A
#11,200mg, HNVRTTF KO FARY ROPFRAESL (RFIRE 201 6) OFMEKL
W E 7 78R, IVRTT7F KO MRy ROPEFREE (77 B AREE, 202 41)
&Ll A5 T /MAHRER & FE0E L 7272,

HfEST OFE R . REEEFICTB W T, AFIRETT 7 AR & ik U CHBRHMiER
ThHO>EAEFHM (LT, T0S) &v9,) OFBERIEENGRED HL (ONF— K [95%
{EHEX#] :0.701 [0.541,0.909], P=0.0069 [ &5 log-rank & & ], A EAKAER M 0.0193) |
WA [95% EHEIX ] IIAKIRE T 12.3 [10.8,15.9] WA, 7 ZHREET 103 [9.3,11.3]
HATH-T7= (K1),

*1 o HERI O HNAEIT Veterans Administration Lung Study Group (VALG) staging system for SCLC |2 £5-31»
THIM SN, Fo. BURAL MBI 2 BIARLE RO RS (CRT) 2T L. 2o
BT DAL E0EE, HORBIEE UL CRT 705 6 4 LA L L 7= 5\ HE R N R & 225 &
Ni=BRELHMAAN LN,

*2 0 ARHKI1200mg (XIE778AR) RKOANVRTZF 2 AUCS &Y A 70D 1 AL, = bR R
100 mg/m? Z &Y A 7o 1, 2, 3 HBIZ3@EMMRT4 01 7 5%, AH1200mg (L7
FER) % 3 WERERECERE L,

atrisk ¢

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



(24 14]

O EFELFES /AR (IMpowerl33 #5R)

AEFRITAAIRED 198/198 il (100.0%) . 77 B ARKED 189/196 il (96.4%) 1Z7E
D HAL, 1RERSE L DRV EE TERWEFFRITIAHFIEE 188/198 5] (94.9%)
77 B ARE 181/196 B (92.3%) TR BTz, FBLERD 5%LL EOARH] & O KRR
DBETERVHEERIR1OLEBY ThHhoT,

1 FBRN 5% EOAK L ORRBEVTETERVWEEER
(IMpower133 3BR) (Z2MMTRHRER)

SRERIKRS¥E (SOC: System Organ Class) AKIEE (198 4)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) % (%) B (%)
A& DRRBRPEETERVWEHERS 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
THi 12 (6.1) 4(2.0) 0
{5 R 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
PG WA 5 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
KRG ¥ KOV TRk RS 22 (11.1) 0 0
Bl 12 (6.1) 0 0
JIEE 11 (5.6) 0 0
PR AR AR 16 (8.1) 9 (4.5) 0
RN TS 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 BG 10 (5.1) 420 0

7. AFIBETIR O CTRIE MR 3 61 (1.5%). IFHReRE 5 61 (2.5%). K%k -
HEO TR 661 (3.0%). BER 161 (0.5%). FUIRIEREREE 26 B (13.1%). FRELFEE
(X7 v « NU—JEEREEZETe) 9] (4.5%). infusionreaction 11 1 (5.6%). Fh7< -
R RLRAE 11 (0.5%) . EHRelEE (RME HEMER %) 361 (1.5%) . BEEDK
JEREE 6 B (3.0%) M OFHERED « FEEVELF THERIBU/E 24 B (12.1%) 2338 b
Too Fio, | BUBERIS, RIBHERERE S, TN EHREREE . SEM I AE, A - BEE
DA, IR I R OV g% M L/ IR PR SR B 13788 D 7e o 72, ARITER3E B
WROLEBhEES (RRRAEERT 2 50) 2 30EHERE =T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%EL LT
BRIZKIGT 5 Z EmMER72H  LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTINNICHEY T HM THH &,

(1) EATHERE SR E T 525 A2 HEEEIL AR LS CBRENT IR D3 A2 i B U Bt
HUIEEAS A RS R BRI . Hitk)s A 2Rl 72 &)

(2) FrEEHSRERIE

(3) FHERINFAEE T D03 AR (B ABEEIRERPT. 2 AR
W mEE. S AR R R &)

4) A RALFIIERE A FE L, ARIES L FRERZ R | XIS RIER L R B2 Rk
2 OREFRFEEICLR D R 21T > TV D fiiak

(5) PUEMEMEEAIL T E EINE O MR FAE AR D J| H 21T > T D ik

O-2  fififeg DALRIE K OBIE R FE B O RIS 53 72 50k & #BR & RO ERl (TR O
WIS T D ERM) 2 HMEZREBEOARANCET D2IEROBLE & L TRE S
TnnHZ L,

*

EANGETEUS% 2 FFOWIANHE & T L7221 5 FELL EDO R AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERISeFFEUGR 2 FOMBNHE ZE T L72RIC 4 FULORKRRERZA L T\ D
Z&o 9B 3AELLRIZ. MO ATRYNRE G T PRI S D BRIRAHE 21T -
T2,

© BERNOERREREHOEHIZONT

G EE BUCIE R 2 BMEE AL E S, BRSO OB D, A2k - &2
IR OB B ONERSE IR DI et AHFFRVFEE LG EOWmE
. FRESNITAT DN D IEHINE > TN D Z L,




® BUWER~DOXERIZONT
@-1 HagkkmICEE§ 2 B

VL MRt H S 0> BB 20 BIE I A3 3626 L 7= 81, 24 BRI IR o0 T, Y% i i
NI IZ BT, FBL L -RBIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORER Y A IO, EHHITRISATRRZR2AH N > T Z &,

@-2 ERMAIEC LD EERARICET 5Bl
M AR HED 2 B 2 Sl fe O RE & AT 2 IR RE R H N RIER B =4 U v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
BENTWDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRIRNICE LT

BIVEH (MEMEMZ S, ITHReRE - ITR - PR K. KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FUREREREE . BB RREiEE . T ERABREMEE) . it
e (K7 0« NU—JEBREZ Tde) . BEIEME I, MK - 655, infusion reaction,
g - AU RIRIE, BsRelEE (RAE MEMERRTE) . BEOREEE. LK,
MERERIEMRE, MR R I, St f MR PSRN . (L REDF AR o ik i

(G BRI | FEBEAF P ERIEAE) . AL FIRIEDFHRE O BYYESE) 126 LT, ikl
B AT B R B D REFIYE A A9 2 EAT & U (RIVEH O Er-extic lc Bl L TR
K”OZEEZTONDORMEITH L L), EHITEYRAE N TE DM I ES>TND
Z&,



5. REXMRLLRDBE

(A0 BT 2 %]

O AR D 72 R AL MR B 2B WO TARA, WAV RT T F o RO R R
v REDPFRBEGOEIERRER TV B,

@  FREIZEEY T 2 BTk 2 ARB| OG- K O F 51OV Tk, ARANOF 0N
ESL SN TE LT, AAIOBRGRFR L7720,
o DO TAHBNDOEZNMEN R S TWRWOHEMIESE R & OOFH#% 5

(2t BE4 2 5]

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

@ TRMEATORHEIC BV T FRRICEE Y T2 BEIT OV TE, AFOREGIIHERE S LR

DS, MOIRFEIIE D R WIGEITRY | HRICAHZFEN T2 2L 2ZETE 5,

o HEMERREDOSIUITOBED & 5 B

o JEBEiGE A CHE R 2780 5 B K OVEEIE OO B BRI B 05 Gt fiti ¢ 55
DI IRIEVEZAL DN - B D B

o HOAREREDOH L EE UTBMERE L IXFEFMED B iz kB OB D
oD BE

»  ECOG Performance Status 3-4 =V 0

UED ECOG ¢ Performance Status (PS)

Score

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

1 PRI LR TN RIBR S D23, AMTITRE T, BEAEECHE > TOMERIIIT O Z LN TE 5,
Bl BEWF R,

2 | BATAHECES OO O = LTS CAREMERETE L, 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 FR Tl I,




6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI D BRI EED & ARH DRk K OV
MOTDIZ LB R EWME B L TS Z &,

@ RERLRIZEN D, BE XXZ OFIRICHIER a2+ o0 L, RE L5
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

WEMEEER S 5D Z ERNHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVE) ORER KOS X #ird O F i, Biggx 1+
AT 2k, Fio, BEIR U THES CT, MiF~— —%Dit a2 £l 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /DI85 52 &, 7¢F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICRIET > TREZ +oBIET5 2
E

Frpkteras . IFs, ELEIERI S LoD Z ENHDDT, RFIOE L
LERT R O G-I I E M I RERR & (AST. ALT. y-GTP, Al-P, U /L
EUEORIE) HERMT L L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H OIS Z N HH D
T, ARANOFE G- BRAART K OB G-I X E IS N IS RERR A (TSH., R
T3, M T4, ACTH, M =29 — V5RO flE) 2 3EiEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA B
DHOLLNDZ ENRDHD, BENBDOLNIZLEICIE, BERLEFELIIL U
BLFR 72 05k & 1R BR & RO R Rl & 8 U Cg bl 22 BRI W 2 1TV IR ok
BOGIZ £ 2 EWER DB DL 2358121, AFIOWRIESOIH 1L, R OEIE RE R
NWEHIORGEEZETHZ L, B, BIBREFRLVEOREIZLYEIE
MOUEDTRD HIRNGE T, B BB R VE - LIS o S i o8
HLEET D,

B A& T, BOEM S5 ARGE L COLRIERANRET D 2 R"H 5720,
AR OEEHETHIZHREWEM ORI 2ITEET D,

1 BUBEIRIG S & o, BERFES 7V R—V RZELZENRHDHDOT, O
8. Bl WEHESE OFER ORBLLMAEED LIS HoEET 5 2 &, 1 BHER
WO GEIZIT G EZ I L, A >R Y RFIO B2 oY) 72 JLE %
152 &,

10



@ IMpowerl33 3R CIIEG-BAMG) D 48 1 £ TiE 6 BRI, ZALLIRIT 9 BREIFHFE
THIMEDFHMZ1T > TV Z & 2 SEIT, AAIE G- HIE WA B A TR
DHERZITO Z &,

11
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1. IXUHIT

IS DOF N - REVEOHER DT DIZIT, B SCEFICE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH 72 3 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT TR 5 2 & RO
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOHRAORE(LHEZXS Z L LS Tnd,

BORAE RS SR ST, SRR M T 0 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B LB 23t & & D 2 & A hE /e — 8 O B i 7= 3 S BE ¢
THZENEETHD,

Lo T, RHA RTA4 T, BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 8L b MBI Bk B 2
F RO EFREEZ T,

R, RHA BT A %3 MAZATBAE NEIE L ERESH O, A ISEEEARAE
BRI IR s . —MAERTE N B ARERIR NRHE & R OVt FE N B RS2 O ) 0
b EER LT,

KR EMRDERN T M 7 REFHE 840mg (—fi4 : 77V U X~ 7 (BT

HHHEZ))
SR LR DENIIZE « PD-L1 D RV 2 JRENED D HER2 Fatt o FIFARE XL
LR R

WHELRAMERORE : X7 U Z %8 )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) A~=7 (BEEFHHEEZ) & LTI A 840mg %
60 737 F T 2 MR CAEEET 5. ok, FEREGOAE
PERN EAFChIUE, 2 [0 H LA 5-R L 30 43R £ CEfE T
ERAR
® s R 9C ¥ PAAREERR S
(%)
RV EFEN (TATIRER) ORI, AELK O E
ZhRe SAFZh R« Fs
FIEROHE : 77V U A~7 (BiaE#fz) Lotz T, @E, A S
7V Z%EE LT, 1 H1E100mgm? (KREERE) % 30 25000 TR
WEHEL, 27 &b 6 HHRIEST 2, A | [l 5-% 3 Ak L, 4
HEIIARE ST, chad 1 a—RE LT, HEEBEVIRT, o, BF
OIRABIZ LV T EIRET 5,

2



2. ARIORE. 1ERERF

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

FlJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 417- programmed cell death ligand 1
(LLF, TPD-L1] W95 ,) iZxtd25%%&E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—F AR TH D,

CD274 (PD-L1) &, EENICEWTHRIERHIEEICEIR L T, kLY
VRER (T HERE, B A N F 2 7 0% 7 —T flifn) FI2%BL3 5 CD279 (LUK, [PD-
1] £wo,) KUCD8O (B7-1) &ifie L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fx DfE
EAIEIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TV, PD-L1 & PD-1 240 L7ofR&I%, MRS HURSRR A7 T Mla) & OB RSE
ZEHET 2 FO—2E L TEZ LTV D,

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

ZID DN | AANTHENEREG T 287 R InEKIC 2 0155 b O L WIR S,
FUREE 2t R & LT ER 2 Ehi U, Ahitk, etk OCRAEMES R ST,

AFNDVE R LD B DGRERIRIC L D RIEREDRN & bbi, BHEXIIELT
(CEDAREMN D B D, AFIDOBEG- T ORERIZIT, BEOBREZ 72T BEN
D BT AT, FEBL L2 RITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
W) BERIRE W 2 ATV B OSRE RIS X D RITER 2N 5D 2 %A 12id. B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERIRAGHE

RVECZEE (LLF, THRY &9 ,) BBMEo b b EABRsEaEA 22K 2 (LLF,
THER2) &9 .) BEMEDOFITARE LA FE IR O AR RN 21T - 72 3 72 B Rk
DRAEZ T,

[H2hhE]

O EREILFEE AR SR (IMpassion130 #5k)

WA « FRIEFLIE 63 2 2 PEORTRIREE D 720y HR &7y HER2 & FHFAHE
AT FFFE L B 902 Bl (HARN 65 il & &mte) ZxtBIT, A 840mg K U/ 27 ) & %
o (A7 UEAD) (LU, Thab-PTX) W9 ,) OFF#EE ORAIGHHRE, 451
) OFINER Wtk E 77 B AR KO nab-PTX O #E (nab-PTX B, 451 f5]) &
b 25 I AHRRER 2 Fhe L 72", EER b S nzBE D 9B, 369 5l (AAAN 25 i
ZEte, AFIGHARE 185 #. nab-PTX Bf 184 i) 7% PD-L1 [BPERFHEM™ & &z,

T U EMESNIZEED 9 B, PD-L1 Bt EBE LRI O T, AFIDFHAEE T nab-PTX
FE L i U CHEEFHMEE R O —>Th 2 MEEA AR OF BERIER1FE O i (N
— Rt [95% (5 #EX[#] : 0.62 [0.49,0.78], P<0.0001 [JE%I log-rank #E ], A &K HE
1 0.005) . H Il [95% (MK 1IAKIDFHRET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WATH-7- QUISH4AH1THT—Xhvy A7, K1),
14l fE 1A 27 0E LT E 1 KOS HRICARKIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100

mg/m? %5 1, 8 XV 15 H BHIZEIRANEE LT,

*#2 1 X1 H " OptiViewPD-L1(SP142)% FIW T, JEEAFMRIAHIZI T 5 PD-L1 & FH L 72 JEER M o

RS 5 60 B EIA (IC) 12OV THFHRINEE S, 1IC1/2/3 IC=1%) Th HHA 1T PD-L1 Bk & )l

7=,
nab-PTXEE
A3 FA B
TH9Y
at risk ¢
nab-PTXEE
ARE|GFRAR

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

4



(24 14]
O [FHEEHFIFEIHA KSR (IMpassion1305X5#)

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

K1 BEEBRS%IULOAE L ORRBERBGTETERVWEEFS
(IMpassion130388%) (ZEMEBITHREM)

SRERIRSYEE (SOC: System Organ Class) AZIOFHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
A& DRRBREPEETERVWEFEES | 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
FEEL 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
[ 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
B K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
SS9 51 (11.3%) 2 (0.4%) 0
5 FEIE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
M LY v ARG E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER e i 29 (6.4%) 11 (2.4%) 0
Por WA 5 77 (17.0%) 3 (0.7%) 0
FOPR IR REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SEYR 35(7.7%) 1 (0.2%) 0
LB R 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
DR 30 (6.6%) 0 0
=% A 28 (6.2%) 3 (0.7%) 0
Rtk KOsk E 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
R AR A 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST #/1 29 (6.4%) 7 (1.5%) 0
B R 36 KOG A Rk 71 (15.7%) 3(0.7%) 0
FA 29 (6.4%) 0 0

2B, ARBIGHHBC B W CTRVEMEMEE 11 6] (24%) . FFERERETE 47 61 (10.4%) .
R 2 B (0.4%) . KIBZE - EED TH 9 H (2.0%) . FARAREREREE 78 1] (17.3%) .
BIFEEBEREE 561 (1.1%) . BMZs - BEREZE 2 f51) (0.4%) . FhRRFEE (T « N L —EfE

5



HEZET) 34 B (7.5%). BHEOKEEE 4 61 (0.9%). BHERES (RS FEM
BREE) 241 (0.4%) . infusion reaction 7 5 (1.5%) . &fFHERID « FEENE LT TP ERIEVE
43 i (9.5%) K OVEYLIE 43 B (9.5%) 2GR Bz, Fo, 1 HBERIE, T EREAHHE
PR, ESEMEEAE, Mide. BERUTREME, DA, WILPER L., SR R
BRBURIEER O bR o 7o, AEIWERBBUR DU ESES (BRAREEET 25T %
BRI RE T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%EL LT
BRIZKIGT 5 Z EmMER72H  LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTINNICHEY T HM THH &,

(1) EATHERE SR E T 525 A2 HEEEIL AR LS CBRENT IR D3 A2 i B U Bt
HUIEEAS A RS R BRI . Hitk)s A 2Rl 72 &)

(2) FrEEHSRERIE

(3) FHERINFAEE T D03 AR (B ABEEIRERPT. 2 AR
W mEE. S AR R R &)

4) A RALFIIERE A FE L, ARIES L FRERZ R | XIS RIER L R B2 Rk
2 OREFRFEEICLR D R 21T > TV D fiiak

(5) PUEMEMEEAIL T E EINE O MR FAE AR D J| H 21T > T D ik

O-2  FUEOALFHRIE K ORIE R FE SR O RIS +53 72505k & #BR & FroERT (FRO
WFNZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

EANGETEUS% 2 FFOWIANHE & T L7221 5 FELL EDO R AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERSEFIGE 2 FOMMINHE ZAE T L721RIC 5 4ELL LI O 0 LWL %
B LIRS - DRIRPHE 21T > T\ D Z Ly

© BERNOERREREHOEHIZONT

G EE BUCIE R 2 BMEE DS ALE S, BRSO OB D, A2k - &2
IR OB B ONERSE IR D I et AHFFRVFEE LG EOWmE
FH . FRESNITT DL IEFINE > TS Z L,




® BUWER~DOXERIZONT
@-1 HagkkmICEE§ 2 B

VL MRt H S 0> BB 20 BIE I A3 3626 L 7= 81, 24 BRI IR o0 T, Y% i i
NI IZ BT, FBL L -RBIERNCIS U T AR B O CT Z O FIEF ORI 45
IRRRAEORER Y A IO, EHHITRISATRRZR2AH N > T Z &,

@-2 ERMAIEC LD EERARICET 5Bl
M AR HED 2 B 2 Sl fe O RE & AT 2 IR RE R H N RIER B =4 U v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
BENTWDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRIRNICE LT

BIVER (MVEMEMZE, ITHReRE - ITR - PR R KGR - EEE O TR, B
2. 1V BUBEIRIE ., Wb (FURERERE S, BRI REiEE . T ERABREMREE) . it
fdE (K7 0« NU—JEBREZ Te) . BEIEME I, MK - 655, infusion reaction,
g - AU RIRIE, BHsReiEE (RS MEMERRTE) . BEOREEE. OfK,
MEREBIEMRE, MR R I, SV f MR PSRN | (L REDF AR o ik i

(G BRI | FEBEAF P ERIEAE) . AL FIRIEDFHRE O BYYESE) 126 LT, ikl
B AT B R B D REFIME A A9 2 EAT & U (RIVEH O Er-extic o Bl L TfeE
K”OZEEZITONDRMEITH L L), EHITEYRAE N TE DI ES>TND
Z&,



5. B#ExtpL s BE

(B2 B3 % 9]

O B - BRATITT 2 2 EORNREE O 72y PD-L1 BitE (EEHERIC T 5
PD-L1 % %8 U 7= IEERIE s M 23 (5 6 2 EIE M 1%LL ) @ HR 247> HER2
FEtE D P RRESUI TR ILEBF IZB W TAA L nab-PTX & OUF G- OF 2%
DRSINTND,

2. PD-LIORBIRIUCSOWTIIT TV U A~7 (Bl ffiz) oo =%
Vsl (AFE4 X Z FOptiView PD-L1 (SP142)) ZHAWTHIET S Z &,

@ TFRLICEZ YT 2 BT D AAN DB K O GRS W TR ARIOAF D
MESLSN TR LT, AAOHREGHR LR B,
o DOTHRAIOAEMEN R S TR OFTEMEEEA] & OFF 5
o iRl - TR IR

(2B 2 5]

O TRICEZY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWD Z b, BE5%21T
DI L,
o KA LSBEUE DB D & 2 B3

@ WBFEATOFHHIZIB N T FRICIEY T 2 BHIC OV T, AHlORGITHER S 20

DS, MOIRFEIIE D R WIGEITRY | HEREICAHZFENTL2 2L 2ZETE D,

o HHEMENKEDOGHUTZ OBED H 2 BFF

o JuEBEiGR A CHIE R 2780 5 B K OVEEIE OO B BRIMTE IS 058 Gt fiti ¢ 55
DI RIEPEZAL D - I D B

o HCOEREDD L BEUTIEMERE L IXFFEMED B Q=B OB RO
oraysecy

*  ECOG Performance Status 3-4 " 0B

(ED ECOG @ Performance Status (PS)

Score

0 2 MR TEBTE 5, FATE [ U B FAERRHIRZ <ATZ 2,

1 PRSI LOTEBNIHIBR SAL DA, AITHRE T, BAEERIE - TOIERITH Z LN TE 2,
Bl - BVWFE, R

2 | BTARETANOHOE Y O L EF S CAEEEAERIETE RV, HHO S0%Eh LES y FACHl T,

[RONTZEZOEDOEIY O L ULNTERY, HHO 50%LL L&~y RO Tl 7,

4 E<ET RV, BOFDEY O LFES TERY, FRICy Rk Tl I,

9



6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI D BRI EED & ARH DRk K OV
MOTDIZ LB R EWME B L TS Z &,

@ RERLRIZEN D, BE XXZ OFIRICHIER a2+ o0 L, RE L5
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

WEMEEER S 5D Z ERNHDDOT, AFOEEIZHT--> L, BEE
e (PRULREE, nZuk, FEEVE) OB & OES X S O s, Blggs -+
AT 2k, Fio, BEIR U THES CT, MiF~— —%Dit a2 £l 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /DI85 52 &, 7¢F5. infusionreaction % F8EL L
AT, 2 TOMEROIERNER2ICHET L TEEE H0BET5 2
E

Frpkteras . IFs, ELEIERI S LoD Z ENHDDT, RFIOE L
LERT R O G-I I E M I RERR & (AST. ALT. y-GTP, Al-P, U /L
EUEORIE) HERMT L L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z e NHDH D
T, ARANOFE G- BRAART K OB G-I X E IS N IS RERR A (TSH., R
T3, M T4, ACTH, M =29 — V5RO flE) 2 3EiEd 252 &,

AR OFHIZ XY | BEORE IR T 5 L& 2 5Dk~ 7B e
DHOLLNDZ ENRDHD, BENBDOLNIZLEICIE, BERLEFELIIL U
BLFR 72 05k & 1R BR & RO R Rl & 8 U Cg bl 22 BRI W 2 1TV IR ok
BOGIZ £ 2 EWER DB DL 2358121, AFIOWRIESOIH 1L, R OEIE RE R
NEHOBRGEEZBET D2 L, 2B, BIBERERLVE L OREIZLYEIE
MOUEDTRD HIRNGE T, B BB R VE - LIS o S i o8
HLEET D,

B A& T, BOEM S5 ARGE L COLRIERANRET D 2 R"H 5720,
AR OEEHETHIZHREWEM ORI 2ITEET D,

1 BUBEIRIG S & o, BERFES 7V R—V RZELZENRHDHDOT, O
B, O, EHEEOTEIRORBBCMBEMED LIS HAEET D2 L, 1 BER
WO GEIZIT G EZ I L, A >R Y RFIO B2 oY) 72 JLE %
152 L,

10



@ IMpassion130 K5 TITEG-BRLAD D 48 I CTi 8 BMIMNG., ZHuLARRIE 12 HF M
@ CTHMEDOFHI AT > T\ e 2 & 2 5B, ARG HITEHICEGRE TR
ROMEREITH Z &,

11



HEERHEET A N1~
TTFY IV RA<T (BinTH#LX)
(BR7E4 : 72> b Y 7 S 1200 mg)
~ AL~

SR2E9H (Ffn445 A%ET)
JEAE FEE




SR/

AN e

X LI

ARHN DR, 1ERET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH

P2
P3
P4
P8
P10
P11



1. IXUHIT

IS DOF N - REVEOHER DT DIZIT, B SCEFICE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH 72 3 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT TR 5 2 & RO
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOHRAORE(LHEZXS Z L LS Tnd,

BORAE RS SR ST, SRR M T 0 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B LB 23t & & D 2 & A hE /e — 8 O B i 7= 3 S BE ¢
THZENEETHD,

Lo T, RHA RTA4 T, BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 8L b MBI Bk B 2
F RO EFREEZ T,

R, RHA BT A %3 MAZATBAE NEIE L ERESH O, A ISEEEARAE
BRI IR s . —MAERTE N B ARERIR NRHE 2 e OVt [ E N B ARl O 1 ) D
b EER LT,

KGR ERDHERN TR N SR 1200mg (—#4 7TV XAv T (B
FHEHL R )

KA ERDRETIE  UIBRARE 72 MR

WEERDRMEROHE : "NV X<7 (Ba7HERZ) EOFRICRENT, WBHE, AL
377V ) XA~7 (EiafHHz) & LT1[E 1200 mg & 60 43
2T 3 MR T REFMET 2, 23, YIRS OAEMEN R
I ChIUL, 2 BIH LD GRERIL 30 /0 £ THMETE 5,

B 0E Ik 8 - PO A

(&%)

NNV AT (BT Z) OZREUIZNIR, BELOHE

BNRESUTANR:  YIBRASRE 72 ATl s

MIEROHE : 77 Y ) A7 (BlaF#az) oMW T, @H. BAICEN
N A=7 (Binff#z) & LTI1E15mgke (IKHE) Z s E RN
W2, &KEMRIT3HEFEU EET 5,



2. ARIORE. 1ERERF
TR b U ZEHEEE 1200 mg (—#%4 : TT YY) A~T GER R Z) . LR,
[AF ) &9 ) 1E KE D Genentech, Inc.iZ &V AI# S 4172 programmed cell death ligand
1 (BAF, TPD-L1) & 9,) IZxtd 5% sre7 Y Gl (IgGl) 727 72Dk M
E)7u—FAHUETH D,

CD274 (PD-L1) &, EENIZEW THUFRIR RIS IZEI L TRV | & ELY
VRER (T MR, BAMIfR L OV F = T % 7 —T fifn) 23 EL+ 5 CD279 (UL T, [PD-
1] &»),) KUCD80 (B7-1) &G L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fx DfE
EAIEIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TH V., PD-L1 & PD-1 #40 U788 1T, MRS HURRFELAY 7 T AR © OB
RS A DO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICRES L. PD-L1 & PD-1 L OfEAZIALET 5 Z L5
0 DAFURFEERR 2 T Mifa oM EFTEME 2 R U, 5 OHEM A+ 2 &5 %
LTV D,

ZIDDHEN G | AANTHENERES T 28 7 R IniEKIZ 2 0155 6 O L WIFF S,
A B 2 x5 & U7 R IRARBR 2 320 L . A 20, 2t R OB M R S 7z,

AFNDVE R LD B DGRERIRIC L D RIEREDRN & bbi, BHEXIIELT
(CEDAREMN D B D, AFIDOBEG- T ORERIZIT, BEOBREZ 72T BEN
D BT AT, FEBL L2 RITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
W) BERIRE W 2 ATV B OSRE RIS X D RITER 2N 5D 2 %A 12id. B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERPRARE
YIBRASRE 72 FFH e D AGREF I Z 5l 2 17 o 7= 1 72 B R 3B 0 il 2 7 97,

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

EEALFHIERED 72\ Child-Pugh 7758 A OYIBRAAE 72 AFM s 1501 1 (A AN
61 il & &ie) 2t BRIT, AFIRONRAL X7 (B z) CLTF, R <7
EVD,) OFFRES (RAIGHHEE, 336 ) OBENERNLEMEE Y T 7 =7 F L
Rl (LLF, (Yo7 7x2=7) Lw9o,) (YT 7==TFE 165%]) & L9 25 I
ARER A T2 L7272,

FERHEHEE O—>Th 5 24EEHE (LUT, T0S] & 9,) OFRIfEIT O E, ITT
EHICBNT, AFIPFHBECTY 7 7 2 =T iR L CTHERIEEDRO Hiv (O —
R [95%5#EX#] : 0.58 [0.42,0.79]. P=0.0006 [J&5!] log-rank # &1, MHIA E K UE
0.0033) . HAE [95%EFIXMH] (IAAOFHEE ChIERE (HEERE], VI 7=
TRET 132 [104, #EEAREE] WA THH-7= 2019F8 A29 BT —X b v hA 7,
D, b9 —2DOFEFAMIEH T&H D RECIST ver.1.1 12553 < 7R RTH) & 12 X 5 4%
e A LEHARE (LR, TPFS) &\ 9.) 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 ], WA EAKAE 0.002), ik
B [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
WA TH-T= 20198 H29 AT —4H v vA47, X2),

*]: REPREE (R & ) — VNIRRT DA RBEIRE, ~ A 7 n iR ERE, FFBIRERR
W AP AR, BT S) OEIG & 72 5 B XA S,

*2 1 AFIOFHEE TIEAA 1,200 mg K AN X< 7 15 mg/kg & 3 @M Z & ICHIRANEES., VI 7=
=TIV T 72=27400mg & 1 H 2B OFEE LT,

1 OS ® Kaplan-Meier g% (IMbravel50 3R8%) (ITT £H)



X2 PFS @ Kaplan-Meier i (IMbravel50 388 (ITT £:H)
A AR NBEEIIZIT D 0S O SAE [95%(5HE X ] 13 AKIOF A REC gl ks [HE
EARGE], YT 72 =T7HET 149 HEEARRE] WA NP — R [95%E/XMH] : 1.71
[0.50,5.84] Th o7z (K3), £7=. BARNBEEMIZIIT S PFS O Rl [95%EHH
X IEAKIOF i RE 6.4, HEERGBEIVA ., V77 = =T8T 7.7[4.2,12.7]
IR = R [95%EHEX ] ¢ 0.85 [0.39,1.86] Th-o7c (H4),

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

4 BAEANEHIZEIT D PFS @ Kaplan-Meier fi#R (IMbravel50 38%) (ITT £H)



(24 14]

[E B LR B IIAERR (IMbrave 1 507K05%)

B EFRIIAAIOI R 323/329 5l (98.2%) . VT 7 = =7 154/156 i (98.7%) I
R B, FRBREE (AAIGFARE CIIAR TSNV X~T | VT T2 =THETIEY 77
==7) L ORRERMPGE TERWAFHERIIARAOHEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLHED 5%LL EOARA] & ORFEIRN
BETERVHEEFRZIIR1DOLBY Th-o T,

#£1 EHABRS%ULOEFIE ORBEBERIEGETERVEEES
(IMbravel50 35R) (REVEMRNT I RER)

IRERIRSYEE (SOC: System Organ Class) AAIGFHEE (329 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) Bl (%) B% (%)
AH E OREBFENGE TERNWEHERR 252 (76.6) 90 (27.4) 4(12)
FR AR A 107 (32.5) 41 (12.5) 0
AST #0 45 (13.7) 14 (4.3) 0
ALT $0 34 (10.3) 7(2.1) 0
fm ey L e 8 27(8.2) 2(0.6) 0
/R 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
B IBkEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
BTGB KOV TR RRbE & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
Rtk KOs E 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
o ibE 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
55, R L OWEADHE 33 (10.0) 7(2.1) 0
HEAIZLE S RS 32(9.7) 6(1.8) 0
B LR RS 33 (10.0) 6(1.8) 0
Gl 27(8.2) 4(1.2) 0
i 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

B AAIDEFRABEC IS W CRVEMEMIZ SR 3 61 (0.9%) . FFHERERETE 87 # (26.4%) . K%
K HEOTH S F (1.5%) . R TH] (2.1%) . HARIREERERE 39 61 (11.9%) . FIE AR
PR 1B (0.3%) ., THEEABERERE 1 61 (0.3%), #fREE (¥7 2 - NL—EERESEE S
72) 1 % (0.3%). infusion reaction 32 %] (9.7%). BHHERERESE (SRS HIVEMERRE) 2 H#i
(0.6%) . BEEOREREE 2 #] (0.6%). HiEEm 1 4] (0.3%), 4FHFERED - BT
FRERIBAME 21 61 (6.4%) K OVEYIE 20 B (6.1%) 2388 Haviz, £z, 1 BUFERM, &=
FERRIESRE, % - BEIRIS . Ahoc - AREUTIRMRIE ., O R, MERE BAEMGERE, oM MK
B PEEREER 338 B L o T, AR EFRFEBURDUIBIE SR (RRREMERE 2 5T)



TR R A R T,

AARNBEEMZI T 26 FFRIIAFOHRED 35/35 il (100%) . xtHEBED 23/23
Bl (100%) (2788 B, 1HEHE & ORREARNGE TE WA FEFEZIIAAIGHIHED
31/35 51 (88.6%) . xHHREED 22/23 B (95.7%) \Z#BH Lz, AFIPFHBHCRB VT,
BUEMN 5%LL EOARK & ORREENREETERWEFRFGUILR 2D LB Thoiz,

#2 AARABEEFICBWTREARN S%LULEOFRF L ORREBHRBIEETERVWEEES
(IMbravel50 338%) (ZEVEMEITXIREM)

IRERIRSYEE (SOC: System Organ Class) AFIOEFHEE (35 1)

HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) % (%) sk (%) % (%)
AH & OREBENTE TEX WS HEFERR 28 (80.0) 8(22.9) 1(2.9)
— % - EFEER X O G OREE 10 (28.6) 1(2.9) 0
[T 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 #41 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 K ORERE 6 (17.1) 2(5.7) 0
&7 V7 2 o fE 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBEE 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
Por W 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, R L OYLE A GHE 3(8.6) 0 0
ENITHE 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 EEZREWERZR%EL LT
BRIZKIGT 5 Z EmMER72H  LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTINNICHEY T HM THH &,

(1) EATHERE SR E T 525 A2 HEEEIL AR LS CBRENT IR D3 A2 i B U Bt
HUIEEAS A RS R BRI . Hitk)s A 2Rl 72 &)

(2) FrEEHSRERIE

(3) FHERINFAEE T D03 AR (B ABEEIRERPT. 2 AR
W mEE. S AR R R &)

4) A RALFIIERE A FE L, ARIES L FRERZ R | XIS RIER L R B2 Rk
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