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T IEIEZ R 2 U RIE A PR A2 IR 3 Dk
FEMEAR D RN A2AT - T D fitiak

(%)
® BIWEHA~DOXRHEIZHOWNT
(%)

@-3 EHEH DBZWrLx 2B LT

RIVER (FEMEMES, RS - TR - B{EMERE R, K
Mo « EEED TR, WER, 1 BIBEIRIG, Wbl (FUR IR EE
. BIEHSREREE . TERAREEREE) . MREE (X7 - N
V—iEERE A B Te) . EAEMEESE, MK - B - TR
infusion reaction. h#Zk « MEUFEIARIE, BHREEIRS (RME
FEMEBRSE) . BEOKERESE, Lk, MERERIERERE, &
MR i, Sy M i RIS PESE B . DR - (O FRHRATEE -
Z R —T  AEERIEOF AR O MR EE (P ERED, B

e

4. FERRIZDOUWT
(%)

O MERIZHOWNT

O-1 Tied (1) ~ (B) ODWTNMNITHEY T HEXTHDH Z &,
(%)

(4) AR AbFREE e E L, S RIES L a2 e 1 X34
SIEEAL FHIEZIRE 2 Ok EEIR L mHEITo TV 5D
i 5%

(%)
®  FIEHA~DOXIEITDUNT

(%)

@-3 EHWEHOZEr-ext B LT
RIWER (FEPMEME S, SRS - TR - SbrERE &, K

Mook « BEED TR, WEk, 1 BUBEIRIA ., W wmkEsE  (FURIR R

P, FIEREREREE . THEAEERES) . MREE (F7 0 - N

VIR A2 S de) . EAEA I JE, MK - B2, infusion

reaction, 7% « BARUTIARIE . BFREERE S (RIS RTEMER 2%

%), BEEORERESE, LK, MEREREMRE, Wi rkeE i,

SR MR PEER BT . (LTI DT IR O I m e (A ER

Wb FEEWELF R ERE) . AL FIRIEDE RO RYWESE) (2%t




TP ERIAME) | ALFIRIEOF R ORGUIES) (X LT, %l
BT BRE R B O BV 2 A9 S A & s U (RIME 02
BreR B L THRE R O EZZ T 6N DR/ H D L),
E OISR LE D TE HIRHINE - TS Z L,

L C. Ykt gk XL T R E R O B 2 A4 5 ER & EHEE L
(BIVERH OZWr-Cxt I B L THRE N O S 25 1 63 5 540
WZHDHZ L) EBICE R ENTE DIREINE - TNWDZ &,

6. HEIZERL TRET NS HIH

O~ W&
® FREWEHDO~XI AL MTHOWT
(%)

- 1 BUBERIE_(BIE 1 RIBEIRB 2 & de) Ad Hbil, HERIFE
MW7 N TV R—=YRIZEDLZENHDHDOT, A, Bl
M 25 D FEIR D FEBLLMBEE D ERIZH0EFEET 52 &,
1 BBE RGN b =G a &k 52k, A A v
KN O GO I AE Z1TH T &,

(%)

6. BHIZHEL THEETRZHIH

O~©@ W%

@ FEREWEHD~ 3T AL MMZHOWT

(W)
- 1 BIBEIRIA DN B B odu, BEREMEST 87 R—Y AUZED
ZENRBHLOT, A, Bl MEMHZEDREROFE L M
EoEFIcHoEET L2 L, 1 BERE DN T-5E
WG 2 L, A A ) O 55 OwE ) 7 L E
2175 2 &,




JIT AR g O e b (s IHERE T A N T A o OWGET T CBrIA X% HEER)

(IR ER IS E RS 59)

Gl

4. FEREIZDOUWNT

(%)

O MRz oW T

O-1 Fred (1) ~ (5) DWVWTNMNITHEY T HEXTHDH Z &,
(%)

(4) R bRE=E AR E L, ARIES LREZ R 1L 5ok
T IEIEZ R 2 U RIE A PR A2 IR 3 Dk
FEMEAR D RN A2AT - T D fitiak

(%)
® BIWEHA~DOXRHEIZHOWNT
(%)

@-3 EHEH DBZWrLx 2B LT

RIVER (FEMEMES, RS - TR - B{EMERE R, K
Mo « EEED TR, WER, 1 BIBEIRIG, Wbl (FUR IR EE
. BIEHSREREE . TERAREEREE) . MREE (X7 - N
V—iEERE A B Te) . EAEMEESE, MK - B - TR
infusion reaction. h#Zk « MEUFEIARIE, BHREEIRS (RME
FEMEBRSE) . BEOKERESE, Lk, MERERIERERE, &
MR i, Sy M i RIS PESE B . DR - (O FRHRATEE -
Z R —T  AEERIEOF AR O MR EE (P ERED, B

e

4. FERRIZDOUWT
(%)

O HEFkIZ oW T

O-1 Tied (1) ~ (B) ODWTNMNITHEY T HEXTHDH Z &,
(%)

(4) AR AbFREE e E L, S RIES L a2 e 1 X34
SIEEAL FHIEZIRE 2 Ok EEIR L mHEITo TV 5D
i 5%

(%)

@ RIERA~OXRIZDNT

(%)

@-3 EHWEHOZEr-ext B LT
RIWER (FEPMEME S, SRS - TR - SbrERE &, K

Mook « BEED TR, WEk, 1 BUBEIRIA ., W wmkEsE  (FURIR R

P, FIEREREREE . THEAEERES) . MREE (F7 0 - N

VIR A2 S de) . EAEA I JE, MK - B2, infusion

reaction, 7% « BARUTIARIE . BFREERE S (RIS RTEMER 2%

%), BEEORERESE, LK, MEREREMRE, Wi rkeE i,

SR MR PEER BT . (LTI DT IR O I m e (A ER

Wb FEEWELF R ERE) . AL FIRIEDE RO RYWESE) (2%t




TP ERIAME) | ALFIRIEOF R ORGUIES) (X LT, %l
BT BRE R B O BV 2 A9 S A & s U (RIME 02
BreR B L THRE R O EZZ T 6N DR/ H D L),
E OISR LE D TE HIRHINE - TS Z L,

L C. Ykt gk XL T R E R O B 2 A4 5 ER & EHEE L
(BIVERH OZWr-Cxt I B L THRE N O S 25 1 63 5 540
WZHDHZ L) EBICE R ENTE DIREINE - TNWDZ &,

6. HEIZERL TRET NS HIH

O~ W&
® FREWEHDO~XI AL MTHOWT
(%)

- 1 BUBERIE_(BIE 1 RIBEIRB 2 & de) Ad Hbil, HERIFE
MW7 N TV R—=YRIZEDLZENHDHDOT, A, Bl
M 25 D FEIR D FEBLLMBEE D ERIZH0EFEET 52 &,
1 BBE RGN b =G a &k 52k, A A v
KN O GO I AE Z1TH T &,

(%)

6. BHIZHEL THEETRZHIH

O~©@ W%

@ FEREWEHD~ 3T AL MMZHOWT

(W)
- 1 BIBEIRIA DN B B odu, BEREMEST 87 R—Y AUZED
ZENRBHLOT, A, Bl MEMHZEDREROFE L M
EoEFIcHoEET L2 L, 1 BERE DN T-5E
WG 2 L, A A ) O 55 OwE ) 7 L E
2175 2 &,




XEERHEET A RF A
TV A<T (Bi=FrEEZ)
(BR7e4 : 7Y MY 7 JIEHHE 840 mg, R AREFRE 1200 mg)
~ B BLRBRE PY fiE ~
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1. IZFC®IC

2. AANOFE. (FRET

3. ERPRAAE

4, JEEZHOWNT

5. H&EGXREMLDEHE

6. BHICEE L THHET X FIHA

P2
P3
P4
P9
P11
P12



1. IIC®IZ

I DA NE - BEMEDOHER DT OITIE, IRA SCESI IS W 2 E 72 A 23K
b, SO, IEORHEHMOMESRIC L0 | FURES e & OS5 722 8 BLVE R
FFEIEMPARINLGF T, TNODOEEGZ EIZHEREE IR 5 2 LB
AR L 725 TRV R MBOEE & S B S $1 2016 (k% 28 42 6 H 2 H HEERE)
ICBWTY, HEHMERSS O A ORKEHEZXS 2L L STV,
FRUWERBE P ESE L, KBERASZ 2T v 7 7 A VDB FOEIES & 58T
BHLZENDDH, ZOD, AR OREMEICET D ERNS ST 5 E ToM,
UHEERLOREZ R ZIT 5 2 ENHFINLBEICH L THERT 2 L &b, BIE
DB LT BRIC B e ki % & D 2 & DS ATRE 7R — 18 O A % il 72 9~ [ e i B < it
THZENEETHD,

L7eD3o T, KA FT7A 2 Tld, BFBEESCINE TITHE LN TV D EFHKFH) -
BFER M EED & | LUT O EIES O il 70 F] 2 e 3 2 BLA 0 O B2 B & %

RO EHEHE T,

B, RTA NTA 30 MSATEGE NE SRR A, AREEEARAR
BRI AR, —AEETE N B ARG IR P2 L O—AEHTE N B AN M « 23 A%
EOWHIOS EERR LT,

R L IR B EIES T B ) 7 AT 840 me. [FATEERE 1200mg (—#%4L T
T YR T (BT Z))

RGERDMIEITR « DIBRANRE 72 B B PR P s

ﬁ%ﬁ@%&&hu@%mk 377V ) X~7 (B z) & LT1[E 1200mg
Z 60 437 F T 3 MR CTAREHET 2, BE, 2 %l Lo/
WiiZ7r 7y ) XA~=7 (Einf#az) &L TI1HE 15mgkg (K
H) (BK 1200mg) % 60 437> T 3 MR CAEERET 5,
7ok, WG OEFMEN B ThHIUE, 2 8] H LA O B 5-RE
%30 i E CHEMfETE S,

s I 9E ¥ A PANREER S




2. AFOKK, {ERBERF

T MY 7 STRERE 840 mg K ORI ERE 1200mg (— %4 - 7TV U X~ T (B
IR z) . LF TARK) Evo,) 1%, KED Genentech, Inc.iZ &V Al X 7=
programmed cell death ligand 1 (BA T, [PD-L1J) &\ 9,) IZxf95m%E7ra7 U Gl

(IgGl) ¥ 727 7 A0k MEE/ 7 u—F ARk TH %,

CD274 (PD-L1) &, AEENICEBW THUFRE MRS ICEE L TR, EHbLzY
2NER (T AERR, BAERAK OV T = 7 0% 7 —T i) %I238819 % CD279 (BLF, [PD-
11 &9 ,) KUCD80 (B7-1) &AL, ®REISELZRAICHIET L2 B2 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
BEAIRIZ 3B L T\ b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 234 X
Tk Y., PD-L1 & PD-1 241 LR8I, JESHAG S HURRE A7 T MR & OB
ZERET A D —o L L TEZLNL TV,

AANZ, PD-L1 OAFASEIRIZAES L, PD-L1 & PD-1 &£ OfEGZAET 5 2 L4&IC
L0 DAPURFERM 7 T ML OIS FIEME 2 H58 U, TS O+ 5 &5 %
S5 TV5,

ZIVH DN G | AR )T 287 B ERIC 2 0 155 b o E iR S,
Rl BREG PR Akt 5 & U T2 BRIREABR 2 9hie U, A2k, 22t e OV ME D RS
STz,

AFANOIE T IC S B DS RUGIC & 2 RHER SN & &b, EEUIELIC
BH AR B D, AAORGH RO GHICIT, BEOBEREHHITTO, BEH IR
D BTG AITIE, BB L HGUTIE U B e ik & B8 & FF o Al & B L Ol
G2 BRI AT SBEEORIERUEIC X B RIFER 28BN B BAICIE, BITRE AL
TUAIOBRGEOW) /B AT BN D D,



3. BRERAE
BIBRANHE 7 B BRI Al 0D 7K GRIRE LS R 21T - 72 £ 722 B IR RRER OO il &2 7~ 97,

(0]

@O ¥EIMBIAEER RS (ML39345 55R)

2 wLh B DO UIFRARE 722 B BRI A I AR50 B & RF T, ARHI DA 2tk B OV 42
P2 RS 2 58 DAREER 2 FEhia L7, 18 ik LA LoD SBF ITITATA] 1,200 mg % 3 JH[HH
fm (AT, TQ3WJ w9 ,) T, 2 @bl b 18 Bk D B IIIAHA] 15 mgkg (kK
1,200 mg) % Q3W THRINIEE L 7=,

ARBRICBEER SN 50 B0 5 B, KEIDEG SN2 hoT 1 BlEFRLS 49 6172 2 6%
PEDfENTIE & LTz, RBRBAAARE A T O EEFREE T % RECIST ver.1.1 (23 < IR
BRoPE Y P RTHE LT L D 220K [80% 5 HEIX ] (%) OFEHRIE. 2 [B1H OfFHT (19 il )
T42.1 [26.3,592] TH V. 80%IEHEX MO FIRIZFANHE L BERDER (5%) %
L@okﬁ)ﬁ%\ﬁ%@@%ﬁﬁﬁﬁﬁé4wﬂ"Té3@ﬁ@%ﬁ(%m&ﬂﬂ
1| BF =%y A7) BT HRBRAMKICET L BEFHMIEE Tdh 5 RECIST
wﬂjﬁ%d<@jﬂﬁ%%(uT\mmJkme# 2 X DN ORRITER 1
DERBYTHoT™,

*1 : PLPD-1 LA TP PD-L1 HUikiC L DIRRIE O H 2 BE I3 sz,

*2 XA BIONFRIE, 18 s : 36, 18 Ll L 46 FITH o7,

*3 : Simon @ 2 EfRET A CH-SE | RBRBMARFIZIX 1 BA KO 2 BB OMSTIEENEN 9 Bl L

24 BE S THEM L, 210200 1 BILLER O3 BILLETEARD bR BAIT, BERE kT 5
LR L7, 9 Bl T LT 1 (8l H OIS T 1 Bl b7z
., BEREE LTz, T 0%, 19 GO E T L7 FE S CHRENZEE LTV 2572 2 [ H O
FRNT & R L. 8 BOFNBINRD I Z LA h, FANCHE L7 2 1] H ORI 2 5]
HThD 24 BIOEREHT-TIC, BIEEDRU LOBANENIIETE S LT L, HARDE
PEREAM O 7= 012 Bk A g L 7=,

*4 0 AGRBR O EEFEMIE B (X, FRBRBALAREICIE RECIST ver. 1.1 (233 < RERH Y EAIH EIC X D F%)
P L7, 1 BE RO 2 [ O & E5 L%, AL R & OO/ BRI E 2.
RECIST ver.1.1 {2255 < IRC BT K D Z8NHITET LTz, F 7o ARG R & O DRER,
49 Bl O#E R HD & FRIIZFE L TR -7z 3 [8] B OfENT 2 £t L7,



K1 BREREDREROCEHE
(ML39345 3RBX., AZhEMENTIER., RECIST ver.l.1, IRCHIE, 202199 1 BF—# v b27)
B (%)

=N RNN
ﬂiﬁmbm%ﬁ% 49 ﬁlJ
CR 0
PR 12 (24.5)
SD 24 (49.0)
PD 10 (20.4)
NE 3 (6.1)
#%h (CR+PR) 12
(ZEph= [95%CI™] (%) ) (245 [13.3,38.9] )

CR: 5225, PR : #in&%h, SD : &E,. PD : AT, NE : FHEARE, CI : [FHEXH
* : Clopper-Pearson %

@ EWNFEIFEERFE (ALBERT i5R)

16 & LA E D BIFRASAE 72 B BURAGH I FE S 121 B & RE 21T . ARANO A 0 R OV 4
P2 RRETT 2 88 DAREER A 520 U7, 18 sl LoD B IZIEAH 1,200 mg & Q3W T,
16 mELL_E 18 A O B ITIIAA] 15 mg/kg (K 1,200 mg) % Q3W TEHRMNZ5-
L7,

ARG SN 21 D 5 B RFIDRBEE Sz o 7o 1Bl ZFR< 20 62 G20
DFRMT RIS L U=, KA E T& 5 RECIST ver.l.1 (235 < IRC HEIZ X 5 ES)
KOFER Q02FE3ZHA3ZHT—Z Ay A7) 3R 20EBVTHY ., BRERD 95%
FREXMO FRIZ, FANIRE SNT-FBERESE (5%) 2% FRl-7-,

*1 : H1 PD-1 HifA IEHT PD-L1 HLiKIC & DIREIED b 5 BE TS Shiz,

#) ¢ HELREWCHT R R IC T D RX VLB Y VO LSERE D BN 3.8% Th o 7= LG S

TW% Z & (Cancer 2001;91: 585-91) % & 8 LEMZEHEL 5% & Lz,

R2 HEREDREROEHE
(ALBERT 38, HZEMErsts:, RECIST ver.1.1, IRC ¥[E. 202243 A3 BF—&% b v b 47)
B% (%)

Bl E A A
WEMDD)JJ% 20 WJ
CR 2 (10.0)
PR 0
SD 14 (70.0)
PD 4 (20.0)
NE 0
#%) (CR+PR) 2
(ZThF [95%CT*] (%)) (10.0 [1.2,31.7])

CR : 5627%%h, PR : #4r%%h, SD : %€, PD : JMAHMEIT, NE : FHEARRE, CI: ZHEXH
* : Clopper-Pearson £



[Ze 2]
O HEFMBIFREGAFER (ML39345 56k)
AEFGRIL 49/49 B (100%) . A & ORREERDIGE TE 2VE FFHRIT 47/49 1
(95.9%) IZFBD BTz, FBLHED 5%LL EOARK L ORREBMERNGE TE RV FHL
IERIDEBY ThoTo,

#3 RHRBPS%UULOEF & DERBRENPEETERVEEES
(ML39345 3By (2t SEM)

SRERIRSYEE (SOC: System Organ Class) AKIP 545 (49 1)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) BE (%)
AH & OREBENTE T WS HERR 47 (95.9%) 6 (12.2%) 0
AR AR A 32 (65.3%) 1 (2.0%) 0
U s 10 (20.4%) 0 0
M7 B U RRAT 72— H0 9 (18.4%) 0 0
SRk~ e %% 9 (18.4%) 0 0
AST #4n 5(10.2%) 0 0
ALT #5/1 5 (10.2%) 0 0
1 PR R AR L N 5(10.2%) 0 0
M R 4 (8.2%) 0 0
M e UL e 8N 4 (8.2%) 0 0
i ER SR 4 (8.2%) 0 0
IRT D 4 (8.2%) 0 0
i H R IR A L k) 3 (6.1%) 0 0
—i% - RHEER L O SEALOIRRE 24 (49.0%) 0 0
i 18 (36.7%) 0 0
FEL 6 (12.2%) 0 0
A TN FREER 3 (6.1%) 0 0
FRER X OV Ak 21 (42.9%) 1 (2.0%) 0
F15 10 (20.4%) 0
O FEIE 6 (12.2%) 0 0
SERREE 5(10.2%) 0 0
RN SNV A 5(10.2%) 1 (2.0%) 0
ZiTE 3 (6.1%) 0 0
B IhEE 18 (36.7%) 1 (2.0%) 0
B 8 (16.3%) 0 0
T 6 (12.2%) 1 (2.0%) 0
Rtk L O E 13 (26.5%) 0 0
AAEOR 5 (10.2%) 0 0
K7 b U 7 AlifE 5 (10.2%) 0 0
e A 4 (8.2%) 0 0
¥ R3S KON & ri sk = 12 (24.5%) 1 (2.0%) 0
RAfm 7 (14.3%) 0
#77 PI A 5(10.2%) 0 0
i3 3 (6.1%) 1 (2.0%) 0
PER g, FEREs K ONERm PR 12 (24.5%) 1 (2.0%) 0
7 LAX =R 3 (6.1%) 0 0
-0 ) 3 3 (6.1%) 0 0
Jitilig 2 3 (6.1%) 1 (2.0%) 0
MR LY v CRREE 10 (20.4%) 1 (2.0%) 0
2 ifn. 8 (16.3%) 1 (2.0%) 0




#EBIR¥E (SOC: System Organ Class) AENBeE-H] (49 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) B (%) B (%)
N IR 10 (20.4%) 0 0
PR BRFS RETUAEE S 6 (12.2%) 0 0
FOPR IR RE AR T 3 (6.1%) 0 0
TR BEE 6 (12.2%) 0 0
SR 4 (8.2%) 0 0
FREMWED F 3 (6.1%) 0 0
& 4 (8.2%) 0 0
1ZCY 4 (8.2%) 0 0

k. AFIBEBNZ WD TRHIE MRS 3 61 (6.1%) . AFEERERE - T4 -

(D | !

BR 8B (163%) . KIFHK « HED FHI1F] (2.0%) . FER 2 61 (4.1%) . FHRIREERERE
F16 11 (32.7%) . FIFEHEREIETE 4 1 (8.2%) . M7k - Bl - FHEK 161 (2.0%). &
FED R REREE 161 (2.0%) B30 bilz, £z, 1 BBERFE, TERAEEERE . PRk
FH(XFT - NU—EEREA G T) . EAEMEDE, BREEE (RS MM K% .
R - BEEUHRIMIRIE, (O, MERERIEMRE. infusionreaction, WSMLPEEIML, S0

LN SR HERS R OV - DB -

DX URT=FTITRO bR o Tz, K

BIERIRIUIBE S (RAMAEERE 28T) 23R RZ R,

© EWNFEIEEARRE (ALBERT

HEFEGIL 2020 B (100%) . AAH|E OREBURNEE T WA EFSLIL 16/20
(80.0%) TR BT~ FEELERMN 5% FOAKK & ORFEFRNEETE RWEEE

BlxRX40LBY THoT,

F4 FEHRD 5%ULOFH L ORRBRPEETERVEEFR

(ALBERT RBt) (2t uRER)

# B BIRK %8 (SOC: System Organ Class)

HRE (20 f51)

HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) B (%)
AH & DR EBEREPEE CXRVEHERS 16 (80.0%) 4 (20.0%) 0
ER AR A 10 (50.0%) 3 (15.0%) 0
AST 5 (25.0%) 0 0
ALT #1 4 (20.0%) 0 0
U L EREOED 4 (20.0%) 2 (10.0%) 0
U HRER B 4 (20.0%) 0 0
RN oS 3 (15.0%) 0 0
i Bk k) 3 (15.0%) 1 (5.0%) 0
LT — L 1 (5.0%) 0 0
7 L7 F i AR — BN 1 (5.0%) 1 (5.0%) 0
R R A 2 ) 1(5.0%) 0 0
KRG F KOV TRk RS 4 (20.0%) 0 0
Z 9 FEE 1 (5.0%) 0 0
A2 1 (5.0%) 0 0
i 1 (5.0%) 0 0
EIRINIRZ NG AL 1 (5.0%) 0 0
MER LY o RkEE 3 (15.0%) 0 0

7



#EBIR¥E (SOC: System Organ Class) HREE (20 A1)

HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) Bl (%) BilE (%) BiEE (%)

i, 3 (15.0%) 0 0
— i - EHEER L OG0 REE 3 (15.0%) 0 0
FEEL 3 (15.0%) 0 0
(=R 1(5.0%) 0 0
oy i 3 (15.0%) 1 (5.0%) 0
R RU¥R 1 (5.0%) 0 0
LIRINIES 1 (5.0%) 1 (5.0%) 0
FOPR IR REAK T 1(5.0%) 0 0
R R RE TUESE 1 (5.0%) 0 0
H kS 2 (10.0%) 0 0
T 1 (5.0%) 0 0
s i 1 (5.0%) 0 0
BRI & O SRRk 5 2 (10.0%) 0 0
i P9 2 (10.0%) 0 0
RAA 1 (5.0%) 0 0
i L OveskhaE 2 (10.0%) 0 0
v DR I S 1 (5.0%) 0 0
KV o AlffE 1 (5.0%) 0 0
JERYSIE B X OVE A E 1 (5.0%) 1 (5.0%) 0
HTRE 1 (5.0%) 1 (5.0%) 0
JHEREE R B 1 (5.0%) 1 (5.0%) 0
SR RE 2L 1 (5.0%) 1 (5.0%) 0
e, MaEhds K OMERRRE =S 1 (5.0%) 0 0
1 e SR 1 (5.0%) 0 0
2 1 (5.0%) 0 0
DfEfEE 1 (5.0%) 0 0
TR IR 1(5.0%) 0 0
PR RREE 1 (5.0%) 0 0
SER 1 (5.0%) 0 0

Bk L OIREEEE 1 (5.0%) 0 0

1 pR 1 (5.0%) 0 0
EHENR 1 (5.0%) 0 0

7ok, AFEEGHNZEB DN CTHEMEMZER 1 6] (5.0%), [FHEeREE « 75 - i brEfa
B 6 (30.0%), FLIRAREEREREE 3 6 (15.0%) . BIBHEREREE 161 (5.0%) 233805
Wiz, F7o, KIBK - EEO TH, PSR, 1 BIPERE, TEAKRERE., KK - Bk -
Thik, tRREE (X7 - AU—EERALET) . EEMEDIE, HEORERFEE,
EHRREREE (RMEMEMEBRE) . ik - BORUTHRAEE, Ok, MERE BIERRE,
infusion reaction, ¥ARIMMEE ML, S M ML /MR ISP SEEBEIE K OB « DSEHRITHE - O
B URFT—=TITRO b o o, REWEHFEBURMIZREHEES (BRREERET 25
i0) ZETHERRE T,



4. FEERIZDOVWT

AFNOP G- RO 72 BE 22 W - FFE L, ABOFGIC LY EEREWEHZRIL L
BRUCKHET 2 Z ERRER T, U TOO~QDT X T Az skl ZB W CEHAT 5
REXTHD,

@ mmEsRIZoWT

O-1 TiEd (1) ~ (5) DWTNNITHEY T O THDHZ &,

(1) FEAEFERENRET 203 V2 FEHENL SRS GTE RS A2 REEEIL R P
%ﬁﬁh%ﬁ@%%ﬁ%%\%ﬁﬂh&%fh\mmﬂh%ﬁfh\mmﬂhéﬁ
il 7e L)

(2) FrEREERPL

(3) TETIRFFNFEE T 2 03 U2 EEEEFRT (DS AR REEERERPL, 25 A2 iais
W IEbE. 28 AR EEHEE T e &)

(4) ARALFRIEEZHE L. SOREE L FIRIEZIEE 1, SR L FRIEZ R EL 2

ST KM FIIE 2 RORE 3 Oftiak BEIZAR DB 21T > TV D fitiex

(5) HUEEVEREES A B ENNE O fEEk AR D B AT - TV D fiar

O-2 FEPERRERIE T Db P15 K OVRIE FH F8 BURE O REIS S 43 22 Jaik & 8 BR & FF D Al
(FROWTINTEZL T DIER) 23, Y2 FERORANCET 21RO ELE L LT
BlEINTWnWbHZ &,

#

RS0 7St 2 SEOWMIHHME ZE T L2112 5 UL EO N AIREDIRKEHE &
fToTWDHZ L, 95, 2L T, DAEWERELY L LEBRKRERZOWE %
{ToTWVWAHZ &,

P FRET S 2 FOVIHEAAE T L7-12IC 4 FLL LA B F DO EGIRIHE
AT TEY, 56, 2L BiX, RIS O 2 A SEMRIE 2 G T IS VTR D
RRMHEZIT> TV H 2 b,

EE RS0 7P EUAS 1% 2 AEOWMINHME & T L7-1212 5 DL ED/NEN A Z & T/ NEFR
WIS A5 2 &,

© BENOEEMEREBEDOEHIZONT

@%&%ﬁ%ﬁﬁ%%fé%&%ﬁ%%éh\@%ﬁ%#%@%ﬁ%ﬂ\ﬁﬁi £73
é@%ﬁ?%%ﬁ®&ﬁ&0E%“’ﬂ¢5%ﬁ%ﬁ?ﬁﬁiﬁﬁ%ébt D
¥, FRESPIATON D EHINE -T2 L,

® BIER~DO®IRIZ DN T
®-1 fEak A B4 % B
IR R D B E R BIEA N L-BRIT, 24 BRRIZIEMAEIO T, MEhiR X



IEHERI R I BT, B LZAIERIZS U TARE L O CT 0 ITEH O RN 4
FERREOEEN Y HBRIZEON, EHIZHISAEEREHNES WD I &,

@2 EERFE L 2AFBLAMNICET L EM:

AR 2 B 2 ik K OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITEIROA T ) —= T EITOERE & EREZ A TE 5 F — LEFIERG 2
ESNTWDZ L&, B, BIEHIZHOWT, NABRE EZOFBEICHDITEmMmENT
WhHZ L,

@-3 BIEA DB IICBI LT

BIEA (FRVEMERRE, HHREEREE - T4 - A LMEIRE 2k, KIBZ - EHEO MH, B
KoV BBERRIG . WorubbEds (FR IR EERE T R M REREE . T RAEEREREE) | MK -
BEREAE - FFREA. MRRMEE (X7 « AL —JEEMA2ETy) . BEIEMESIE, BEEORK
JEREE, BHREREE RMEMEMERRSE) . ik - BERAAE, Ok, mEkEas
JEMERE, Infusionreaction, ¥RIMAEE ML, SfZMEl/ M MESREER . DIRK - OEHRIT
By R —7 ) 1Tk LT, Eakiak X R R O B M A A 9 S R &
HEL (REAOZEH-ORICICE L CTHRER U EZZITONLIEEICHHZ L), |
HIZHE O ALED T X DRI - Tn D Z L,
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5. REMBRLLRDBE
(0B 5 4 H]
@O UIBRARE /2 R BLREER IR I 23 W TR O Bl 5- DA RMED VR STV D,

@ TRUCEEE T DHEMATIECOWTIE, ABROFMERHESL SN TE LT, AHIDOHK
Hxig L inbiaun,
o OFUENEELA & OGRS

[ZetizBE 4 5 F1E]
O TRICEYTHIEFICOWVTIEFAROEENIZ L INTWDZ b, HE5E21T
Dipnz &,

o KANDORKTK UBBUEDOBEAERED & % B4

@ HFEATOFHIIC ISV T FREICHE S T 5 BE IOV TT, AR ORI S L0

D3, MOTEFRPFUL D 72 WIGEICRY | HEICAFAZMEHT 22 L 2ZETE 5,

o HHEMMZEEDOEIITZEDBIEOH 5 EH

o G RR A CRIE R 250 D B K ONE B D HUH Il 2 <0 et fifi ¢ 5
DRI RIEVEZALD 2 B D B

o HOREREDOD D EEUTEMERE L IXFEFMED B Ok B OB TR~
b5 BE

*  ECOG Performance Status 3-4 1 0 83

(ED ECOG ¢ Performance Status (PS)

Score
0 < MR IREVCE 5, AT L A U HFAEENHIR: <ITX D,
1 PRI L WDIRENIHIBR S B 28, BITATHE T, BIEERM > TOERIFTH 2N TE B,
B BWFEE, FHIEE
2 BITARECTHAOHDEID O Z LT X CTHEIEAEREIT TE RV, HHD 50%LL Eid~y RO CiliZd,
3 BONTEHNOHEDORIDOZ L LTERY, HPO 0% EE2Xy RMRFTTHIT,
4 LTV, BOOHEORIY O L3 TERV, BRIy ROR+TiId,
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6. BEZELTHEETREFEIH

O WSACEFIOM A, JOERGEES DRI T 2 ERME T D E ARH| O FeH: & OV E 4
HOT DI B ERE IR L T BT 5 2 &,

@ TREBIBIZIESE D B T E OFBEAH R OG22 -+ L, FE 25
Thof5THZ L,

@ EREWEHD~FRY A2 MZ2ONT

MEMEMEER D b D Z ENHHDT, KFOEEGIZHT- > TIX, BRKE
R (PRI IRIEE, gk, FEENE) OREE L OWES X #ifds o i, #igz 1+
W79 2 &, Flo, MBS U THE CT, M~ — 7 —FOMRAEZ I T 5
ek,

AHFN OB 51X EE D infusion reaction (I X CTEARFIZ 43726 D TE 5 U
i 21T o 72 L THlgA L, AFIE G R OARAN A& T #IT A 2 A &l
ET D%, BEOREL+31CBlET 52 L, 728, infusionreaction Z 78 L
TG EICE, 2 TOEEE ERNZERIZHEE T E TEREL +OBIET 5 2
ks

JFHSRERR S . AT, B{LMENLE R S oD Z ENRH DD T, KFlOF 5
IERT L O G- I I E W IFBERE R & (AST. ALT, y-GTP, Al-P, U /L
EUEORIE) 2R T 5L,

FUR IR BB . BB MR E L OV T RIEEREEERNH LN D2 ERHDHD
T, AF| OB 5B AR OB G- HIE FIE BN WM RE R A (TSH, 5ERfE
T3, 8 T4, ACTH, M arF Y —VEORE) £+ 52 &,
AFNOBHIZ LY | WBEORERISITERT 5 &5 2 b DA REERRE
DHLONDLZERHDH, BFEPBDOOLNTLEITIL, BERLEFELIIL U
BEPIEY 70 Fnatk & AR A RO B Al & s U CE bl 2 i nl 2 W 21TV B O
FOSMZ X 2 RWER BN 2561213 AFIORFESUI IR, K ORI EE A
IWERIOERGEEBETHZ L, ok, RIBEREFRVE S ORGIZLYRIE
FOBEERFRD B WIGEIZIL, B BB R VE LSO sz il e in
HLEET D,

Be G TR, BOROOE I ARRB L ChLEWERAN BT Z B3 H D720,
AHN OB GHETZIZHEWEHORBUSITEET D,

1 AR R (BIE 1 BUBEIRI 2 & te) 23d bbdu, BERIEIES TV R—3 X
WCEBDZENRHLDT, B, El, MEEE DR OB M E O EA 12+
PDEETDHZ &, I HBERBNEDN-GEICEHG 2L, AR ) 3l
HlO5EDEY) 0 EEZITO 2 &,

@ ML39345 RER CIIH 5% O E . Z0%iL 6 BFMER (5 1 F2B8x72569
R, 24282725 12 BREMF) . ALBERT iR T3 5-505600 6 24 £ T
1% 8 MEMRIMGE. AL 12 IR CAHIMEDOFHME 21T > TWe Z & 2B BT,
AN G-I E BB A TR OMEREITO 2 &,
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xEfEHEET A RTA v
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(BR7E4 - 72> b Y 7 SEEE 1200 mg)
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1. XUz

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

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

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

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

WP ERDERL T N 7 EREERHE 1200mg (—#k4 7T YU AT (Eis
THAHLZ))

KR ERDHREINE - GIBRARREZHELT - FFF& DIE/ Nl A e
PD-L1 B5tEDIE/ NIRRT D Ifr i fi B iE

WEERDHERORE AL FFIERIBE O R LR 2 bk < OIBRARBE 72 84T - R38O I/
Sl e g
L OHFEEMEIEE A & OOFHICBW T, B, AT 7Y U X
~7 (BEfE 7/ Z) & LT11[E 1200 mg % 60 47 7>7F T 3 #H[H
FRE CRIEFET 2, 2. ARG OXEMENS BIF CThHIT,
2 [6] H LARE O $ H-HEIE 30 3 & TR CTE D,

{LFFIERIGE D PD-L1 Bt O UIBRRREZ LT « TR DIE/ N
e i e

WHE, RACIET7T 7YY X~7 (EaFlz) LT 1 E
1200 mg % 60 77 72>F T 3 WEMHIMIR TR EHET 2, 723, FIE
BHORAREN B THIVE, 2 8B LD 5K IE 30 43
FCHEAMTE 5,




AL SHREBETRIR O YRR BE 7R LT + T8 0D FE/ Nl A it e

WE, RANSIXT TV A~vT GERETHEz) S LT 1 [E
1200 mg % 60 53727 T 3 WRHIFE CAMEHET 5, 7eds. #lEl
Be5-DOBEMEN B CTHIUE, 2 Bl AEOF 5-REEIT 30 43
FCHMTE D,

PD-L1 [t FE/ NG (2 31T D v i B s
WH, RANET 7YY XA~T (EiarMiz) LT 1 [E
1200 mg % 60 53727 T 3 WRHIFIE CAMEHET 5, &5HIMIX
12 WAMETET D, 2ok, HEEEOIEMEDN RIFThHIIL,
2 [8] B AR O #8530 43 & TR TE B,

B3E foge % A PO




2. AERN DR, {ERBEF

T b 7 EREEE 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR
Fl EH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1J W95 ,) iZxd25%%&E 727U Gl (IgGl) 777 A0kt MEE
J 7 a—F AR TH D,

CD274 (PD-L1) &, EFENICEWTHIRIERHIEEICER L TR, EkLY
VRER (T HERE, B A OV F = 7 0% 7 —T flifn) 23835 CD279 (LUK, [PD-
1] £wo,) KUCD8O (B7-1) &iEa L, SEISEZAICHIET LB BN TND
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
EAIRIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
THY . PD-LI & PD-1 &4 L7ofRB&IE. SIS PURRF AT 72 T M & O BB E
ZEHET 2 FO—2E L TEZ LTS,

AHNL, PD-L1 OffasMEKICfE S L, PD-L1 & PD-1 & OFEAEAET S Z L5
0 DATURFFERR 2 T MO M EFTEMEZ R U, 5 OHEM A+ 2 &5 %
LbNTWD

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

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

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



3. ERPRARE
YIBRARE 72 HELT « TR OFE/ NS & O PD-L1 Bt o I8/ Nl it 2 381 B itk
TR IE D AGRIR Gl 21T - 72 T 7 B R BR O lig 2 3,

[ A7)
OFE BRI R MFEFER (OAK i)

77 FF 8 o B AL TERIERET O B D IR AR AR AT - T38RI it B
1,225 f5i] CARAIRE 613 5], N2 X2/ 612 ) 2 %512, KKl & R4 F%&/1 (DOC)
DA ZINER V22 ol 9~ 5 S IAHFER & 92k L 7=, A 1,200 mg/body X i K& %
XL 75 mgm? & 3EMMME (LU, TQ3W]) &) ,) THRIEFHELL,

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

* o RO AR (LT, TEGFRI &9, ) BHE AR TR Y v % —8 (B
T. TALK] W9, ) @EBETEBEORE TR, 77 F B ST FRECN L, ThE
U EGFR BHE VR St ALK BREE(EM 24 3 2 HUBMEREEHIC X 2 IS b 2 B8 DA AR S
i,

£EEE

01 FEEFEIL
B T FFEINITT
o4+ FTEATL
T T T T T T T T T T
0 3 3] 9 12 15 18 21 24 ?7H
FHIEE 428 363 305 243 218 188 157 74 28 1
Ftast)L 8 425 336 263 195 151 123 a3 51 16

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



@IFE B IL[F 5 1T AHRRER (IMpower150 #RER)

(LFRAERE D 72N R BB % B < BIBRASRE 72 864 T - TR 8 D FF/ K RE it AR 1,202
Bl (AARN 93 FlzEte) ZXRIT, AAI1,200mg & MOFEENMEEA] (LR TFF
VAR EXEL [ARE, 402 61] XUIANKRTTF o7 ) ZxB/L 4+~ X
~7 (B z) [BHEE. 400 61]) & OfFAEGOE MR ez, JFH ks
FIE (WK T TF o +37 U XX+ X< 7 (EBIn T-#H %) [C #E.400 41])
& Hei g 2 S AR & Fhi U 722, TR RIFEMT OFE R . EGFR BinFAREBGME T ALK
A I E D BE (157 F) ZER< 1,045 61 (BARN 67 flZGte) o ITT-WT £
[ZFRWT, AHFIGFHEE (B HE 359 f51) TXEFREE (CHE337 1) & el U CFHZEHmHE B
T D 0S DHBERILENED HAL (N — R [95%(E#E XM ] 2 0.780 [0.636,0.956]
P=0.0164, A E/KUEMM 0.0184 [JE5I log-rank #7E]) . FIAE [95%ZHE XM 1TAFA
OF F#E B #$ T 19.2 [17.0,23.8] 7 A, *H#E C #£ T 14.7 [13.3,16.9] W A TH 7= (2018
1A AT—20y A7, [M2), 723, KADHHEE (A FE 349 #]) 2OV T,
STHERE (CHE337 1)) 12695 0S DA BERIERITFRD b7,

*1 : EGFR B85 BB I3 ALK @& 8B F B0 B3 Tk, Zh2h EGFR FEMEH X% ALK
BELEEARES 2 A 3 2 BUBEMEIEE AT & 2 AR b 5 BE SR AN DT,

*2 0 AHK1 1,200 mg, HAKRTZF 2 AUC6, 737 U X FE/L 200 mg/m?, SNV AT (GES TR
Z) 15mg/kg & Q3W T4 XX 6 2 — R 5% A4 1,200mg KONV X7 (BIEFHHLR)
15 mg/kg 7% Q3W TH# G- Sz,

1.0
0.99
0.8
0.7 "
@' 0.6
E 0.59
#H 04 . A
B: A ATT “*
03 c:ALRTSF = =
AU E-E - PR
0.24
BCP
014 —omimim FTUI)ART +BCP
L
0.0 |+ *TEU]J T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
AE[+BCPEE 359 323 296 264 235 167 119 66 34 9
BCPEt 337 308 268 233 196 129 87 56 29 6 1

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



Fo, BARANBEEMCEKIT D ITT-WT £H D 0S O HAE [95%(SFE X ] 13454
OFFE B BEC 19.8 [14.1,24.2] 1 A, XHREE C BECHEEARHE [13.2, HEEARHE] I H.
NY— R [95%(EdE X M) : 1.311 [0.498,3.446] Th o7~ (X 3),

1.0 +
0.9+
0.8+
0.7+
40 06+
{'ﬂ_f 051
# 044 B: AN RXTT !
034 C:ALKRIZFY g
P: /Y EFEIL o
0.2+ H
BCP -
0.1+ T FTV)AIT +BCP
L
0.0 T ;:TBJ]) T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 308
AK|+BCPE 32 29 28 24 22 19 13 8 5
BCPEE 14 14 14 13 11 7 6 5 4 1

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



OFE B IL[F 5 T AHFRER (IMpower132 #RER)

(LEFRIERE D IR B 2 B < EGFR &in A RENE, ALK @A Einf-fatko
UIBRARE 72 ST « P OB/ Nt BE 578 B (AARAN 101 Bz &Te) 2Bz, K
#1,200mg, 77 FFHE (DVKRTZF IV AT TF ) KORA R LFk& R
NU T LKF (LR, TRA RLXE R W) OFFHESE [RAIGHHEE 292 6]
TOEIER Va2t s, TTFTRE] (DVRTTFUXIIT AT TF ) FORA
MUt ROOFRE G DfEEE, 286 Bil] 2 & bl 3~ 2 S ARERER & 5l L 7=, AAIDF
FARECRIHRRE & e U CRERHMMIEE H O—2Th 2 WA HIW (LT, TPFS) &
7.) DHEBRIEENRD HIL (AP — R [95%EFEXH] 0.596 [0.494, 0.719], P <
0.0001 [J&% log-rank K], A E/KUERM 0.0040), FRAL [95%FHEX M 1FAFIHF
T 7.6 [6.6,85] WA, *BEETS2 [43,56] WATH-7= 01845 H 20T
— & By " AT, K4),

*] 1 AHI1,200mg, HILRTTF L AUCE I X7 T F L 75mg/m?, <A kL FF¥ K 500 mg/m? &
Q3W (#F=—=m 1 HAIWCHE) T4 L6 a—2%E5%, A#HI 1,200 mg RORA FLFdE R
500 mg/m? 2% Q3W THH 7,

*2: WNVRTTF 2 AUC 6 T AT T F > 75 mg/m?, XA FLFE K500 mg/m? % Q3W (% =2—
201 HBIZ#E) T4 T 6 a—AFLHK, <A b ¥t K 500mg/m? 2% Q3W T 5 Xivi-,

1.0
0:94
0.8+
0.0
06
054
0.4
< 0.3

02

EEELFDS

FIEBEE ST F AL F
01 =vmemen AR FHHTSF AL F1E

15491

0.0+

0 3 6 9 12 15 18 21 B

AEIGEAREE 292 231 169 120 88 43 11
TIBBEE 286 195 115 72 44 1 3

4 PFS O Kaplan-Meier #i#% (IMpower132 #8%) (ITT £H)



@A 11 AHEER  (IMpower130 #ER)
EFFRIERE D 72 i b B2 2 Bk < UIBRANRE 72 AT « -8 DI/ NIRRT B 724
B &t AK) 1,200 mg, HAVRTTFURONT Y ZxE (7T I U EEA)
(LAF. Tnab-PTXJ &9 ,) OGS [AFIOFMARE. 484 ] ™ DA MK OV
. ANKRTTF 2 K nab-PTX OOF LS [eHREE, 240 1] ™2 & k9 2 S5 AR
B2 S hitn U 7o, HIIMENT OFERL. EGFR B A RGVE XU ALK @& BB B0 B
ZBR< 679 Bl ITT-WT EHICIW T, AAIGHIRE (451 1) TxilfE (228 #) &l
L CEEEEE O—>Th D 0S DHRERILEENRBO HIL (N — R [95%(51
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank i1, HEAKERM 0.0425),
JE [95%FHEX M ] 1IAFIOEHEET 18.6 [16.0,21.2] 1 A, *FHEHET 13.9 [12.0,18.7]
HHTH-T= Q0ISHEIHISHT—¥ By b7, X5),
*1 0 A% 1,200mg, HVRT T F L AUCE 78 Q3W T, nab-PTX 100 mg/m2 723 1 EIMIBE T, 4 i 6
a— A E% . ARHKI 1,200 mg A Q3W i H- Tz,
*2 VR T I AUCGE 28 Q3W T, nab-PTX 100 mg/m2 23 1 AR T, 4 X6 2—2EE XN
72

1.0
0.9
0.8
7
06
05
0.4
0.3
0.2

£Esle

FBE:DILARTSF orab SO RE I
014 —=—=—=— FHIHEF FREDIATST b 10025
+ TS

0.0

0 2 4 6 Sie NP2 Sl e B a8 Pl b AP s Pl DB 3 28 S0 G

FHIGEHAEE 456 427 384 365 319 298 271 220 168 130 88 B9 40 19 10 4 1
SREEE 229 207 176 162 147 132 119 96 75 58 39 24 13 & 1

XI5 OS ® Kaplan-Meier #i%2 (IMpower130 3E) (ITT-WT £H)



GFE B I[F 5 1T AHFRER (IMpowerl 10 #5R)

(L HIERE D 72 PD-L1 Btk (REEEHE D S TSR M e MR 2 3317 5 PD-L1 %6
BN 1%L |) OYIRARREZRAMETT « BRI O IE/ Nt B 572 1 (HARN 51 fl%& &
te) ZXRGUT. KA 1,200mg [AAIRE, 285 B] OAMER N2 E, 7T F A

(VAT TFFIANVETTF ) RONRA R FX& T A2 e Off &S

AbSpggyhnt, 287 il & bl 3 2 S MAHGRER 2 5206 L 7=, W RIfIT OFE R, EGFR ¥
G E RGN T ALK BEBETBEOBE 2R 554 Flo ITT-WT £H0 9 5
TC3/IC3-WT ££[H1" 205 5l (AAN 24 il 5Ede) [ZBWT, AFIHE (107 1) TILF9#
ERE (98 ) & bl U CEEFHMEEE Th 2 2AFHMM O BERIEENRD Hiv (N
— REb [95%fEHEX ] 0.595 [0.398,0.890]. P=0.0106 [JE5! log-rank & ], A EAKUE
M 0.0413) . F Il [95% 5 HE XM ] 1IAAIRET 20.2 [16.5, #EEARE] B H . (L5
EREC13.1 [74,165] WATH-7= Q01849 A 10 HT—X v vA7, K6),

*1 : EGFR B85 BB I3 ALK @& 8B Tt 0 B3 Tk, Zh2h EGFR FEMEH XiE ALK
BRAEVER %45 2 HUBMEIRIS AN & 5 IR & 5 BB DA AL BT,

*2 ¢ AR AT IC 51T D PD-LL & 565 L7 IS AN 23 5 ob 2 B1A (TC) SULNEEE M S g s
H2EIE (IC) 22V TERIE S, TC3 (TC=50%) ik IC3 (ICZ10%) THHLGAIC
TC3NC3 M & shTe,

10 P{E (B 3lllog-ranki®& ) 0.0106

094 R AE (95%(ZFEX D

08 {bZR@EEE 13.12 A (7.4,16.5)

) Sk o ZF 8 20.21 B (16.5, NE)

0.7 e, INH—F H(95% {8 X ) 0.595(0.398,0.890)
g 0.6
“ﬁ 05 ey
H 04

0.3+

02+ fermsnt |_

0 o =e=eme= AHIEE

+ FTEE)
0.0+

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 36H
AHF|BE 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
{E2EERE 98 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1

6 OS ® Kaplan-Meier #i# (IMpower110 38) (TC3/1C3-WT £H)
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@ FE B I FEFHIFEGER  (IMpower0107K5%)
7T FF 5 & E iR B R AR O MR E RS IBE (A >4 cm) ~ITAH)

(UICC/AICCHR HI A B ThR) D IE/Nlba i 51,0056 (A ARAN17HIZ &) X545
(2 ARHI1,200 mg DA 2 R Ok SCRepiE™ (BLF, TBSCY &9 ,) LT 5
FNAHFRER 2 526 U722, W RIAEAT 05 R, PD-LIBGE (FEEAIARIZ 31T A PD-L13& Bl
(TC) N3 1%LA L) @ O XITMABEERIZI T, AAIEE (248%1) TBSCHE (228%1) &
bl U C R A H Ch 2 A (LR, TDFS) &\ H,) OFEBERIEENR
D HIL (N — R [95%EEXHE] 0.659 [0.495, 0.877]. P = 0.0039 [J&5!log-rankf#
E1. A EAKMERIH0.0370) . HRAE [95%EHEXM] IIAKIRE CHhRERE [36.1, #EE
el BSCHET35.3[29.0, #EEARE] WA CTh otz QOQUFEIH21BT—Z v b4 7
7).,

*1 1 75 FFH & A T S BN I HRBRIR DI B S P, BIEDOBIT - 72,

*2 : ARH) 1,200mg % Q3W T K 16 [R5 L 7=,

1.04
BSCEE
0.9 FHEF
T )
0.8
0.7
@ pg-
o
ﬁ 05+ xoaom -+
£
g 04+

02  P{E(E5log-rankt® FE) 0.0039
(B (95% {558 X fe])

02  BSC 35.31 8 (29.0#E THE

Fr )T R {EAIZE(36.LIEFETED
014 A —FLH(95%{Z8E X ED 0.659(0.495,0.877)

0.0

T T T T T T T T T T T T T T T T T T T
i G bl o B e ek Rl ik T e e
AFIFF 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
BSCE 228212 186 169 160 151 142 135117 97 80 B9 38 21 14 7 6 4 3
X7 DFS®DKaplan-Meier#it (IMpower0103R5%)

(PD-L15#: (TC=1%) @I UIIMMARILE)
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(PD-L1Z& BLAR B DA 20 Je OV 4 M)

OFE BRI R F AR (OAKRRER) [THAAN LT HBED O 6 JEEHERRIRICS W

TPD-L1 %3881 U 7= fEIE A fa M OVMEEHRE o g in s |5 o 5 E1E (LT,

[PD-L13&#,

) LW KETAEROAE LN —HOBE DT — XIS E | PD-LIFBLRE
BN ERER NIRRT 2 AT o Te A INE R VLB DFERIFUU T D & BV Tho T,

HEMEIZHOUWT, PD-LIOFEBURIL DG IMEDFRERIZ, Rl LB TH-oT-,
72%. PD-LIORBURMIC L B3, AKAlOLZEM,ET v 7 7 A VTFREETH - 72,

#F1 JEERBREIZIIT 5 PD-L1 ORIIRGR D F Shi:
(OAK #Br, 201657 ATBETF—F vy bA7)

oS
PD-L1 @D PGB IS HffiE [95%CIH] AP — R ZHAER D
(B H) [95%CI] p &
A 180 12.6 [9.6,15.2]
T Ne) | ) 61, 1.01
CoMmICO DOC 199 8.9 [7.7,11.5] 078 [061,1.01] 0.8454
AF 241 15.7 [12.6,18.0] ‘
TC 1/2 IC 1/2 .74 10.58, 0.
C 1/2/3 XIX 1C 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 H>> IC 0/1 DOC 584 92 [82. 111] 0.79 [0.64, 0.96] o
AH 129 16.3 [13.3,20.1] ’
TC 2 IC2 ) 49,0.92
C2/3 Xid1C2/3 DOC 136 10.8 [8.8,12.7] 0.67 1049, 0.92]
| 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A L J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8] 0.0031
AH| 72 20.5 [17.5,NE] '
TC3 XX IC3 0.43 [0.27, 0.69
DOC 65 8.9 [5.6,11.6] . !

DOC: FEZ ¥/, *:PD-L1 #EH (IC0. IC1, IC2, IC3). BIAEDO LY A8 (1, 2) ROHMA (RFEL

Pog, FERLEOE) &2 ERIIRF & L72J&@R Cox [Al)R

ED TC R 7% PD-L1 %3881 L 72 JEG AR D 27 &
: BRI 31 D PD-L1 & 5881 L 7= IEgh=iM s a5 o 5 El 4
OAK AR, IMpowerlSO HERCHEAH L7z TCO~3, 1C0~3 1L FRSM

PD-L13BLO /3 $H I PD;LE?;R
PD-L1DGVER SN FRED 5 AR TCo
X, Yefanh i)z Fé?MN@ <o PD-LLIZ & % BPEROS DSBS O 1 %A 3830 B %

TC | GettnmfeiCBIfR7e < | PD-LUIC & DEMERIC SR D 1% L) ES% A IZ8 0 b1 5 TC1
%@@rga: BIER72 <, PD-LUIC & & BatEBOS 2 BB D 5% 150% A i DAL % TC2

Gutagm I BER 72 <. PD-L1IC K 2 PR e A IS Al 0 50% 0L EICRD b d TC3
PD-L1DBGVER SN FRED B AR 1Co
XE, YetashEc Fé?MN@ <, PD-LUZ & % BotE St o3 BRI S0 52 Ml D 1 Y% AT (588D DAL D

IC “ﬁééé’ﬁrﬁc: PAPR78 < o PD-LUIC & B FalE B 23 s v i S 2 Ml 0 1 % L5 %A afed 51D IC1
GetsB LI BRR 78 < | PD-LUIC & 2 Bt i 28 BB M S il D 5% UL 1= 10% A S st B AL % IC2
Getass | BEFR 722 <, PD-L1IC X 2 Bl SOe A RS Al O 10% L EIZERD Hivd 1C3
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FEART K OVEIEAR SRR R 2 361 D PD-L1 ORFLR B DA NEITE 2 O 8~9 D
ERVTHY., RFELEEOERETIZ. TCO 7> 1C0 # (EEMHRICHIT 5 PD-L1 &
FEEL U7 BB AR K OB R M e i 23 5 0 2 EIAE AW b 1%AR5H) 1B\ T,
R RV RE & ik L7 BRONR O KR Z VNS WEADFED Hivie, 728, M
M OVPD-L1 OFBIRICE T AANOLEMET 07 7 A MEFEETH - 72,

#2 B R OEEARBAICIIT 5 PD-L1 ORBUR IR DA
(OAK #Bx, 20165E7THTHETF—F vy b4 7)

oS
PD-L1 @D BehE % HhLfE [95%CI] AP — N REAEHAD
(B H) [95%CI] p &
e - bR
AHA 140 14.0 [10.1, 15.9]
TC O 7> IC0O ’ 0.75 [0.57,1.00
DOC 150 11.2 [8.6,13.5] [0.57, ] 0.8364
AHA 171 17.6 [14.2,20.4] ‘
TC 1/2 IC1/2 72 [o. )
C 1/2/3 XILIC 1/2/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
AH 221 14.1 [11.7,16.3]
TC 0/1 »>> IC 0/1 ’ 0.79 [0.62, 1.00
DOC 212 11.3 [8.9,13.5] 062, ] 0.2447
AHA 89 18.7 [15.5,NE] :
TC 2 IC2 61 [0.42,0.
C2/3 Xid1C2/3 DOC 99 11.3 [8.8,13.0] 061 [042,088]
AH 262 14.2 [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] :
T I } 21,0.61
C3XILIC3 DOC 47 8.7 [4.7,11.3] 035 [021,061]
R b R
AHA 40 7.6 [44,12.9]
T 21 .82 [0.51,1.32
Co2oICo DOC 49 7.1 [6.0,8.6] 082 051, 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 7> IC 0/1 . 52, 1.11
CUL221CH DOC 7 73 [63.8.6] 076 [0.52, 1.11] 0.9299
A 40 104 [7.6,17.5] )
TC 2/3 XX IC 2/3 DOC 37 07 [5.6 172] 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, ] 0.4900
A 23 17.5 [7.9,23.3] :
T I ) 27,12
C3XiLIC3 DOC 18 11.6 [5.6,16.5] 057 10.27,1.20]
DOC : RteZ Xt/ *: FEEHI Cox [H)F
1.0
0.9+
0.8+
0.7
<LEI‘ 0.6 -
@ 05
H 0.4+
0.3+
02 e
01T ;‘;ﬁﬁ%
004+ s

FEIEE 112 93 74 51 43 35 30
FzeFEILEE 110 90 87 39 28 24 15 7

8 RYLEEBREELEEIZEITS 0S @ Kaplan-Meier HifR (OAK RER)

T T
? 3 6 9 12 15 18 %
1
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1o =
09 '
084
074

40 06

E 054

H 04+
034

S

T+ 024
0 o =— k L?-#—EJL 014 FE2EEIL
e TRUUATS weimin TFIUAPT
oo+ b oo4_+ s
T T T T T T T T T T T T
G 9 12 15 13 21 24 TR 0 a & 9 12 18 21 24
AHIEE ?(I 59 48 35 29 25 21 13 G A0 az 24 15 13 10 9 z 2
FE42%t)LEE 60 44 38 24 18 15 @ 4 1 49 45 30 15 10 1 3 1

X9 RELEEEBREELEFICBIT S PD-L1 HEBRIH]ITO 0S8 @ Kaplan-Meier B} (OAK FRER)
(F£X : TC 1/2/3 XiX IC 1/2/3 DAZFEF, AKX : TC 0 2> IC 0 DBAEFLEM)

OQEBE LR MAHRER (IMpower1 50585R) (ZHLAANL LT BE D 9 6, PD-LIFEELHE
IZBAT 2 ERNE LI — O BEOT — X IS & PD-LIFSBIRERNTERZRIIZ
AT 24T - T AR OV E 2O RIILL T LB Y THh o7,

HIVEIZ DWW T, PD-LIORBIRMBI OB HMEDORERIL, K3 LB TH-7=,
728, PD-LIORBURIIC L 57, KRz 7Tn 7 7 A VIRFERETH - 7=,

£3 EBHEGREICRIT 3 PD-L1 OFBURIBIOFZE (0S. ITT-WT £H)
(IMpower150 38k, 2018€£1 H 2 A5 —4 v +F7)

0S
PD-L1 D B8 %K LB [95%CI] INP— R iET ZRHAERD
(B H) [95%CI] P fE
B & 167 17.1 [13.5,20.4
TC O 7> IC0O ‘1# [ J 0.82 [0.62, 1.08]
C R 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 XX IC 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C B 165 16.4 [11.2,22.9] ' T
B ¥ 230 19.1 [15.8,23.8]
TC 0/1 7> IC 0/1 C it 991 143 (133, 16.4] 0.77 [0.60, 0.99] ) sses
B i 129 22.2 [17.0,26.1] ’
TC 2 IC2 . ’ .82 [0.58, 1.1
C2/3 Xig1C2/3 CHt 116 16.7 [10.5,24.2] 082 [0.58,1.17]
B #f 288 18.2 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 e I, 144 [133, 167] 0.81 [0.65,1.02] 30
B ¥ 71 25.2 [18.7, NE] ‘
T I . ) 43, 1.1
€3 XiLIC3 C Rt 65 15.0 [9.8, NE] 070 [043,1.13]

* 2 JEJE R Cox [

QEFRL R MAEERER (IMpower010 R ([THHAANONTZEE DT — 2 ITEOX,
PD-L1 HELRBNAT o e AMER L BMEDOFRERIFLU T D LB Tho7e (—HE
SRR fEATRG K2 te)
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BEHMEIZE LT, 1=STC<50%D BFEM Tk, DFS 122\ TIE TC=50% D BE 4
[ & i DM B (K4, K 10) . OS 122\ Tl BSC #E & olge L CTARAIRE
T TR SRS S (FS5, K11,

728, PD-L1 OFBRHUIZ L 6T KAlOZEMET v 7 7 A VIEFRETH -T2,

£ 4 EEAGBRIEICIBIT S PD-L1 OXRBURMAID DFS (I XITIA #£H)
(IMpower010 3Bk, 2021 1 H 21 BT —F By b4 7)
. N HHYLfE [95%CI] NH— R B HAEH D
PD-L1 %3 B5HE  fil%k B A) [95%C1]  fil
AH 181 36.1 [30.2, NE]

<19 . ) ) *1
TC<1% BSC 202 370 [286 NE] 0.971 [0.718, 1.314] D ocse
A 248 NE [36.1, NE] . :
=10 ! 2
TC=1% BSC 228 353 [29.0, NE] 0659 [0.495,0877]
AH 133 32.8 [29.4, NE]
1=<TC<50% ' 0.868 [0.600, 1.256] ™
°  BSC 114 314 [24.0,NE] [0.600, ! 0,012
| .
TCz5000 oW 15 NE 423, NE] 0 1500 06847

BSC 114 35.7 [29.7, NE]

*1: JERRI Cox Fefi— RET L, *2 48] (55, &) | M (SQ-NSCLC. NSQ-NSCLC)
RO (1, WA) ZRERIKT & LI@3I Cox il — FEF L

80

60

|

BSC # i BSC ##

Probability of Disease-Free Survival (%)
b1
Probability of Disease-Free Survival (%)

0 L]

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 38 42 45 48 S5l 54
No.at risk Time (Months) No.at risk Time (Months)
BSCH 202 191 171 154 148 135 130 124 110 83 64 41 31 12 7 2 2 NE NE BSC #f 228 212 186 169 160 151 142 135 117 97 8 59 38 21 14 7 6 4 3

R#Ige 181 172 150 141138 131 121 116 102 83 67 38 26 14 9 2 2 1 NE AFIHE 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3

. — AFIRE
Y AHITE

\ BSC #f

o []

- BSC #f

Probability of Disease-Free Survival (%)

Probability of Disease-Free Survival (%)
&
(ﬁ

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 ) o 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 ; Time (Months)
BSC #: 114 103 93 8 8 76 72 67 56 42 36 25 19 7 5 4 3 2 1 BSC#f 114 109 93 87 80 75 70 68 61 55 44 34 19 14 9 3 3 2 2

Jjlge 133 125 118 112 108 101 94 89 73 59 48 28 24 12 9 5 3 2 2 AF#e 115 110 107 105 98 97 9 92 8 75 62 48 30 19 13 7 5 1 1

10 PD-L1 DIEFHRIRELBID DFS D Kaplan-Meier i (II3GIIIA £, IMpower010 3RER)
(LR : <1%, HLF: 21%, £ FK : 1I=TC<50%, & FK : =50%)
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#5 EEAEBRBRAIZISIT S PD-L1 OFHIRIA| D 0S (I ITIMA Hi£H)
(IMpower010 3Bk, 2021 1 H 21 BT —F By b4 7)

PD-L1 5535, ERE K 4’“\“(;)]\ % EP%@(;%S;’/OCIJ /\[;j;/;cﬁj:t TprV{EIEﬁHO)
e BB T EEE mome
TC=1% ffcu - o E;ii; s %EE Eg 0.772 [0.509, 1.170] “2 |

1=TC<50% jfg ﬁ’j Z’; Eigg; EE EEE Eg 1218 [0.705, 2.104] " -

TC=50% jfcu ii v ((292'2) - %:E sg 0.366 [0.181,0.742] * |

*1: RN Cox Bl — RET1, =2 P (B, &) | #fM (SQ-NSCLC, NSQ-NSCLC) UMl (11,

Probability of Overall Survival (%)

No.at risk
BSC ##
AFE

a0

Probability of Overall Survival (%)

No.at risk
BSC Ff

AFKIEE 133 128 128 124 122 11% 115 113 111 97

X 11 PD-L1 ORBRHHI D OS @ Kaplan-Meier #if (I XIZIA 5.
(EER: <1%, £ER : 21%, £ZFX : 1=TC<50%., £ TX :

Wi
g ~
L :‘H""“*l,, Se0
-, Lt =
2
Z
\ Se
N
AFHE =
g
5
2
O 40
=
S
2
£ 20
o
2
~
0
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 0
Time (Months) No.at risk
202 196 192 185 181 178 174 172 167 153 117 88 58 38 18 5 3 1 NE NE BSC #
181 177 176 173 172 167 162 155 151 139 107 70 46 28 20 4 2 2 NE NE AFHIRE

o ER ¥ 12 15 18

114 108 106 104 100 100 39 96 93 B8 67

Il 24 27 30 33 36 39 42 45 48 51

Time (Months)

5 3 M 14 7
T 57 43 13 15 7

- 2 2

Probability of Overall Survival (%)
=

3

6

: AHIE
e — Zal

"
L TET
M < e 4 min -

\ BSC #*

9 12 15 18 21 24 27 30 33
Time (Months)

228 220 214 210 205 201 198 192 185 172 135 110
248 241 241 237 234 231 225 222 218 196 164 126

36 39 42 45 48

51 54 57

80 57 32 17 10 7 5 2

99 62 40 26 13 5 3 NE

_— AN

BSC #f

o
54 57 © 3 5 % 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
No.at risk Time (Months)
5 4 2 1 BSCH 114 112 108 106 105 101 9% 96 %2 84 GE 5a 43 31 18 10 5 3 3 1
503 2 ME scpipe 115 113 113 113 112 112 110 109 107 9 85 &3 56 39 25 19 8§ 2 1 M
IMpower010 FRE%)
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(24 1]
OFE BRI R AR (OAK #HER)

BEFRGUIARAIRED 573/609 # (94.1%) . REH X EB/HED 555/578 B (96.0%) (278
D H AL, TR & ORIEBIRI G E T & 72WVE EFGUIAAIRE 390/609 6 (64.0%). K
& B LRE 496/578 il (85.8%) 12D BTz, FEBLEN 5%LL EORRERNEE T
TRVHEERERGIIR6DOLEBY ThoTo,

£6 FREN5%ULOERBESFTETERVEESES (OAKRR) (ZeMMITREH)

B RIRSHE (SOC: System Organ Class) AAEI#E (609 )
HAREE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BilE (%) B (%)
REBHENEE CE RV ERES 390 (64.0) 90 (14.8) 0
—f% - 2HEEL L OREHAOREE 202 (33.2) 15 (2.5) 0
57 87 (14.3) 8 (1.3) 0
) E 51(8.4) 2(0.3) 0
FHEN 49 (8.0) 0 0
B I 136 (22.3) 6 (1.0) 0
LD, 53 (8.7) 2(0.3) 0
T 47 (7.7) 3(0.5) 0
B $ L OB PRk 119 (19.5) 8 (1.3) 0
P 42 (6.9) 2(0.3) 0
% O FEIE 38(6.2) 2(0.3) 0
R L OB E 86 (14.1) 9 (1.5) 0
BAE 52 (8.5) 0 0

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

QEFRL R MAEERER  (IMpowerl50 FXER)
AEFGIIARAOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
(2588 B AL, TRBRIE & OREBERN T E T X WA EFRITIAKIOHHRE B #E 370/393 4
(94.1%) . XFHHEEE C #ED 377/394 5] (95.7%) (Z#RDH b7z, AAIGFHEE B HEIZHBNT
AH & DR FBEUR N E T 2 WAEREGIL 286/393 ] (72.8%) IZ#RDH L, FHII=R
D 5%LL EOARFIE DR EBEENGE TERWEERRIIRT LBV Tho Tz,
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K7 BEERS%ULOEAK L ORRBRATETERVEEER

(IMpower150 FUBR) (Z2MMATHRER)

SRERIKRS¥E (SOC: System Organ Class) B & (393 #)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) ik (%) %k (%) %% (%)
AH & DR EBURNEE TE e NEH EFHR 286 (72.8) 104 (26.5) 5 (1.3)
H kS 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
S 53 (13.5) 8 (2.0) 0
R 28 (7.1) 0 0
A 26 (6.6) 3(0.8) 0
A% 21 (5.3) 2(0.5) 0
—i% - BHEER OGS OREE 141 (35.9) 14 (3.6) 0
57 64 (16.3) 7 (1.8) 0
1% J)0E 38 (9.7) 4(1.0) 0
BB K OV TRk RE 129 (32.8) 10 (2.5) 0
#B 50 (12.7) 5(1.3) 0
9 FENE 35(8.9) 1(0.3) 0
Jii B A 20 (5.1) 0 0
YR 73 (18.6) 26 (6.6) 0
ALT H4/0 20 (5.1) 5(1.3) 0
Rtk L OvsEmEE 70 (17.8) 13 (3.3) 0
BARIE 41 (10.4) 6 (1.5) 0
B RS RS & OV SRR 5 69 (17.6) 6 (1.5) 0
RAi 41 (10.4) 3(0.8) 0
MG LY o REE 57 (14.5) 20 (5.1) 1(0.3)
i, 34 (8.7) 8 (2.0) 0
o inbEE 56 (14.2) 4 (1.0) 0
R IR RE AR T 39 (9.9) 1(0.3) 0

728 AAIGEIEE B BEIZ W TRIVE MM & 13 61 (3.3%) \ ITHERERRE 32 1 (8.1%) .
K52 « BEED T 18 5l (4.6%) . R 3 #1 (0.8%) . FUIRIRHERERE T 60 51 (15.3%) .
A PERERE T 2 4] (0.5%) . T IE(RHEEERTE 3 B (0.8%). HPfEREE (£« NL—IE
RS2 o) 20 B (5.1%) sk - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
e « BERUTRE 1 61 (0.3%) . BEgRelas (R MEMERE %) 1161 (2.8%). &
FED KRGS 10 1 (2.5%) M OFEEELFHERBAE 11 6] (2.8%) RO LT, £
7o VBUBEIRIA, BIEM A, (O, IR M OV M il NGB M SR B 1
RO BN 0T, ABERFBLUROUIBESRES (RRMAMERT 2 5) 2304
E N

AANBEEMZI T 25 FFLITAFIOAE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 f5] (100%) (258D HiL, 1RBRIK & ORREBERNGE T & WA FHGIIAAIE
FARE B B 36/36 151 (100%) . > HREE C BED 24/24 151 (100%) (2780 BT, AHIOFARE
B BEICEBWTAA & OREBEBENPEE TE WA EFERIT 3536 6 (972%) IZRD L
Ao, BB 10%LL EOARK L ORREBRNEE TERVWEEFZIIR S DLEBY T
HoT,
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#8 AARNBEERICBVTHEEARN 10%U LOFE L ORRERBEFEE TERWVWEEER
(IMpower150 FUR) (Z2MMATRHRER)

# BRI 53¥8  (SOC: System Organ Class) B #E (36 1)
HAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) %L (%) ik (%) %k (%)
AHIE DRRBMENGETERVWEFEES 35(97.2) 16 (44.4) 12.8)
Bl 20 (55.6) 3(8.3) 0
5 9 (25.0) 0 0
L 9 (25.0) 2(5.6) 0
0% 6 (16.7) 1(2.8) 0
Mg 4(11.1) 0 0
KRG E KOV MRk 20 (55.6) 2 (5.6) 0
$95 11 (30.6) 2(5.6) 0
— % - RHEER O EBAOIREE 18 (50.0) 0 0
T B R 14 (38.9) 0 0
FHEN 7(19.4) 0 0
R AR A 11 (30.6) 6 (16.7) 0
I o ER B 5(13.9) 5(13.9) 0
AST #1 4(11.1) 0 0
ALT #4n 4(11.1) 0 0
Rt L ORERES 10 (27.8) 5(13.9) 0
BAHE 9 (25.0) 3 (8.3) 0
P WABE 8(22.2) 0 0
B BRAE REAR T 5(13.9) 0 0
FOIR BB RE TUESE 4(11.1) 0 0
Mg LY R fEE 7 (19.4) 3 (8.3) 0
FEENE AT H BRI E 4(11.1) 3(8.3) 0
2. 4(11.1) 2 (5.6) 0

O E BRI FIZH MAEFER  (IMpower132 #-5R)
HEFERIIAKIOHEED 286/291 1] (98.3%) . *HHREED 266/274 ] (97.1%) 125D
DAL IREREE & DR RBIR G E T E RWA FEFRIIAAIGHEED 267/291 151 (91.8%) .
KTHEHED 239/274 5] (87.2%) 1T#RWD HALTZ, FBLHN 5%LL EOARHF & DK FBIRD A
ETERVWAEFRIIXIDLEEY ThoTz,

19



K9 RBEERS%ULOEAE L ORRBRITETERVEEER

(IMpower132 3R) (Z2MMTHRER)

SRERIRIYEE (SOC: System Organ Class) AFIOFHEE (291 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) %k (%) %% (%)
KAl L ORRBEFBEETE RVEAERS 214 (73.5) 77 (26.5) 8(27)
—f& - S EEE L ORI ORKE 115 (39.5) 19 (6.5) 1(0.3)
i FAnS 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
MR LY v CRREE 61 (21.0) 17 (5.8) 0
gyl 43 (14.8) 8 (2.7) 0
BB K OV TRk RE 72 (24.7) 8 (2.7) 0
9% 26 (8.9) 2(0.7) 0
% ) FENE 15(5.2) 0 0
FR AR A 65 (22.3) 12 (4.1) 0
ALT #41n 33 (11.3) 3 (1.0) 0
AST #0 32 (11.0) 1(0.3) 0
R JORERE 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
W W 21 (7.2) 2(0.7) 0
PR IR RE AR T 15 (5.2) 1(0.3) 0

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

@O/ IAHRER  (IMpower130 #UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 ] (99.1%) 1278
BV IREREE & DRIRBIRNGIE T & 2RWA FRERIIAFIGFHRED 455/473 151 (96.2%)
KTHEHED 215/232 451 (92.7%) T3 BTz, FEBLFN 5%LL LA & DK REFRD A
ETERWAEERFZIIRI0DLEBY ThoTo,
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#10 FHBFEN 5% EOFEF E ORRERBEETERWVWAEER
(IMpower130 3R) (Z2MMTHRER)
SRERIRIYEE (SOC: System Organ Class) AEIGFHEE (473 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) %k (%) %% (%)
AAHIE ORBBEENEECTERWEFEERS 354 (74.8) 151 (31.9) 6(1.3)
B I 191 (40.4) 35 (7.4) 0
THI 108 (22.8) 16 (3.4) 0
S 80 (16.9) 9(1.9) 0
& 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
—f% - BHRER L O SEHALORE 191 (40.4) 25 (5.3) 1(0.2)
57 117 (24.7) 12 (2.5) 0
) RE 47 (9.9) 7 (1.5) 0
MKE LY S RREE 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 R E 29 (6.1) 7 (1.5) 0
FE B KOV TR & 123 (26.0) 4(0.8) 0
#B 37(7.8) 2 (0.4) 0
Z 5 FEE 33(7.0) 1(0.2) 0
it i 30 (6.3) 0 0
Rt LORERES 93 (19.7) 19 (4.0) 0
EEXONEBIES 55 (11.6) 4(0.8) 0
K~ 7 %3 7 LE 24 (5.1) 3(0.6) 0
PR A 100 (21.1) 37 (7.8) 0
I R 41 (8.7) 12 (2.5) 0
I R ERER 29 (6.1) 16 (3.4) 0
N Wbl 60 (12.7) 2 (0.4) 0
FERIREERE AR TE 48 (10.1) 2(0.4) 0
B R SRS & OV SRR 55 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
R 25(5.3) 4 (0.8) 0
MG g, MOEREs X OMERRm 68 (14.4) 5(1.1) 2 (0.4)
1% PR 26 (5.5) 4(0.8) 0

2B AFIGHHEAC B W CTRIE MR A 22 B (4.7%) . FFHEREREE 23 1 (4.9%). K
W% « EEED TR 19 B (4.0%) . FRIEEREREE 67 il (14.2%) . EIEHRERS 5
(1.1%) . TEAEHEERET 2 61 (04%) ., MREETE (X7 2 - SAU—JEEHEZ5T) 29
5l (6.1%) . infusion reaction 9 {3 (1.9%). %% « BEBUTEIAEIE 2 1] (0.4%) . EFEHERE
RGN RE) 1261 (2.5%) . BHEOKEREE 3 F (0.6%) . EiltEE i 1 3]
(0.2%) . GFHHERID - SEEEAF T ERIBDIE 66 1] (14.0%) K OVEYLIE 35 1l (7.4%) 73
RBOBNT, £z, PR, 1 BBERW ., BEIEME DI, MK - BERK, DR &K ORI
PRI RIS PR ERBER 1350 D B v o 1o, AREWEMIZEBLR DT BE RS (BRAR MR A
B2 al) #a0EERE =T,
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OEREILFEZFHMAEE (IMpowerl10 k)

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

BETXRVWEEFELRIIFIIDOEBY Thol,

K11 RBHEN 5%LULOFH E ORRBERPBETERVEEER

(IMpower110 FER) (Z2MMITHREM)

#EBIR¥E (SOC: System Organ Class) AFIEE (286 1)
FEAFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) BilE (%) BiEE (%)
AH & DR RBERPEE TE RV ERG 171 (59.8) 36 (12.6) 0
—f - EFEER X OG0 RRE 64 (22.4) 4(14) 0
57 22 (7.7) 2(0.7) 0
9 21(7.3) 1(0.3) 0
FRGH KOV LR 53 (18.5) 4(1.4) 0
% 19 (6.6) 0 0
Bl 51 (17.8) 4(1.4) 0
[ 20 (7.0) 1(0.3) 0
T 17 (5.9) 0 0
R L ORERE 36 (12.6) 9 (3.1) 0
AR 20 (7.0) 2(0.7) 0
YR 34 (11.9) 7(2.4) 0
ALT #4701 18 (6.3) 4(1.4) 0
o inbEE 31 (10.8) 0 0
FOPR IR REAR T 19 (6.6) 0 0

72k, AFBHCICRITMERZRE 11 5] (3.8%) . NTASAEREE 26 B (9.1%). KB
- BEO TR B (1.0%) . 1 BEBEIRT 161 (0.3%) . HHRIRPERERE T 32 61 (11.2%)
FERAHAERE 2 0] (0.7%) . MHEREE (72 - SL—ERRE G 76 (24%)
infusion reaction 7 f5il (2.4%) . sk - BRRUALARIE 1 61 (0.3%) . BRelmE (RAEH
BEPERERE) 26 (0.7%). EEOREEE 4 6] (1.4%). L%k 16 (03%). mEKE
BIEWGRE 1B (0.3%) ., AFHERID « SEBWELF BRIV IE 2 6] (0.7%) e ONERHIE 7 11
(2.4%) 2B DI, Fio, PR, BITHREREE, FEMEIE, MK - BBk, W
i e O IBSOMD AESR BER V38 0D 4172 205 T AR FR R BLR LI P
£5 (ERREHREEED) 2E0EINERERT,

O FE BRI E S AR (IMpower010 7R5R)

HEFERIIARAKIRED 459/495 5] (92.7%) . BSC #ED 350/495 1] (70.7%) (28D H AL,
1RRIE & ORISR EE T E WA FHEGRIIARAIFED 352/495 il (71.1%) . BSC #ED
89/495 f51] (18.0%) (TR BT, FHEN 5% EOARK] & ORBEBEBNGE TE 20
FEHZBIIR12DEBY THoT-,
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12 FRBEER 5%ULOKK E ORREL/BIEETERWVWEEESR
(IMpower010 FR) (Z2MMTHRER)

SRERIKRS¥E (SOC: System Organ Class) AKIEE (495 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) ik (%) %k (%) B (%)
AFIE OERBEZRAEETE RWEHERS 335 (67.7) 53 (10.7) 4 (0.8)
Belds L OV TRk 113 (22.8) 7 (1.4) 0
Z ) FEIE 43 (8.7) 0 0
B 40 (8.1) 3 (0.6%) 0
BRI IR A 101 (20.4) 6(1.2) 0
AST #0 37 (7.5) 3(0.6) 0
ALT H40 36 (7.3) 4(0.8) 0
o ibE 88 (17.8) 5 (1.0) 0
HR IR BB T 53 (10.7) 0 0
R IR RE T SE 29 (5.9) 2 (0.4) 0
—f% - B EEE X OREHAORKE 87 (17.6) 2(0.4) 1(0.2)
FEEN 27 (5.5) 1(0.2) 0
B R L O A ARk 53 (10.7) 4 (0.8) 0
R 26 (5.3) 2(0.4) 0

7k, AREIFEZIB W CHIE MR E 16 61 (3.2%) . FHEREREE - FF5¢ - PRI %
61 il (12.3%). Kz « EEDO THI S #] (1.0%). FER 161 (0.2%) . FURIRERERE S
104 # (21.0%) . EIBHEREREE 6 B (1.2%) . TEERKERERED 161 (0.2%). Mk - BEIE
%46 (0.8%), FPfEEE (F7 2 « NL—EBEREEZET) 30 6l (6.1%), BEEDOKE
fEE 7 61 (1.4%) . BEEREREE (RABEHEMEERE) 361 (0.6%). ik - HEACH iR
JSiE 3 1 (0.6%). Cainde 2 Bl (0.4%) . infusionreaction 11 5] (2.2%) . #FHERELD « FEEL
PELF A ERIBAE 19 6] (3.8%) M ONERYWIE 21 5l (4.2%) RO b=, F7-. 1 TEER
Y. EERL M IE, M ERERE AR, VA M K OV I I R D 1 SR B 1 KRR 8
Lo Tz, RRWERFEURDUIEE RS (BARREMRE 2 51) 23 0HEHER
AN
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4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOEGIZ L EELREWERZREL LT
BRIZKIGNT 5 Z EMER72H  LTFTOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

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

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

(2) FEEHERERDE

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

(4) ARALFRIEEZHE L, SORIEE L FIRIEZIEE 1, SR LR IEZ R EL 2

AT RN L2 RORL 3 Ofak FEEICAR D B 21T > TV D ek
(5) PrEEMEREREAIL T E BINR Ol R UEITAR B i 21T > TV 5 Jitisk

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

*

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

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

PEATR T IAS% 2 SFOMIINHE ZE T L72RIC, il D23 A SEMiiRiE Z & de 5 4L
OSSR ZDERZIT> TN D 2 &,

© BrADERRBFHREFRDOEHIZOWNT

AR L I W BT 2 B DL E S, B D OFHRE O, AR - &
BRI OE B OERSF IS D et AFFERMEE LTSS OWmE
R FEPHLATONDERINE->TVWD 2 L,
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® BIER~DOXRIZONT
@-1 FERREHICE T 5B

WV PEI B O S 22 RIVE R 35 A4E L7 BRI, 24 RERIESHRIRHI O T | Maxhtiag 3%
BRI TL L L2 BITERNCE U C AR B O CT 5 O EIEFH OSERINZ 52
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

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

@-3 BIFERDZUTLRINICE LT

BIVER (MVEMEMZ S, ITHRERE - ITR - PR K. KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FOREREREE . RIBHRReiEE . T RAMEMREE) . ik
[ (X7 « NU—JEGEREZ ETe) . HIEMBEIIE, MK - BEEEK - 382, infusion
reaction, fi%k - BRGCHRAARE, BHRElRE (RMEFEMERRE) . BEEOLFRE,
O, MERERTEMRE, MR L, S Ml MRIBA HESR R . DR - DFERR T
e iR F =7 AFRESFR R O MLkt (G R ERBD | FEEEAT T ERIBAE) |
(EFFEDF RO RYLE ) 12X L C, Yaxhiak X IR RIS O FEMIEA2 T 5 =
Al & s U (RIER OB S ICB L TR R SR 2= T b A&t eH 5 2 L),
B HICHE )72 L E D T & DIRH S TnDH 2 &,
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5. REMBLIRDBE
SR NE Sh pPA Y |
O AAOBEABGITTROBE BN THIEN RS TN D,

77 FFR-F e BT FIRIERE 2 AT 2 UBRA R R B W1/ IVH UL DI

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

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

HAT D EE)

{LIEE D 720 PD-L1 BPE (TC3 (TC=50%) XX IC3 (IC=10%)) 4]

BRAREZRHETT - IR OIE/ NI (7272 L, EGFR Bi5 AR T ALK @&

Bin D BEIIRLS) BFE

L RAND 3 R=F B L LT, I/FE4 - X Z ) OptiView PD-L1 (SP142) 237G S 41T
W5,

77 FF R & B oI A B R 11 O 1% T BRI L1/ TA 1™ @ PD-L1

PE (TC=1%) "2 FE/ N i FR

*1 : UICC/AJCC JE 153655 7 hi

# RFID L R=F B L LT, IRFE4 - X F T OptiView PD-L1 (SP263) A& I i
TS (A R=FrZBEDHERICHI->TIE, @),

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

éo

HNRTFTF o, RV EXRRLFONAY R<T (BIETHHRZ) & opfH
B b ALFRRERE O 72 R B RO % bR < BIBRARBEZR BT T - FEFE DI/ N T
B (7272 L. EGFR EnFER T ALK & & aFBEO BE IR ) B
FISFFHH (VAT FF U UIANRTTF ) HORA RLFt N
PG AR O 72\ R - EROE & BR < BIBRARBEZ2ETT « PR DI/ N
Jitifs (7272 L. EGFR &5+ H T ALK @A Bt D B 1IR<) B
HNRTZF RO Y ZRR)L (TILT I EER) L ofHa&ks b
FAEIE D 72\ R R 2 B < BIBRASREZR AT - TR O IE/ Nl uAtiEE (7272 L,
EGFR Bin AR T ALK @A BInFHMEO BFITRS) BF

@ FREICEZ Y T D IR A SR D AR DR G K O T OV T A
BIOAIERHESL SN TE LT, KAIDRGAIRE LB,

T4 B 1T~ 2 AAKI & O FUEMIEE A & OOFH &5

{LFHRERE D & 2 AT 2 A A &AM OHUEMIET A & OO &5
{LEEFRIERE D 720, SP142 (12X D TC<50%7h>> 1C<10%D BE 53 5 AHKI
D HAlEE -
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o ABEERIERE D 72 R BB AR T D i OHUEIE RIS A & OO S
o ALEFRERE DI WIER Y LR AT D @ TAADOF ML R ST
IR O FUEMEEIZ A & o fF RS-

@ ALFPIERED 72 EIRARE 72 1T - BRI O FE/ NI ifie /28 1, PD-L1 fR A (SP142)
T TC3 L IC3 ThHiuX, KFIOHMEP 542 EBETLHXEThDH, £, HHELT
PAEITRT 2 BAEMEICHEN e &£ B 2 b5 IR EROEBE 23 L TlX, PD-
L1 FBLRDUT 00 63, WU L FRE L DTG 2 BET 22 LN T
D, B AHIOKGIZHT->TE, MEZRITA 874 > (HARMEY )
LErslRTo L,

® AANTEFRILFEZF MRS (OAKERER) (2T, FREHICBWT M kL
BECHR L CEBIMESREES N TS, 72720, R RO BE T, SP1421C &
HTCOMNDICORE (BEEALAK I 1T 2 PD-L1% 385 U 7= JEig Al e K OV g1 S
B 23 (5 8 B EIE DTS 1%ATM) 2BV T, K& FruiE & ik L7-BEOzh R
DRE EN/PNEVHBNRD N TNDE Z NS ALERIERO & 5 /B R DO
BEIZBWTIIPD-LIRBIR LR L- ETARRIOFR G A G oMW 245 Z & NE
F L, PD-LIFEHLENRTCOMNDICOTH 5 2 & D3RR SN BEIZB VTR, AFA
PISNOIEFEIRIE b B ET 5,
BB, NATRrYXvT (BaE#z) oar =4 Uik (k9E4 : PD-LL
IHC22C3 pharmDx % =] ) IC K WPD-LIFHE (F: a7 vl X~7 (BlET
L2 ) O3 X=F R IR AR C 31T HPD-L1 2388 L 7= IEE A 3
HODEEOHRTHESND) MR LIZRELREORE TH - T, AAIOBZE
W (524 -~ % FOptiView PD-L1 (SP142)) 1T & 2 FRA A RNEE /A2 4121, LL
TOXEREZ BB ICAROREDOA B EZHRFITE D,

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

©® AANIEFSILEF MARER (IMpower010 35%) (23T, & miBhEIE% O T/
MMA #17>> PD-L1 5 (SP263 12X 5 TC=1%) DIE/NIAMIREE T, BSC BEIC
%F L C DFS OEBEPEDRGEES VTV D, Eio, RRBIMRIT TIE. THI/IA #5o
PD-L1 it (SP263 (&% TC=1%) 4EHICHIT 2 0S 25T, BSC REICK LT
AFIFECHET HHADBD LTINS, 72720, 1=TC<50%D EBHF LRI
% OS DOFERN BSC #f & Hlt U CTAFIEE T TR DM RO Hilc 2 EEND,
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PD-L1 OFEHIRBLA] (1=TC<50%M% Uf TC=50%) DAHDHFREIZONT 41T

PR L7z BT BISBEOBIREIT S Z LN EYTH D,

B, PD-LL BEEBLZHERTHEOORKN O a o _N=F 2 W IT o &

OptiView PD-L1(SP263) T % 78, LA T D SCHkE 2212, PD-L1IHC 22C3 pharmDx
(=) (2& D PD-LL BERZHA L, AHOREORZHRETTLILHTE
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 BE4 2 5]

O TRICEY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWD Z b, BE5%21T
PN b,
o KA LSBUE DB D & 2 B3

@ IBFEATOFHIIZI VT TFRRICEE S T 2 BEIZ OV T, AAlOREITHER S e

D, MOIRFEIIE D R WG EICRY | HRICAHZFENTL 2L 2ZETE 5,

o HEMERREDOSIUI T OBED & 5 B

o MaES R A CRVE R 258 0 £ B K ONEBNME O KU Sl I <0 g M it 98 55
DI RIEPEZAL D - L D B

o HOEREDOD D EEUTEMERE L IXFFEMED B kB OB RO
bR

»  ECOG Performance Status 3-4 "V 0 ##&

(ED ECOG ¢ Performance Status (PS)

Score
0 < MR IRBTE D, Bl E R U HFAEEDEIRZR <ITZ 5,
1 PARRIIZI LU NEBNEHIBR S 223, BMTRHE T, BRAIEHESCHEE - TOMEHEITITI 2 LR TE 2,
Bl BOWEE, FHIEE
2 BATHBETH S OF OREIY O Z L F T X THIREEPEEIZ TE 220, HHO 50%LL Eid~y RA4CTil 27,
3 RONTZHODOHEDEIY OZ L LTERY, HFHO 50%LL &2~y K1 Tl 23,
4 LTV, BOOHOEIY O Li3a TERY, ERICy Rk CHI3,
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6. HEICBRL THETNEFH

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

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

@ AbFRERE A AT 2 UIBRA R 72T - FR3E O I/l Ra s B 12 o TR A%
23517 5 PD-L1 Z3&BL U 7= B AE & OEERE g i 23 5 oo 5 E & b sl L
7o L CARRI OB G A EEZAWTT 52 ENLEE LV, ZRODNHERTERWEAIC
X, ARFIOMEH OS2Il L E T35 &,

@ EREWERHO~RT AL MZONT

MM RN S HOND Z ENH DD T, KEOEEITHT- > TIE, FELE
e (PRI, ik, FEEVE) OB & OES X SR 0 s, Bz -+
W79 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CEEAMFIZ 72D TE 5 Y
i %17 > 72 ECBsA L, ARG R OARFIEGHE T %1331 Z vt &
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, 2 TOMBEROIERNER2ICHET L E TEEE +0BET5 2
E

fFpgREREE . BFZe, BLMEIE RIS Db D Z ENRH DD T, AF DL
AR L OG- HI M I E W IFEERE R & (AST. ALT. y-GTP, Al-P, vV /L
EUEORIE) A FERT D L,

FORIRAE e | RIS RERE E R OV FIRAERREN H S b b Z ERH DD
T ARANOF 5-BAtART R OB 531 i3 @ I Ny weske s (TSH, b
T3, i T4, ACTH, M =5 —VEOflE) 23T 252 &,

KRB OEEHIZ XY | WEDORIE ISR T 5 &5 2 DA R EESHE
DHLONDLZERHDH, BFEPBOOLNTLEITIL, BERLEFELIIL U
B 22 NGk & kR 2 RO [ Al & s U CE bl 2 BB RIR Wr A ATV B sk
ROGIZ X B EWER N EDN 258121, AFIOWRIE I I, ORI RE R
NECHOBRGELZBET L2 L, 2B, BIFKERVEOREICTLYEIE
M OUEDTRD B2 WGE TR, B BB RV - LIS o g i F o8
HLEET D,

G T, M 5D ARE L COLRIERANREET D Z R 5720,
AR OREHETHIZHRIERMORBUZ 3 ITIEET D,

1 BRI (BIE 1 BUBEIRR &2 &de) b Dbiv, BERFMS T v F—v 2
WZEDHZENHLOT, B, B, EHEEOIER OB M EO LI+
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SEETH I L, 1V ABEREN DGR EPIEL, AR UM
RO EEDOFEE) R UEZITH Z &,
® OAK #BR TIXE 5Btk 5 36 i E T, IMpowerl50 #Bk&, IMpowerl32 B,
IMpower130 X5k K (Y IMpowerl10 #Bk CTldf& 5-50467 5 48 ¥ £ Ti% 6 R IE.
ZNLREITW T OB S 9 MR CTHEIMEDOFAMZ1T > TWe 2 L2551,
AN G-I E MBI B R A TR OMERZ1TO 2 &,
© 77 FF A E G TINERABIE L O FE/ R RafiE BE 23 T A IR BRIE L L
TAFN 2T DBR21E, IMpower010 sBRIZISUVNT, 4 7 A Z L ITHEIEDFHE %2
ToTWeZ EE2BEIC, AREGHRITEMCHROMEREITY 2 L, B, K
HOBEGEHHEIZ 12 WAETET D L,
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EfEHEET A R A v

TTFY YV RA<T (BinTH#X)

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

ST 8 H (4F 74 2 AHET)
RAEFEE
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1. IXL®iT

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

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

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

BRI, RHA BT A 3 MAIATBAE NEIE L EREISH O, /IS EEEARAE
BRI o, —AFEENE N A ARRIRNBHE S, FEdREFTEENE A B AR P2 &k O
—MRFERETEN B AR ER 2D/ LR LTz,

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

JOE JNAY IR E S E S TN i i

HEERDAEROHE : WVR T T F U RO bR Y REDOFHHICEBWT, @HE, A
F7 7Y A~7 (Ein R z) & LT11E 1200 mg % 60 43
2 T 3 MR CREFET 2, 23, YIRS ORAEMEN R
I ChIUL, 2 BIE LD GRERIL 30 /7 £ THMETE 5,

B 0E Ik 8 - PO A

(%)

HNRT T F o ORFEIT R, LR OHE

A ES S AN i) fob

FELOHE 8%, RAZIIHVRTZF L LT, 1 B 1A 300~400 mg/m? ({55
mfE) Afh L, el b 4 EMRES S, k1 7—ré L, &
G203, ek, &b, i, FEA ERIC XLV EEHEET 5,

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



FEROHE : = PR FE LT, 1 BHE 60~100 mg/m?> (KEmME) % 5 HFHER
MEE L, 3BEEKRET S, hze 1l 7—nE L, BH5EED KT,
ek, G EITEE, ERIC XV EEERT 5,

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



2. AR OFH, 1EREF

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

Fl EH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1J W95 ,) iZxd25%%&E 727U Gl (IgGl) 777 A0kt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) 1%, AEENIZEW THUFEIR MBS IZEI L TRV | & ELZY
VRER (T HERE, B A OV F = 7 0% 7 —T flifn) 23835 CD279 (LUK, [PD-
1] £Wvo,) KUNCD80 (B7-1) &ffHE L, REISELZAICHIET LI EEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
EAIRIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1T, MRS HIILS HURRFELAY 7 T AR © OB
ZEHET 2 FO—2E L TEZ LTS,

AFNX, PD-L1 OAAASMEIRICHRS S L. PD-L1 & PD-1 L OFEAZILET 5 Z L5
0 DATURFFERR 2 T MO M EFTEMEZ R U, 5 OHEM A+ 2 &5 %
BTV D,

ZIDDHIEN G | AANTHENEREG T 2872 I KIC 2 0155 b O L WIR S,
/R B Akt & U T ERRRRBR 2 950 U, AME, 22t R OB MEDHER S
7

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



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

(G2hE]
O EFEILFESE 1 /IR (IMpowerl33 5-5R)

{LASFIREE IR O 72\ i R NI g ER 21403 1) (A AN 42 il &de) ZXRtRic, K
# 1,200mg, HVRTTF O MRV ROGEAEE (REIRE, 201 #) OFRERK
W22 Mae 7 78R, IVRTTF KO vl ROJERES (777 B REE, 202 41)

&g 5 T /MAHRRER 2 FEht L 7272,

HRRHT OFE R, 2EEEMICIN T, RFIHETT 7 2 AR & ik U C 25 HEE
THDHIEAEFHM (LT, T0S) &v9,) OFERIEENGRED HL ONF— Kb [95%
{EHEX#] :0.701 [0.541,0.909], P=0.0069 [ &3] log-rank R 7E] ., A E KA 0.0193)
WA [95% S HE X ] IIAKIRE T 12.3 [10.8,159] WA, 7Z & HREET 103 [9.3,11.3]

HATH-7- (K1),

*1 ;R o> FLHEIT Veterans Administration Lung Study Group (VALG) staging system for SCLC (235
THIkr STz, £ REENRIZMEE IS DARER L B #RE (CRT) ZMEAT L. 723D

BT DAL FHRIE, HERPRIESE CRT 726 6 7 A BL kil U 72 10 R Nl o s &

NimEE LHAEAN SN,

*2 1 KKI1200mg (XIE7 T ®R) ROHARTFTF 2 AUCS 24834 70D 1 HEIZ,

2
Rz

EN

2 &

= NN

100 mg/m? 2 #-HA 7 L@ 1, 2, 3 H BIZ 3 AHFIET 4 Y1 7 V5%, A4 1200mg UL

ZER) & 3 MR TRE L,

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

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




(24 1]

O [EEEILFRZ 1/MAEER (IMpowerl133 #HR)

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

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

SRBERIKRS¥E (SOC: System Organ Class) AKIEE (198 1)

FEAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) % (%) B (%)
AAIE ORRBEBBEETE RV ESES 128 (64.6) 51 (25.8) 1(0.5)
B Ik E 37 (18.7) 5 (2.5) 0
L 18 (9.1) 0 0
T 12 (6.1) 4(2.0) 0
{5 % 12 (6.1) 1(0.5) 0
MR KU P RREE 26 (13.1) 14 (7.1) 0
251 17 (8.6) 5(2.5) 0
A BRI E 13 (6.6) 11 (5.6) 0
—f - AFEHER LG ORE 24 (12.1) 2(1.0) 0
i 24 (12.1) 2 (1.0) 0
e 23 (11.6) 0 0
FOPR IR REAR T 18 (9.1) 0 0
FR e TO e 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
JlEE 11 (5.6) 0 0
RRIR IR A 16 (8.1) 9 (4.5) 0
i R 11 (5.6) 2 (1.0) 0
At R B 10 (5.1) 8 (4.0) 0
BE, PHEB X OWESIHE 10 (5.1) 4 (2.0) 0
AL D BOS 10 (5.1) 4(2.0) 0

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



4. FEFRIZDOUVWT

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

O MEFITOWT

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

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

(2) FEEHERERDE

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

(4) ARALFRIEEZHE L, ARG FIRIEZIEE 1, SR L FRIEZ R EL 2

AT RN L2 RORL 3 Ofak FEEICAR D B 21T > TV D ek
(5) PrEEMEREREAIL T E BINR Ol R UEITAR B i 21T > TV 5 Jitisk

O-2  fififeg DALFHRIE K OBIVE R FE B O RIS 53 72 50k & #BR & RO ERl (TR O
WIS T D ERM) 2 MEZFEBOARANCET DIEROBMLE L L CRE S
TnnHZ L,

*

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

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

© BERNOERMEREHOEHIZONT

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




® BIER~DOXRIZONT
@-1 FERREHICE T 5B

WV PEI B O S 22 RIVE R 35 A4E L7 BRI, 24 RERIESHRIRHI O T | Maxhtiag 3%
BRI TL L L2 BITERNCE U C AR B O CT 5 O EIEFH OSERINZ 52
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

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

@-3 BIFERDZUTLRINICE LT

BIVER (MVEMEMZ R, ITHReiRE - 1T - BALPERRAE K. KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FOREREREE . RIBHRReiEE . T RAMEMREE) . ik
fEd (X7« NU—JEGEREZ ETe) . HIEMEIIE, MK - BEEEK - 428, infusion
reaction, fi%k - BRGCHRAARE, BHRElRE (RMEFEMERRE) . BEEOLFRE,
O, MERERTEMRE, MR L, Sa M i RIS SRR . DR - DZERRIT
B oA =7  ALFRIEOE AR O R G ek FEEWE L BRI E) |
(EFFEDF RO RYLE ) 2% L C, Yakhiax XA BRI O M2 9 5 =
Al & s U (RIER OB S ICB U TR R OSSR 2= T b A& 5 2 L),
B HICHE )72 L E D T & DIRH S TnDH 2 &,



5. REXMRLLRDBE

(A0 BT 2 de]

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

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

O TARBNDOHZED IR LTV RO O HUEM RS H] & O OF 5

[ZZ iz B4 5 F1E]
O FRICEYTL2EFICOWVTIEIARROREN LD INLTWEZ Enn, BEE1T
bz &,

AFN DRI AT LIsBUE O BEEE D & 5 3

@ WRATOFHHIZI W T TFRRISIE ST 2 BE IOV T, AAlOHRGIFHEE S0

Z)§\

L OVEPRPULL S 72N A TR Y | EEICARZENT 52 L2 EBRETE 5,
I MR B DG O0F T Z DBIED & 2 BF

Fo 0 1 A A C VB 52 % 3R D 2 FBAE S ONE B 0D HCH A i 2 <0 Sk Y it ¢ 45
DRI IRIEVEZAL DN - B D B

H OSSR B O H 5 BE X IXEMHERAE L ITHHEMEO B CuE R R OB ERE O
bR

ECOG Performance Status 3-4 1 o 4

(ED ECOG ¢ Performance Status (PS)

Score
0 2 MR IRBTE D, Bl & R U HFAEEREIRZR <ITZ D,
1 PRI LU NEENEHIBR S 2728, BMTARE T, BRIEESCHE - TOEEITITI 2R TE D,
Bl BOWEE, FHIEE
2 BATHBETH Y OFDEIY O Z LI T X THREEPEEIZTE 2V, BHO 50%LL EiZ~y RA4ATil 7,
3 RONTZHODOHEDOEIY OZ L LTERY, HFHO 50%LL &<y K1 Tl 23,
4 2<LEF Vv, BOOHEORIY O Lixed TERV, BRIy ROR+TiId,




6. HEICBRL THETNEFH

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

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

@ ERFWEHDO~FXT AL MZOWNT

WEMEEELN S 5D 2 ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVE) ORER L O X #ird O F i, Biggx -+
ZAT5 2k, Fio, BEIRUTHES CT. MiF~— —%Dit 4z £ 2
ek,

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

Frpkteras . IFs, B LEIERI S 5bd Z ENH DD T, RFIOE L
LERT R O G-I I E BRI I RERR & (AST, ALT, y-GTP, Al-P, U /L
EUEORIE) AERMT D L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z ENHH D
T, ARANOF G- BRAART K OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M a5 —VEOflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA 7B
DHOLDONDZ EnbD, BRENBDOLNEHEICIE, BELEERIIS U
BLFRH 72 05k & FRBR & RO R AT & 8 U C bl 2R BRI W 2 1T IR ok
BOGIZ £ 2 BEWER DB 23581213, AFIOWRIEUIH 1L, R OEIE RE R
NEHOBRGELZBET D2 L, 2B, BIFERERVEOREICTLYEIFE
MOUEDTRD HIRNGA T, B BB R VE - LIS o S i o8
HLEET D,

B A& T, BEM 5D ARE L COLRIERANRET D Z B850,
AFNOEERETZRIZSEIER ORI 2B T D,

1 BUpERIS  (BDE 1 BUBEIR I 2 & de) & Db, BERFEMES h TV F—v &
ICEDZENRHLOT, Hig, B, EEEDIER OB EO EFIZ+
SEETHZ &, | BERBEN DN GAICITEEEPIEL, AR U
H O HEOEE) LB ZITH Z L,
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@ IMpower133 #fik TII#& G-BAA7> & 48 1 £ TIE 6 MMM, T LAREIE 9 3 il il b
THIMEDOFHEZ1T > TW e Z L 2B EIT, AAIFRGTITESICEGHEE TR
DB ZAT I Z &,
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7TV AT (BETFHRBI)
(B34 - 7Y MY 7 BEFHE 840 mg)
~FLEE~

SFTEEL 1A (Ff 742 A%ED
JEA A
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1. IXL®iT

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

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

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

BRI, RHA BT A 3 MAIATBAE NEIE L EREISH O, /IS EEEARAE
BRI IR s . —MAERTE N B ARERIR NRHE & R OVt FE N B RS2 01 0
b EER LT,

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

FHHEZ))
SR LR AT - PD-L1 B DRV 2 BIRENED D HER2 Fatt o FIFARE XL
R R

WHELRAMERORE : X7 U Z%8 )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) X~=7 (BEfE 7R Z) & LTI [H840mg &
60 537733 T 2 FAFFIR CRIEFHET 5, ok, FIEHEGEOEE
PERBIFCHIUE, 2 [\ B LAREO 58 RIE 30 4y £ CEfET
ERAR
B Ik T ¥ MRS
(%)
RV EXRN (TATIRER) ORI, AELKOHE
A B SR
FER O E O BEEMEIERS & OFFHIZBW T, @, RAIIZ 7 ) 23k e
LT, 1 H1HE100mg/m? ((AREHE) % 30 0200F TRlEFHE L, A7
<Eb 6 HREMRMES 508 1 BG4 3 B fEke L. 4 3 B I3RS 5,
IhE1a—2E LT, #52EVIKT, B, BEORREIZLVEE
WET 5,




2. AR OFH, 1EREF

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

Fl EH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1J W95 ,) iZxd25%%&E 727U Gl (IgGl) 777 A0kt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) 1%, AEENIZEW THUFEIR MBS IZEI L TRV | & ELZY
VRER (T HERE, B A OV F = 7 0% 7 —T flifn) 23835 CD279 (LUK, [PD-
1] £Wvo,) KUNCD80 (B7-1) &ffHE L, REISELZAICHIET LI EEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
EAIRIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1T, MRS HIILS HURRFELAY 7 T AR © OB
ZEHET 2 FO—2E L TEZ LTS,

AFNX, PD-L1 OAAASMEIRICHRS S L. PD-L1 & PD-1 L OFEAZILET 5 Z L5
0 DATURFFERR 2 T MO M EFTEMEZ R U, 5 OHEM A+ 2 &5 %
BTV D,

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

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



3. ERIRARHE

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

[ 2]

O EREILEZ ARG ARFER (IMpassion130 7X5k)

HRf% « RS FLIE IS 33 2 25 PEORIRIEE D 720y HR P2 HER2 B2 O FHli R iE
AT L B 902 Bl (HARN 65 il & &mte) ZxtBIT, A 840mg kU7 ) &Z %
v (TA7 I UEAD) (LU, Thab-PTX) W9 ,) OFF#EE ORAIGHAERE, 451
) OFINER W2tk E 77 AR KO nab-PTX O #E (nab-PTX B, 451 f5]) &
bl 25 I ARRER A Fhe L 72", EER bz E D S B, 369 5l (HAAN 25 4
ZEte, AFIGHARE 185 #, nab-PTX Bf 184 i) 7% PD-L1 [P RFHEM™ & Sz,

T oA MESNTZEED 95 B PD-LI1 BtEEBE LRI T, AFIPEHAEET nab-PTX
B &Ml U CEEIHMIEE O — > Th 2 A OA B RIEE RGO bt (N
— Kb [95%f54EIX ] : 0.62 [0.49,0.78], P<0.0001 [J&%!| log-rank f7E]. A B AKHER
1 0.005) . H Al [95% (MK 1 IAKIDFHRET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QVUSFEA4H1THT XDy bA7, K1),

*1r4 WM E 1A 270 LT E 1 KOS BBIZRAIXIZT 7 B A% FIRNE S L72, nab-PTX 1% 100

mg/m? %55 1, 8 ROV 15 H BICHIRNEES- LT,

*#2 1 XK OptiViewPD-L1(SP142)% AW\ C, EEMMMRIAFIZI T 5 PD-L1 2R3 L 72 JEERE

RS 5 6D B8 (IC) 12O\ THFHRINE S, 1C1/2/3 IC=1%) Th DA PD-L1 Bk & )k

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

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

4



(24 1]
O [FHEEH RN R SR (IMpassion13055#)

HEFEGIIARAIOFHEEDA449/452] (99.3%) . nab-PTXHEE0D429/438%1 (97.9%) 258
Hiv, TREREE & ORRERAEE TE RWE FHRIIAFOFHHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78D bivlz, FHLRD5%LL EOAA| & OREBERS A
ETERVWEEERZIIRIOLBY THhoT-,

K1 RERBS%L LOAE L ORRBERIGETERVWEEFS
(IMpassion130388%) (ZE&MEBITHSRE)

SRERIRSYEE (SOC: System Organ Class) AKIGHHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) FE (%) Bl (%)
A& DRRBEPEETERVWEFHEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER X OB G OREE 210 (46.5%) 19 (4.2%) 0
T 126 (27.9%) 12 (2.7%) 0
JEEL 42 (9.3%) 1 (0.2%) 0
) hE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
Bl 196 (43.4%) 13 (2.9%) 0
L 105 (23.2%) 2 (0.4%) 0
THi 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
M - 27 (6.0%) 1 (0.2%) 0
BB K OV T AR AR 157 (34.7%) 6 (1.3%) 0
S 95 51 (11.3%) 2 (0.4%) 0
Z O PEE 40 (8.8%) 0 0
JIEE 39 (8.6%) 1(0.2%) 0
MR LY AR E 76 (16.8%) 15 (3.3%) 0
i 54 (11.9%) 2 (0.4%) 0
I T ER R i 29 (6.4%) 11 (2.4%) 0
o AR 5 77 (17.0%) 3 (0.7%) 0
PR IR REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SHYF 35 (7.7%) 1(0.2%) 0
U Y 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
DAL 30 (6.6%) 0 0
=% AR 28 (6.2%) 3 (0.7%) 0
Rtk KOs 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
mR AR A 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST H8/n 29 (6.4%) 7 (1.5%) 0
N T PN ON Ty ek A 71 (15.7%) 3 (0.7%) 0
FA 29 (6.4%) 0 0

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

5



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



4. FEFRIZDOUVWT

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

O MEFITOWT

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

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

(2) FEEHERERDE

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

(4) ARALFRIEEZHE L, ARG FIRIEZIEE 1, SR L FRIEZ R EL 2

AT RN L2 RORL 3 Ofak FEEICAR D B 21T > TV D ek
(5) PrEEMEREREAIL T E BINR Ol R UEITAR B i 21T > TV 5 Jitisk

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

*

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

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

© BERNOERMEREHOEHIZONT

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




® BIER~DOXRIZONT
@-1 FERREHICE T 5B

WV PEI B O S 22 RIVE R 35 A4E L7 BRI, 24 RERIESHRIRHI O T | Maxhtiag 3%
BRI TL L L2 BITERNCE U C AR B O CT 5 O EIEFH OSERINZ 52
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

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

@-3 BIFERDZUTLRINICE LT

BIVER (MVEMEMZ R, ITHReiRE - 1T - BALPERRAE K. KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FOREREREE . RIBHRReiEE . T RAMEMREE) . ik
fEd (X7« NU—JEGEREZ ETe) . HIEMEIIE, MK - BEEEK - 428, infusion
reaction, fi%k - BRGCHRAARE, BHRElRE (RMEFEMERRE) . BEEOLFRE,
O, MERERTEMRE, MR L, Sa M i RIS SRR . DR - DZERRIT
B oA =7  ALFRIEOE AR O R G ek FEEWE L BRI E) |
(EFFEDF RO RYLE ) 2% L C, Yakhiax XA BRI O M2 9 5 =
Al & s U (RIER OB S ICB U TR R OSSR 2= T b A& 5 2 L),
B HICHE )72 L E D T & DIRH S TnDH 2 &,



5. B#Extp L s BE

(B2 B3 % 95 1H]

O R - BRIAFITT 22 EORNRERE D72y PD-L1 Bt (EEMHERICK T 5
PD-L1 % %8 U 7= IEEHRIE s M 23 (5 6 2 EIA M 1%LL ) @ HR 2% 7> HER2
BEtE D I RRE U TR ILEBF IZB W TAA L nab-PTX & OJF G- OF 2
DRI NTWND,

¥, PD-LIORERIICOWTIET TV ) XA~7 (& f#az) oo =7
Vs (BFE4 X Z FOptiView PD-L1 (SP142)) ZHAWTHIET 5 Z &,

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

(2t BE4 2 5]

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

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

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

o HHEMENKEDOGHUTZ OBED & 2 B

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

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

*  ECOG Performance Status 3-4 "V 0 B

() ECOG @ Performance Status (PS)

Score

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

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

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

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

4 E<EF RV, BOFDEY O LFES TERY, FRICy Rk T I,
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6. HEICBRL THETNEFH

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

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

@ ERFWEHDO~FXT AL MZOWNT

WEMEEELN S 5D 2 ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVE) ORER L O X #ird O F i, Biggx -+
ZAT5 2k, Fio, BEIRUTHES CT. MiF~— —%Dit 4z £ 2
ek,

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

Frpkteras . IFs, B LEIERI S 5bd Z ENH DD T, RFIOE L
LERT R O G-I I E BRI I RERR & (AST, ALT, y-GTP, Al-P, U /L
EUEORIE) AERMT D L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z ERHDH D
T, ARANOF G- BRAART K OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M a5 —VEOflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA 7B
DHOLDONDZ EnbD, BRENBDOLNEHEICIE, BELEERIIS U
BLFRH 72 05k & FRBR & RO R AT & 8 U C bl 2R BRI W 2 1T IR ok
BOGIZ £ 2 BEWER DB 23581213, AFIOWRIEUIH 1L, R OEIE RE R
NEHOBRGELZBET D2 L, 2B, BIFERERVEOREICTLYEIFE
MOUEDTRD HIRNGA T, B BB R VE - LIS o S i o8
HLEET D,

B A& T, BEM 5D ARE L COLRIERANRET D Z B850,
AFNOEERETZRIZSEIER ORI 2B T D,

1 BUpERIS  (BDE 1 BUBEIR I 2 & de) & Db, BERFEMES h TV F—v &
ICEDZENRHLOT, Hig, B, EEEDIER OB EO EFIZ+
SEETHZ &, | BERBEN DN GAICITEEEPIEL, AR U
H O HEOEE) LB ZITH Z L,

10



@ IMpassion130 5 TIIEG-BRLAD 5 48 £ T 8 EMMNG. ZHuLARIE 12 HE M
B CTHMEDOFHIZIT> T\ 2 & 2 5B, AFIBRGHILEFICEGRE TR
ROMEREITH Z &,
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EfEHEET A R A v
T7Y IV X=7 (BinFr#Z)
(BR7E4 - 72> b Y 7 SEEE 1200 mg)
~ I e ~

SN2 98 (FFf 74 2 A%ET)
JEA A




SR

AN e

X LI

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

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P3
P4
P8
P10
P11



1. IXL®iT

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

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

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

BRI, RHA BT A 3 MAIATBAE NEIE L EREISH O, /IS EEEARAE
BRI P . —MAERTE N B ARERIR NRHE 2 e OVt E N B ARl O 1 ) D
b EER LT,

KRG LR HEM - TR N 7 SEEE 1200mg (—4 T TV Y AT (Bis
THREHL %))

R LR DEUIAE  BIBRARE 72 AT s

WEERDMEROHE : "N X<7 (Ba7HERZ) EOFRICBNT, WBH., AL
F7 7Y A~7 (Ein R z) & LT11E 1200 mg % 60 43
2T C 3 EM MR CARMEEET 5, B, YIRERGOBFENE
HChiuE, 2 BIH LD GREEIL 30 oM & THMETE 5,

LUl TR SRR AP T S R

(&%)

NNV AT (BT Z) OZREUIZNIR, BELOHE

BNRESUTANR: « YIBRASRE 7 AT A e

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



2. AR OFH, 1EREF
TR b U I EHEEE 1200 mg (—#%4 : TT YY) A~T GER R Z) . LR,
T4 &9 ) 1 KE D Genentech, Inc.\Z & 0 AI# S 4172 programmed cell death ligand
1 (BAF, ITPD-L1] &£ 9,) IZxtd2mE s e Gl (IgGl) 727 72Dk M
F)7u—FAHUETH D,

CD274 (PD-L1) 1%, AEENIZEW THUFEIR MBS IZEI L TRV | & ELZY
VRER (T MR, B MR OV F = T % 7 —T fifn) 3B+ 25 CD279 (LLF, [PD-
1] &»5,) KUCD80 (B7-1) &ifa L, EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fix DfE
EAIRIZ BB L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1T, MRS HIILS HURRFELAY 7 T AR © OB
RS HFDO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHRS S L. PD-L1 & PD-1 L OFEAZILET 5 Z L5
0 DATURFFERR 2 T MO M EFTEMEZ R U, 5 OHEM A+ 2 &5 %
LTV D,

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

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



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

[ 2]

] BRI R 27 11 ARERER  (IMbravel50 #5R)

EEALFHIERED 72\ Child-Pugh 7758 A OYIBRASAE 72 FFM s 1501 1 (A AN
61 il & &ie) 2t BRIT, AFIRONRAL X7 (BIn i z) CLTF, R <7
EVD,) OFFRES (RAIGHHEE, 336 ) OBENERNLEMEE Y T 7 =7 F L
R (LLF, (VT 7x2=7) Lw9o,) (YT 7==7F, 165%]) &l 2% 11+
AR A I L 722,

FERHEHEE O—>Th 5 2AEEHE (LUT. T0S] & 9,) OFRIfEIT O E, ITT
ERNZEBNT, RAIGFHBETY 77 = =T BEL W L CHERIEEDRD HiL (HNF—
R [95%5#EX ] : 0.58 [0.42,0.79]. P=0.0006 [J&5!] log-rank #E]. A E K UE
0.0033) . HRAE [95%ERIXMH] IZAAOFHEE ChdiERE (HEERE], VI 7=
TEEC 132 [104, HEEARHE] WA THH-7- Q01948 H29 AT —F v hA7, K
D, &9 — >0 LAl H Td 25 RECIST ver.1.1 (2553 < ST AR H &2 X 2 M
e A LEHARE (LR, TPFS) &\ 9,) 1IToWTh, FMITOFEE. ITT £z T
ARPFRABETY 77 = =T L IR L THERIERARD b (N — R [95%15#
X1 :0.59 [0.47, 0.76]. P<0.0001 [J&%5 log-rank #&]. A EKUE 0.002), H%
B [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
A TH-T= 0198 H29 AT —4H v vA4 7, X2),

1 BRI (REIT & ) — NVEAFRE, T O A BRI, ~ A 7 v EEEes, iR
W/ RFEIIRI LS TR RS, HOHARIRESE) OIS & 72 B B IXRRA Sz,

*2 o ARFIBEARETIIAA 1,200 mg R ONRANT <7 15 mg/kg & 3 WE 2 L ICHRAZRE, V57 =
ZTHTIEY T 7 2=7400mg & 1 H 2 BRRO&E LT,

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

4_” 0.6 / FECr
iﬂtn V57 =78
b 0.4

0.2

0

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

X1 OS ® Kaplan-Meier %% (IMbravel50 #5%) (ITT £H)



1.0 { ey

%
08 ’Xﬂ
@ B T A HAY
—:: 0.6 \“\; /
‘,T: }—ﬂ\\j—‘_ - % B | -

& VST2mT B a

Atrisk ¥ 0 | 2 y 1 f 8 9 10 1 b }
FEIHARE 336 a2 20 2 a2 201 169 137 120 74 50 A M1
VP22 DRE 166 148 109 s 80 57 1 4 27 15 ) | 2 |

2 PFS @ Kaplan-Meier g (IMbravel50 328 (ITT £2£MH)

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

1.0 {+—
\—-\777:7—7%3

FEIGrAE

0.8

0.6

EFEE

0.4

0.2

0
FERET I 508 ()
0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

Atrisk 3
AEIFFEEEE 35 35 35 3 33 30 30 29 26 2 17 9 8 5 3 1 1
VIJxZJ8 26 23 22 2 2 20 20 20 18 14 11 7 5 4 1

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

1.0 {+—+—

08 ( RA DA

: 0.6 ]L
N o >
= | B 5
£ VITRmT B l
02
0
AtsiskBl L2 i 6 71 s 2 1
FHRIHER o 5 29 29 28 2 22 7 15
VIFe= T8 o 21 20 16 1

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



(24 1]

[E B L FBIAHRER  (IMbrave 1 507K05%)

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

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

SRERIRIYEE (SOC: System Organ Class) AFIOFREE (329 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) B (%) BilE (%)
KAl & DRRBRPEETERVWEHERS 252 (76.6) 90 (27.4) 4(1.2)
FR AR A 107 (32.5) 41 (12.5) 0
AST #/n 45 (13.7) 14 (4.3) 0
ALT #4n 34 (10.3) 7(2.1) 0
M ey e Hhn 27(8.2) 2(0.6) 0
iR 23 (7.0) 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
I 57 49 (14.9) 5(1.5) 0
FEEN 27(8.2) 1(0.3) 0
B IBkEE 83 (25.2) 12 (3.6) 1(0.3)
THi 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
G B KOV T AR & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
S 29 (8.8) 0 0
AR L OvseakEE 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
PG WA R 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
B, PR X OWLE A HHE 33 (10.0) 7(2.1) 0
HEAIZLE S RIS 32(9.7) 6(1.8) 0
BB L OUREKEE 33 (10.0) 6 (1.8) 0
BEAR 27(8.2) 4(1.2) 0
1M pEE 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

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



TR R A R T,

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

#2 AARABEEFICBWTREARN S%IULOFRA L OREBRBIEETERVWEEES
(IMbravel50 338%) (ZEMEMEIT I REM)

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

HAGFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bk (%) i (%) B (%)
A& DR RBERPEE CTERVWEHEEFS 28 (80.0) 8 (22.9) 1(2.9)
—i% - BHEER O SEAOREE 10 (28.6) 1(2.9) 0
[N 5(14.3) 0 0
FEEN 5(14.3) 0 0
W7 2(5.7) 1(2.9) 0
RS, WS & UHRES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
YR 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 L OB E 6 (17.1) 2(5.7) 0
&7 V7 2 ffE 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBkEE 5(14.3) 2(5.7) 0
THi 2(5.7) 0 0
P oW 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, gk L OYLE A GHE 3(8.6) 0 0
HEAIZLE D BOS 3(8.6) 0 0
M pEE 2(5.7) 2(5.7) 0
& IfLE 2(5.7) 2(5.7) 0




4. FEFRIZDOUVWT

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

O MEFITOWT

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

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

(2) FEEHERERDE

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

(4) ARALFRIEEZHE L, ARG FIRIEZIEE 1, SR L FRIEZ R EL 2

AT RN L2 RORL 3 Ofak FEEICAR D B 21T > TV D ek
(5) PrEEMEREREAIL T E BINR Ol R UEITAR B i 21T > TV 5 Jitisk

O-2 AR Db FREE B OBEIWE RS BURE O RIS I 43 72 Fnitk & #&BR 2 RO ERf (F
ROWTNNTEZ LT HER) 25, SE2RBORANCET DR OELE & L TRIE
INTWNWHZ L,

*

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

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

© BERNOERMEREHOEHIZONT

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




® BIER~DOXRIZONT
@-1 FERREHICE T 5B

WV PEI B O S 22 RIVE R 35 A4E L7 BRI, 24 RERIESHRIRHI O T | Maxhtiag 3%
BRI TL L L2 BITERNCE U C AR B O CT 5 O EIEFH OSERINZ 52
IRRRAEORERPZ Y A IO, EHHITRISATRRZR2AR N > T Z &,

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

@-3 BIFERDZUTLRINICE LT

BIVER (MVEMEMZ R, ITHReiRE - 1T - BALPERRAE K. KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FOREREREE . RIBHRReiEE . T RAMEMREE) . ik
fEd (X7« NU—JEGEREZ ETe) . HIEMEIIE, MK - BEEEK - 428, infusion
reaction, fi%k - BRGCHRAARE, BHRElRE (RMEFEMERRE) . BEEOLFRE,
O, MERERTEMRE, MR L, Sa M i RIS SRR . DR - DZERRIT
B oA =7  ALFRIEOE AR O R G ek FEEWE L BRI E) |
(EFFEDF RO RYLE ) 2% L C, Yakhiax XA BRI O M2 9 5 =
Al & s U (RIER OB S ICB U TR R OSSR 2= T b A& 5 2 L),
B HICHE )72 L E D T & DIRH S TnDH 2 &,



5. B#Extp L s BE

(B2 B3 % 95 1H]

O EHLFHEIERED 220 Child-Pugh 5358 A OYIFRARE 72 I/ B E 123 TARA
KRN X7 L OB G OB RSN TN S,

@ TFRLICEY T D RBFICKT D ARF O G K OMEHIFIEIZ DWW T, ARFIOF M
N SN TELT ., AFIOELGRGE LB,
o DTHAAIDOAEZMED TR S TR OFTEMIREA] & OfF %5
o JRPTRIE (BB T ) —WIENRIE, 7 VA RBERIE, ~ A 7 v G E R
. ITEIREEAR R/ ITENIR b7 2R TS . U BIRIES) OWEIG & 72 5 1T A
FARE

(2t BE4 2 5]

O TRICEY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWD Z b, BE5%21T
PN b,
o KA LSBUE DB D & 2 B3

@ IBFEATOFHIIZI VT TFRRICEE S T 2 BEIZ OV T, AAlOREITHER S e

D, MOIRFEIIE D R WG EICRY | HRICAHZFENTL 2L 2ZETE 5,

o HEMERREDOSIUI T OBED & 5 B

o MaES R A CRVE R 258 0 £ B K ONEBNME O KU Sl I <0 g M it 98 55
DI RIEPEZAL D - L D B

o HOEREDOD D EEUTEMERE L IXFFEMED B kB OB RO
bR

»  ECOG Performance Status 3-4 "V 0 ##&

(ED ECOG  Performance Status (PS)

Score

0 =< e TEBN T X 5. FWRT L R U B HAEEAHIIRZR <ATZX 5,

1 PRI LR TN IRIBR S D 23, AMTATRE T, BEAEECHE > TOMERIIIT O Z LN TE 5,
Bl BEWF R,

2 | BATAHECER O OE Y O = LTS CAREAMERETE L, ABO S0%LERA Y ATl T,

3 RONTZHSOHOEIY OZ L L TEXR, HEO 50%LL EE Xy RR1Cil =7,

4 LTV, BOOHOMRY OZ L3aL TERY, BRIy RT3,
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6. HEICBRL THETNEFH

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

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

@ ERFWEHDO~FXT AL MZOWNT

WEMEEELN S 5D 2 ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, nmk, FEENVE) ORER L O X #ird O F i, Biggx -+
ZAT5 2k, Fio, BEIRUTHES CT. MiF~— —%Dit 4z £ 2
&,

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

fFpgReREE . BFZe, BLMEE RIS LoD 2 EBH DD T, AF O L
IERT L OG- B e W IFBERE R & (AST. ALT, y-GTP, Al-P, U /L
EVEORE) HEMT DI &, Ak, UIBRARRRITIIE D% A, ITHERERE
ENPFEL LT BEOARFN ORI « i IOk & 1T E L TV D (B
F3EZR),

FORIRFERERE | RIHSRERE E R OV F RIEEREN H DN Z ENHDH D
T, ARANOF G- BRAART K OB G-I P IXE SN IS RERR A (TSH., 6
T3, i T4, ACTH, M a5 —VEOflE) 2 3EhEd 252 &,
AFIOBHIZ LY | WEORERISIZER T 5 &5 2 b b kA 7B
DHLDONDZ EnbD, BENBDOLNLEHEICIE, BELEERIIS U
BLFRH 72 05k & FRBR & RO R Rl & 8 U Cl Ul 22 BRI W 2 1T\ IR ok
BOGIZ £ 2 EWER DB 2358121, AFIOWRIEUTH 1L, R OEIE RE R
NEHOBRGEEZBET L2 L, 2B, BIFKERVEOREICTLYEIFE
MOUEDTRD HIRNGE I, B BB RV - LIS o S i F o8
HLEET D,

BT, BOAM NS5 AR L T LRIERANRERT D Z 08B D720,
AR OG- THIZHRWEM ORI 2ITEET D,

1 BUBEPRI (BIME 1 BB IR &2 & de) & Db, BERFEMES h T v R— &
ICEDZENRHLOT, Hig, B, EEEDIER OB EO EFIZ+
EET DL, AR N DN SGEICTEEEFIEL, AR ) #l
H O 5FEDOEYN B ZTH Z &,
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@ IMbravel50 RER T EG-BI4G0 5 54 1 £ CTiE 6 WG, ZH LT 9 W EFE T
HRMEDOFMZIT > TWe Z & 22 F1C, AAERGHIXEMFICEERAE TR D
ERZ1T O Z &)
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