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FEELPARBINIFT, ZNOLOEEMZEICHERBE ICTREETS5 Z L PEED
BE L 7o TR Y REMBGEE & SEOFEARF #2016 (FAL 28 4 6 A 2 H FHERE)
IZBWTY, EHMEEGREOHEAOEEEELZXNL Z L LI Tna,

FHERAMFERM L, BEEASCREE T 0 7 7 A VRBEF O RS LB 5 (i B
B EMBD, ZOTD, FER ORI 2 HEA A ERT 5 £ TOR,
YHERMOBELRZT D T LB SIS BEICK LTHAT S L L bic, B
FADHBL LB BB RN & & 5 T & NIRRT —TE OB % i 1= TE SR RS TR
T5ZLREETH S,

LIEMo>T, AAA T4 TH, BAREESCINE TSRO TN L EFEER -
B RC RS & | DU OBER G ORiE /2ME M 2 HE T 5850 D BB, B X
HROEEEREL T,

RIS, AHA RTA %, MSIATEIE NEIE G BRSO A, AREREANR A
ERRIES . —REEE AN B AR R P2 R O—REEE N BAVNRMAR « 23 A%
KOO L EAERL LTz,

KRERDERES T b U ETEEE 840 mg, R AEERE 1200mg (—f&4 : 7
T Y X7 (ErTHEEZ))

R ERDREINE - UIBRARE 72 R B R A Y i

RMEERDRERVHE B H  RACIET 7V ) X~ 7 (BEfaF/E#z) & LT 1 [E 1200mg
Z 60 437 F T 3 ERIMR CRREEFHET 2, BE, 2 il Lok
RIZIZT 7Y IV A~=7 (BnFH#Ez) & LTI1E 5mgkg (K
H) (&K 1200mg) % 60 42> C 3 AR CAFEFEET 5,
ok, WIEIEG OZEMEN BIF THAX, 2 BB LAE O R
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7'y MU 7 SHEEE 840 mg K ORI ATEERHE 1200mg (—fx4 : 77V U XA~ 7 (&
fFrH 2 ), LT TARAl Evwo,) 1X. KE?D Genentech, Inc.iZ LY AIf X7z
programmed cell death ligand 1 (LA, [PD-L1J &\ 9,) x93 5@%E 7 a7 Gl

(IgGl) 727 T A0t MbE/ 7 a—FIAHKTH 5,

CD274 (PD-L1) . AEEAICE W THRERMIEEICHEE L T, Gl
VNER (T AR, BAE R N F =2 7 0% 7 —T Mika) EI2%E T 5 CD279 (LLF. [PD-
1] &Ww9H,) RUCD80 (B7-1) LiEE L. RESEZAICHIET LI EEZ 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, fEx DfE
BRI & 3 LT\ Z & (Cancer Immunol Immunother 2007; 56: 739-45) MR S
THEY., PD-L1 & PD-1 240 L7-RREE I, FEEMRAPURRF R TS OBWBRE
AT DEFO—o2 L L TEZ LTS,

AFNX. PD-L1 OMIfESEIICHES L. PD-L1 & PD-1 & OFfEEZHET D Z LI
£V BAPURRRA 7 T MR OIS ETEEZ 8 L, BB OMIEZIH T 5 L& %
HITWD,

INOORMEND | AFNTEEEBIC T 2 B2 RIpEEIC RV 55 L0 L HIfF S,
R BLREET P RE RS 208 & LT BERRBR 2 Ehi L, AotE, BeER OBEE TR
=iz,

AR OVERBEFICES BEORERISIZ L HBERE RS b b, BEEXITETIC
EDLAREMDN 5D, AKIOREGF R OEERIZIT, BEOBELHDITITV, BEDNR
D HNTHEITIE, FEH LT FERIIS U MR 2 mk & SR 2 R oA &Ed L i
G2 ERIRZ I 24TV IBE ORERIGIZ L DRER S DN 256213, RIBRE RV
T RO GEDOWEY) L E ZAT 5 WEDR D D,



3. ERERRE
BIFRHE 72 i B a5 PO B O A GR IR I G 21T - 7= EREERRBR O E 2 T~ 7,

[B7hE]
O MBIV EIEERRER (ML39345 35%)
2 LA EOUIBRTREE 72l BRI AE RS 150 il 2 X512, RAIOBIER V24
M RETT 2 E MAEREBRZ EM Lo, 18 L EOBFEITITAHA 1,200 mg % 3 1 H R
e (LT, TQ3W] &W9H,) T, 2 bl b 18 MR OBREICIIAA 15 mgkg (K
1,200 mg) % Q3W TERIRINIES- L 7=,
ARBRICBEZINTZ 5060 5 6, REINEGEIN2hoT0 1 flaFRS 49 672 2 6%
PEDOfFENT RIS & Uz, SRERBAAEIE R COEEFHETE H Td 5 RECIST ver.1.1 IZES< IR
BRAH Y ERTHIELC L D2 B0K [80%EE X ] (%) OFERIT. 2 [B1B OfFHT (19 FIFF &)
T42.1 [26.3,592] TH Y., 80%EHEXE O TIRIZFRNHE LI-BERHE (5%) %
t@okﬁ>t%\ﬁ%ﬁ®%ﬁﬁ%?%é4wﬂ"Tésﬁawﬁﬁ(mmﬁmﬂ
1 B =%y A7) BT 2HEBREGBRKRICER L EEFFMMEE CThDH RECIST
wﬂlh%d<@ﬁﬂﬁ%@(uT\mmjk%%)# IZE DTN OREITER 1
DL ThHoTo™,
*1 B PD-1 HUIRUTHL PD-L1 HifRIC L 218D & 5 BEF LRI S -,
*) L ARRRX B ONERIE, 18 AR 3 1, 18 Ll k46 B TH -T2,
#3 : Simon @ 2 BEfET A NZHS & BBRBRLAREIZIEL 1 Bl H KON 2 [B H OfEFTIXE N2 9 B R
24 G S CHEM L, 210200 1 BILLER O3 GILLE TR LRI BAIT, BEREHkET 2
CEME L7, 9 BIOFE A5 T LB 5T 1[5 H OIS T 1 IO BIARD b7z
O, BERAEEE Lc, £0%, 19 FIOFHIATET LR CEANIFE L TW e >72 2 EE O
T2 R L. 8 BIOEBBINGED Iz Z L h b, EANCHE L7 2 B H O3 2 E 6
HMThD 24 GIOERERHT-TI2, BIEZHFU LOBENMERHIRHFTE L LT L, HARLED
MERTATG 0 7= 8D\ Bk gk & ki L 7=

*4 0 AR O ZEIME B X, PABREIAAEFIZIZ RECIST ver. 1.1 1233 < JRBRIA Y ERRHIEIC & 5 =%
RE L, 1 EIARD 2 [\ O % EE L%, WIS & OO BB E 2
RECIST ver.1.1 {245 < IRC HITEIL X 2N FICAEE LTz, £7- MIMEHIY R & O ORER,
49 Bl OFERIZ IS & FHTIZFHE L TV 7RD -7z 3 (8] B OfENT 2 Ei L7,



#£1 BBRATRKVGEDR
(ML39345 3Bk, AT, RECIST ver.1.1, IRC Y&, 20214E9H 1 BF—# b v 3 7)
BilE (%)

VAN
%Ervn\n)‘ﬁ% 49 WJ
CR 0
PR 12 (24.5)
SD 24 (49.0)
PD 10 (20.4)
NE 3 (6.1)
7% (CR+PR) 12
(TR [95%CI*] (%) ) (24.5 [13.3,389] )

CR : 5ERZ%h, PR : #i53%%h, SD : &€, PD : HHAMEIT, NE : $HEREE. CI : {FHEXH
* : Clopper-Pearson 7

©@ EWNEIEEEERER (ALBERT #5k)

16 i LA EOUIBRTEE 72 F BLURERE A R 121 (5l &2 %P5, AFN OB IMER OV 4
PEE R 2 B AR E EiE L7, 18 MLl Lo BEFITIIAHA 1,200 mg 2 Q3W T,
16 W LA b 18 MR O B ITITAH] 15 mg/kg (BK 1,200 mg) % Q3W THEHRMNX 5
L7z,

ARBRIZBGFR SN 21 O 5 B AFIREE S o7 1l ZFR< 20 62 G20
OfFtfrRtg L Li-, EEFMIEE Tdh D RECIST ver.l.1 (2H-5< IRC HEIZ L HFED
KOFER Q02E3AZET =Xy A7) TR 2DLEEBY THY . FHRD 95%
EHEXMOTRRIL, FRNCRE SNZBERDE 5%) 2% ThE-S7-,

*1 : Hi PD-1 HLIE IZHL PD-L1 HUlAIC L D IHED & 5 BE TR Sz,

¥2 . FABREGHAEERZ IR S RS VL E L U EOLEEEOEZNRN 3.8% Th o7 L L Xh

T % Z & (Cancer 2001; 91: 585-91) # &8 LEMERDHEL 5%E L=,

K2 RBREPDEROCZERR
(ALBERT 3B, HZhMEARATIE. RECIST ver.1.1. IRCH|E. 20243 B3 BF—& v b4 7)
% (%)

ELE A AN

HiE'«m (=) XJJ% 20 131
CR 2 (10.0)
PR 0
SD 14 (70.0)
PD 4 (20.0)
NE 0

72%h (CR+PR) 2

(3 [95%CI] (%)) (100 [12,31.7])

CR : 52 &F%h, PR : 80 %F%h, SD : L€, PD : AT, NE : FHiABE. CI: (55X
* : Clopper-Pearson £



[Z2tt]
O ¥EIVEIMEEERRE (ML39345 35%)
BEERIT 49/49 i (100%) . KA & OEREBRNEE TE WA EFEEGRIL 47/49
(95.9%) 1238 BTz, FHFEMN 5% EOKRA & ORRBERNEE T WEEES
FE3IDEBY THoT-,

#F3 REBYES%UULEOFH L DR BEEZERETETERVEEES
(ML39345 3ABY) (&bt EH)

B RIRSHE (SOC: System Organ Class) AKIP 545 (49 )
FAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) BE (%)
A& DR REBERPEETERVWEREFS 47 (95.9%) 6 (12.2%) 0
YR 32 (65.3%) 1 (2.0%) 0
U o S ER 10 (20.4%) 0 0
M7 AH Y RAT 7 4 —EHE 9 (18.4%) 0 0
i ERFOE D 9 (18.4%) 0 0
AST 40 5 (10.2%) 0 0
ALT #1 5 (10.2%) 0 0
i PR R AR LR N 5 (10.2%) 0 0
i MR R 4 (8.2%) 0 0
MA eV Le s #Ehn 4(8.2%) 0 0
U R ERER 4 (8.2%) 0 0
(R E D 4 (8.2%) 0 0
i HE R AR AR L D 3 (6.1%) 0 0
—i% - RHEER L O SENLORRE 24 (49.0%) 0 0
T 18 (36.7%) 0 0
FEEL 6 (12.2%) 0 0
STV PR 3 (6.1%) 0 0
FREH K OV TRk RS 21 (42.9%) 1 (2.0%) 0
15 10 (20.4%) 0
% ) FENE 6 (12.2%) 0 0
SERRRE & 5(10.2%) 0 0
AR IR SN 5 (10.2%) 1 (2.0%) 0
ZITE 3 (6.1%) 0 0
HGEE 18 (36.7%) 1 (2.0%) 0
B 8 (16.3%) 0 0
THI 6 (12.2%) 1 (2.0%) 0
Rt L ORERES 13 (26.5%) 0 0
AREOR 5 (10.2%) 0 0
) R YU 7 A E 5 (10.2%) 0 0
5 A 4 (8.2%) 0 0
B R B & OV SRRk = 12 (24.5%) 1 (2.0%) 0
A i 7 (14.3%) 0
i PR 5 (10.2%) 0 0
ik 3 (6.1%) 1 (2.0%) 0
Mg, MEREs K OWthmkE s 12 (24.5%) 1 (2.0%) 0
T UL — g 3 (6.1%) 0 0
PR PR B 3 (6.1%) 0 0
i 2 3 (6.1%) 1 (2.0%) 0
MR LY v CRpEE 10 (20.4%) 1 (2.0%) 0
25 if. 8 (16.3%) 1 (2.0%) 0




PREBIKRSHH (SOC: System Organ Class) AANBEE-H] (49 i)
FEATE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) BilE (%) BilE (%) filEx (%)

PG WE 10 (20.4%) 0 0
FIR IR B RE L EESE 6 (12.2%) 0 0
PR IR REAR T 3 (6.1%) 0 0

kR E 6 (12.2%) 0 0
EIEb 4 (8.2%) 0 0
FREED F 3 (6.1%) 0 0

1 EE 4 (8.2%) 0 0
ETY 4 (8.2%) 0 0

B, ARFEEFICB W CRIEMEMZESR 3 6] (6.1%). FFHERERE « fF4c « M AR
TR 8H (163%), KiFHK - EEOTH 1 ] (2.0%). SR 2 Fl (4.1%). FIRAREERERE

E16 ] (32.7%). BEIBHEREREE 4 1] (8.2%). AMdE - BERELS -

TR 16 (2.0%), =

EORBEEZE 16 (2.0%) NED LT, £7-. 1 BERRF., TEEEEREE, MHikfE
E(XT L - NU—JEEREET)., BEMEIE. BHEREE RMEMREEBRE).
e - BESURRARIE, (OApJ. MERERJEMERE, infusionreaction, IRIMIEE M., #EME

LI S HE T OV - LSRR -

DA R —TIERBD NIRRT, A

BITEAZILRILISBEESESR (BARREERE 2E0) 23 0EHEREZTT,

@ EWNEIfEEEFRRASR (ALBERT #b5R)

HEFESIL 2020 6] (100%) . AL OREBURNEE TX WA EESRIL 16/20
(80.0%) 23D LT, BEIEN 5% LA EOERA| & OREEUENEE CE WA ES

BIIFRA4DEBY ThoT-,

F4 FEERYES%ULOFH L ORRBRBBETE RVEEFER

(ALBERT &) (RS xrR4EH)

#ERIRSHE (SOC: System Organ Class)

BARE (20 1)

HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5

(MedDRA ver.25.1) B (%) BilEx (%) BiEK (%)
AH & OREFERPEECEXRVEFEES 16 (80.0%) 4 (20.0%) 0
YR 10 (50.0%) 3 (15.0%) 0

AST #0 5 (25.0%) 0 0

ALT #41 4 (20.0%) 0 0

U L SERE D 4 (20.0%) 2 (10.0%) 0

A BRI R 4 (20.0%) 0 0

/MR 3 (15.0%) 0 0

A i ER O 3 (15.0%) 1 (5.0%) 0

AL F Y — LR 1 (5.0%) 0 0

7 L7 F R AR — B HIN 1 (5.0%) 1 (5.0%) 0

1 H R R L € s 1 (5.0%) 0 0
FREF & O ALk 4 (20.0%) 0 0

% O FEIE 1(5.0%) 0 0

gz 1 (5.0%) 0 0

5 1 (5.0%) 0 0

BER B IR 2 1 (5.0%) 0 0
IR ESPAONVINFAEA = 3 (15.0%) 0 0

7



PREBIKRSHH (SOC: System Organ Class) BERE (20 1)

AAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) filEx (%)
2 ifiL 3 (15.0%) 0 0

—i% - RHEERL LS ORE 3 (15.0%) 0 0

FEEL 3 (15.0%) 0 0

B e 1 (5.0%) 0 0
oI 3 (15.0%) 1 (5.0%) 0

R RUIR 1 (5.0%) 0 0
LRINIES 1 (5.0%) 1 (5.0%) 0
FER IR B REAE TE 1 (5.0%) 0 0
R IR RE TUEEE 1 (5.0%) 0 0

HiES 2 (10.0%) 0 0

L 1 (5.0%) 0 0

Mg - 1(5.0%) 0 0
AR ES K OVRE ARk R 2 (10.0%) 0 0

i PR 2 (10.0%) 0 0

RAi 1 (5.0%) 0 0
Rt L OveEREE 2 (10.0%) 0 0

5 PR I IS 1(5.0%) 0 0

KU o AlfE 1(5.0%) 0 0
JEYLE 3 L OV AR HE 1 (5.0%) 1 (5.0%) 0
HTRE 1 (5.0%) 1 (5.0%) 0
R TE SRR 1 (5.0%) 1 (5.0%) 0
FFRERE 2 1 (5.0%) 1 (5.0%) 0
M ER, HOEhEs K ONMiEfRkE S 1 (5.0%) 0 0

1 PEnRER 1 (5.0%) 0 0

il 2¢ 1(5.0%) 0 0
NS 1 (5.0%) 0 0
TRPE R AR 1 (5.0%) 0 0
kR E 1 (5.0%) 0 0
SHYA 1 (5.0%) 0 0
BB X ORI ES 1 (5.0%) 0 0

1R 1 (5.0%) 0 0

EHEPR 1 (5.0%) 0 0

B, AHEFEESHNCIB D CTRIE MRS 16 (5.0%) . FFEREREE - A% - B LR
B 6 M (30.0%) ., FRMHERERED 3 5] (15.0%). BIBHEEEREE 1 4] (5.0%) 23805
Nz, £, KBS - BEEO TR, Bk, | BUBERE, TRAREREE, Mk - BEL -
BFRER, WRREE (F7 0 - NL—EEHEZET) ., BEMENE, EEOREEE,
BHREREE (RAMEMEMEBRE) . fik - BERARE, DK, MERERIEFER,
infusion reaction, V&AM PEE I, oMl /MR B/ MESEEER K VDR - DFEIRITHE - O
X URT—TIERRO Lo, REWERABBIRNIIEESES (BRREERY 25
ie) HEULEHERETT,



4. HERRIZHOWT

AENOBREG N EY) /e BELEZZW - FE L, AFOBREICL Y BEERBIERZRE L
BRICXINT D 2 EDBMBERTZDH, LTOO~Q@D T X T AWM B\ THERT S
REXTHD,

O HEERIZOWVT

O-1 T2 (1) ~ (5) OWVWTNMNIEST LR THLHZ L,

(1) BEAFEBRENEET D0 A EEENSFRES BE R A2 REEIL SRR,
Hittsl 23 A RSB LSRR . BN AU IRIFRE . NS AHLRERE, NS AT
A7 &)

(2) FFEMRERPT

(3) HLEFRFFENIEE T D20V AREEIEFIE (D AREEEE EWPE, 23 AR EE
W 1IFbE. AR EEHEERRE R &)

(4) ANRACFREEZRE L, A REBLFFREDZER 1, S REB LFEDER 2
RITA RIS R ERIEE 3 Ok BRI D BHEIT > TV D ek

(5) PUEMREEAL EEMNE ORI EEI T R D R ZIT > TV D sk

O-2 FEMEEERIEE O (LFR L K ORIVERFEBEEO o +43 72 A3k & 185k & Fe O EE AT
(FROWT DY T DERM) 28, BEZEROLANCET 2EEOELE L LT
LR (G AT R

*z

EAIGEFEUS% 2 EOPMTHEZAE T L7-1%IZ 5 FELLEO D VIRE DR KRIHE %
IToTWAHZ &, 96, 28 BT, BAEYEEEZ L LIZEBRIEREZOWE %2
THoTWNWAHZ &,

ERGFFEUS%E 2 FOMETHEZET L7121 4 L EOEEFRANEFZ O R RIHE
1o TEV, 95, 29D R, BHEEEE O 1 AEWEEZ S L0 ATRRED
EERIHEZIT > TN DH Z &,

ERFFEUS% 2 FOPMTHEZET L7121 5 FLLEO/NER A Z ST/ NRF
HENZR VS 7 R = RS BN

@ BREHNOEXRMEREEDOEHITOVT

EELIEREBICESFE T 2EEENEE SN, 8EEMENDOFRED, A9 - &2
EMERZNFEROEHER CEMEICHT 2 1ERIEM. AEEFLNRBE LGS OHE
¥, BRESDITON D IEHINESTWDH Z L,

© BIER~DHIEITONT
@-1 HERRAHIZEE 3 % B
FEMEREFOHEERBIEMNRAE LIZERIC, 24 RRAZFREH O T, Bk X



IEEERIR BT, B LUZEWERIZES U TARREE KL O CT ZDORITER OERINIZ 7
BB RNY BFHICE LI, BEBICRSAREREH N E > TN Z L,

©®-2 ERUFH L HAFTERMNISCICET 2 EH

PAIRIZED 2 M 2 Mk VL AT 2 EREEENEER =21 v 7
EZFOITEROAT V== T EATOERE L FH &G TE 5 F — AEFRFHIDE
HENTND Z &, 2B, BEEFICONT, BDABRE L ZOFEICHSICAMENT
WHZ &,

@-3 BEHWEADZErOXNIZE L T

BIWER (FEMHMER, RS - T4 - BLHEEE R, RIBK - EEOTH, B
K. 1 BEIRIE ., WoWEE (FURIRHERERES . B EREIES ., TRAKERES) . Mk -
BEfEE - BTHER, HREE (X7 «c AU —EREEE2ET) . BIEMBENE. EEDK
JEEE, EielEE (RMEMEEBRE) . Kk - BEBAE. Ok, MIKER
JEMERE, Infusionreaction, JRIMMEE M, MM/ IMGBU/DHESEEER, DIEK - OERET
B Z R —7%) 12 LT, HEhist U EEEEEE OFEMMELZE 9 2 ER &
HEL FEEAOZE-ORICICE L THRERUOIEEZZITONLIFHEICHLHZ L), H
BT 2R LE S TE DGR ES>TWDH Z b,
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5. REXFHLRDEE
(A2 B % FIEH]
O YIBRREZ2 fa BRWER PR R E IC B W TARAIO B 5- OB PEN RSN TV D,

@ TRUACEA T D2HEMATIEIZONTL, ABIOFDENELS N TE ST, KFO%K
BxGg LB,

L OFUEMERESA & OGRS

(Z2atEic B+ 5 FH]
O TRICEATL2EH IOV THARORENER L SN TNDL T &b, BE21T
branZ k&,

AFN DRz xt LIRBUE O BEERE D & 5 BE

@ TREFTOFHHIC B W T TFRICEE T 2 BEICOWTL, AFROKREITHR S uian

AN

L OIFETEIRIEL DN I VIGEICIRY | HEEICARIZFERT 22 L 2EETE 5,
FVEMERIR B OGP UL Z DB ED & 2 B

R E iR CRIE R 2780 5 BE K ONEENE O F T #R il o ORGe e Atk %
DRI RIEWEZALD A B D B

B OREREREDH HBE TEMHRE L ITEREO B R EZREROBEERED
& 5HBE

ECOG Performance Status 3-4 "V o #&

GED ECOG @ Performance Status (PS)

Score
0 L AR IEBTE 2, Bnis R LR EEENFIRR TR 5,
1 PIRRIIZIL LEENTHIR S5 23, BITRTBE T, BAFESE > COEEITITO 2N TE D,
Bl BOWFEFE, FBEE
2 HATHRECTH S OF DRI O Z EF TSN CARELEAEEITTER Y, BPO 50%LL i3~y M Cili 29,
3 [RONTZEDOHFDOEIY D & LTERY, AFD 50%LL L&~y R T TiI 3,
4 E<L{#HBF V., BLOOHFOREIY D LIFEL TERY, BRIy R /FTiiId,
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6. HEICBE L THEBE T NEEIF

O WASTEZEIOM A, MERGEEE DR T 2 @RS 2 IS X AR F O FRME & ONE 1E
AT DIZMERERE I L ChrofATHZ &,

@ WRIRBMRICHESL D, BE IZF OFHEICHEIER OfEREEZ o3 L. REZE
ThoEETHZ L,

@ ERBERAO~FR Y AL MZONT

MEMERREEN S 5D ZENH D DT, KO EIZHT- - T, BRRE
e (PR R EE, ik, FEE) OERK O X Rk OE%E, Bigs+5o
2179 2k, Fo, KBS U THE CT, M~ —h —F0mELEMT 5
ze,

ARHFN O EILEE O infusion reaction |2 2 CEAMFIC 57 %InD TX LU
B 51T -7 L CRtE L. AFIE G K OARFIE G THIT A 2 A 28
ET DHE, BEOWREL+DICBET S L, 725, infusionreaction % F I L
AT, 2 TOBER MERNZERICEET > TREZ +OBIETL 2
B

AFHEREREE . BF2t, BLIERE RN H L bND Z ENH LD T, AFOZEER
1EET R O G- #IM I E BRI T e A (AST. ALT. y-GTP, Al-P, v U /L
EUEORIE) FEMRTH L,

ORI RERE S | BIBREREER O TREAEERENH ODbh 22 RH LD
T, AFOF G5BT K O S-H R o I E RSN WS RERR A (TSH, B2
T3. #Ef T4, ACTH, ML /L F YV —VEDOBEIE) Z2FETHZ &,

AR OFEIZ LY | WEORIERISITRE T 5 & B 2 b DA REBRFRRE
NHLDLNDIERH D, BEPROLNIHEITIE, BELE-FERIIL LT
Y72 ek & R A2 B OBEAT & B L Cili bl e 8RR M 21T I8 EE O
FOSC X D BWERD RO DIHEITIE, ARIORIETH I, RORIERE R
NEVRIOBREGEREBEET S L, 728, BIFKERVEOREICLYEIE
FHOUENTRD IR WIGEIZIE, BB RE AR /LE DS O EmIE OB M
HEET D,

WERTH, BOARN O ARB L TOHORIERNRERT I ZEnH 570,
AR OEEETRICHBEIERAORBRIZH2ICEET 5,

| BUBERRR (BUE | BUERIB 2 & 1) bbb, ¥RBEE7Y 7Y F—v &
WCELZENHLHOT, A¥E, Bl EEZEOER OB MEHEO LRI+
SEETDH L, | BERBAEDNEHEICITREEFIEL, AR il
RO E5ZED#EY LWEEITH Z &,

@ ML39345 R CI1IERa% OB E ., Z0%kIT 6 AEMR (&5 1 F42B27-59
FERFERE, 2 FE4 82725 12 @AM . ALBERT #5r Cldf&k 545 24 BE T
% 8 HMRMGE. ZALLIRET 12 BB CEMMEDOFHEiZ1T> T\ Z L 2B,
AFN G-I EMBICEGRE CHHROMRELITO Z &,
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REEAEETA T4

TV VX277 (BFHEEEZ)

(R5E4 : 7k Y 7 KEEE 1200 mg)
~FE/INHE B 5 ~

¥rL3 04 A (5742 ARET)
BASBA




B &k

A o

XL HIC

AFN DR, 1R
[ PR BAR
FERZIZDUNT
BHxtGe L 70 b B

REICER L TEET NS HHE

P2
P4
P5
P24
P26
P29



1. IICHIT

EELOFNE - BEMEOHMEOT-OIZI, IR STEEIZE S W B IER#ER AR D
BND, 6T, TEOREFFOERIZ LY | FURER e & OFEHN e Frif 1B A%
FEELDEARINDLIF T, INOOERMZEICLERBEICRMT 5 2 & RO
BE L 7o TR Y REMBGEE & SEOFEARF #2016 (FAL 28 4 6 A 2 H FHERE)
CBWTH, BHNERMNEOFERORBEIHEELZ XD = LS5,

FREAFERMT, BREASRZEET 0 7 7 A VRBEFEOESRR 5 M
BIRDZENDHD, 20D FMEROLREMICET 2 FRN+2ERET 5 £ TOM,
UHERLOBELZRS ZIT 52 EnMfFSNIBEFIC LTERT S L L bic, BIE
RN L 7-BRIC N E 3t nZ & 5 2 & RN AEee— 8 O B 25 7= 3 R BE CfE A
THLZENEETHD,

L72Bo T, BKAA T4 T, BB N E TIZE LTV D EFIRER -
B RMICESE | LTOEERRORECERZHET 28 A0 b LEREN B2
HFROEEEEEZRT,

BRI, RHTA RTA 0%, WSIATBOE NEE R ERESREHEE, AREEENBR
ERRMES P, —AEEE N B AR IRNBI ES ., FEREFIEENE A B REF2 &k O
—RFEEEN B AR SR F 2 OO b AR LT,

MHBEERDERRL Ty N 7 EREEHE 1200mg (—ik4% 7T YU A~T (i
THEHL %))

MG ERDMEINE - UIBREE/2EST - B OIE/ N Ra itz
PD-L1 [543/ INFRRa e 1 33 1T 2 i i i B I

HELRDEROAE  ALFRERIGE O R LR % b < OB EE/0EAT - R OIE/D
4 e i 32
O EMEER & OFFRICRB W T, 8., AT T U X
~7 (&G Z) & LTI1IE 1200 mg Z 60 537> ) T 3 #EM
FIRR CAMEET 5, . PIEHEEOIEMNN BRI THIL,
2 BB LA O B HRERIIX 30 o CEM T 5,

LFFIERIGE D PD-L1 O UIBRRRERELT « T3 DI/
Jica Jii e

WBE. RANCIEXT 7YY X~7 (EEFHEfRZ) LT 1 [E
1200 mg % 60 7377 T 3 @RI CREFFET 5, 2B, ¥E
B 5 ORBENBH CHIE, 2 BB LEOE SRR 30 5
ECHEMETE 5,




{LFEEIEBEIR R O UIBR TN RE AR AT - B3 D IE/INlAa i

WE. RANCIEXT 7YY X~7 (EfaF#ftz) LT 1 [E
1200 mg % 60 77 7>7F T 3 @R CREFET 2, 235, FIE
B 5 ORBEENBIFCHIE, 2 BB LUFEOE SRR 30 /H
ECHEMETZ D,

PD-L1 [t D6/ NI (2 31T DT mi BRI
WHE, RAZEXT 7YY A~7 (ETfiEz) LT 1 E
1200 mg % 60 5377 C 3 BRI CRRBMEET 5, KEHFIX
R2BAMETET D, 2B, YEREGOEEMEN RIF THILL,
2 [8] B DI O SR 1T 30 4R £ TEMETE 5,

B3 R 5E ¥ E PSR SHE




2. AF| DR, TERBF

T MU 7SR 1200mg (%L T TV ) A~ T GEFEfZ) . LT TR

Al Lo ,) 1E, KED Genentech, Inc.iZ X ¥ BI# X 4#17- programmed cell death ligand 1
(BLF, TPD-L1] &W9H,) iZxtd2%& 7 v 71> Gl (1gGl) 727 72D MEE
J7a—FAREKRCHD,

CD274 (PD-L1) &, AFEAICBW THUFERTMRSICEIR L TR | FELZY
V8ER (T HERE, B MR N F 2 T % 7 —T fifn) EIZRBE 5 CD279 (LLF., [PD-
1] &no,) RUCD80 (B7-1) &iffa L, EREZAICHIET B0 TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, fEx DfE
BEAEIZ BB L Tu\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) N#RE i
TH Y. PD-LI & PD-1 247 L7-fRB8I3, IEEHIAE N FURRRRAY R T Ma b DR EBESE
ZEET OFO—D2 L L TEILNLTND

ARHFNL, PD-L1 OMFSMEIRIZFES L, PD-L1 & PD-1 L ORFAEEAET 22 L5
L0 BATURREANZ T MO MG EEE LR L, BEOMELIHE T 5 L&
LTS

ZIHDOHENG | AANTEMEESEICN T 27 RIEEICRVEL O MRS,
FE/INHmRa TR B A kPG & LT BRIRER R 2 i L. A2hiE. BEMER CBEMED TR
i,

AFNOMEREFFICE S BEORERISIZ L DBERENH b, BEEIET
\ZE D TR ﬁ#%é ZIKﬁ'JCDTfoEP&U\TxEM& I, BEOBEZTHIATV, BEN

O HNTHEITIE, R LI FRITE Lt%F‘ﬁE’Jiﬁ‘ﬂ&kfi%%ﬁ“ﬂ:ﬁﬂic‘:@# LT
ﬁ@fcﬁﬁﬁé%lﬁéﬁ%ﬁb\ 8 EDOFIEFOSIZ L DRIER BN EON D582, BIBRER
IV CHIDREFE OB RMLEZAT O LERDH D,



3. ERPRAAE
UIBRREE72 AT - B OIE/NRaME & OY PD-L1 5 FE/ AR AtiE (235 1 DT
THEh IR D GRS | Z Ml 21T - 72 E R BRI OBGE &2 7,

[B2hE]
OEBELFRIFMHERER (OAK 3ER)

77 F 8K & B AL FRIERE O & 5 UIBRARE 2R EAT - R O IR/ NI R it B
1,225 6] (RAIRE 613 1], K& X w8 612 ) 24510, KAl L K& 4 F+/1 (DOC)
OFZIMER VLM% i3 2 B MAERER 2 555 L 7o, A% 1,200 mg/body X i K& #
X/ 75 mgm? & 3 EBME (LT, TQ3W] w9 ,) THRIEERE L,

BONZT v Z DML ENTZ 850 Bl (AARN 64 Fla&Te) OEBEEHICBNT, KA
BT AR i U CTRAEFHR (UUT, ToS] W) ,) OFERERNRD
Hiv (N — R [95%EFEX ] : 0.73 [0.62,0.87], P=0.0003 [/&5!] log-rank #7E]) .
gl [95%(SHEX ] (IAFIBET 13.8 [11.8,15.7] W H. KX FE/AEETI6 [8.6,
112] #ATH-7= (K1),

o LR AR (UUF, TEGFR) L5, ) BT AR SUIARNLY 2 /3% F—8 (U
T, TALK)] X5, ) BAEEGETBIEOEE T, 77 78 & 03RRIz, The
U EGFR FHEVEA T ALK FREER 26 7 2 FUEMEEANC L 2 1REREN H 2 BEDHEAAND
iz,

1.0
094
0.8+
0.7
064
05+
0.4+
0.3
024
0.1+

twals

stz
------- FTEAATT
oo+ TE4

0 3 B 9 12 15 18 21 24 27R
FHIEE 425 363 305 248 2
s+l EF 425 336 263 195 1

K1 OS ® Kaplan-Meier iR (OAK RE) (£BEFLEH)



Q@ EPBEILFZE M AERER (IMpower150 #5x)

{LFRIERE D 72 R B 2 Br < UIBRRE 72 1T - R O IE/ Nl A it AR 1,202
Bl (BARN 9 FlaagTe) ZxtBIC, &K 1,200mg & MOTEMERES] (WLVRTZ7F
ART ) ZExEL [ARE, 402 6] UIHNKRTTF o +87 ) XX~y R
~7 (BrEfz) [BEL. 400 1)) L OABEEOFEIMEROREE2MEE ., IERLE
BEIIWVRT TF o+ 7 VARV + RN R~ T B Z) [CBE.400 B1])
&P 2 S IAERER 2 i U722, TR OfE R, EGFR BInFARBMEXIT ALK
A E L FEEOERE (157 F) ZER< 1,045 6] (BARAN 67 flZzate) O JITT-WT 4£H
2RV, AEIGFAEE (B BE359 f7) CTxtREE (CRE337 #) &bk L CEHEFHEHEA
T D 0S DEERIEENFED HAL (O — R [95%(E#E X1 : 0.780 [0.636,0.956]
P=0.0164, BE/KUEMM 0.0184 [JEH log-rank B E]) . FHRAE [95%EMEX ] 1TAFH
OFFRE B AT 19.2 [17.0,23.8] 7 A, xtBREE C#ET 14.7[13.3,16.9] 7 A TH -7z (2018
TIARBT—ZAy b F7, [2), ¥, KAIGHHBE (A # 349 #]) 2OV T,
KTEREE (CEE337H]) 129D 0OS DAEERIERITFRO b7,

*] : EGFR 85 TE RGN X ALK B G BETHEOBE TiX, 224 EGFR EEA XL ALK
BAAE VR %455 2 HUBMEIEIS AT & 2 IRRIEAS & 5 BB DA AL BT,

*2 0 AHK) 1,200 mg, HARTTF L AUC 6, 237 U X FE/L 200 mg/m?, ~NY X< GEIG T
Z) 15mg/kg & Q3W T4 Xk 6 7 — R FEH% . KA 1,200 mg LAY X7 (BIEFHHLZ)
15 mg/kg 78 Q3W T 5 Shviz,

1.0
0.94
0.8
0.74
40 0.6+
% 0.59
H 04 -
ERaTAV Y S ", %
039 c:hALRTFF e —
REPACF IR £ cF
0.24
BCP
014 «rmimin FTJUXTT +BCP
L
0.0+ |+ *TBU]) T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33R
A#+BCPEE 359 323 296 264 235 167 119 66 34
BCPEF 337 308 268 233 196 129 87 56 29 6 1

B2 O0S ® Kaplan-Meier Eif% (IMpower150 3B%) (ITT-WT £H)



Flo, BANBEEFICESIT S IT-WT £H O 0S OHFRE [95%FHEXME] 1A
GEFRE B BEC 19.8 [14.1,242] W A, XIHREE C BECHEEREE [13.2, HEEREE] I H.
AW — R [95%(E8EXA] @ 1.311 [0.498,3.446] ThHo7- (K 3),

1.0 +—1— I
0.9 '-.-'-.-‘-"':_.
0.8- s T
0.7 1
40 0.6 ‘
i 051
044 5 oxes r
034 C:hLKRISFo E
VAV cJ]” “ee
0.2_ l.“’
BCP
01 === FFYYRTT +BOP
L
0.0 T fTBﬂJJ T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30AR
AHE|+BCPEE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

X3 HAABEHLEFIZRITS 0S D Kaplan-Meier #i#t (IMpower150 3R8%) (ITT-WT )



QEFRILFZE 11 AHER  (IMpowerl32 #5R)

{LBRIERE DO I WRE LR 2 R< EGFR En A REN, ALK A EETFEED
UIBRREE 74T - RO/ NIEMERE 578 6] (HAAN 101 flzEte) Z2x5ic, &
1 1,200mg, 77 FF8E (DVKRTZF I AT TF ) KORRA RLFk& R
RU T akF) (LT, TXX Lkt K] L)) OBFR®ES [RFIGEHARE. 292 4]
TOFMER N Ze2E, TT7FFRE] (DVRTTF I AT TF ) RORA
MUt ROGFA®EE [xHFREE. 286 fil] 2 & i 2B MAHRER A FhE L7, AFIGF
FARECHRIHRRE L il U CEERHMMIEH O —>CTh 2 EREA LR (LT, TPFS) &
7.) DHEERIEENRBD HIL (AF— R [95%EHEXM] 0.596 [0.494, 0.719], P <
0.0001 [JE%H log-rank HE]. A E/KEME 0.0040), FRAE [95%EMEXM] ITAAFIGF
BT 7.6 [6.6,85] WA, *EBEETS2 [43,56] WATH-7= 018FES5SH28T
— X By FT7, K4),

*1 : ARA&| 1,200mg, HNRTTF AUC6 LT A7 T F 2 75mg/m?, XA k LFF K 500 mg/m? %
Q3W (F=a—=m 1 BBEIWCHEE) T4 UL 6 a—2%E%, AH 1,200 mg RONRA FLFdFE R
500 mg/m? 7% Q3W TH#t 5 S iz,

¥ WIVRTTF 2 AUC 6 I AT T F 2 75 mg/m?, <A kL% K 500 mg/m? % Q3W (F 22—
AP 1 HBICEE) T4XF6 2—AEEH, A hLFE F500mg/m? 2 QAW THRE Ihiz,

10+
0.9+
0.8
0.7
0.6
054
0.4+
0.3+
0.2

EIEELFIS

FEBFF: ISF F L F
G AR AN TSF A L f

15491

0.0+

0 3 6 9 12 15 18 21 B

AF|FHERE 292 231 169 120 88 43 11
THEREE 286 195 15 72 44 11 3

X 4 PFS @ Kaplan-Meier Hi## (IMpower132 3A8R) (ITT £H)



@A T AHRER (IMpower130 #XER)
{EFRERE DO 2\, R EREZBR < UIBRRRE 2 AT - B3 OIE/ Nl BE 724
Bl Zxt 8, AF 1,200 mg, VR TTZFURONRT U HX2RL (TT I U ERER)
(LAF. Tnab-PTX| &9 ,) OFFRAEE [ARFIOFHEE. 484 Fil] ' OF MR V2N
. HIVRT T F KO nab-PTX OFF S [RHREE, 240 Fil] 2 & i3 5 B IAAR
B i U7, RN ORE R, EGFR R T ARG ALK & BB THIEOBE
ZBr< 679 B IT-WT F£HICIBW T, RAIGHHRE (451 F) TxtlEEE 228 #) &k
L CEEHMMEEE O —>TH D 0S OFRBRIERPEO b (HNP— Kb [95%5#
X1 0.791 [0.637,0.982], P=0.0331 [J&H log-rank #7E]. A EAKMEME 0.0425), +
FME [95%FREX ] 1IAFIOEAEET 18.6 [16.0,21.2] 1 A *FHREET 13.9 [12.0,18.7]
WA TH-T= Q8FE3IHISAET By bA7, K5),
*1 : AAI1,200mg, H/VART T F 2 AUC6 75 Q3W T, nab-PTX 100 mg/m? 73 1 @R T, 4 X% 6
a—AEE% ., AHK| 1,200 mg A3 Q3W K& STz,
*2 1 HIVRT T F 2 AUC6 28 Q3W T, nab-PTX 100 mg/m? 2% 1 BN T, 4 T 6 a—A&FKH5 3N
72

1.04
094
084
0.7
0.6
054
0.4
0.3
0.2+

gyl

FEBE DILRTSF o4ren 0251
014 —=——=— FAIHAF FEHDIATSF Aap 025
54

0.0+

T T T T T T T T
o0 pal 4 8 8 10 12 14 16 18 20 22 24 26 28 30 32H

AH|FEEE 456 427 384 3BH 319 298 271 220 168 130 88 59 40 19 10 4 1
Fi0EEY 229 207 176 162 147 132 119 96 75 58 39 24 13 8 1

5 OS ® Kaplan-Meier Bi##t (IMpower130 3EBR) (ITT-WT 4£H])



OEFEILFE S 11 #5888 (IMpowerl 10 3X#)

LFRIERE D 72 PD-L1 5 (S 38 SR M a2 317 5 PD-L1 %
BN 1%Ll L) OUIBRTRRE/REIT - BROIE/NEIMEEE 572 6] (BARANS1 fl2E
te) ZRBIC, KA 1,200mg [AAIEE, 285 6] OFMER Vet E, 77 FF5A|

(VAT FZFUIIHNRT TF V) RO A Lt RUIF A2 e oftfks

[ iERE, 287 Bl] & Mol 2 S IMAHRER 2 i L7, AT OFE R, EGFR &
GFERBE T ALK @A B FBED '%%?rfi%< 554 o ITEWT £/ 5 5
TC3/IC3-WT ££H" 205 5l (AN 24 il Eie) (ZBWT, KREFE (107 F) TILFIE
EEE (98 f5i]) & bbi#g LTEERMWEHf&péiﬁzfﬂ;ﬁﬁ@ﬁi‘@ﬁ%z)m&)%h (N
— N [95%EHE X ] 0.595 [0.398,0.890]. P=0.0106 [f&%! log-rank fE]. HEKLE
mH] 0.0413) . FHAE [95%EMMXMA] ITAFFET 202 [16.5, #ERE] VA, LFHE
ERET 131 [74,165] WA THH-7= Q0189 A10 BT —X B v +4 7, K6),

*1 : EGFR BIZFERGMEIT ALK & BB FEEORE TIX, £ 24 EGFR FLEMEH UT ALK
BAAE VR %455 2 HUBMEIEIS AT & 2 IRRIEAS & 5 BB DA AL BT,

% AR R T 351 % PD-L1 Z %8 L 7= BB 5 5 FI4 (TC) SUFREE R S M At
B 2EE (I0) IOV THERIE S L, TC3 (TC=50%) XiE IC3 (ICZ10%) THHHAIC
TC3/1C3 M & &z,

18 P{E(E3log-rankt&F) 0.0106

094 o {H (95%{E%E X )

084 {bZE R 13.12 A (7.4,16.5)

i i %8 20.21 A (16.5, NE)

0.7+ bt X I —F Er(95% {538 X 8] 0.595(0.398,0.890)
48 06+
E 05 ey
H 04+

0.3

021 {pmsnt |_

04 =smrmee AT

- FTHEE
0.04

T T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36A
AFIBE 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
{bsEsER 98 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 f

X 6 OS ® Kaplan-Meier Ei%% (IMpower110 388%) (TC3/1C3-WT £H)
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OEBREFRFENHEFE (IMpower01075R)
77 F A 2 G iR m R IER O RER I IBE (BEAE >4 cm) ~ITAH
(UICC/AICCISHI BB ThR) O IE/ MBIt B 11,0056 (A ARANNTHZ &) 2 x5
W2, AHI,200 mgD B INER VLM RHEET (LLTF, IBSC) &W9,) LT 5
HIAERER 2 66 L 7=, AT OfE R, PD-LIBME (EEHIREICE T 2 PD-L1FHE
(TC) MB1%LAE) o 0 XITMABIERIZIWT, KAIEE (248f%) TBSCHE (228%1) &
b U CEEFMMEE Th 2 BN AEFHHE (LUT. TDFS) &\ 9,) OFERLERNE
DHAL (O — R [95%E8EX ] 0.659 [0.495, 0.877], P = 0.0039 [J&Hl/log-rankf®
E]. BEKAERIA0.0370) . FHRAE [95%EFEXM] 1TAFIFE CHRMERE [36.1, H#HE
REE]. BSCEET35.3[29.0, #EEREE] W H THo7- QOIEIAIBT —4H v b4 7,
B47),
*1 0 7T F S H S DRI AR OB I S h T, BlEOR T T,
*2 K 1,200mg & Q3W TheK 16 [Hl#% 5 L7z,

1.0
09+
08+
07
@ pgA
o
H_‘
ﬁ 05 e
1
B 044
034  P{E(EDlog-ranki®E) 0.0039
R (B (95%ZH XD
02- BSC 35.3» A (29.03ETRE)
TPrUURZT hR{ERIEG6.LHEETED)
014 I —FE(95%{E3EE D) 0.659(0.495,0.877)
O'O_ T T T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 bH4R
AFIEE 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSCE#t 228 212 186 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 3

X7 DFS®Kaplan-MeierBi# (IMpower01038%)
(PD-L1BME (TC=1%) O IO XiZMAKALER)

11



(PD-L1ZEBLIR LB OB B K 022 1)

OEBEEFRFMAERE (OAKRER) [THAANLLNTZEBED S b BEEHEREIC
TPD-L1%& 38 L /- @G A0 &k OEG R E MR 50 %14 (LT, TPD-L13H
R LW, ICET AEFERNELNT HOBREDOT —ZIZHESE | PD-LIFKELRSE
BNZIRRENCIRINT AT > e B NER OB 2O RIILULTO LB Th o7z,

BHIEIZOWT, PD-LIOFREIRNOBEIMEORERIZ, 1D LB ThoTo,
723, PD-LIOFEIRMICL ST, AROLZEET a7 7 A4 VEFERRTH - 72,

#£1 BEEHBEREICISIT 5 PD-L1 OFRERMBIDE S
(OAK#BR, 2016E7TH 7THT—F v vZ7)

0S
PD-L1 GV e 51 3K FoE [95%ClL] ANP— R RHAEHD
(HA) [95%CI] p fil
A 180 12.6 [9.6,15.2]
TC 0 7>>IC0 DOC 199 89 [77. 11.5] 0.78 [0.61, 1.01] eiss
AH 241 15.7 [12.6, 18.0] ’
TC 1/2/3 XL IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58,0.93]
A 290 12.7 [10.0, 15.0]
TC 0/1 7> IC 0/1 DOC 284 92 [82.111] 0.79 [0.64, 0.96] .
A 129 16.3 [13.3,20.1] ’
TC2/3 X 1C 273 DOC 136 10.8 [8.8,12.7] 067 1049, 0.92]
| 348 12.6 [10.2,14.2
TC 0/1/2 5> IC 0/1/2 <A [ ] 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8] 0.0031
A 72 20.5 [17.5,NE] :
TC 3 XX IC3 0.43 [0.27, 0.69
DOC 65 8.9 [5.6,11.6] [ ]

DOC : FEZ¥E&/, *:PD-L1 EH (ICO, IC1, IC2, IC3), BHEED LY A % (1. 2) ROWEME (RY¥EL
FfE. R ERE) ZBRIKT & LRI Cox [aF

GED TC : JEIEMERIC 1T 5 PD-L1 238 L - ESAas 5 284
IC : JEEMAIC R 5 PD-L1 &R E L /=R M 5o 284
OAK #BR. IMpowerl50 3EX T L7z TCO~3, ICO~3 T TERZM

PD-L 138510 55 JE HEE PD;LB‘E}?“
PD-L1DGMERIG DR Hi7a TCO
XiE, Ge@ iR CBAfR72 <, PD-L1IC K % BBMERGE A IS O 1 %RMICRD HiLd

TC | Je@sREEICRAfR7e <, PD-L1IC K 2 Bt e 25 s e o> 1%L _ES%AT (CF8D 5 2 TCl1
Geeash P ICBAfR 72 <, PD-LIIC K 2 BB MEROS 2SI Miia 00 5% L, ES0%ARmICER S 5L D TC2
SR ISR < PD-LUC K 2B ERISAMEEHID50%LL BB b b TC3
PD-L1DGMERIG DR A7 1C0
XiE, GeiRPEICBafR72 <, PD-LUC K 2B RUS AEIEIEE SE Ml O 1% R ICBD 5 h b

IC | Qe@msspE | BAfR72 <, PD-L1IC K 2 BB ROG 23 I = o 5 i e OO 1 % L _ES%A I masd 5D ICI
L N : G D5%LL E10%ARMICFRD 5D 1C2
Yo ta st B I BItR 7R <. PD-LUC X 2 BRGS0 s iE g AR D 10% L EICED 6D IC3

12



FEARTL & OEEAERRIRRI2351T 5 PD-L1 OFBLR A OB NEITE 2 KO 8~9 O
LBYTHY, RFLEEOBETIE, TCO 7> 1C0 B (HEHLEICIIS 5 PD-LI %
FEEL L 7 RE B A & OE B2 B S MR Y 5 D 2B GV T LD 1%K0) 1280,
K& X BB E LB LB ORO KX KNS UVMERNED i, 7ok, s
KOPD-L1 ODFHRRICL P, KFOLEET 07 7 A4 VZREETH - 1,

2 FERRE R OMEFERERRAEICI T 5 PD-L1 OFEBRIRBIOF$hME
(OAKRBR, 201657 A 7THF—Fh v + ZF7)

PD-L1 GFD 5 Bl FRAE [95%CI] O/SH;““— Nz ZHAER D
(7 A) [95%CI] p i€
FEm - F RO
TC 0 7>>IC0O ;foﬁg 1;’3 1‘1“2) E;?l;?] 0.75 [0.57, 1.00] e
TC 1/2/3 XX 1C 1/2/3 ;f fg 12 i;g E;“;é%ﬂ 0.72 [0.55, 0.95]
TC 0/1 7> IC 0/1 ffg if; :‘1‘ ; E;1971;65§] 0.79 [0.62, 1.00] s
TC 2/3 X IC 2/3 ;f fg 23 ﬁ; %;585 ’113\1_]3]] 0.61 [0.42,0.88]
TC 0/1/2 7> IC 0/1/2 ;f fg i:i ﬁ'g 32811;69]1] 0.83 [0.67, 1.03] oot
TC3 XX IC3 ;f fg 33 223 5870111\”33]] 0.35 [0.21,0.61]
R3]
TCO 7> ICO ;f fg 38 ;f Egg 31;.25?] 0.82 [0.51, 1.32] 1207
TC 1/2/3 XX IC 1/2/3 3: fg Zg 3:3 Egg 1(5)3% 0.71 [0.48, 1.06]
TC 0/1 7>>1C 0/1 i’fg gz ;g Eg; ;l 6‘? 0.76 [0.52, 1.11] 29299
TC 2/3 XX IC 2/3 3: fg ;‘2 12:‘; Ezg i;g 0.76 [0.45, 1.29]
TC 0/1/2 7> IC 0/1/2 ;f fg Sf ;2 Egz ;)7?] 0.79 [0.57, 1.11] o0
TC 3 XIXIC3 3: fg ﬁ ifg Ezz fég 0.57 [0.27, 1.20]

DOC : RtEZ Xt/ *: IEREH] Cox Bl

1.0
0.8+
0.8+
0.7+
0.6+
054
0.4+
0.3
0.2+
0.1+

HE S

FaEEilL
....... AT
o4+ T54R

T

3 5 9 1
AEEE 112 93 74 51 43 35 30
FEaFEILE 110 90 67 39 28 24 18 7

X8 REEEREARELMIZEBITS 0S D Kaplan-Meier Bt (OAK FRER)
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1.0
09

0.8+
074
06-
054
04|

o
=]

78

0.3+

F 25+l
- FFRINART

014

pod_+  smmm oo+ e
T T T T T T T T T T = T T T T T T
0 3 5 9 12 15 19 21 24 218 0 3 6 5 12 5 18 21 24
FEE 10 59 48 35 29 25 2 13 6 40 32 24 15 13 0 9 2 2
FeaxtLE 60 4 36 2 15 i5 5 4 i 49 4% &0 15 10 g g 3

X9 RBELEEBELERICEBIT S PD-L1 BRI TO 0OS @ Kaplan-Meier it (OAK FRER)
(K : TC 1/2/3 XIX IC 1/2/3 DBELEM, FE : TCO0 5D IC 0 DEBELEM)

QEBEEFRFEMAEFER (IMpowerl 50385R) I[THAANDNTZBED H b, PD-LIFHR
BT AERNE LN —EOBEEDT — X TS X, PD-LIRBRERNIFERAIC
FRNT 2 AT > 2B IER OVZEMEDFRERIZLLTO LB Tho 12,

BMEIZHOUWT, PD-LIOFBURIAI OB ZIEDORERIT. R3D LBV TH- T2,
728, PD-LIORBIRIIC L 57, ARloZE&2%ET a7 7 A VITFEETH - T,

# 3 [EEMEMRBEAIZIT S PD-L1 OFBHREFOELME (0S, ITT-WT 4£H)
(IMpower150 3B, 201841 H 22 BT —% H v b A7)

oS
PD-L1 ¢ED Be b8 %k RO E [95%CI] AP — R ZHIERD
(FA) [95%CI] P fi&
B & 167 17.1 [13.5,20.4
TCO /7> IC0O ﬁi L ] 0.82 [0.62, 1.08]
C R 172 14.1 [12.9, 16.3]
: 0.7283
TC 1/2/3 XIL IC 1/2/3 BH# 192 225 [182,26.1] 0.77 [0.58, 1.04]
C R 165 16.4 [11.2,22.9] ' T
B B 230 19.1 [15.8,23.8]
) . ) . )
TC 0/1 7> IC 0/1 C B 1 143 [133 164] 0.77 [0.60, 0.99] et
B & 129 22.2 [17.0,26.1] :
TC 2/3 XiX IC2/3 Y 16 167 [10.5.242] 0.82 [0.58, 1.17]
B B 288 18.2 [16.1, 21.0]
TC 0/1/2 7> IC 0/1/2 C B 972 144 (133 167] 0.81 [0.65, 1.02] 4630
B B 71 25.2 [18.7,NE] ’
TE3 X ICs C ¥ 65 15.0 [9.8, NE] 070 1043, 1.13]

* . JEREHI Cox B

OHEFEILFFEMAEFRE (IMpower010 #RER) (THAANONTEEBEOT —XITESX,
PD-L1 EHEHN AT T BIER PLZ ORI TO LB Tholz (—EE
RV EMTRE R A& Te) o

14



BREICBE LT, 1STC<50%D BEERM T, DFS IZ2W\WTiX TC=50%D BEE
M & B LEmARD B (R4, K10) | OS 22OV T BSC # & i U TARKIRE
TTEAERmPFRD b (FS5 K I11),

728, PD-L1 OFEBRFIZ L O, KAOZEMET 07 7 A VIEEHKETH -T2,

#£ 4 EBEBREICIIT S PD-L1 OXBREEO DFS (I XIIMMA #4£EH)
(IMpower010 3B, 202141 A 21 BF—% b v b A7)

. i [959 =K 2 v
PD-L1 %#  #&5#  pIK qﬂy&%;?f)m /E;:%ci]tt Xfﬁﬁﬁﬁ )
|
TC<1% fjcj ;3; is(l) Bgz Eg 0.971 [0.718,1.314] ! 0064
|
1=TC<50% fjcj ﬁz ifi E;i:g: ;E 0.868 [0.600, 1.256] *! 0019
R AH 1S NE [23NE] o e ‘

BSC 114 357 [29.7,NE]
*1: JERAI Cox LB N — RET L, *2 5] (B, &) | M#RA (SQ-NSCLC, NSQ-NSCLC)
FOYEH (I, MA) ZBHIKT L& Lz@R] Cox e ¥ — KET v

8
i
g

80

80

Probability of Disease-Free Survival (%)
8

Probability of Disease-Free Survival (%)
5
&

Ny 3 3y
" BSC - BSC #f
o 0
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 o 3 13 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54
No.at risk Time (Months) No.at risk Time (Months)
BSC# 202 191 171 154 148 135 130 124 110 83 64 41 31 12 7 2 2 NE NE BSC B 228 212 186 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 3
Agg 181 172 150 141138 131 121 116 102 83 67 38 26 14 9 2 2 1 NE AKIBE 248 235 225 217 206 158 190 181 159 134 111 76 54 31 22 12 8 3 3
00 T 100

Z

S 9
< <
3 £
% =
=]
A A
8 8
2 60 13 T 60
= Nk T
B ANE
'5 40 \— [a T
=
‘45 S}
z . z B \
£ BSC # E SC #
2 2
S IS
& &
o o - - - y r
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54
No.at risk Time (Months) No.at risk 5 Time (Months)
BSC#¢ 114 103 93 82 80 76 72 67 56 42 36 25 19 7 5 4 3 2 1 BSCHE 114 109 93 87 80 75 70 68 61 55 44 34 19 14 3 3 3 2 2
Jepjpe 133 125 118 112 108 101 94 88 73 59 49 28 24 12 8 5 3 2 2 J#gg 115 110 107 105 98 97 9 92 8 75 62 48 30 19 13 7 5 1 1

X 10 PD-L1 OFEBIREFFID DFS @ Kaplan-Meier fhif (II3IXIIA #14MH, IMpower010 3RER)
(EEE : <1%., LK : Z1%. ETFH : 1I=STC<50%. A FX : =Z50%)
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#5 EFHEBBREICIT S PD-L1 OFRBRIA D 0S (I LA Hi4H)
(IMpower010 3B, 202141 A 21 BF—# by v F7)

. " A~ b PRAE [95%CI ANH— R ZHEAERO
PD-LIZER — FE5H Bl (%) (5 ) lo594CI] p

AH 181 41 (22.7) NE [NE, NE]
< 9 ’ . . . *1
TC<1% BSC 202 36 (17.8) NE [NE, NE] 1.271 [0.8121.990] 0.0957
AH 248 42 (16.9) NE [NE, NE] . '
=19 g )
TC=1% BSC o8 43 (21.1) NE [NE.NE] 0.772 [0.509, 1.170]
| 133 31 (233 NE [NE, NE
1=<TC<50% A (23.3) [NE, NE] 1.218 [0.705,2.104] *
BSC 114 22 (19.3) NE [NE, NE] 0.0091
AH 115 11 (9.6) NE [NE, NE] ’
=509 : *
TC=50% BSC 114 26 (22.9) NE [NE. NE] 0.366 [0.181,0.742]

*1: FEERI Cox HBINY— FET L *2 PRI (B, &) | % (SQ-NSCLC, NSQ-NSCLC) K UYRH (1T,
MA) ZBUETE L@ Cox Hffl— REF L

00 100
=~ N
Biee T / BSC ﬁ

- T i .
S B0 iy Tprem——
< e, ha S w0
= ' sepna+ - ST 2 =
g £
Z
>
&S \ . 2
5 AT z
2 4
o @ O 40
5 3
2 z
2 z

20 20
2 £
2 2
[y &

o 0

0 3 6 9 12 15 18 21 24 27 30 33 36 33 42 45 48 51 54 57 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
No.at risk Time (Months) No.at risk Time (Months)

BSC# 202 196 192 185 181 178 174 172 167 153 117 88 58 38 18 5 3 1 NE NE BSC# 228 220 214 210 205 201 198 192 185 172 135 110 80 57 32 17 10 7 5 2
AFlpE 181 177 176 173 172 167 162 155 151 139 107 70 46 28 20 4 2 2 NE NE JkFIfE 248 241 241 237 234 231 225 222 218 196 164 126 99 62 40 26 13 5 3 NE
L] ' 100 - = N

!
- BSCH T, _— AHIRE
T T b L s -
3 m Op ey 3 =
& i 5 S
= e R L e = Lttt
2 2
™ \ 2 6 \ ¥
175] Ay vy
z AR z BSC #f
e [
g 2
S wm S ®
5 5
2 2z
E 20 E Fail
< <
=1 =3
[=] [}
2 S
= &
a 0
0 3 6 % 12 15 18 21 M 27 30 33 36 35 42 45 48 51 54 57 ¢ 3 5 8 12 15 1B 21 24 27 30 33 36 39 42 45 48 51 54 57
No.at risk Time (Months) No.at risk Time (Months)
BSCH# 114 108 106 104 100 100 39 96 93 88 67 52 37 6 4 7 5 4 2 | BSCHE 114 112 168 106 105 104 93 96 92 &4 68 58 43 3 18 16 5 3 1 |
eplpe 133 128 128 124 132 11% 115 113 111 97 T4 57 43 23 15 7 5 % 2 ME plpe 115 113 113 113 112 112 110 100 107 %9 85 &9 S 39 25 10 8 2 1 NE

X 11 PD-L1 OREBIREFD OS @D Kaplan-Meier B (I XIIIMA HI4EM,. IMpower010 3AER)
(EER : <1%, HER: 21%, £2FK : 1=TC<50%, HFX : =50%)
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(%2 414]
OEBELFRIFMHERER (OAK 3ER)

BEREGIIARAIBED 573/609 i (94.1%) ., KX X EAFD 555/578 i (96.0%) 278
DO, JBBRE L ORRBERNEE CTE RWAEFTRITAFIEE 390/609 i (64.0%). K
& & X VEE 496/578 ] (85.8%) IZRBS B LTz, FHELEN 5%LL EOREREGRNGTE T
ERVWEEREGIIER66DLBY ThoTz,

#£6 RBERNRS%ULOEREBEBEETERVEEES (OAKRB) (RL&MMITXISER)

B RIRSHE (SOC: System Organ Class) AAIRE (609 #1)
FEARZE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) B (%) BilEx (%) Bl (%)
REBIRNEE TRV EES 390 (64.0) 90 (14.8) 0
—i% - 2HEER OS5 ORE 202 (33.2) 15 (2.5) 0
27 87 (14.3) 8 (1.3) 0
) E 51(8.4) 2(0.3) 0
B 49 (8.0) 0 0
B InlEE 136 (22.3) 6 (1.0) 0
L 53 (8.7) 2(0.3) 0
T 47 (71.7) 3(0.5) 0
FEIBE X O TRk S 119 (19.5) 8(1.3) 0
W% 42 (6.9) 2(0.3) 0
% O FEIE 38(6.2) 2(0.3) 0
R LOREEE 86 (14.1) 9 (1.5) 0
BAER 52 (8.3) 0 0

7pB. ARFNBEZIB W CRVEMEMZER 10 #1 (1.6%) . FFH%REREE 43 6 (7.1%) . KB -
EEOTH S 6 (0.8%), 1 BUEERIE | 6] (02%), FURIRIEREREE 27 (] (4.4%). BIE
BEREFEE 1 651 (0.2%). T EAHREREE 1 ] (02%). MRESE (7 - N —EERH
ExgEte) 116] (1.8%), A - #EESR 5 1] (0.8%) . infusion reaction 8 il (1.3%). #5
K - BERUHRLARIE 2 ] (0.3%) . BEEREMEE (RMEMEMEBERE) 5H (0.8%) KUE
FEOREREE9H (1.5%) BB LT, £io, BER, wintEam, SEEMEIE,. O
o ¢ B OV M i/ B PR SR BER 1 L3R B V72 0o 7o, ARIERR BRI EE S
ERMEERTE 2 50) 2B3U0EHERERT,

QHEPRIEFEFEMAERER (IMpowerl 50 3ER)
BEFZIIARAIGHEE B BED 386/393 i (98.2%) . XFREEE C £ 390/394 15 (99.0%)
WZERD B, 1RBRIE & DR RBIRNEE T 2WE EFRIIAKIGARE B # 370/393 1
(94.1%) . XHEREE C BED 377/394 5] (95.7%) ICF@BDH b, AAIGFAEEBEIZHBNT
AH & ORFEBRNEE TEXRVEEEGIT 286/393 ] (72.8%) IR B, FHEE
N S%LL EDOARKNE ODRFEBERNEE CTCERVWEEERIIRT LBV Tholo,
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R7 FEBERD 5% LEOFH L ORRBRBEE TERVWAFER

(IMpower150 RRBR) (REMMATXSER)

B BIRS$E (SOC: System Organ Class) B &t (393 1)
FEATE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) ¥ (%) il (%) B (%)
AH & OREERPEE T RVWEREES 286 (72.8) 104 (26.5) 5(1.3)
HipES 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
FTE 53 (13.5) 8(2.0) 0
fERY 28 (7.1) 0 0
g i 26 (6.6) 3(0.8) 0
AN 21 (5.3) 2(0.5) 0
—i% - £FEERS O S OREE 141 (35.9) 14 (3.6) 0
5 64 (16.3) 7(1.8) 0
1% 77 hE 38(9.7) 4 (1.0 0
B K OB TRk 129 (32.8) 10 (2.5) 0
5 50 (12.7) 5(1.3) 0
& ) FENE 35(8.9) 1(0.3) 0
i B 20 (5.1) 0 0
YR e 73 (18.6) 26 (6.6) 0
ALT #40 20 (5.1) 5(1.3) 0
Rt L O REE 70 (17.8) 13 (3.3) 0
FAEE 41 (10.4) 6 (1.5) 0
B R B K O A MR 69 (17.6) 6 (1.5) 0
FA&i 41 (10.4) 3(0.8) 0
MR LY v GRREEE 57 (14.5) 20 (5.1) 1(0.3)
i 34 (8.7) 8(2.0) 0
o 56 (14.2) 4 (1.0) 0
FUIRIRBE AR T E 39 (9.9) 1(0.3) 0

72E . AAHIGFAEE B BRIV TRVE MR & 13 1 (3.3%) | ATHEEEREE 32 6 (8.1%) .
KGR « BEDOTHI 18 5l (4.6%) ., FBER 3 H1 (0.8%) . FIRIRIERERES 60 51 (15.3%) .
RIBHEREREE 2 6] (0.5%) . TEERHERERESE 3 61 (0.8%) . MREE (X7 - N L—JE
BERZE A& Te) 20 1] (5.1%) . AXJE - B8R 1 4] (0.3%) . infusion reaction 13 5] (3.3%) .
R - RERCRRIARIE 1 511 (03%) . BHERElEE (RMEMEMEBRE) 116] 2.8%), &H
EOREREE 10 6] (2.5%) KOFEEEGHERBAE 11 61 (2.8%) @O LN, F
7o, | BUBERRYE, EEAEARIEIRE, OGS, AIMPEE M OV M i B M SR BE R 1 X
RO ONIRNo T, REWEARBRNIIBEERESR BRREERTE 250 23 0%EH
fERAE T,

AARNBEEFICEBIT 2G5 EFRIIAFIGHHEE B HED 36/36 51 (100%) . *FHHEE C B
D 24/24 1] (100%) (278D HAL, IBBRIE & ORRBABRNEE TE WA FEGIIAAINE
FARE B B 36/36 1511 (100%) . X HREE C BED 24/24 5] (100%) (2388 HiT=, AAIGFHARE
B BICBWTAA L ORRBERPEGE TERWEEFESIT 3536 il (97.2%) 1580 H
o, FEEN 10%LL EOFA L ORFREBRAEE TCERVWEEERIIR 8 DLBY T
HoT,
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£8 HARABEELEHICIBOTHIEL 10% U LOFH L DREBERIEETE RVEEER
(IMpower150 RBR) (REMMITISRER)

FRERIR57H8 (SOC: System Organ Class) B & (36 5])
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) % (%) fil (%) Bk (%)
AFIE ORBBERNPEETERNEAEES 35(97.2) 16 (44.4) 1(2.8)
B I E 20 (55.6) 3(8.3) 0
5K 9 (25.0) 0 0
FTn 9 (25.0) 2(5.6) 0
H % 6 (16.7) 1(2.8) 0
Mg - 4(11.1) 0 0
B KOV PR E 20 (55.6) 2 (5.6) 0
PR 11 (30.6) 2(5.6) 0
— % - 2HEER L ORI OIREE 18 (50.0) 0 0
T8RS 14 (38.9) 0 0
FEEL 7 (19.4) 0 0
HRR IR 11 (30.6) 6 (16.7) 0
A P EREORD 5(13.9) 5(13.9) 0
AST #4710 4(11.1) 0 0
ALT #10 4 (11.1) 0 0
R L ORERE 10 (27.8) 5(13.9) 0
ARGEHR 9 (25.0) 3(8.3) 0
e E 8(22.2) 0 0
R RE A T E 5(13.9) 0 0
FIR BB RE TUESE 4(11.1) 0 0
MR LY oGRS 7(19.4) 3 (8.3) 0
HEEVEAT P BRI E 4(11.1) 3(8.3) 0
=l 4 (11.1) 2(5.6) 0

QEFEILFFMFHFRER (IMpowerl32 3BR)
BEESIIARFIGHHEED 286/291 i (98.3%) . XfHREED 266/274 ] (97.1%) (238
LIV IR L ORI RBERDEE TE RWE EFRIIAAIGHEED 267/291 151 (91.8%) .
XFRREE D 239/274 5] (87.2%) TR BTz, HELZN 5%LL EOARA| L ORI FEBEHENE
ETXRVWEEERIILRIDLERBY ThoT,
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K9 REARNS%ULOFA L ORRBERETETERVEEEFR

(IMpower132 RRBR) (REMMATXRER)

B RIRSHE (SOC: System Organ Class) AFNOFHEE (291 )
FEATE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) il (%) B (%)
AHF L DR BEBRNGETE RNERERS 214 (73.5) 77 (26.5) 8(2.7)
—k - EFEEE L ORI ORKE 115 (39.5) 19 (6.5) 1(0.3)
1% 77 5E 47 (16.2) 7 (2.4) 0
5 30 (10.3) 7(2.4) 0
FEEN 23 (7.9) 2(0.7) 0
B RS 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
fERY 24 (8.2) 0 0
MR LY v GREEE 61 (21.0) 17 (5.8) 0
i 43 (14.8) 8 (2.7) 0
KR ¥ L O TR RS 72 (24.7) 8 (2.7) 0
5% 26 (8.9) 2(0.7) 0
O FEIE 15(5.2) 0 0
YR e 65 (22.3) 12 (4.1) 0
ALT #80 33(11.3) 3 (1.0) 0
AST 0 32 (11.0) 1(0.3) 0
R L OREREE 46 (15.8) 11 (3.8) 1(0.3)
FAEE 26 (8.9) 0 1(0.3)
P oI 21(7.2) 2 (0.7) 0
FIR IRBE AR T E 15(5.2) 1(0.3) 0

2B, ARFIGHHABEC W CTREMMER 15 6] (5.2%). FFHEREREE 45 ] (15.5%) .
KGR - BEOTH 9 F (3.1%). FEX 161 (03%). 1 BHERW 1 1 (03%). FUIRAER
PRREFEE 24 151 (8.2%) . RIBHERERESE 1 1 (0.3%). TEEMAHEREREZE 161 (0.3%). ik
fEE (X7 - NU—ERFEZET) 560 (1.7%) . fikdk - #7261 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREMEE (RMEMEMEBRE) 76 2.4%), BEEOKEESE
8 Bl (2.7%). Loz 1l (0.3%). &FFEKRED - FEEWELT FERBAME 24 51 (8.2%) K&
OVEYLE 32 7l (11.0%) 2338 bivlz, F7-., BEEMEE, K - BEHRARE. &
i PEE i K ON M it/ MR PSR BRI 133850 B L7870 o Tz, AEINWE S ERR DL S B
=5 (BRMEEETZET) 2B0EFHERELTT,

@FEFMEMFEFRER (IMpower130 545%)

BEESIIARAFIGHEED 471/473 5] (99.6%) . XFRREED 230/232 ] (99.1%) (238
LI IRERIE L ORREBERN G E CTERWEEERIIAAIGHEED 455/473 51 (96.2%) |
SERREED 215232 B (92.7%) (258 b, FEERD 5%LL EDOAF & DERRERIE
ETERVWEEEZIIRI0DLEBY ThoT,
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K10 FEBARERS%LULEOFH L ORRBRBEETE RVEEESR

(IMpower130 RRBR) (REMMATXRER)

B RIRSHE (SOC: System Organ Class) AFNOFHRE (473 1)
FEATE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) il (%) B (%)
AH & DR EERPEE T RVWEHEES 354 (74.8) 151 (31.9) 6(1.3)
HipES 191 (40.4) 35 (7.4) 0
T 108 (22.8) 16 (3.4) 0
N 80 (16.9) 9(1.9) 0
g - 49 (10.4) 8 (1.7) 0
(R 33(7.0) 1(0.2) 0
— % - REEER L O S ORRE 191 (40.4) 25 (5.3) 1(0.2)
5 117 (24.7) 12 (2.5) 0
I 47 (9.9) 7 (1.5) 0
MR LY v GREEE 100 (21.1) 56 (11.8) 0
i 65 (13.7) 32 (6.8) 0
AT P ERIBE 36 (7.6) 20 (4.2) 0
i MR E 29 (6.1) 7 (1.5) 0
FREF KOV TR RS 123 (26.0) 4(0.8) 0
BT 37 (7.8) 2(0.4) 0
Z 5 FEE 33 (7.0) 1(0.2) 0
i B 30 (6.3) 0 0
R L OREREE 93 (19.7) 19 (4.0) 0
BRREE 55 (11.6) 4(0.8) 0
K~ 7 %3 7 LE 24 (5.1) 3(0.6) 0
MR A 100 (21.1) 37 (7.8) 0
1 R 41 (8.7) 12 (2.5) 0
AT P ERER R 29 (6.1) 16 (3.4) 0
W WL 60 (12.7) 2(0.4) 0
FOR IR REA T 48 (10.1) 2 (0.4) 0
B R B & OV SRRk = 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
BAfH 25(5.3) 4(0.8) 0
Mg, MElE X OWthpkEs 68 (14.4) 5(1.1) 2 (0.4)
IR PR i 26 (5.5) 4(0.8) 0

REB. AEIBEHBCB WD TR MR B 22 61 (4.7%) . FTHSREFEZE 23 ] (4.9%). K
FB - EEOTH 19 il (4.0%), FARIRBEREREE 67 6] (142%). RIBHEERES 5 5
(1.1%) . TEAKERERES 2 6] (04%) ., #RES (X7 - SUIEERELZET) 29
5l (6.1%) . infusion reaction 9 {5 (1.9%). A - FEBUTRAZIE 2 51 (0.4%) . BEHEHERE
= (RMEMEEBRE) 126] 2.5%), BEEOKRERE 3 F (0.6%), ElEEm 1 3]
(0.2%) . FFHERRD « ZEEE L R ERBUE 66 B (14.0%) & OVEYLE 35 il (7.4%) 73
BOONTZ, Fio, BER, | BIBERF, EEMEIE, MK - BEER, OFREOE
P NRIBAD PSR BER 1338 IR o 72, AREIERFRBLRIUIEIESES (BRR R AE
BEEED) 2EUEHERETT,
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OEFREFRFMAEFE (IMpowerl10 #5R)

BEFSITAREITED 258286 ] (90.2%) , LFHRIERED 249/263 # (94.7%) (2538
Hiv, 1RBRE L ORRBEBRN G E CE RWEEFRIIAAIEED 173/286 7 (60.5%) . fk
FRRIERED 224/263 5] (85.2%) IZFE® HivTz, LN 5%LL EOARA| L O R EEIHR A

BECERVWEEERERIIRILOEBY Thol,

K11 RBERY 5%UEOFH & ORRBRPEETERVEEFR

(IMpower110 #BR) (REMMEITIRER)

PREBIKRSHE (SOC: System Organ Class) AFIEE (286 f1)
FEAEE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BilEx (%) BilE (%) filEx (%)
AH & DR REEFRPEE TERVWEHEFS 171 (59.8) 36 (12.6) 0
—i% - RHEER L O SENLORRE 64 (22.4) 4(1.4) 0
W7 22 (7.7) 2(0.7) 0
M RE 21 (7.3) 1(0.3) 0
FREF KOV TRk b 53 (18.5) 4 (1.4) 0
% 19 (6.6) 0 0
HiGES 51 (17.8) 4 (1.4) 0
T 20 (7.0) 1(0.3) 0
T 17 (5.9) 0 0
R L OREREE 36 (12.6) 9 (3.1) 0
FAEE 20 (7.0) 2(0.7) 0
MR R A 34 (11.9) 7 (2.4) 0
ALT #8/0 18 (6.3) 4(1.4) 0
P 31 (10.8) 0 0
FOR IR RE AR TE 19 (6.6) 0 0

RE. AEIFECRB W CRHREMSEMZESR 11 6] (3.8%). FFHéeERESE 26 1 (9.1%) . K5
K EBEOTHI3H (1.0%) ., | BUERSE 1 1 (0.3%) . FRIRFEREREE 32 61 (11.2%) .
THERMEEIEREE 2 6] (0.7%), MREE (X7 « NU—EFEEZED) 76 (2.4%) .
infusion reaction 7 {3 (2.4%) . AH7 - MLBUARRAIAZIE 1 5] (0.3%). BHEREREE (RMEM
BEWEBRE) 26 (0.7%), EEOKREREE 4 6 (1.4%). L% 1H (03%), MEKE
BIEMERE 1 6] (0.3%) . BFHERED « FEEEGFHERBUDE 2 B (0.7%) K OVESRSE 7 51

(2.4%) PRDONT, Fo, BEX, RIBHERES, EEMEE, MK - BiEX, &
i P I e OV M i MR B PR SR BEIR 133800 B AL 7R v o 7o, ARRIWE S BUR 13 B
4 (BMEREERELETL) 280EHBRLRT,

@EBE;LFRFMFEREE IMpower010 F5R)

BEELIIARAIEED 459/495 ] (92.7%) . BSC FED 350/495 B (70.7%) 12588 H,
1RRE L ORRBEMRNEE TE WA FERIIARAIRED 352/495 1 (71.1%) . BSC BED
89/495 5l (18.0%) ZF8D HAVIZ, FEHED 5%LL EDOARF & ORI FEIRDEE TE /20
BEEZRIIR1L2OLBY ThoT-,
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K12 BEEHRS%LEOXF L ORRBEBETETERVEEESR
(IMpower010 ABR) (REMMITIRER)

B BIRS$E (SOC: System Organ Class) AHFIEE (495 Bi)
HAAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) ik (%) il (%) i (%)
AH & DR EERPEE T RVWEHEES 335 (67.7) 53 (10.7) 4 (0.8)
BB K O TRk 113 (22.8) 7 (1.4) 0
O PEIE 43 (8.7) 0 0
05 40 (8.1) 3 (0.6%) 0
YR 101 (20.4) 6 (1.2) 0
AST #81 37 (7.5) 3(0.6) 0
ALT #/1 36 (7.3) 4(0.8) 0
Mo 88 (17.8) 5(1.0) 0
PR IR RE AR T 53 (10.7) 0 0
FIR BB RE L ESE 29 (5.9) 2(0.4) 0
— % - EHFEER L OB ORE 87 (17.6) 2(0.4) 1(0.2)
FEEL 27 (5.5) 1(0.2) 0
B R B L OGS MR E 53 (10.7) 4(0.8) 0
R 26 (5.3) 2(0.4) 0

7E, ARFBEZ BV CRIE MRS 16 1 (3.2%) . FFFSREREE - F5¢ - BE(LPERRE &
61 B (12.3%), KIGZ - EEOTH S B (1.0%). FEK 1 H (02%) . FIRIREREREE
104 5l (21.0%) . EIBHEREREE 6 i (1.2%). TREMEEEEREE 161 (0.2%). MKk - FiE
%4 (0.8%)., #IRIEE (X7 « NL—EFEREZET) 30 Fl (6.1%). EEOKE
B 7 6 (1.4%), BHEEEES (RMEREEERE) 36 (0.6%). FHidk - B R
JiE 3 1 (0.6%). g 2 il (0.4%) . infusion reaction 11 5] (2.2%) . #FHERELD « FEL
PELFHERIBDIE 19 5] (3.8%) M ONRYWIE 21 5l (42%) 320 b=, £/, 1 BEER
. EIERIIE, MERE BEGERE, AR M K& OV % M i MR 1 SR B 7 1 58
Lo Tz, ARBWERAFBBRPUIEESS BRREMERE 50 2 30EHHER
BT,
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4. FEERIZOWT

AEN ORGP EY) e BELZZE - FE L, KA ORGICL Y EERBERZHEE LT
BRICKHET D Z ENBERTD LTFOO~QDOT N Tafmic T gxIchB W THERT S
RETHD,

O HERIZoOWNT

O-1 T (1) ~ (5) OWTNRIIHEY T Lk THDH Z &,

(1) EAEFBRENSEET 503 ABFEEILSRPES (BB RS A REEIL AR,
Hitde 23 A S RCEEE ML SURRE . HUBS AU IRIEPE 72 &)

(2) FrEHRERPT

(3) HBEMFRINFNIEET 20 ABFEERIT (DS AREEETEERPbT. 2 ARHEE
W 19FBE. DS A IR HEE R 7 &)

(4) AFACFREEELZRE L, S REE(LFHRIEZREE 1, S RIEB (L FRIEZEE 2
I RIS LR IEZ R 3 ORiRR EEEICR D R 24T > TV DBk

(5) PLEEMEREEAIL ST & BINE O Mzt IR D B 21T > TV 2 fiiak

@-2 s DAL E K OBIVE - FEBLRF O RIS +53 72 5078 & RBR & RO ERT (TR
WPRNIREE T D ERM) 25, HE2EBOKRANE T 2RROBEE L L TRESL
TN5HZ L,

£

ERfifa s iE% 2 EOPIEHHEZET L2142 5 FELLEON AVIBRDOEERIHE 2
fTHoTWBZ e, 26, 2FEM R, BAEYERELZ L LIZBERIESEZONHE %
ITHoTWVWBH I L,

ERNEFFEUGE 2 FOHBHEZET L7-&IC 4 FULORKRERAZAF L TV D
Z&. OB 3ELLRIE EO D AR 2 G TR AR O BRIRIHE 217 -
TWbHZ &,

EAT R FFER% 2 SEOMINHE ZET L7-%&IC, MO N AVEBYREZ & e 5 FL
OSSN ZOERET > TN L,

@ BENOERGFEREEDOEHIZONT

R ERERICEE T HEEEDNEE S, BERAENDOFRE D, Aot - &
EMSRENFEROEE R NEME I T 2 E IR, FEERNRBE LI2GE 0Hs
EHB, ERESHIATONLERINE S TNDH Z &,
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® BHER~DOXRIGRIZOWT
@-1 HaskfaHiz B3 2 B

B MERIR B O EERBIWERA NI A LIZBRIC, 24 BeREEEEHI O T, Ua%hisk XX
EERERIC W T, FHE LZBIERICE U CABRREBEK O CT ZHORIWER ORIV
RREOFRERN Y BHIELI, BEHICRHSATRER BRI N E > T\ b 2 L,

@-2 BERREFEICL2AFERNTICET2E S

MABIRIHE D H EIH 72 sk O RE A BT 2 EREEEPEERT=4 Y v 7
EEOIEROAT Y —=0 T 2ITOERE L FRE LA TE 5757 — AEFERGINE
SN TWAZ L, B, BIEERIZHOWT, NABRE L ZOFHBICHFIITEMENT
WhHZ L,

©-3 Bt OB RIZB LT

BITEM (REMERRE, FPRERERES « AT - BLMEIRE k. KB - EEO TR, B
%K. 1 BUBEIRSS, AoWEE (FIRRIEEERES . BIEIRERS . TRAKERS) . i
fEE (X7 - NU—EERFLET), BEMEDE, B - SRR - FH%. infusion
reaction, i - MAHRARE, BHREERE (RMEHEMRBERAS), EEOREEE,
Oz, MERERERERE, Eltbam, SRvhmm M ESREER . (DS - DFERET
B & R —7 ALFERIEGF R O k= GF e | EEWEG P ERBUE) |
{EZRIEGF AR ORRGHES) (I LT, Yk U BEREE OFMMtE 2 H 9 5 &
Bl &EdE L (BIER OBEHCMISICE L THIREROXELZZITON LR MHCH D T L),
EHIEY)ZRLEN TE D EHINE- TV 2 L,
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5. B#EXRLERHBE
[BRhIZ B3 % H=IE]
O ARNOBAZEEIITROBEICBWOTHEENREN TV,

77 FFEHN 2 G FIRIERE 2 F T 5 UBRRREZR B B/ IVHI I H3E DIk

/NERR T B E (EGFR Bin T AR T ALK A B THBHEOBRE CIZTNE

U EGFR F 1 v > %7 —EIHERI T ALK F 1 3> %7 —EREAIORRE

HHETLHHEE)

LB O 720 PD-L1 BtE (TC3 (TC=50%) XiE IC3 (IC=10%)) “DY]

BRAREZREST - RO/ N (7272 L, EGFR B T+ER XL ALK @&

B FHEOBEILRS) BF

* o ARKFI DI R=F U BMER L LT, BRFEL N Z F OptiView PD-L1 (SP142) 23R SH T
W2,

75 F R AL BRI % O LRI T4/ A #1" @ PD-L1

P (TC=1%) I/ NERa A FR

*1 : UICC/AICC R 53485 7 iR

#2 RFND A R=F BEEE LT, BRFEA - T OptiView PD-L1 (SP263) A3 7EFR I
TWD (= F U BEEEOERICHZ> UL, OLBHR),

@ AHF OMOFUEMEEEA & OFRAREITROBEIZEBOTHIEN RS AT

Do

HINVKTTF o, NI Y EZXRNLVEOIRNAN AT BinERz) &OH
B b AR O 72\ VR B RO % bR < IBRREE 7R LT - FEF O IE/ NS
B (7272 L. EGFREGTFERIT ALK BEBLTHBIEDOBREILRL) BE
FISFFEH (AT FTF o RIIANRTTF L) FORA R ¥t R e
G  ALFRIERE O 72\ R E RO & BR < UIBRREE 72T - BR O/
fitigs (7272 L. EGFR & FEE T ALK @A B FBIED BEIIRL) BE
ANKRTTF RO Y ZERL (TA7IUBER) LofrREs b
FEIERE D 72\ @ BRI 2 B < UIBRNREZREAT - BR OIE/ NlRaE (72721,
EGFR BInFERE T ALK A B FHEOEFIIR) EF

@ TFRCUICEZE T DI NRafE BB IS AR ORE L OFERTIEIC S W TE, R
BIOBEIEDRFESL SN TE LT, KEIDORERMFR LB,

itk BE (TR 5 AHK & h o FLEME ISR & O PRS-

EFIEAERE D > 2 BFE 0t 2 &K & O FUEMEIEE Al & O AR5
{LEIRIERE D72\, SP142 (28D TC<50%03> IC<10%D BE (x4 5 AH|
O EM S
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o AUFEIRIERE D 2R LR B T D OPUEE IR A & O PR S
o ALFERIEREDOLWIERELEERE T D, OQTHRAIDHEDEN RS TN
IR ML OFUEMEIEEE A & O PR 5

@ ALFRIERE O 2 WOIBRTREE R AT - B3 O FE/ N At B35 13, PD-L1 # 2 (SP142)
T TC3 XL IC3 ThHiUX, KFIOHEMBEEA2EBET LR ThDH, £, EHELSF
BRI T 2 BB MECREN 2 E B2 DD IR LR BRE X L CiL, PD-
L1 BBRIUC b 6T, EURMEELFRE L OB G 2EET 52 LnT
x5, B, KEIOEEIZHTI->TiL, MEZETA K74 (HRESESR)
SRR TH L,

® AANTEELFRFEIERE (OAKRER) 1B\ T, 2FEHICEWT FEZ XL

B L CEBIEABIES N TV, 72720, RIELEEBEOBE TIL, SPI42iC X
AHTCONICORE (BEEHARRIZ I 1T HPD-L1 2 33 L /- IEEAR I K OE 5121 5 s 1
R 5 DEIE DN T I G 1%AT0) IZBWT, K& B8 & ik Lo %
DREEWNNEVEHANZRD LN TWDZ EnD ALFERERD S 5 BYE LD
BEIZBWTIIPD-LIBER LR L E TARIOBRERI G OH M 2325 = L nNE
F LW, PD-LIFBFENTCONDICOTH D Z & DR SN BEHEITB VT, A
DS OIRIFEEIRE S BET 5,
B, Rua7ul) XvT (BaFEEEZ) Oar =4 Bk (BGE4 : PD-LI
IHC22C3 pharmDx %' =] ) [ZXUPD-LIFHE (F: a7 vl) A~v7 (BET
L Z) D3 L X=F R CIIESARRR I35 1T HPD-L1 2 R E L 7= fEE M A 23
EOLEEGORTHESND) 2B LERELEBOBRE TH-> T, KAIOZKE
] (BRFE4 X Z FOptiView PD-L1 (SP142)) 1T & 2 FRENNEE 2B E&I1IE. UL
TOXREZZEICAROBREDFE LT TE D,

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

©® AFNIEEELFEF AR (IMpower010 385%) (28T, ii&MBhRIERL O T/
A #1722 PD-L1 Bt (SP263 (21 % TC=1%) ODElF/J\rf:HJH’ﬂHmE%\%‘T\ BSC B£(T
%f L C DFS OEBMEDNRIES TV D, Eio, BRI TIL. TH/IMA #5>
PD-L1 [5G (SP263 (255 TC=1%) EMIZHIT S 0OS IZ-OW\W T, BSC BEIZH LT
AR CTEHEET H2ERN/RD LN TS, 72720, 1=STC<50%D BEEMICK T
% 0S DOfERD BSC BEL HE L CAABE CTEIAMEM AR O bz 2 EFEN D,
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PD-L1 OFFHRIH (1=TC<50%K% O TC=50%) DOARF OB ISV T4

B L7 BT, BISEEORIREZITO Z L N@EUTH D,

2¥. PD-Ll BEREHERTIH-DOOERBNDO a R=F LW II 2

OptiView PD-L1(SP263) Cd» 5 73, LLF O SCEREE #2752, PD-L1 IHC 22C3 pharmDx
M=) |2k Y PD-L1 BHAELERL., AFOTRGOAELHEFTLZ L TE

Do

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

(%24 2 FE]
O TRICEZE T L2EEIZOVWTIAFIOBRENER LI TNWDL Z b, 51T
DI b,
o FAIORGIZ LRBUE DBEERED & 25 B3

@ WEATOFEIZE W T TRICEE T 2BFIZ OV T, AFORETHREI LW

D, MOTREEIRE DRGSR Y | HEREICARZFERTL2 L 2ZETE D,

o FEMMREOSIHFUITOBREDH D EBE

o JEBEG R E CHE R 270 5 BE K OVEEME OO KU HR M I 0K G it 2 5
DR RIEMZEALD 2 B 5 B

s HOREREODODH L BEUTEMEE L IIHEHRMED B CaZ R B OB ERED
oo BE

*  ECOG Performance Status 3-4 "V 0 #3#

(ED ECOG @ Performance Status (PS)

Score
0 2 MEREHTE D, B LA U REAESHIRZR ATX D,
1 PHRHICI LVEBNIHIR S 5238, BTRIEE T, BRIEECE - TOMEHEIFIITO 2N TE D,
Bl BOWEE, FHEE
BITFRECH A OH DRI O Z LT T X CHREZEDPMEEIZTER Y, B D 50%A EIF~y FAATEBIY,
3 RONTZBEROHFDOEIYDOZ L LTERY, AFED 50%U L2~y R+ TilBId,
LTV, BOOHFOBEIY OZ LFE TERY, ZRIIy R ClId,
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6. REIERLTHEETREFHH

O IMICEFCMA, BGERTEEE PRS2 BRI &S S KA O R & ONE ERE
RO DILERMERE IR L TNOERT L2 &,

@ WIS, BEIZOFEICHEIER CfaREL 23 L. REZS
ThrbkETHZ L,

@ AL LT 5 UIBRRE LT - B3O/ NIaiirE B (2B TR R

(231 % PD-L1 A 38 U/ JEEMIE K ORI e 2 fife 2 5 o S 816 b i L

7= ECERB OB BT R ZHWT25 Z ENEE LWV, ZNONHERTERWVWEAIS
1%, AR OFEHOBEG 2 @O L ETRETH 2L,
@ FERBEWERHDO~RY AL MMZHOWT

MIEMERRE RN S DD Z ENHHDT, KEOEEIZHT- > TIE, BERE
W (PR REE, ek, HEVE) OfER O X SMEOERSE, Bigr+50
WZAT9 2k, Fo, KBS U THE CT, ME~—» —F0BRELEHT 5
Z&,

AFN OB |TEEE® infusion reaction |2 2 TEAMRFIC+S %S0 TX A1
HZ1T o7 ECR%E L, ARG R OB G T %1331 Z A %
ETHE, BEOREL+DICEHET S Z L, 725, infusionreaction Z 33 L
AT, ETOMBERERNERICEET 2 E CRELHBET L2
ko

FFHgREREE . FF2e, BLIEIEER NS LD Z EBRH DD T, AH O L
IERT & O 5 #M I E BRI IS RER & (AST. ALT, y-GTP, Al-P, 'V /L
EUEORE) AFEMT LI L,

ORI RERE S | RIBHREREER O TEFEEREENH DN ERH LD
T, ARAHIOF5-BItART R O 58 1 E RSN W sseRE (TSH. b8
T3, W#HE T4, ACTH, F =2 F Y — LV EORIE) #EmT 5 &,

AR OEFIZ LY | BWEORIERICICER T 5 & & 2 5Dk~ REESCRE
BHLONDZ ENbD, BENBOLNZHEICIE, BELLEFRIIS U
BRI 72 EnG & IR BR A RROERT & B L CE U BRI 21TV, BEORE
FOSIZ X 2 EWER N EEDN 25 E121E, AFRIOWRETH I, ROFEIERE R
NECRIOBRGELZEBRET L2 L, 7B, BIBEKERLVESOREICLYEIE
RAOWENRD LNRWGE T, BB EE R /VE LSO S oEm
HERET D,

BERTH%, EM»OHED ARB L COLRIERANRET LI ZERNH 570D,
AR OEEHETHIZHRIERORBZ 73 ITEET 5,

| BRI (BUE | BUBERBR A &) BNb bbb, BERFBES T R—v 2
IZEDHZENRHLHDOT, B, B, EHEFDOIEROEBHCMAEED EFIZ+
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DEETDH L, | BERANEON -G EEFIEL, AR ) 8
ROBESZEOBYRLEZITH Z &
® OAK B CIIHEBIME 5 36 # £ T, IMpowerl50 B, IMpowerl32 5%,
IMpower130 35} O IMpower110 3R CI3HEB4A 5 48 1 £ Tl 6 MR,
FRLRIIN T oRER S 9 AR CHEMEOFTMEZIT> T\l L 2B EIT,
AEIE G HITEHAICEGRBRE CHROER LTI Z &,
©® 77T ®EE G Tl BIRER O I/ NERRTE BE BT DINERMHERIE L L
TAKIZ AT 521, IMpower010 3RERIZIBWT, 4 B B Z LICHMEDOFHE %
ToTWeZ E&25BIZ, ARG TIIEMIDROMEREITH 2 L, b, R
RoOBEHEIX 12V AETET DL,
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1. IZL®Iz

EIG OB - BEMEOHERO T DIZIL, IRMASTEFICE SVl E M 2R
BND, EHIC, EEORFRFOEAIC LY | FURERS 2 © OFHE 72 # L 7E%
FEELDARINDHGIF T, TOHOEEMLZEICNERBEICRMET 5 2 L RO
ML 7o TRV RIEMBGES & EDOEARSE#E 2016 CERL 28 4 6 A 2 HMERIRE)
IZBWTH, FHERMEOERORERBIMEELRL Z L L Tns,

BRERAMFERS L, BEERASCLE, T e 7 7 A VRBEFEOERMS &L NI R
BRHZENDD, O, AIMERONZEEICET HERD+EET L £ TOM,
UHERMOBEZBRS ZIT 52 EnMfFSNIBEFIC LTERT 5 L & bic, BIfE
AN LRI E R % & D 2 L AAl R —E O B % j 7 E R R < A
THLZENEETHD,

L7TeRNo T, AITA RT4 T, BAREESSINE TICELN TV D EFEFER -
B RHICES & | T OERS OfGE A A2 HET 2880 b BB B X
HFROEEEEEZRT,

I, ABAA BT A %, MSIATBOENEE L EFEERA S, ARtEEARAR
ARER S, —REEHEAN B ABRARIES, HFEFEFEREN B AMREES LD
—RFEEEN B AR SR F 2 OO b AR LT,

KB L R BERS T M) 7 AREE 1200mg (—%4% . T TV U A~T (&
THEHL %))

R LROMETNE - AR A

HNEERDBERVHE : WVR T T F U RO bRy REDOHRICBWT, #@F, AL
X7 7V RA~T (BETHEEZ) & LT1[E 1200 mg % 60 43
23T T 3 EMMRCREFRET 2, B, PIERSGOIEENR
I ChivX, 2 BIHLAREOE GREHIE 30 43 £ TR TE 5,

3% R 5B ¥ K ORISR AS T

(%)

ANKRT T F o OEXIINFR., AELOHE

BHRE S IIBN S « il HE R

HEROHRE  @8%, RAZIZIAVRTZ7F L LT, 18 18 300~400 mg/m> (K%
miE) a&E5 L, D sb 4 EMKRETS, chx 1 7—re L, &
B viRy, 2k, REET, S, REERICK D EEHEBT 5,

T MRV ROZREX IR, HEROHE
THRE TSR - /N g



FAERCHE : = bR FE LT, 1 BE60~100 mg/m®> ((KE@E) % 5 HEER S
WEEL, 3SHEEKRETS, chax 1 7—nE L, ®EEZBYIRT,
pk, BEEITER, ERICEVEEERT S,

FRIRRER (Z 1) 2 48 O ik - MEIE 13, BRAR OE (P5~) S



2. AFORE, 1ERBRF

T MU 7SR 1200mg (%L T TV ) A~ T GEFEfZ) . LT TR

Al Lo ,) 1E, KED Genentech, Inc.iZ X ¥ BI# X 4#17- programmed cell death ligand 1
(BLF, TPD-L1] &W9H,) iZxtd2%& 7 v 71> Gl (1gGl) 727 72D MEE
J7a—FAREKRCHD,

CD274 (PD-L1) &, AFEAICBW THUFERTMRSICEIR L TR | FELZY
V8ER (T HERE, B MR N F 2 T % 7 —T fifn) EIZRBE 5 CD279 (LLF., [PD-
1] &no,) RUCD80 (B7-1) &iffa L, EREZAICHIET B0 TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, fEx DfE
BEAEIZ BB L Tu\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) N#RE i
TH Y. PD-LI & PD-1 247 L7-fRB8I3, IEEHIAE N FURRRRAY R T Ma b DR EBESE
ZEET OFO—D2 L L TEZLN TN,

ARHFNL, PD-L1 OMFSMEIRIZFES L, PD-L1 & PD-1 L ORFAEEAET 22 L5
L0 BATURREANZ T MO MG EEE LR L, BEOMELIHE T 5 L&
LTV,

ZIHDOHENG | AANTEMEESEICN T 27 RIEEICRVEL O MRS,
/NRaRTRE B g & LTCERIRER R A FE e L, AE. ZEMEROEEEN R S
7,

AFNOVERHEFFICE S BEDORERINIC L 5BIERER S bbb, EEXIIET
(CELHEERL D D, AHOREG DR ORERICIT, BEOBEZTHIATV, BED
R BLNTHEITIE, FH L -FRITS U7 HMB) 2k & B 2 Fr O ERD & L T
EUR BRI 24TV, BMEORERISIC X DRIERNEONLLHE 2T, RIBRER
IV CHIDREFE OB RMLEZAT O LERDH D,



3. BRREE
T R NI RS B O AR I Z Rl 21T - 7= £ 72 BRI ORE &2 7,

[(BzhE]
O EHERIEFEZE I/MHEZER (IMpowerl33 #5R)

{BHEIERE O 72 i RAY Nl R At B E 1403 B (BARAN 2 flxETe) %58, K
F 1,200mg, HNVRTTF KR MRV ROGEAEZRE (REIEE, 201 6) OFMER
VL&MW E T TR, INVARTT7F RO ARy ROJERES (77 'REE, 202 1)
EHEET 25 T /MAEERER 2 FEht L 72",

R ORE R, 2EEEFICKW T, AFBETY 7 A L ik U CEEFMmER
ThorEAEFHM (LLT, T0S] Lwo,) OFBERIERNFED biv (N — FE [95%
{E#EX ] :0.701 [0.541,0.909], P=0.0069 [J& 5! log-rank & E ], A E/KE A 0.0193) .
il [95%EHEX M (XAFIBET 123 [10.8,15.9] A, 77 & AREET 103 [9.3,11.3]
HATH-T= (E1),

*1 : I DO FNET Veterans Administration Lung Study Group (VALG) staging system for SCLC (220>
THWT Shvz, Fiz. RSB INHIRMIE Z 55 D ARTAM LU R EE (CRT) ZHIAT L. A2
BT O, BUHRRIE XX CRT 206 6 7 A UL E#SGE L7 IS RE/ N ITE & 221 S
N BELHAAN DI,

*2 R H1200mg (X7 FER) ROANVRTTF 2 AUCS 8 YA 710 1 AEIZ, = hARY R
100 mg/m? &% 740 1, 2, 3 BEIZ 3 EHEMRT 414 7 V5%, KA 1200mg (L~
ZtR) % 3 BEFMRE RS L,

1.0 N,
09 """-.,‘_«\:}‘
0.8 ~-§,_'._‘?‘
0.7 .".::\_‘
o 06 N e
Bio i Wi
I 097 N ‘\“"“*\
H 044 " T,
] « a1
03 ‘-'”""h.“ -
027 aimiee ForiE o
0fd ====d@E e
v FTEYY
0.0+ T T T T T T T T T
atrisk® 0 3 6 9 12 15 18 21 248
FEIFE 201 182 159 121 74 33 5 1
TSERE 202 186 160 114 59 21 3 4

K1 OS ® Kaplan-Meier Hi#f (IMpower133 3RER) (£RE£MH)



(%2 414]

O EERILFES 1/IHERE (Mpowerl33 #ER)

BEFSITARAEED 198/198 il (100.0%) . 77 L AREED 189/196 il (96.4%) (258
DO, JEBRE L ORREBNGE CERWEEFSITIAHFIRE 188/198 1 (94.9%) .
77 B AREE 1817196 5l (92.3%) 1ZFB®D Hivlz, FEFEN 5%LL_EDOARA] & DR FEEIR
NBETERVWEEERIIR1OLBY ThHhoTo,

K1 BRERS%UALOFA L ORRBERBEETE RVEEFR
(IMpower133 RBR) (ZEMEMAITISER)

B BIKRS$E (SOC: System Organ Class) AKIEE (198 )

HAAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bk (%) i (%) % (%)
AH & DREBRDEETE RV FEES 128 (64.6) 51(25.8) 1(0.5)
HIkEE 37 (18.7) 5(2.5) 0
B 18 (9.1) 0 0
T 12 (6.1) 4 (2.0) 0
{50 12 (6.1) 1(0.5) 0
MEE LY v REE 26 (13.1) 14 (7.1) 0
=Xl 17 (8.6) 5(2.5) 0
AT R ER kA E 13 (6.6) 11 (5.6) 0
— % - EFEER LOBGHAORE 24 (12.1) 2 (1.0) 0
i 24 (12.1) 2 (1.0) 0
P 23 (11.6) 0 0
R IR RE AR TE 18 (9.1) 0 0
FIR IR B RE TLEESE 10 (5.1) 0 0
R L OeskEE 22 (11.1) 1(0.5) 0
BRRGE 22 (11.1) 1 (0.5) 0
FREF KO PR EE 22 (11.1) 0 0
W% 12 (6.1) 0 0
it EE 11 (5.6) 0 0
YR 16 (8.1) 9 (4.5) 0
MR 11 (5.6) 2 (1.0) 0
A ER B A 10 (5.1) 8 (4.0) 0
BE, hEB L OWESOHE 10 (5.1) 4 (2.0) 0
e S 10 (5.1) 4(2.0) 0

B, RAFECS O CHVEMERMZESR 3B (1.5%) ., IFHEEREE S 5 (2.5%). KX -
HEOTHI6 ] (3.0%). R 161 (0.5%). FUIRIRIEREREE 26 B (13.1%). FRIEEE
(X7 v « NU—JEBERFZEZETr) 96 (4.5%). infusionreaction 11 1 (5.6%). FHo< -
BESCRIARAE 1| 5] (0.5%) . BtkeeESE RMEMEMEERE) 36 (1.5%) . BEEOK
JEHEE 6 ] (3.0%) K OFHERED « BEVMEH P ERBUE 24 B (12.1%) 23380 5
Too Fio. | BIGERTE, BIBHREREE, TRSHERS, EEMHEIE, MK - B,
O 2%, TRMER M K& OV 4 i MR D M 28 BRI E58 0 D e o 7o, ARWEFRREL

RIIBEES (BRBREERTZED) 280EHERETT,
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4. FEERIZOWT

AEN ORGP EY)BELZZE - FHEL, AFOBRGICLVEELRRIERZXEHR LT
BRICKHET D Z ENBERTD  LLTFOO~QDOT N Tl T gXIchB W THERT 5
RETHD,

O HERIZoOWNT

O-1 T (1) ~ (5) OWTNRIIHEY T Lk THDH Z &,

(1) EAEFBRENSEET 503 ABFEEILSRPES (BB RS A REEIL AR,
Hitde 23 A S RCEEE ML SURRE . HUBS AU IRIEPE 72 &)

(2) FrEHRERPT

(3) HBEMFRINFNIEET 20 ABFEERIT (DS AREEETEERPbT. 2 ARHEE
W 19FBE. DS A IR HEE R 7 &)

(4) A FACFREELZRE L, S RIEE(LFHRIEZEE 1, S RIEB (L FRIEDZEE 2
I RIS LR IEZ R 3 ORiRR EEEICR D R 24T > TV DBk

(5) PLEEMEREEAIL ST & BINE O Mzt IR D B 21T > TV 2 fiiak

@-2 s DAL E K OBIVE - FEBLRF O RIS +53 72 5078 & RBR & RO ERT (TR
WPRNIREE T D ERM) 25, HE2EBOKRANE T 2RROBEE L L TRESL
TN5HZ L,

£

ERfifa s iE% 2 EOPIEHHEZET L2142 5 FELLEON AVIBRDOEERIHE 2
fTHoTWBZ e, 26, 2FEM R, BAEYERELZ L LIZBERIESEZONHE %
ITHoTWVWBH I L,

ERNEFFEUGE 2 FOHBHEZET L7-&IC 4 FULORKRERAZAF L TV D
Z&. OB 3ELLRIE EO D AR 2 G TR AR O BRIRIHE 217 -
TWn5Z &,

@ BENOEEZEFEREEDOMEHIZONT

EEMEFREBRIEE T L2EEVEE S, BEMENSOFRED, A - &
SR ZNFEROEERE VEMSICHT 2 ERRME, AEEENRE LS EORE
¥R, ENESLIATONLEHINES TS Z L,




® BIERA~DXHIZOWNT
@-1 HaskfaHiz B3 2 B

FIE MR RSO BEERENWER R A LIZBRIC, 24 BEEZIEESIO T, Bi%hEak XX
EEMRIZBW T, BHRLZBIERICSE U CAREREE X CT ZORIEROERN M
RREORERNSY BFICELI, BOHICKISATRERERINE - TND Z L,

Q-2 BERUEFEIZLDAEFEISICET HE S

N ATIRICIE D D BB M ORE 2B T D EREFEENEERE=4 1V 7
EROLERDOA V== 72TV ERE LIFREZ A TE 5 F — AEREH DN
S TNWD Z &, 2B, BIEFIZOWT, PABE L ZOFRICHDITEMS LT
WHZ Lk,

®-3 BHEADZWr-OX R ’B@L'C

BIVER (RIEMEMZERE. Fikae . ﬁ?ﬁ - B LMEARRE I, KRB E}J—@—FF— fiEe
K. 1 BIEIRIR . NOWESE (EF'HU];?T%% BB REEIEE . TRARERE), ik
EE (X7 - NU—EEFRELET)., Ef‘ﬁ*ﬂjﬂh b g% - BEMESE - ﬁﬁ“ﬁk\ infusion
reaction, fiZ¢ - MAAURIARE ., BHREREE (RMEREEBERE) . EEOKEREE
O s, MERERMEGRE, MR, SR MO SRR, IRk - DR
B URT—7 AbERESF AR O k= (G ERECD | FEEWELFFEREUDE) |
(LR EDE RO RYYESE) 1Tk LT, BaZhisx LB EREEAOEMM L2 H I 2 E
i & EHEE L (RIER OZBr-CHIGICE L TIREROIEELZITONOFMITH L 2 L),
B HIZE T 7R ALE S TE DIEFINE S TS Z &,



5. RENRLRDBE

(B2 RS 5 ]

O ALFHRERE O 2V EREY NG EE (CB W THRAL VAT T F RO R
v R EDOBFRAREOFEIENRER TN S,

@ TRICKET2BE SN T 2ARANOR G RO RATIEIZOW TR, ARIOFZEN
ESLSNTE LT, FAIOEERNR LR LR,

DCARAIDHIED T TR M OHBEMEA & Db 5

[ZeMizBE 4 5 FE1E]
O TRICEUTL2EEFICOWVTEIARIORENZEZ L I TWDL Z Enn, &EET
Hipnz &,

AFN DRkt LIRBUE OBEERE D & 5 BE

@ TREFTOFIIC B W TTFRICEE T 2BE IOV TL, AFOREITHRE S L0

75§\

L OVEFRIRE RS 2N GEIZIRY | EEICARZERT L2 L2EBRTE 5,
BRI B OGO I Z OB ED 5 5 BE

fEn E g R 2 CRE R 2780 5 B &k ONE BN OO HUR R ATB I 0 R A % 55
DRI IIEMEZA LN A B 5 B

B O EROH HEBFE TEBMERE L < ITFEREED B B REREOBEERED
oo BE

ECOG Performance Status 3-4 1 o B

(ED ECOG @ Performance Status (PS)

Score
0 2 MR JEET& 5, B L R LR EEIHIRZR ATZ D,
1 PHRHICI LVEBNEHIR S22, BTRMEE T, BEERE - TOMEHEIFIITO 2N TE 2,
Bl BOFRE, FHIEE
2 BITHRECH A OHDEIY O Z LT T S CHREEBEREITTER Y, B D 50%LL BT~y RACilB T,
RONTZBEROHFDOEIYDOZ L LTERY, BFED 50%U L2~y R+ TiBId,
LTV, BOOHFOBEIY OZ LFE TERY, FRIIy R ClRId,




6. MEIZBLTEETR&EHIE

O WAXEFEICM, BERFEES DR T 2 GRS 0D EARFN O R & O E6E
AT DIZMERERE I L ChofATHZ &,

@ REBRICHNL D, BEXIIZ OFRICEDIER VEREEZ 2B L. REZE
ThroEETLZ L,

@ EREUWERAO~FY AL MZONT

BREMIRE RN D SO Z ENHHDT, KEOEEICHT- > TiE, BERE
W (PR REE, ek, EVE) ORI X MEOEmSE, BIEr+54
AT 2 &, Fo, LEISUTHE CT. ME~— I —F0BEL2EH+ 2
Z¢,

AFN OB |TEEE® infusion reaction |2 2 TEAMRFIC+ SRS D TX A1
Hx21T o7 ECR%E L, ARG R OB G T %1331 Z A %
ETH%E, BEORELHDICEHET S Z L, 725, infusion reaction % 33 L
AT, ETOMBERERNERICEET 2 E CRELZ+BET S 2
ko

FFHEREREE . FF2. B LMEIRE RN S s ZENH LD T, AFIOFEEH
1ERT R O 5 IR I EMBIZIFRERERR A (AST, ALT, y-GTP, Al-P, U /L
EUEORIE) HFEMT L L,

FORIRHSREREE | RIBHREREER O TREEEREENH DN ERH LD
T, ARAHIOF 5 BRAART R OSBRI P IXE BN D IEEERE (TSH., 18k
T3. B T4, ACTH, fH = F Y —VEORIE) 2EmT5HI L,

AR OEFIZ LY | WEORIERICTER T 5 L& 2 Dk~ IREESRE
DHOLDONDZ EnbD, BENBDOONEHEICIE, BELEFERIIS U
B 72 0k L AR BR 2 RO AT & U CEUIZRERI B 21TV, BEORE
FOGIZ X 2 BWER DB DN L5 EIIE, AFIOEREIH 1L, RORIBRER
NECRIOBRGEEZEBRET L2 L, 7B, BIBRERLVEOREICLYEIE
ROUENRRD GNRNGEAEITI, BIBRE R VE LSO i o m
HERT D,

B HAE T, AR LD ARB L COLRIERANRET IR H 5720,
AENIOBGHETHIZHENERORBICZITEET 5.

| BUpERR (BUE | BUBEIR R 2 &) b Db, BERFEMES F 7V K=&
WCEDHZENRHLHDOT, A, Bl EHFEOEROFEHRLMIEED LRI+
SEETDLZ L, | BERBEREDN TSI EEFIEL, AR ) 3
ROEEEDOBEY) 2B EZITH Z L,

10



@ IMpowerl33 #REx CIIHE G465 48 £ CTlT 6 BRI, ZALLIRIT 9 BEREFHRE
TENMEOFHMZAT > T\ Z & 2B, AKFIREFIEHBICEERE TR
DR ZATH Z &,
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EERHEET A RT A
TTY YV A~T7 (BFHEEZ)
(B7e4 : 7Y MY 7 JHEFE 840 mg)

SRTHE1 1A (S 742 AKET)
BAFEE




B &k

A o

X LI

KB DK, 1ERET
[ PR BAR
FERZIZDUNT
BHxtGe L 70 b B

REICER L TEET NS HHE

P2
P3
P4
P7
P9
P10



1. IXC®IZ

EIG OB - BEMEOHERO T DIZIL, IRMASTEFICE SVl E M 2R
BND, 6T, IEOREEFOERRIZ LY | FURERS 2 & OEHA 2 F R IE A%
FEELPEARBINLIF T, ZNUOOEEMZEICHNERBEICREET 2 2 L REEREO
ML 7o TRV RIEMBGES & EDOEARSE#E 2016 CERL 28 4 6 A 2 HMERIRE)
IZBWTH, EHFMEEREOHEHOREIMEELZXND Z LS TWnD,

PR EAMFERRN T, BEERSZEM T 0 7 7 A VRBEFEOEREL EH O R
BRHZENDD, O, AWEROLZEMEICET 2HERN+2EET 5 £ TOR,
UBMEEGOBELBZIT LI ENIFRFINLIBEICKH LU THERT L& LB, BIE
RN L 7-BRIC N E 3t nZ & 5 2 & RN AEee— 8 O B 25 7= 3 R BE CfE A
THZEBREETHD,

L2 o T, KHA R7A4 Tk, BBEESL N ETILELN TN D EFIEF -
BHER RHNCEES & | LT OEES O FGHE R 2 HEEST 2880 b BB, B X
FROBEFERZRT,

RE. RKHA RTA %3, MIATBUENEE L ERESROIEE, [SETEHEARE
RIS, — BN B ARBERNE ES K O—REFEAN B AFLBEFESOWH O
& EERL LT,

WL HERS TR N T ATEERE 840mg (— k% T TV U A~ T (EfnT

AR Z))
S5 ERDBENIDE « PD-L1 D RNLE o ZRIKFEM:A>> HER2 [t FHTREE i
=R R

HELRARERVOHE: N7 VA XL (TATIUBER) LofFRICBWT, B,
RNIZIXT 7Y ) X~7 B Z) &L TI1E840mg %
60 53777 T 2 FARFR CRBFHET 2, B, YIEREOIE
MR BFTHIUE, 2 BB LRSI 30 72/ E CHEMET
=5,
& R 5t ¥ F MRS ASTT
(%)
Ry Y EXRN (TATIRER) OZEEUIER, AERUCHE
BhRESUIRN R - FUE
REROHE  MoOPEEEER & OFRICBW T, @, RAIIT 7 ) 2L s
LT, 1 BH1E100mym?* (EEREHE) % 30 500 TRE#EEL, D7k
<Lt 6 BRIRET 5,38 1| B 5% 3 BEEER L. 48 BIXRES 5,
INE1a—RE LT, BEEEVIET, ok, BEOREICIYEE
BET 5,




2. AFORE, 1ERBRF

T M) 7 SRR 840mg (4 7T VY A~ T (Bl z). LT TR

Al Lo ,) 1E, KED Genentech, Inc.iZ X ¥ BI# X 4#17- programmed cell death ligand 1
(LLF. TPD-L1] &\ 9,) IZxd5E s a7 Gl (IgGl) 727 20t MEE
J7a—FAREKRCHD,

CD274 (PD-L1) &, AFEAICBW THUFERTMRSICEIR L TR | FELZY
V8ER (T HERE, B MR N F 2 T % 7 —T fifn) EIZRBE 5 CD279 (LLF., [PD-
1] &no,) RUCD80 (B7-1) &iffa L, EREZAICHIET B0 TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, fEx DfE
BEAEIZ BB L Tu\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) N#RE i
TH Y. PD-LI & PD-1 247 L7-fRB8I3, IEEHIAE N FURRRRAY R T Ma b DR EBESE
ZEET OFO—D2 L L TEZLN TN,

ARHFNL, PD-L1 OMFSMEIRIZFES L, PD-L1 & PD-1 L ORFAEEAET 22 L5
L0 BATURREANZ T MO MG EEE LR L, BEOMELIHE T 5 L&
LTV,

ZIHDOHENG | AANTEMEESEICN T 27 RIEEICRVEL O MRS,
HEE R E LIERREEBRZ i L. A2, BEMEROEABREDHER I,

AFNOVERHEFFICE S BEDORERINIC L 5BIERER S bbb, EEXIIET
WCEDAREMEDN & 50 AFIDOHRE PR OERERIZIE, BEOBELZ DTV, BED
R NG EITIE, FH L -FRITS U7 HMB) 2k & B 2 Fr O ERD Lo L T
EUR BRI 24TV, BMEORERISIC X DRITERNEONLLHE 2T, RIBRER
IV CHIDREFE OB RMLEZAT O LERDH D,



3. ERPRAAR

RNVEVZFER (LT, THRY &9 ,) BtErot b EEHBassK 72 24K 2 (LU,
'HER2] &\9,) B2 FIFRRE I FE LI OGRS T 217 o 7o T 70 BR AR BR
DR E T,

(B 2]
O [EREHELFEE N1 AHEERFER (IMpassion130 35%)

L% - R ILE IS AT D 2F O RTEERE D 72\ HR [EME7>> HER2 [0 FAHFREE
XITEFEFLRERE 902 ] (RAN 65 Fladie) ZXRIC, KA 840mg KU/ N7 U 2 %
v (TAT I UBERD) (LLT. Tnab-PTX) &W9,) OFFREE REIDFARE. 451
) OFEMMER Ve E 7T 2R KO nab-PTX OHF AL (nab-PTX B, 451 ) &
B 28 M AHRBR A FEhe L 727, EERbInEEDO S B, 369 il (HAAN 25
ZETe, AFIGHHRE 185 . nab-PTX & 184 i) 2% PD-L1 PERE LM & Sz,

T oA MMESNTZEBED S B PD-L1 BEtEEBEERIZI VT, AFIFFAEE T nab-PTX
BEL R L CEEFHIER O— 2> Th S EEEATFHROFERER PR D b (Y
— Rt [95%(E#EX ] : 0.62 [0.49,0.78], P<0.0001 [/EH log-rank #E], A & /K
1 0.005), FHAE [95%EHEXFH] (ZAFIGFAEET 746 [6.70,9.23] 7 A, nab-PTX B
T4.96 [3.81,555] WA TH-7= QVISFEL4H1TET—F Iy bA7, K1),

o4 EZ 1A 0 LT 1 KROS5 A BICARIIET T 'R ZFIRNES L7z, nab-PTX 1% 100

mgm? &% 1, 8 KOV 15 B BICHARPEES LT-,

¥2 1 N &2 OptiViewPD-L1(SP142) % fv T fEIGHEMIR A IZI51T 5 PD-L1 % F881 L 7= fEi55HS 1 Sz

AN B B EA IC) oW THHRINE S, 1C1/2/3 IC=1%) Th HHA 1 PD-L1 B & )k

Tz,
104
094
0.8+
40 074
g 0.6
#H 054
® o
¥E 03
02 Ny
nab-PTXEE
Ol civs ABIGFER
ood +  #THEY
L E L4 T T L L L) T L4 T T T
at risk £ 0 3 o ) 12 15 18 21 24 27 30 33(8)
nab-PTXEE 184 127 62 44 22 1" 5 - |
AFIGLEE 185 146 104 75 38 19 10 0 2 |

X1 EHEEAFRR O Kaplan-Meier BifR (PD-L1 [BHEBRELEM)

4



[Z2tk]
O EEREFSNFEERRER (IMpassion]1303K5)

BEESIIARFIGARED449/45205] (99.3%) . nab-PTXEE429/438%1 (97.9%) (258
Hiv, JEBRE L OREERNEE TE RWE FFELRIIARFIOF HEE436/45205] (96.5%) .
nab-PTXE£(2410/438%1 (93.6%) 58 HivTz, JEEIN 5% L EOARFA & OREERNE
ETERVWEEFRIRIOLBY ThoTz,

#F1 EBEEHR5%L LOFA L DRRBERREETE RWAEES
(IMpassion1305R8%) (K EMEMEATHRER)

B RIRSHE (SOC: System Organ Class) AFNOEHEE (452 Bi)
FAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) BE (%) BiE (%) B (%)
AHNEDREBFEDEECTERVEAEFS | 368(814%) | 104(23.0%) 1 (0.2%)
— % - BHEER L OGO REE 210 (46.5%) 19 (4.2%) 0
T 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1(0.2%) 0
) RE 28 (6.2%) 2 (0.4%) 0
e 23 (5.1%) 1(0.2%) 0
BIGkEE 196 (43.4%) 13 (2.9%) 0
[ 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
B 35 (7.7%) 1(0.2%) 0
Mg 27 (6.0%) 1 (0.2%) 0
B ¥ L O TRk RS 157 (34.7%) 6 (1.3%) 0
$e 5 51 (11.3%) 2 (0.4%) 0
& 9 FENE 40 (8.8%) 0 0
[ B RE 39 (8.6%) 1(0.2%) 0
MR LY v REE 76 (16.8%) 15 (3.3%) 0
2 54 (11.9%) 2 (0.4%) 0
I R ER A E 29 (6.4%) 11 (2.4%) 0
Por Wi 5 77 (17.0%) 3 (0.7%) 0
FOR IR REA T 57 (12.6%) 0 0
TR RIEE 107 (23.7%) 14 (3.1%) 0
FIEpE 35 (7.7%) 1 (0.2%) 0
W 23 (5.1%) 0 0
M. MEREs K OWEhmiE S 76 (16.8%) 7(1.5%) 0
B 30 (6.6%) 0 0
IR PR 28 (6.2%) 3 (0.7%) 0
Rt L ORERES 78 (17.3%) 8 (1.8%) 0
BARIEOE 43 (9.5%) 2 (0.4%) 0
YR 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST #30 29 (6.4%) 7 (1.5%) 0
B R d K O A AR 71 (15.7%) 3 (0.7%) 0
FAiJ 29 (6.4%) 0 0

¥, AR O CRIEMMZER 11§ (2.4%) | ATHSREREZE 47 1 (10.4%) .
S 2 B (0.4%) . KEGZ - EEOTH O B (2.0%). HURAREREREE 78 ] (17.3%) .
B HEREREE 5 B (1.1%) . AM7% - BEREZE 2 B (0.4%) . MRfEE (X7 2 « N L —EE
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HELET) 346 (7.5%). BEEOKERESE 4§ (0.9%)., B¥EREE (REEHEEME
BRE) 21 (0.4%). infusion reaction 7 5l (1.5%) . ZFHERJD « FEEELF HERBUE
43 B (9.5%) R OVEEYME 43§l (9.5%) 2§RD Bz, Fio, | BUIFERM, TEMAHKEE
FEE, HEMBEIE. k. BETRARE, OfR. it i, i Ms %
BEURISERO bR o T, AREWERREBRRIIEEES (BAREERTLET) %
BUEKRE =T,



4. FEERIZOWT

AEN ORGP EY)BELZZE - FHEL, AFOBRGICLVEELRRIERZXEHR LT
BRICKHET D Z ENBERTD  LLTFOO~QDOT N Tl T gXIchB W THERT 5
RETHD,

O HERIZoOWNT

O-1 T (1) ~ (5) OWTNRIIHEY T Lk THDH Z &,

(1) EAEFBRENSEET 503 ABFEEILSRPES (BB RS A REEIL AR,
Hitde 23 A S RCEEE ML SURRE . HUBS AU IRIEPE 72 &)

(2) FrEHRERPT

(3) HBEMFRINFNIEET 20 ABFEERIT (DS AREEETEERPbT. 2 ARHEE
W 19FBE. DS A IR HEE R 7 &)

(4) A FACFREELZRE L, S RIEE(LFHRIEZEE 1, S RIEB (L FRIEDZEE 2
I RIS LR IEZ R 3 ORiRR EEEICR D R 24T > TV DBk

(5) PLEEMEREEAIL ST & BINE O Mzt IR D B 21T > TV 2 fiiak

O-2  FEOLFFER OBIVEAFEBRF O RIS+ 72 5058 & B & FroER (TRO
WPRNIREE T D ERM) 25, HE2EBOKRANE T 2RROBEE L L TRESL
TnnHZ L,

£

ERfifa s iE% 2 EOPIEHHEZET L2142 5 FELLEON AVIBRDOEERIHE 2
fTHoTWBZ e, 2B, 2FEL R, BAEYERELZF L LIZBERIESEZONHE %
ITHoTWVWBH I L,

Effi A% 2 EOVEHEZET L7-1&1C 5 ELL EOILE OIS AL %
GRS EOBERME 21 T> TW\WDH Z L,

@ BENOEEZEFEREEDOMEHIZONT

FEEMEFREBRICEE T L2EENEE Sh, BEMENSOFRED, A - &
SR ZNFEROEERE VEMSICHT 2 ERRME, AEEENRE LS EORE
R, BERESHIITONDIERINE S TNDH I &,




® BIERA~DXHIZOWNT
@-1 HaskfaHiz B3 2 B

FIE MR RSO BEERENWER R A LIZBRIC, 24 BEEZIEESIO T, Bi%hEak XX
EEMRIZBW T, BHRLZBIERICSE U CAREREE X CT ZORIEROERN M
RREORERNSY BFICELI, BOHICKISATRERERINE - TND Z L,

Q-2 BERUEFEIZLDAEFEISICET HE S

N ATIRICIE D D BB M ORE 2B T D EREFEENEERE=4 1V 7
EROLERDOA V== 72TV ERE LIFREZ A TE 5 F — AEREH DN
S TNWD Z &, 2B, BIEFIZOWT, PABE L ZOFRICHDITEMS LT
WHZ Lk,

®-3 BHEADZWr-OX R ’B@L'C

BIVER (RIEMEMZERE. Fikae . ﬁ?ﬁ - B LMEARRE I, KRB E}J—@—FF— fiEe
K. 1 BIEIRIR . NOWESE (EF'HU];?T%% BB REEIEE . TRARERE), ik
EE (X7 - NU—EEFRELET)., Ef‘ﬁ*ﬂjﬂh b g% - BEMESE - ﬁﬁ“ﬁk\ infusion
reaction, fiZ¢ - MAAURIARE ., BHREREE (RMEREEBERE) . EEOKEREE
O s, MERERMEGRE, MR, SR MO SRR, IRk - DR
B URT—7 AbERESF AR O k= (G ERECD | FEEWELFFEREUDE) |
(LR EDE RO RYYESE) 1Tk LT, BaZhisx LB EREEAOEMM L2 H I 2 E
i & EHEE L (RIER OZBr-CHIGICE L TIREROIEELZITONOFMITH L 2 L),
B HIZE T 7R ALE S TE DIEFINE S TS Z &,



5. #ERR LR DBE

(B2l B3 2 %]

O % - BREILBEICHT 52 EOFHRRED 2 PD-L1 B (EEHEMKICBIT 5
PD-L1 % 38 U 72 FEE R & MAa s 5 6D 2 F1E 28 1%LL ) @ HR &% 7> HER2
Btk O PN RRE T B R ILEBE TRV TR L nab-PTX & OFFREEOFHME
DRI ILTND,

723, PD-LIOFEBRRIZONVWTIEZT TV I X~7 GBI FHEIEZ) oar =%
VM (BRFE4 : N FOptiView PD-L1 (SP142)) #HWTHIET S Z &,

@ TRIZEY T 2 BEICKT 2 A K O 5 K OME R FEIZOW T, AFI OB
LS TELT ., AAOEERHR LR,
o DTAFIOEDENR SN TWIRW L OFTEMEEA] & OfF 5
o N - IR IR L

(Z2tEicBE ¥ 2 %E]

O TRICEETL2EECOVWTIAAOBRENER L SNLTWD 2L, 52T
DR Lk
o AHFNDORGIKR LIBBUE OBEERED & % BE

@ VBRATOFMIZB W T TRICIZY T 5 BEIZOVWTL, FAlOBREITHRE I AR,

. MOIREBIE D RV EICRY | ERICKAZERTL2 2L 2ZETE D,

o HEMRREOSIHFUITOBREDH D EBHE

o M EGRE CHRIER 2380 2 BE K OTEHBNME O KU AR I <0 R gL M it 2% 55
DR RIEMZEALD 2 B 5 B

s HOREREODODH L BEUTEMEAE L IIHEHRMED B CaZE R B OBEERED
oo BE

*  ECOG Performance Status 3-4 " & B3

() ECOG @ Performance Status (PS)

Score

0 2 MERTEETE 5, FIHATE [ U R FEAERNHIRZ <ATZ 2,

1 PIRRIC B LUOEENAHIR S D03, ATATRE T, BIEECME > TOEEIIT O J L TE D,
Bl - VR E, EHIEE

BATATRE CH D HEDEID O Z LIF T N THREEAEREIITE 2V, HHFD 50% EiF~y FATilBIJ,

ROENZEDOHDOEIY DZ & LnTERY, B 50%U L2~y RO+ Tl

E<BIF RV, BHOFOREY O LFESTERY, FBERICy R Tl I,

9



6. MEIZBLTEETR&EHIE

O WAXEFEICM, BERFEES DR T 2 GRS 0D EARFN O R & O E6E
AT DIZMERERE I L ChofATHZ &,

@ REBRICHNL D, BEXIIZ OFRICEDIER VEREEZ 2B L. REZE
ThroEETLZ L,

@ EREUWERAO~FY AL MZONT

BREMIRE RN D SO Z ENHHDT, KEOEEICHT- > TiE, BERE
W (PR REE, ek, EVE) ORI X MEOEmSE, BIEr+54
AT 2 &, Fo, LEISUTHE CT. ME~— I —F0BEL2EH+ 2
Z¢,

AFN OB |TEEE® infusion reaction |2 2 TEAMRFIC+ SRS D TX A1
Hx21T o7 ECR%E L, ARG R OB G T %1331 Z A %
ETH%E, BEORELHDICEHET S Z L, 725, infusion reaction % 33 L
AT, ETOMBERERNERICEET 2 E CRELZ+BET S 2
ko

FFHEREREE . FF2. B LMEIRE RN S s ZENH LD T, AFIOFEEH
1ERT R O 5 IR I EMBIZIFRERERR A (AST, ALT, y-GTP, Al-P, U /L
EUEORIE) HFEMT L L,

FORIRHEREREE | RIBHREREER O TEREEEREENH DN ERH LD
T, ARAHIOF 5 BRAART R OSBRI P IXE BN D IEEERE (TSH., 18k
T3. B T4, ACTH, fH = F Y —VEORIE) 2EmT5HI L,

AR OEFIZ LY | WEORIERICTER T 5 L& 2 Dk~ IREESRE
DHOLDONDZ EnbD, BENBDOONEHEICIE, BELEFERIIS U
B 72 0k L AR BR 2 RO AT & U CEUIZRERI B 21TV, BEORE
FOGIZ X 2 BWER DB DN L5 EIIE, AFIOEREIH 1L, RORIBRER
NECRIOBRGEEZEBRET L2 L, 7B, BIBRERLVEOREICLYEIE
ROUENRRD GNRNGEAEITI, BIBRE R VE LSO i o m
HERT D,

B HAE T, AR LD ARB L COLRIERANRET IR H 5720,
AENIOBGHETHIZHENERORBICZITEET 5.

| BUpERR (BUE | BUBEIR R 2 &) b Db, BERFEMES F 7V K=&
WCEDHZENRHLHDOT, A, Bl EHFEOEROFEHRLMIEED LRI+
SEETDLZ L, | BERBEREDN TSI EEFIEL, AR ) 3
ROEEEDOBEY) 2B EZITH Z L,

10



@ IMpassion130 FRER TIIx 546D 48 £ Cl3 8 EREREINE. ZAVLARRIT 12 8 fH R
W CHEIMEOFHMEZIT> TV Z LA BB, ARG FITEHRICEBGREE TH
ROWERZITH Z &,
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EERHEET A RT A
TTY YV A~T7 (BFHEEZ)
(BR7E4 - 7' MY 7 KEEE 1200 mg)
~ FFF A B ~

SM2E9A (SR 782 AED)
BAFEE




B &k

A o

XL HIC

KB DK, 1ERET
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BHxtGe L 70 b B
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1. IXC®IZ

EIG OB - BEMEOHERO T DIZIL, IRMASTEFICE SVl E M 2R
BND, 6T, IEOREEFOERRIZ LY | FURERS 2 & OEHA 2 F R IE A%
FEELPEARBINLIF T, ZNUOOEEMZEICHNERBEICREET 2 2 L REEREO
ML 7o TRV RIEMBGES & EDOEARSE#E 2016 CERL 28 4 6 A 2 HMERIRE)
IZBWTY, EFMERGLEOFHAORBEEELZXS Z L ENTW5,

PR EAMFERRN T, BEERSZEM T 0 7 7 A VRBEFEOEREL EH O R
BRHZENDD, O, AWEROLZEMEICET 2HERN+2EET 5 £ TOR,
UBMEEGOBELBZIT LI ENIFRFINLIBEICKH LU THERT L& LB, BIE
RN L 7-BRIC N E 3t nZ & 5 2 & RN AEee— 8 O B 25 7= 3 R BE CfE A
THZEBREETHD,

L2 o T, KHA R7A4 Tk, BBEESL N ETILELN TN D EFIEF -
BHER RHNCEES & | LT OEES O FGHE R 2 HEEST 2880 b BB, B X
FROBEFERZRT,

RE. RKHA RTA %3, MIATBUENEE L ERESROIEE, [SETEHEARE
FRRIER . — IR EEE AN B ARRRRNE ES K O — R HIEAN B AFETES O o
& EERL LT,

X ERDERN TR N Y SR 1200mg (—%4 7TV ) AT (BB
THEHL %))

KB ERDMEINE - DIBREE 72 P

NELROMEROHE : "NV X~7 (BEFHEIEZ) LOfFRICEN T, @%F, A
X7 7V RA~T (BETHEEZ) & LT1[E 1200 mg % 60 43
23T T 3 EMMRCREFRET 2, B, PIERSGOIEENR
FChiE, 2B EEORERERIL 30 oM FE CEBTE 5,

3% R 5B ¥ K ORISR AS T

(%)

NNV A7 (BB OZEEUIZNR, ERVCHE

BEESUTZNR - YIBRARE 72 AT AT A

MEROCHE : 77V ) A7 (BioFlaz) LOFRIZRNT, @H. RAICEN
Ny A~7 (BaFHEMEZ) & UTI1E 15mgke (KE) % mi#EEirA
EHRd %, REMRIE3 BEULEE TS,



2. AFORE, 1ERBRF
T2 N 7 SREERE 1200 mg (x4 T TV I AT (Bl ). DI,
[ARA ] &9 ) 1%, KIE D Genentech, Inc.lZ L U A8 Z 4172 programmed cell death ligand
1 (BLF, TPD-L1J &£\ 9,) IERT @& a7 ) Gl (IgGl) 77 72Dk Mb
B/ —FAHURTH D,

CD274 (PD-L1) &, AFEAICBW THUFERTMRSICEIR L TR | FELZY
V8ER (T HERE, B MR N F 2 T % 7 —T fifn) EIZRBE 5 CD279 (LLF., [PD-
1] &no,) RUCD80 (B7-1) &iffa L, EREZAICHIET B0 TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, fEx DfE
BEAEIZ BB L Tu\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) N#RE i
TH Y. PD-LI & PD-1 247 L7-fRB8I3, IEEHIAE N FURRRRAY R T Ma b DR EBESE
ZEET OFO—D2 L L TEZLN TN,

ARHFNL, PD-L1 OMFSMEIRIZFES L, PD-L1 & PD-1 L ORFAEEAET 22 L5
L0 BATURREANZ T MO MG EEE LR L, BEOMELIHE T 5 L&
LTV,

ZIHDOHENG | AANTEEESICS T 27 RpEEICR VG O L MRS,
FAc e B 2 x5 & U7 BRPREER 2 320 L . A2, Bt R BB M ERR S L7z,

AFNOVERHEFFICE S BEDORERINIC L 5BIERER S bbb, EEXIIET
WCEDAREMEDN & 50 AFIDOHRE PR OERERIZIE, BEOBELZ DTV, BED
R NG EITIE, FH L -FRITS U7 HMB) 2k & B 2 Fr O ERD Lo L T
EUR BRI 24TV, BMEORERISIC X DRITERNEONLLHE 2T, RIBRER
IV CHIDREFE OB RMLEZAT O LERDH D,



3. BRREE
UIBRNEE 72 AR MR IE O AGRRR I Z Il 21T » 7= £ 72RO RE & 7,

(B 2]
EFRILFEE 11 F5L8R  (IMbravel50 #X%#)

EHALFFRIERE O 72\ Child-Pugh 338 A OYIRREE 72 /AR 851501 ] (AAN
61 fla&Te) ZXBIC, KBIKRP_INV R~ T (BaFlEfz) CLTF, [y X< 7
EVn9,) OFFREE (RAIGERARE. 336 ) OFIMEROLEME Y 77 =7 Fi L
feth (UT., (V7 7==7] £\nWo,) (VT T7==T%, 1656 &HEd 55 11+
R A FEHE L 72"

FEFHEEE O—>Th 5 2EFHME (LIT. T0S] &v9,) OF RN OREFE, 1ITT
EIZBWT, RAIPFABETY 77 2= HEUR L THEREELRRD b (N —
Rt [95%(EHEX ] : 0.58 [0.42,0.79]. P=0.0006 [/&%! log-rank f&7E]. Mi{lIH E KU
0.0033), HHRAE [95%IEFEXME] 1 IARIGABECHRERE (HETE], VI 7 ==
TEETC 132 [104, HETREE] PATH-7- Q0198 A2 BT —¥ v hA7, K
D, b9 —>DOFEEFHIEE Tdh 2 RECIST ver.1.1 (2 H-5 < ST FEmHERIH €1 L 5 H
WEEAEHIR (LLF. TPFS) £\ 9H,) I2oWTh, EMTORREE. ITT £HICH W T
ARFRABETY 77 2= HLHR L TRERERNRZBD LI (N — R [95%E#
X1 :0.59 [0.47, 0.76], P<0.0001 [JBH! log-rank Ba7E], MifflA EAKLE 0.002), ik
& [95%(EHEXE] IIAFIGFHRECT 6.8 [57,83] WA, Y77 ==T7FET43 [4.0,5.6]
HATH-T- QUI9ESH2 BT —¥hy bA7, K2),

* R (M T2 ) — LN, T AR BEREE, ~ A 7 o EE RS, FEIRIER R
i RFEIIRIL A JERR S, HOHRREIES) OIS b 72 5 BB BRI S,

*2 1 ARHIGEREETIIAA] 1,200 mg KON X< 7 15 mgkg & 3 BE 2 & ICHIRNKZS, V57 =
=THTIHY 77 2=7400mg % 1 B 2 ERRAOHKS LT,

1.0 "‘_‘—\.5\_\, )
i SO St
0.8 R N Ty,
“\j\_‘\_v-_‘—" Mo s e, " ’ "

(E 0.6 / Py i
ﬁ IT7==T8
b 0.4 1~7

0.2

0

EEA2TGT» 008 (A)
Atrisk 3 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
ARIFIAEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VIT7=O® 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

® 1 OS ® Kaplan-Meier Hi## (IMbravel50 38) (ITT £H)



08
-
" i i ESIE ot
=06 R—ﬁ: kY /
\ Sy
= 04
e
" VI B ot S
0 " H
|
0
Atrisk 3
FEIHAERE
Yorda=I%

X2 PFS @ Kaplan-Meier Bi#f (IMbravel50 328%) (ITT £H)

HANBEEMICE TS 0S O FRAE [95%(E 48 X ] 1T AFK AR R fERE [H#
ERER], VT 7 ==T78T 149 [HEERRE] VA, ~F— R [95%EEXH] : 1.71
[0.50,5.84] Toh o7 (K 3), £/, BANBEEEHICTIKIT D PFS OFRAE [95%(E5HH
X NEAK G AR CHhRERZE 64, HEREIVA, VT 7 ==T78 T 7.7[4.2,12.7]
A ~F— R [95%EFEXM] : 0.85 [0.39,1.86] Th-o7= (K4),

1.0 {+—
L vs e
— ) F7x=T8
e s
0.8 -y
mwmgi/
4o 0.6
®
b
# 04
0.2
0
EEADFI»50HM (8)
Aiskg_ 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
FEIFERE 35 35 35 34 33 30 30 29 26 20 17 9 8 5 3 1 1
V7220 26 23 22 22 22 20 20 20 18 14 11 7 5 4 1

3 BHAALHIZEIT S 0S D Kaplan-Meier Hi#R (IMbravel50 338%) (ITT £H)
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M4 HAAEMIZIITS PFS D Kaplan-Meier Bt (IMbravel50 38 (ITT £H)



[Z2tk]
EFRILFEFENEFER  (IMbravel 50745R)

BEFGIIARAIOIHEE 323/329 il (98.2%) . V77 = =7 154/156 ] (98.7%) I
RO LI, RBRE (KA CIIAR TNV A~T | VT T2 =THTIIY 77
==7) L ORREBENEE TERWEEEGIIARANOHEE 276/329 7] (83.9%). ¥ 7
7 o =T 147/156 il (94.2%) (ZFRWD B AT, FEHEN 5%LL_EDOARA] & ORI FEERN
BETCERVWEEREZIIR 1 OLBY ThoTz,

#£1 HEHEBRS%UULOFH E ORBEBERBBEETERVWEETESR
(IMbravel50 #BR) (VAT HRERM)

B RIRSHE (SOC: System Organ Class) AAIGEHEE (329 i)
FEARZE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) B (%) BE (%)
AH & OREEENEETCERVEHEFS 252 (76.6) 90 (27.4) 4(1.2)
R AR A 107 (32.5) 41 (12.5) 0
AST H#3/0 45 (13.7) 14 (4.3) 0
ALT #40 34 (10.3) 7(2.1) 0
e Y L e 27(8.2) 2(0.6) 0
i MRER D 23 (7.0 7(2.1) 0
—i% - RHEER L O SENLORRE 91 (27.7) 6(1.8) 0
Lol 49 (14.9) 5(1.5) 0
HEEL 27(8.2) 1(0.3) 0
BIGkEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
L 19 (5.8) 0 0
FREF KOV TR b 82 (24.9) 2(0.6) 0
Z 9 FEE 43 (13.1) 0 0
EiS 29 (8.8) 0 0
Rtk L ORERES 58 (17.6) 6(1.8) 0
RROR 29 (8.8) 1(0.3) 0
P WEE 35 (10.6) 1(0.3) 0
FOR IR REA T 25(7.6) 0 0
BE, hHEB L OCWLESHE 33 (10.0) 7(2.1) 0
FEAIZEE S RIS 32(9.7) 6(1.8) 0
BB L OREEE 33 (10.0) 6(1.8) 0
EHEPR 27(8.2) 4(1.2) 0
1 21 (6.4) 8(2.4) 0
e 17(5.2) 7(2.1) 0

B AFIEFHBEC I W TR 3 61 (0.9%) . IFHEREREE 87 # (26.4%) . K%
2% - BEOTHI S B (1.5%) . Bk 761 (2.1%) . FURIREEEERSE 39 6 (11.9%) . FIEFEAE
B 16 (0.3%). FEEMEERERE 1 6 (0.3%). fifREE (X7 - NU—EEESE2 5
Tp) 1 5] (0.3%). infusion reaction 32 i (9.7%). EHEHEREE (JRAME MIEME %) 2

(0.6%). BHEEDORKEREE 2 ] (0.6%). B 1 6] (0.3%) ., 4FFEED - FEEWELT
FERIBAME 21 61 (6.4%) K OVEHYYE 20 B (6.1%) 23588 Haviz, £z, 1 BUBERP, &
REFRME ), IZ% - BMRIE . fide - BB RIRAE, OFF 48, MLERE RAEMERE, Syt Mk
BB PEEREER 1358 B AL o T, AR FERLREBURDUIBIE SR (R EMER T 4 5T)
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AARNBEEMCIB T 2EEEFGIIARAGHHRED 3535 ] (100%) . xtFREED 23/23
Bl (100%) (2580 B, 1RBREE L DERREAMRN G E CTE RWEEERITIARAGFHBED
31/35 151 (88.6%) . xtHREED 22/23 i (95.7%) \ZFB®H Hiviz, ARAIGEFAEEICHS VT, %
BN 5% EOARF L ORRBEGNRETECERWEFRZIIR 20 LBV Thoi,

#2 BAEANBELEFIICBOTHEERY 5% EOFH L OREERITETERVWEEES
(IMbravel50 3B (K2R XIRER)

#ERIRSHE (SOC: System Organ Class) AKIOFHEE (35 )
FEATE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver22.0) % (%) %% (%) % (%)
A& DR EBERPEETERVWEREFS 28 (80.0) 8(22.9) 1(2.9)
—i% - 2HEER L ORSEN OREE 10 (28.6) 1(2.9) 0
T 5(14.3) 0 0
FEEN 5(14.3) 0 0
T 2(5.7) 1(2.9) 0
RS, WEE & UHREES 8(22.2) 0 0
RS 6 (17.1) 0 0
MR R A 6 (17.1) 3(8.6) 0
AST #5 2(5.7) 2(5.7) 0
& E L O TR RS 6 (17.1) 0 0
9 FEhE 3(8.6) 0 0
IR I 3(8.6) 0 0
Rt L ORERES 6 (17.1) 2(5.7) 0
K7 A7 2 v ME 3(8.6) 0 0
AR 2(5.7) 0 0
HIGkEE 5 (14.3) 2(5.7) 0
T 2(5.7) 0 0
Por Wi 5 3(8.6) 0 0
PR BRFSREA TE 3(8.6) 0 0
BE, vHEB X OCLESHE 3(8.6) 0 0
ENTAE D RS 3(8.6) 0 0
1 2(5.7) 2(5.7) 0
i 2(5.7) 2(5.7) 0




4. FEERIZOWT

AEN ORGP EY)BELZZE - FHEL, AFOBRGICLVEELRRIERZXEHR LT
BRICKHET D Z ENBERTD  LLTFOO~QDOT N Tl T gXIchB W THERT 5
RETHD,

D HEIZoONT

O-1 TEED (1) ~ (5) ODVWTHNMNIIELE T HMMRTHDLZ &,

(1) EAEFBRENSEET 503 ABFEEILSRPES (BB RS A REEIL AR,
Hitde 23 A S RCEEE ML SURRE . HUBS AU IRIEPE 72 &)

(2) FrEHRERPT

(3) HBEMFRINFNIEET 20 ABFEERIT (DS AREEETEERPbT. 2 ARHEE
W19, DS AR HEE R 7R &)

(4) A FACFREELZRE L, S RIEE(LFHRIEZEE 1, S RIEB (L FRIEDZEE 2

I RIS LR IEZ R 3 ORiRR EEEICR D R 24T > TV DBk
(5) PUEMEREAIL ) EBINE O gk IR D JEH 21T - T D ek

O-2  FFHAE O bR IE R OBIEARBRE O XRS5 7 ik & B2 FsoER (T
ROWTNNTZE T HERM) 25, SE2REBOLANCET HEEROETLE L L TERE
ENTNDHZ L,

#

EEMR PG 2 EOPIHIMHEZIET L7122 5 L LD AVIREDOEEERMHE %
ITHoTWHZ L, 96, 28 LR, DAEYEELZ L LI-BRIEEFZOMEE
ToTWBHZ L,

ER R FEUER 2 FEOWATHEZIET L7112 4 FELLEDOERZEBREAZB L TV D
Z L, O6, 3FELEIE. FFRRRE O D A EYIEE Z & BRSO RBRMHE 21T
STWNWHTZ &,

@ BENOEEZEFEREEDOMEHIZONT

ERLEREBICEFTTH28MEEFDEE SN, BEAENCOERED, A - %
SR ZNFEROEERE VEMSICHT 2 ERRME, AEEENRE LS EORE
EH, ERESCHIITON D EFHINE S TNEZ L,




® BIERA~DXHIZOWNT
@-1 HaskfaHiz B3 2 B

FIE MR RSO BEERENWER R A LIZBRIC, 24 BEEZIEESIO T, Bi%hEak XX
EEMRIZBW T, BHRLZBIERICSE U CAREREE X CT ZORIEROERN M
RREORERNSY BFICELI, BOHICKISATRERERINE - TND Z L,

Q-2 BERUEFEIZLDAEFEISICET HE S

N ATIRICIE D D BB M ORE 2B T D EREFEENEERE=4 1V 7
EROLERDOA V== 72TV ERE LIFREZ A TE 5 F — AEREH DN
S TNWD Z &, 2B, BIEFIZOWT, PABE L ZOFRICHDITEMS LT
WHZ Lk,

®-3 BHEADZWr-OX R ’B@L'C

BIVER (RIEMEMZERE. Fikae . ﬁ?ﬁ - B LMEARRE I, KRB E}J—@—FF— fiEe
K. 1 BIEIRIR . NOWESE (EF'HU];?T%% BB REEIEE . TRARERE), ik
EE (X7 - NU—EEFRELET)., Ef‘ﬁ*ﬂjﬂh b g% - BEMESE - ﬁﬁ“ﬁk\ infusion
reaction, fiZ¢ - MAAURIARE ., BHREREE (RMEREEBERE) . EEOKEREE
O s, MERERMEGRE, MR, SR MO SRR, IRk - DR
B URT—7 AbERESF AR O k= (G ERECD | FEEWELFFEREUDE) |
(LR EDE RO RYYESE) 1Tk LT, BaZhisx LB EREEAOEMM L2 H I 2 E
i & EHEE L (RIER OZBr-CHIGICE L TIREROIEELZITONOFMITH L 2 L),
B HIZE T 7R ALE S TE DIEFINE S TS Z &,



5. #ERR LR DBE
(B2l B3 2 %]
O 2H{LFEEIEREO /20 Child-Pugh 7738 A OYIFRREE 7 FFl A BE 123V TRA
FOARNRY X7 L ORFRBEGOEEN RSN TN D,

@ TRICEHE T 28E T 2 AR OFRE KO R TIECHON T, AFIOFZEN
ML SN TEDLT, FAOTREFF L RLR20,
o OTHAIDOEIENT S TRV OFTEEMEREE A & OfF A5
o RATRE BRERTZ ) —/WENRE, 7V ARBEIARE, ~ A 7 v EREE R
k. ITEIRERRR L/ TR, BRIRIES) OIS & 72 2 Al
EERE

(%24 2 FE]
O TRICEZE T L2EEIZOVWTIAFIOBRENER LI TNWDL Z b, 51T
DI b,
o FAIORGIZ LRBUE DBEERED & 25 B3

@ WEATOFEIZE W T TRICEE T 2BFIZ OV T, AFORETHREI LW

D, MOTREEIRE DRGSR Y | HEREICARZFERTL2 L 2ZETE D,

o FEMMREOSIHFUITOBREDH D EBE

o JEBEG R E CHE R 270 5 BE K OVEEME OO KU HR M I 0K G it 2 5
DR RIEMZEALD 2 B 5 B

s HOREREODODH L BEUTEMEE L IIHEHRMED B CaZ R B OB ERED
oo BE

*  ECOG Performance Status 3-4 "V 0 #3#

(ED ECOG @ Performance Status (PS)

Score

0 2 < [ TEBITE 5, Fmal L R U B HAEEAHIIRZR <ATZ 5,

1 PIRENICB LWIEENIRIIR Sh 53, BITATREC, BIEESE > TOMERIIITI J LN TE S,
Bl VR E, EHEE

2 BATARE CH DD FDEIY O Z LT X THRELEDMEEIF TE RV, HHFD 50% BIE~y FATEHI T,

RONZBEDOHOEIY OZ L LTERY, BHHO S0%LL EE2~Xy ROEF TR T,

E<LET RV, BOOFOEY OZ LFES TERY, FRICy MR Cill 27,
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6. MEIZBLTEETR&EHIE

O WAXEFEICM, BERFEES DR T 2 GRS 0D EARFN O R & O E6E
AT DIZMERERE I L ChofATHZ &,

@ REBRICHNL D, BEXIIZ OFRICEDIER VEREEZ 2B L. REZE
ThroEETLZ L,

@ EREUWERAO~FY AL MZONT

BREMIRE RN D SO Z ENHHDT, KEOEEICHT- > TiE, BERE
W (PR EE, gk, BEEE) OMRE UM X SR 0OESE, BlEsr -+
AT 2 &, Fo, LEISUTHE CT. ME~— I —F0BEL2EH+ 2
Z¢,

AFN OB |TEEE® infusion reaction |2 2 TEAMRFIC+ SRS D TX A1
Hx21T o7 ECR%E L, ARG R OB G T %1331 Z A %
ETH%E, BEORELHDICEHET S Z L, 725, infusion reaction % 33 L
AT, ETOMBERERNERICEET 2 E CRELZ+BET S 2
ko

FFHEREREE . FFZ. BELMEIRE RN 5D ZERNH LD T, AFIO 5
BEAT R O G-I I E IR I iFPEeER & (AST. ALT. y-GTP, Al-P, v VJ L
EUEORE) EMRT DI &, Ak, UIBRTRERLIFMIREOSE . FiaERE
ENFEL L TBEOARF ORI - i B IO & TR EL TWD (I
FXEZR),

FORARPSREIE E | RIBHRERREE R O TREREREERH DONDZ LB H DD
T, ARHIOF5-BRAART R O 5 X E RIS N D ISEERE (TSH., 18k
T3. B T4, ACTH, M = F Y —VEORIE) 2EmTHI L,
ARIOBEGIZLY | BEORERGICRERT S LB 2 b btk R ESREE
DHLDONDZ EnbD, BENBDOONLHEICIE, BELEERIIS U
B 70 etk & IRBR A Fr O R AT LB U CE U ERIR I ATV, IBE O RE
FOGIZ X2 BEWER DB DI D5 EIIE, AFIOEREIH 1L, RORIBRER
NECRIOBRGEEZEBRET L2 L, 7B, BIBRERLVEOREICLYEIE
ROUERRD GNRNGEEITI, BIBRE R VE LSO mEZ s o m
HERT D,

BHATH%, HEM»OHED ARB L COLRIERANRET LI ZER”H 5720,
AR OEEHETHIZHEWERAORBICH2ICERT 5,

| BRI (BUE 1 BUBERB 2 8 1e) bbb, HREES 7V R—v 2
WCEDHZENRHLHDOT, A, Bl EHFEOEROFEHRLMIEED LRI+
SEETDLZ L, | BERBEREDN TSI EEFIEL, AR )
RO 5ZEOHEYRLEZITH Z &,
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@ IMbravel50 FRERIZIREBRIA) S 54 8 £ Tl 6 BREIENE. T LEIL 9 BREIMME T
BHMEOF 21T > T\ e Z L 25E12, AFESHILESICEBRBRE CHED
TERBEITH T b,
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