L 2 bEs 1 &
SMA445H 2 6 H

PIFREIA 4

JEA G B ORI R [ i R

U PD-L1 HriARHUEME RIS AN AR 2 i HHEE T A KA > D
FEITHE Y B EFEHEO —H R FEIZHOWNT

TSI OWT, BITRO LB HFEA () REFERE., #hEaNRERAZES (/) H
R EER () ELAOENEMNREI&ERE EREER (F) S¥&smnEEREE
M) EbCcEmLELI-oTRALEWE-LET,



RE¥R0526% 35
SfMA44E5H 26 H

wITEAE () RERRE
OB R ERAEFES (D)
E RAERERR TR () &
HOUE IR Y i R 2 (R)
wHmlmA EREER (B &

Y

B

JEA I B A R BRUR R R
( &~ H & B )

U PD-L1 FURFUENEEG AN AR B I AHEET A KT 14 D
REIH Y B EFHO—HBKIEIZ SV T

PUPD-L1 PUiAPUEMIESEAICH D (77 V) X~7 (EiaHfaz) 8K (G4 7
v MY S ERE 840mg M OV 1200mg) | (2O, THT PD-L1 HrikchimvE i
FNZAR D B HHEEE T A R T A » OFEI D HEFHIZOWT) (R 3044 A 17 H
FHFEREESS 0417 55 4 5, LLF 51 PD-L1 HriRHUEME G A S F @) L o,) 120
T, RBEEH EOBHRWIROEEFHZBA L TNDH E ZATT,

O, 177V ) X~7 (Bin T z) RF O G HIHEE T A B A > G/ it
L NIRAGE . FLIE & O IERE) O—H sk EIC oW T (BIR : SFf 445 A 26 AT
SRS 0626 25 1 BIEAFEE EIE - ATREARERLBFEESHRERM) OLBY,
It HHERET A R T A4 U NESGT SN2 2 Sl KIANCR DB EEHE FiD s B
WIETDHDT, EE FORMREEMED, BEHMEI S Ok U CRMBUS 2 BEV L £,

Al

paq{}

ft PD-L1 HUAHUEMEEG AN B E@ OO (2) 2RO L 52k, (6) 2R 5,
(2) YIBRAREZRAELT « FFIE DI/ Nl e
ARBGA 2 U BRNGE 7R AT - F1E O I/ NI DI I W S 5613, IROFIHE
PRI B A O RIS RERCT D 2 &,



O WIBITHEEDO> B, 4T 560 (MEREET ) D THREEA) £ 7T

DD H%ET Db O ERLHE)

T RETGBRENIEE T D 0N V2B EE L RIR BT (RRIE 23 A RS it L
JAbe, s A RZHREEERLERBE, U A2 IR B e £)

A FEERRRERRE

v BEF RIS E S D S A REEREE (DS VRSIREEETR E L, 25 RS IR
B S REE, 28 AR E EEHERE T 2 )

T SSRALTFHRIEE 2 RE L SRR A RIERZ IR 1 SUISSRIES L AR IE2
PR 2 DR FEIEIAR D i HH 21T > TV % fiax

A GUBMEREEE AL BHNGR Ok AR 5 s 2 AT > T D Hi ek

© WiZTHEMOEED S B ARANZET 2EROEFRE & L TRE ST

HEDZLETHHO (IEMEST ) o TEMEET ] FTOIBHELTLIHD

Z )

7 ERRFFEUEZ 2 FOMIMHE ZE T L7412 5 2L O DS ATRIE O G IR
BEXIToTNHZ &, 96, 2FL R, BAEYIRELZ F & LT ERIRIES -0
WHMEZIT-> TNDZ &,

A [EERFFIS% 2 EOPIIIHE 2 & T L7121 4 UL EOERIREER 2 A L T
WBHZE, OB, SHEL R MO N ASEYIEREZ & TR ERIR 5 O B IRAHE
EiToTCWH I L,

v ERRFFEUS% 2 FEOMBINHE 2 T L7212, s D23 AL SEWIRE A 5T 5
FELLE DR ERIN B F OB ZIT > TWNDH T &

Q@  ABF A MOFUEEMEEEA] & 0T 256, RICEBIT 20HEGD > 6, %4 T
260 (IMFHEES 7 26 WG Y] £$TO 2 B4 T 256 D% i)
T OANRTTF RN AR RORANY AT G&af#iz) & OO
%5
A4 HBAEHK CARATITFURIFINRTTF ) LA M LxE REOfFHE
5.
7 OHNNRTTF RO Y ZRL (TAT I UBRER) Lo HES

(6) PD-L1 Bt DI/ INHERR TS 12 36 1T D Wi i Bh e
ABUEN A PD-L1 Bk D IE/ IS AT ORI W D55 13, IR O FIH & 225 R ]
AE ORI MR T D 2 &,
O WIZHETDHiHED I B, ZS% T 560 (TEeREET | D T4 £ T
DO BENT DO )
7 BAEGEREDEET 205 A REEEIL SR T (BB T R D AR E LA
JlE, kA AR HENL SR, MRS ARSI R &)



A FFERERERIE

U BEF RIS E T D S A REE B (DS VRSIREEETR ERE. 25 RS IR
W RN, S A EEEHEE R R L)

T ASRETERIEE A E L ARG LA RIES R 1 SUIS RIS b iRiER
TR 2 DfiRFEHEITAR B i H 24T - TV B ik

A GUBMEREEE AL BHNR Ok AR 5 s 2 AT > TV D Hi ek

@ W HEMOZEMD S5 b ARANCEHT HIREOEEFH & L TRE I LTV
HEDZETHHO (EMEST ) o TEMEE Y] FTOIBELTLIHO
Ze )

7 ERRFFEUEZ 2 FOMIMHE ZE T L7212 5 2L E O DS ATRIE O &R
BEXIToTNH T &, 96, 2HL RIE, BAEYIRELZ F & LT ERIRIEGS O
WHMEZIT->TNDZ &,

A [EERFFIS% 2 EOPIIIHE 2 & T L7212 4 UL EOERIREER 2 A L T
WBHZE, OB, SHEL R MO N ASEYIERE Z & TR ERIR S O IR AHE
EIToTCWH I &,

v EMSRFFEUG% 2 FEOBINHE 284 T LTI O A ERiEZ 5T 5
FELLE DR ERINE T OB ZIT > TWNDH T &,

@ PD-L1 Btk (PD-L1 FBEEMN 1 %L L) ZHER LI-MmEOEGEFE A B L O
B (GEHIR)



OTHL PD-L1 HUAGUEMENESE AN AR 2 BB HHEE T A BT A > OFEITHED

(% HIAIRE)

HEFEIZOWT) (R 30 424 H 17 BATITORESE 0417 55 4 )

(BERER 7 1L SERR57)

i IE %

% IE A

(1) (%)

(2) UIBRAHEZRMELT - P38 DI/ N R itidee
AREIFNZ PD-L1 RGO IE/ N ME DTG H I AW 25815,
WO FIE 2 2 RN E O M EMIC T2 2 &,
O Wi a0 5 b, %4325 60 (MEREFET) 25

Mk EAEA ) £TOH HiEYT 5 DA FH)

T RAEFBRENEET 208 ARHEEN SRS (FhE
VRS A2 P B R . HiUE A3 A RSB B L S e |
Hig 2 ARSI 72 &)

A FEEMEREIRPE

U EERRI SR E T D B ARHEEEFT (A A
B ERPE. S AR )RBT, 25 A2 EEHEHE

G &)

T SRR E A RE L, S RIES LIRS IR 1 X
(XA SRR L FHRIES IR 2 Ok FEYE AR B R A2 T -
TS it %

A HUAEMERE AL EAN R Ok FEE IR D RN AT o
TV D%

(1) (%)

(2) UIBRAHEZRMELT - P38 DI/ N R it
AREIFZ PD-L1 RGO FE/ N DTG H I AW 235615,
R OEIE % R E O M EM R T2 2 &,
O WwiHT a0 5 b, 432560 (MEREFET ) 226

M EAEA ) £ TOH BN T 5 DE i)

7 RAETBRENEET 20 ARHEEENRPE S (FhE
JRFUR 28 AU 2 L BT . U A2 B EEHLSIR B
HiE A3 A2 IR 72 &)

A FEESREPE

U EGEF RS E T D B ABEEEE R (3 A HE
EEFREWRPE. S AR T )IRBT. 25 A2 FEHEHE
Pi7e &)

T ASRALFERIEE A RRE L, A RIES LIRS 1 X
XA SR L R IR 2 Ok B YE IR B R A2 1T -
TV D fiix

F GUENEREE A E EANE O gk EEIAR DRt 21T o
TV D fifigx




@ WICHT D ERMOEED S 6 REANEET 515K OB
FHELTHEINTWIENEYTH b0 _(IEREAET ] 2
b IEAIEM Y] FTOIHEEYUTLHHOEFR)

7 ERREFESHE 2 FOMEIBHE A E T L7-#%IC 5 FUL 1
DB IEROBEHEEZIToTWDH 2, 9B, 24k
L. DAL E T & LT BRIEE - OHE 21T > T
HT kL,

A EMGRFFEG% 2 EOPHIHEZ £ T L7o%IC 45 1
DR EZA L TWDH Z &, 96, 3FEM RIX, MiEo
DS AU SEIRE % B TR 28I - D BRRHE 21T > T\ 5 =
L

U EERFFEGE 2 EOYIIIHE 2 K T L 721, il
DS A EIRIE & B de 5 AEL L OIFR RSB F DOIERE 21T -
VW5 Z b,

@ ABUH 2 fth O FUEMEES A & O T 556 IRICHET 2 0F
MEEGEDH>H, 4T 560 (FRKEET ] e THiAKE
U] EFTOIBLENET L OEEH)

T OANKRTTF NI AR RPN T (E
Brfz) L OPFRES

A AERAKl CATITFUNIIINRT T T ) ROALA
Mt N OfFHES

U HNRTTZFURONRZ Y ZREL (TT I RER)
E DS

@ WIcHIT 2 ERMOEFD S &, REANCEET 515 O BT
FELTREINTWDIENEET L0 0_(IEMEMT ] X
i3 TEERREEEA | & FrED
7 ERRETESE 2 FOMMIBHE 2 & T L2 #%IC 5 FLL 1

DR IRIFROBEEEZIToTNDHZ &, 9B, 280 E
I3, DAIEMIREE £ & LTRSS OHME 24T > T
HT L,

A EAGRFFEG% 2 FOPMIHMEZ & T L7-%IC 4L
DEFRERZA L TWADHZ L, 96, 3FEU RIT, MiEo
DS AU SEIIRE % B TN 2RI F D ERIRIHE 21T > T D =
&

(%

@ AEBH 2 fth O FUEMEIES A & OFH T 556 I S 0F
AEED S 6 4T 560 (I0FHEET ) e RS
U] EFTOIBLEYT DO EH)

T OHANKRTTF RTYEXFREAR NN T (E
i z) & OPFRES

A ASRAKl CATITFUNIIINRTTF ) RO A
FLdt KEOJFHES

U ANKRTTF RO Y X xRV (TAT R RRER)
& DOPFH G-




(3) ~ (5) (M%)

(6) PD-L1 BB/ Nl itz s 1) B ik te B IE

AHAI % PD-L1 B0 I/ N iR i ORIV 2 581,

YR D HIE A ORI AN E ORI BT D T L
O RICBTBMERERO S, 2442560 (MERELET I b

B A | £ETO S LRSS 5 O ZFH)
T BATGBREDEES DI A2EEEEILEER S (FE

JEF VR 28 A2 SR R e . MBS A2 B EE BIL R e |
Hitgk A3 A 2B 72 &)

A FRERERERPT

U AGER RN EASRE T D A A SRR T (DY A IR
B EIRBE, D3 ARSI )BT, DS A RS P HE T I
Berp &)

T AR A e E L SNSRI EERE R R 1 X
(XA SR L RIS HREL 2 D fiak FEHEICAR D Rt & 1T -

TV B fix
A PUEME AL E BN O fa sk FEHE AR D m i A T o
T D fiEx

© WIHBHTHEMOEED S B, ARANCETT IR O ELT
FHe L TRESN TV DENENTLH0 ((EREFET ] 5
b MEMZEMHEY ] T HiEMT 5 H O A0
7 EERFFIRGE 2 FEOYIIHE A E T L 7221 SAEDL B
DR IEREDEBERIMEZ T - TCWVWAHZ L, 9 b, 24D I

(3) ~ (5)

(i)

(%)




3. DAEYIEREE £ & U BRI OHME %17 > TV
HZ L,

A ERRFTEGE 2 FEOYIIHEAE T L /e %I 4 FLL 1
DEREREZGLTCWDHZ L, 56, 3L EE, Mo
DS A R i e B e RER AR IR T D B IRBHE 21T > T % =
Lo

U [ERIRFFEGE 2 FOYIIMHE 284 T L t%12, Bk o
S A SEIRIE & G de 5 AL L OIFR AR Z OIER 21T -
V5 Z b,

@ PD-LIEGPE (PD-LIFEHERAS 1 %Ll b)) 2R LI mADE
fiAE A B R ORARE R (GEHR)




AL 0526 5 1 &
A Ff 4 % 5 H 26 H

#woE R

| REEASTRE S [ mEEEN R & B
ool K

BTG EEER - AEEERERLFEAEHRE
( & H & B )

TV RX~T (B z) WA ORKEMEHAEET A KT
A > GE/NHIRR AT . /R R At . FLE S OV A e ) o — 6k
EZ2oWT

R BB & S AR ST E 2016 (CERE 2846 A 2 HMEIE) 12
BWT, EHMERGOEHOREHELZRS Z EREVAENTZZ &
BT T, FORE RN 2 BIC M E e RS T D 72 oD (T A i HE i
HA RTA U ZERLTWET,

TV X7 (Bl z) ®W(H (kT4 TR MY 7 RTERE
1200mg) 7 /)Nl i B OSFFRE l %k L€, SN 7 7 U X~ 7 (E s
TR z) B (RGE4 - Tk b U SR 840mg) A FLEEITX L T,
ITNENFHTLIBOREEFEICO WX, 77V ) X~7 (EE/k
Z) WAIO @A HHEET A N T A > () OEREYT 7Y U X<
7 (BT 2) H O ERAHEE T A T4 > GE/NENE., /N
Fa i, FLHE) O —FKIEIZ >\ T) (G249 H 25 B A 3EASKE 5
0925 & 17 FEA A EIE - G AR EELFEEHREED) ., 77
VU A=T (Bl z) ®A (k5E4 7k MY 7 m#§RE 1200mg)
Z e/ ARt L CEER T Ao EFEHIZOWTL, (77 Y ) X+
7 (BEAR TR ) WA OREERHEET A R7 42 GE/NlamE) o—
S EIZDWT Y (0 24F 12 A 25 H AP SRAEIREF 1225 35 5 B /EA4 %
BEEIRE - A ERERLEEESHREEN) ITXVRLTERLLEIAT
T

LR, 7TV Y X~ T GBEEHLHE ) RANT DT, RN Lk
T DRNEEUI RN NICHER OHED —MEFENARBINZZ &, 4
A4 ARSI RN S E WS O el fE FHHERE T A R A4 OB W Iz oW T


MAQKA
テキスト ボックス
別添



(GF 443 A 31 BN HBEERE) ISk —MFEBExnE U &I hE
W, BT A R T4 %, ENENHRO EBVHENZLELLEDOT, &
BENOEREEEOEBICHT 2 EMmEBECLET, B, IE#% O KiE
FEHHEET A RT7 4 03, BIIRBED LB TT,



AL

GIBRANRE 7R AT « P& D I/ A e
PD-L1 Bt o0 FE/ N it |2 36 2 fir Bl Bh R I

Gl e b HIER O -

(L FEIERIGIRE O - E RO % b < UIBR 18

1T« B OIE/ KR T

il DFLEMEEE A & OPFHIZI W T, WHE, A
277V A~7 (s Z) L LT 1
1200 mg % 60 437 C 3 I MRS CaaiiiEd
5o Tk, PIEEG OFFMENRIFThILL, 2 ([
HUR O 5B RE 30 o £ CTEM T 5,

{LZFRIERIGIR D PD-L1 (5O YIBR AR RE /2 HEFT
B D FE /N e i

WE . RACIZT TV Y X~ (BT ) &
L C 18] 1200 mg % 60 437>F C 3 3 R b C i
HET 5, i, PIEEGOREMER BRI ThHiL
X, 2 [ H DO G-RFIE 30 /oM £ CHEMTE

He/INH e e D bR IHERE T A R Z A~ OUGET AT GBI % HER)

B IH
Y N—Y (T HREBIERD) A N— (HRAHBRETHIER)
2= XFGR L 72 B N RE SRR 2= XFER & 72 D RE SRR

GIBRANREZRHEAT PRI DI/ Nl i

XL 72 D HIER OVHE -
{LEAIRIERIBIR O i V- B RO %2 bR < BIRRRE Zn itk
AT = FFREDOIE/ KL Aifies

L OPUBMEIEE A & OOFHICI W T, EE. A
ZIZ7 7Y ) A7 (Bnfl#az) LT E
1200 mg % 60 437 C 3 I MRS CaaiEiiEd
Do 725, PG OXEMEDN BAFThiX, 218
H UL o # BT 1T 30 2R £ TR T 5,

{LERIEARIGIR D PD-L1 [t O YIBR AR RE A2 T

FF38 O FE/ INHEE At

L AL 177/)277(ﬁﬁ¥ﬁ@2)8
L 1[5] 1200 mg % 60 437>F T 3 38 [ IR C sl

T 5, B, mﬁﬁﬁ@ﬁﬁiﬁﬁﬂfhh
X, 2[5 H BARE O $¢ 5-RfE1I 30 43 [ & TR T =
Do




Do

{LRIEBEIRIR O BUIFRANRE 72 1T - B O IE/ N

e s

WE . RANWET 7Y A~T (Earifhaz) &
LT 118 1200 mg % 60 432>F T 3 MR < AT

HET 5, B, YIEERGOERENRIFTHN
(X, 2 FIA LIEO B GRF1X 30 70l & THRIff T &
Do

PD-L1 [5E D FE/ N B i (2 368 1 B i 4 i Bk
Wi RN T T YU X~ BETHz) L

LT 18] 1200 mg % 60 47> T 3 MR CAE

BT A, WENEIZ 12 W AMETET 5, B,

WBI$ G- 0 ZBAEVEDS BAF TodhiuiE, 2 [0 H PIE O

LR BRI O UIBR AR 72 61T - FRRE D FE/INH
e i

BE . RMNET T U X7 (BEHg L) &
L 1[5] 1200 mg % 60 437>F T 3 3@ [0 T i
FET 5, 2B, FIEEGOREMEDNRIFTHiIL
X, 2 B H LA 5R 1 30 43 [ £ T T &
Do

HIRFH T 30 oM £ THIMETE 5,
52— 3. BRRREAE 5= 3. ERRAKAE
YIBRABE 2R EAT - PR O IR/ N Al S Y PD-L1 GIBRARE 2R HEAT « FEIE D FE /N o it oD AR GR IR |
BEitE 0D B/ INHIJIRLIT 8 (2 8 1S 2 Il 1% A Bh R 1 oD 7K R R 24T o 72 B ERRRBR O G & R T,
R RFAI 2 1T o 72 E 72 BRI O i 2 7~ 7,
11— OEREILFEZ 111 AHaER  (IMpower010 7X5#) GB

77 FF WA 2 G T PR A B R 1R D I 1% 5 R

W IB ) (BEEEFE >4 cm) ~IMA ] (UICC/AJCC J5




M5 7 hR) O IE/ Nl AT B 1, 005 f] (H
AN LT P& ETe) xR, KA1, 200 mg DA
N e OVZ2 A e SRR (BL R TBSCL & v D o)
& PREG 2 55 AERAER A S L 7=, P RIAEAT D fE
K. PD-L1 Bt (EEAMANIC IS T 25 PD-L1 FHLHR
(TC) 73 1%LA E) oI XGFIA HIEEFIZEB W T,
AFAKIHE (248 7)) T BSC #f (228 f5il) L bk L CTF
PEHME H Cd 2 R AR (UL, [DES] & wvy
9.) DEBRIEE DR Hiv O — Rk [95%(5F
JEIX ] 0.659 [0.495, 0.877]. P = 0.0039 [J&
Bl log—rank € | A EKMEM{H] 0. 0370) . F9{l
[95% {5 #E X [ ] IIAKIRE CH R EARTE [36.1, #E
EABE], BSC BEC 35.3 [29.0, #EEARHE] AT
bHote (2021 1 A 21 AT —4%hv b4 7, K
R

*1 . 77 F 7 BIKN 2 B iR B IR B
DOEGIEENT | BIEOHIT o7z,

%2 : AF 1, 200mg % Q3W TH ok 16 [Hl#5- LTz,

(X W)
7 DFS @ Kaplan—-Meier Hi#3 (IMpower010 RER)
(PD-L1 % (TC=1%) @ 11 XA Hi£EF])




14 _X—

@E LR MAEER (IMpower010 35R) | ZHH A
ANDNTZRBEDOT —X|ZHAS X PD-L1 FEHLEH
AT o B IER L BPEDFERITLL T D LB Y
Thole (—HBERIOMENTHERZ ETe),
AWEIZBI LT, 1=STC<50%D B F4E M TlE, DFS
22V TUE TC=50%D FF M & B 7 5 {10 A358
Do (4, X 10). 0S T DT UL BSC & & il
L CAAIBET THEISEM RO bz GR 5,
11),

728, PD-L1 OFIURIUC L BT AR OL 2T
07 7 ANVEEETH - T2,

* 4 JEEHEEERIARICIIT D PD-L1 OREERIL]
@ DFS (II X3 IMA HEEM]) (IMpower010 3R, 2021
E1H21 AT =%y b A7)

E )

(1)
10 PD-L1 ®OFEILRILAID DFS @D Kaplan-Meier
fAR (I UEIMA B4R, IMpower010 38BR) (£ I
<%, A EX:=1% TR 1=STC<50%, A
T : =50%)




7 5 FESHERBRIARIZIS T D PD-L1 OFEBURILA
® 0S (I XA HIER) (IMpower010 3RB&, 2021
F1A2IBT—=F Ny A7)

(£ W)

(3 #%)
11 PD-L1 OFEHURIMAID 0S D Kaplan-Meier
ghfg (I XA #I4ER] . IMpower010 35R) (/£ F
D <1% ALK =1% AT 1=TC<50%, £

T : =50%)

22 R—

@ EFE A [E 5 IMAHRER  (IMpower010 3AER)
BEFESIIAKIBED 459/495 ] (92. 7%) . BSC BED
350/495 5l (70.7%) 2R HAv, {RERIE & ORE
BRI E CTE R WA EFEGIIAAIRED 352/495
B (71.1%) . BSC #£ 89/495 i (18.0%) IZF8H 5
iz, FEFRN 5%LLEDOAA L DR EER NG E
TERVWHEERZGEIE120DLBY THhotz,

£ 12 FEBIFEN 5L O AH] & ORFBRA &
ETE2WAESFRSR (IMpower010 3ER) (ZEVEME
DSk 2 A5i))

()

GEIN)




72k AFIREC I CHIE MR 16 61 (3. 2%) .

HTREREFEE - AT% - AALPEARAE % 61 61 (12.3%) .

KGR« FED T 5 51 (1.0%) . FEZ 1 451] (0. 2%) .

HRRIRPERERE T 104 B (21. 0%) . BiIEHRAERT 6

Bl (1.2%) . THEAERERTE 1 61 (0. 2%) , Jixdk -

fge 4 Bl (0. 8%)  fhipthE (7> - N —JiEfE

Mz ade) 30 5] (6.1%) . EEDORERESE 7 4

(1. 4%) . BEEREFETE (RAMNE HE MR 225%) 3 B

(0.6%) . fhg - BARUHAARIE 3 B (0.6%) . L

2% 2 5] (0.4%). infusion reaction 11 5 (2.2%) .

A P ERIECD - FEEME AT T ERIBDE 19 651 (3. 8%) K

OVEYUIE 21 3] (4.2%) RO BN, £/, 1A

BERI , EEE A B )0 (i BRE A R, R PEE

1fin K OV % M i /M kA PE SR BE P 1T ER 8D B A 78 >

o7, AREWEMEBIRIUIBERSR (A RAEE

R zate) ZamTRERERZRT,

24 ~—

Oz oW T
O-1 F2d (1) ~ (5) OWFHNITEYST 5 i
KTHDHZ &,
() JEA B KENFEET D 5 A2 HE AL AU
bEsE (ARIE T VR D3 A2 B EE L U e . LIS A2

20 ~—

OfEREIZ >N T
O-1 T (1) ~ B) OWTINITEY T 5
MTHHZ &,

(D) AT B RN ET % 05 A2 RS HLSR
e (FE IS A2 BEL L ORE . M3 A2




PEEAEIL RS, IS AVRSHORBE R &)

(2) Fr EREREIR B

(3) BT RN F DR E T D 3 ARl (3
AR HREEERR TEIR L, 15 ARSI EE T IR EE, 28 A
PR 7 &)
(DIRALFRIEE 2 E L SRR LR IED
FEEE 1 ISR L AR PR 2 O fi ik FL e
(AR D JE AT - T 2 Jitiax

(5) LR RIS A1 AL 5 7 BRI B3 oD il s FE VB L2 A% %
Ja &2 AT > T Dtk

D-2  fiifs DAL 91 M ORIE B 58 BLIE O i 1
+-o3 T sk & R A FEOER (FROWT I
YT D ERN) B, YRR ORI T HIRE
DEMAEFE L L THREINTNDZ &,

#*

- ERIGFFEUS 2 FOMEIHE 2 & T L1k
5L EO R AIRIEDEERIMEZ 1T > T D Z &,
95, 2L BT, BNAERY AR L U R NE
BFEDOIHEEIT> TNDH T &,

- ERRGRETFEUS% 2 FEOYIIHEZIE T LI
LR EOBERBREBE L TCND Z L, 9 b, 34F
Pl Eix, il o B3 A SEMIRIE % & T RER 2399 2 D

PRSP SR BT, HUgS A2 HRPE 7R &)

(2) e E B REIR BT

(3) FIENF RN FDFEE T D 23 A2 EEIRET (3
ARSI TR EIRPE . S AR R PE . 28 A
P EEHEE R P e &)

(D AFALFRIEE 2R E L. RS-
NI e de IR 2 O fifi gk FEVE AR D Jm
24T o T D ik

(5) PL M I A1 AL 8 BRI oD it i JLE L2 6R B
Ja A&7 > TV D fifi

D-2 s DAL F90E K ORIE R BLRE O %S
53 70k & REBR A FFOEAT (FROWT NI
T DIER) 2, YE2IEROARFNCEE T D IR
DEMFEZEE LTHEINTWSZ &,

#*®

- ERFFEUS% 2 FOHITHE ZE T L7112
5L EOMAIRIRDERRIHME T > T\ D Z &,
2B, 2D BT, BAEYIREE L UK IE
BrOWHEZIT> TWVD Z &,

- EATGFFEUSH% 2 FOYPMITHEZE T LI2&IC
4R EOBERBRBREZALCND 2 L, 5 b, 34F
LUV, B O 23 AU SR E % 6 T PRI 25995 7 D




FRRHE Z1T > TV D 2 &,
- FERT S E T IRAG1% 2 FE D PIIWHE 242 T L 72 #R(C,

JHiHE D 23 AR IE 2 S T 5 LA D FFIR RSB

FOBERZEIT>TNDHZ L

BRRAHME 21T > T D Z &,

256 X— | B3 RITEHORZEr-LRHS I LT 21 R— ®-3 RIEA OZWRexH B LT
RIVER (RVEMEMZE AR, IFHReRsEs - IF5 - aifbtt RIVER (RIEMEME AR, IFiRekEE . Kk - BIE
AR S, KRIBJK - BEED TR, BEdk, 1 BB RIR . O FFL, BER, | BUNEIRIG, W wskesss (R
ok (FUIRIREERERE 5, R M RERR S, T &= REREE . RIBRERERE S, T HEIAKERERESE) | ke
RBRREREE) | MREEE (X7 v - NU—JERREZ (X T v N EGEREAE S Te) | EIEN T E,
i) . BHIEANEEIE, MK - #EA, infusion 9% - B, infusion reaction, fiZ% « FEAHH
reaction, fiiZ¢ « BRRCAIRIARIE . BHEREREE (JRAM RbfRdE, BReRE (RAEMEMBRSE) | HE
EHEMER ) | EEORERE, D2, MmEk DFEFERE, Dk, MERESEGRE, WIntEE
BREMERE, WM M, SN MR D PSR I, S L R PR BN . AL SRR O
BESR AL SPRIE BRI R o e e (G BRI . 56 DI ENE (AFHPERBD . FEEWELFFERIBCIE) |
BT R ERIBMIE) | ARSERVE O FH IR O YR E 55 L FRIEOF RO EYLIESE) 1ZxF LT, Yakhtiak
2k LT, MR % ST B A B oo B A A XTSRS B O B 2 AT A R RN & L
AT HEREEEE L (FEHERAOZE-CXHGIZE L (BIEFH OZWOx NI L THRE R O E %~
THREROXEEZZTONIKEICHD L) | FoNDEMIcH D) | EBITEY) AR ALE N
B SIS 22 ALE S TE DRE NS> TWND D TEXHIRFINESTND &,
L,

26 ~X— 5. HXIGR LI DB 22 X—Y 5. EXIGR LI DB

(G REd % = IH]
OAFK O BAIF G513 TR O BFE B THIMENR

(A2 B9 % ]
OAF O BEANIF 513X T RO EBE B THIMEN




IRENTND
- T TFFRPE GG RIERE A A T 2 U A
REZ2 IIB M1/ IV 1) SCI3 5 38 00 I /)N il e Jidi g S8
(EGFR&m T2 B X% ALK A B T itk D B
TIEF N EGFR F 1 v r & —BRHER X
ALK v v % —BHEAOIGEE S AT 58
)
- AbEEERIERE D 720y PD-L1 BEE (TC3 (TC=50%)
IF IC3 (IC=10%) ) *OYIBRAHE/RHELT « FFRED
/Nt (7272 L. EGFR BAG TR L ALK
A BBt D BEIIRL) B
¥ KB R=F B L LT IRGE4 - N
% F OptiView PD-L1 (SP142) VKR EN T
Do
~ 7T FFRH A G Lo Il BRI DA TR B
Jri 191 1T M1/ TA 1™ o> PD-L1 BGtE (TC=1%) ™ I/l
@%ﬁ$%

: UICC/AJCC Ji¥A 2 ¥E 56 7 hit
%2 RPN D a X=A 2L LT, Ige4 X
v X OptiView PD-L1 (SP263) NEGRIN TV 5

(o =FrpgWEofHicblzoTUE, ®bH
SHR)

REINTWND

- 7T F RPN A GO RIERE A G T 2 UIRA
RE72 B H#A/ IV ) S 368 0 FE /)~ il e Jiti s 2B 5
(EGFR &G T2 BT ALK A & s Btk o B3
TIZZFNZEH EGFR F 1 o v % —PIHEHK XX
ALK Fr o —RHEAOREEL AT 28
)

- ALEERVERE D 720 PD-L1 Byt (TC3 (TC=50%)
IFIC3 (IC=10%) ) DOUIBRAREZRMEST - FFRED
e/ NRaEE (7277 U, EGFR i TR X% ALK
A FBEDBE IR ) BE

*cifb\ PD=11 %\@E Hr/l;lH T )N L=z (E'alv—l

MlMJ

FHHEZ Y D g L X MR 2 F OptiView
PD-L1 (SP142) »ZHH~CilEd 4 = L

QARA| DA DO FUENENEE A & OOF R 51X TR o
BEIZBWTHIMEI N RENATND

NIRRT T F o NIV EFRIL NN X
~7 (Ba T z) & OB ALSEEIERED
7RO b R A B < BIBRANEE R HEST - B DI
/NHERRE (7272 L. EGFRY&E(m 25 0% ALK
HELTHEOBEITERS) B

c TITTFFRE (VAT TTF NIRRT T T




QAA| O OFUENEIEE A & OOF & 513 FReo
BEIZBWTHIMERN RSN TV D,
CANKRTZF o, RTYERELRPNANTX
~7 GBIa 7 z) L OPFREE ALFHIERED
72N B A bR < BIBRASRE R AT - FRFE DI
/NS (7272 L. EGFR& R 125 5 X% ALK it
ABEFBEOBZEIIRL) BF

T ITFFRE (AT TFU NIRRT T F
V) KUOWNRA R Lt REOOFHES (LA
JED 72 bR % B < GIBRANBE R HEAT - FES
DI Nt (7277 U EGFR & n 2 R % ALK
A s TP BEITRL) B
CcHNRTTF RO Y 2L (TALT
VIR L OBFRBE ALERRIERE O 2 WRE
R 2 B < BIBRARRE 72 AT « TR O FE/INHI B i
i (7272 L. EGFREMR AR T ALK & &5 1
Btk B IR ) BF

@ T REICRZ Y 9 2 /I s A8 L o632 AH
DF 5 R O TIEZ DWW T, ARFI O ZhPED
MESLSNTE LT, AAOTRLGHR LR LR,

* TR B LS D AN LA D HUEE RS A & D
DFH#& G-

V) RO RA R Lt REDOJRES bRk
JEED 72 bR % bR < UIBR AN RE 70 ST - B
DI N (7272 U EGFR & n 2R X% ALK
A s D BEITR L) B
cINKRTTTF U RONT ) xR (T/T 2
VIR L OPFR B ALRRIERE O W R
R bR < YIBRARRE 72 AT « FFE O FE/INHE B
B (7272 L. EGFRES AR ALK A BB T
Bt BE IR ) BHE

@ FREAZEE Y ¥ 5 /I fa fifiges AR L2 kb3 2 AK
D5 K O F 2O W T, AR O AL
N SN TELT, AFOEEGNGZRERLRN,
- TP #8 FRAE LT k3 2 A B B KON oD B
PEREISA & OO 5
ALSEIRIEIRE O B B B 6 D AA & oo i
PEREISA & D PF RS-

 ALFERIERE D 720 TC<50%73> 1C< 10%D B
(253 5 A D B 5
ALTFEIRIERE O 7 W R LR B TS Ao
PUEMERE A & O0F 5
ALFRERE O I WIE R R B E IR 5
Q@ TAEI DA BIED R Z T AWMt oo H M E




ALRIRIERE O B D BE TR D ARH] &l o HrE
PEREIEA] & OO 5

c fLSPIREERR D 72N SP142 12 K D TC<50%0> 1C
<10%D BT KET 2 AHK O Hh e b5

AR O 7 W R B R R T A fth o
PUEMEIES A & OPFR 5
ALFIRIERE D IR W IER A EROE R TR 5
QO TARANDOH NN R STV Mth D PV fE
AL OPFR S

O FFRIEE D 72 W BIFRARRE R HEAT - FERDIE/N
AT AR X, PD-L1 A (SP142) T TC3 X%
IC3 THIUX AAOBHME G 2ZETH & Th
%o Flo, BB T 2 ARMEICHEN
RN EB X BILDIERT ERECE B IR LT,
PD-L1 FEBURPLIZ 230 77, 1 U] A i M b 2 ik
EOPFRHBEEEZER TN TE S, o, K
HOEHIZ BT > T 2B T4 K74~ (H
Kl 7amm) S22l T52 &,

OAANTEEE LR FE IR (0AK #BR) 2B W»
T, 2FEMICBWT R X 2RIk L TE
BERBEIES N TWD, 7272 L. R LEREDE

A& OO

O FHFRIERE D 72 O EIFRARRE 72 HEAT - FRE D IE/I
HORR AR FBE 1X, PD-L1 MR C TC3 XU 1C3 TH
R, AFIOBMBE2EBET L& ThD, £
7o, BEMEAL PRI X3 2 A IS ER e &
Bz b b IR EROERFE T L TIL PD-L1 3§
BURDUC 230 B 77, U 7o (bR ik & o ff
MEELZEBTHENTED, B, AFO#
HAZHTe» L, M4 874 (AARM
Fratm) HEZHTHZ L,

OARFNIEREILFRF AR (0AK 3ER) 2B
T, EFREFICBWT e X S ABRICK L TE
BPEDNEES L TWD, 722 L, RE RO >R
H TlE, TCO 7»> 1C0 #F (FEFAHAkIZH 1S % PD-LI
% FEEL U T JEES A e M OISR S 2 i 3 5 &
LEERNTIE 1K) (2B WT, FEXFE
JVHE & IR L TEBR DR DR E S 03/ S VA
BODHILTND Z &b, (LFRIERD ® 5 R/
RO BEICIBVTIL PD-L1 BEE LR L
ETCARA OB GRG0 EZTHZ ENEEL
WV PD-L1 ZEELZRA TCO 7> 1CO0 TH D = & 23k




FClE, SP142 12 K 5 TCO 7> 1C0 #f (FEIEMARIC
BT 5 PD-L1 ZF8HL U 7= S ia & OME R I
PERIRR N 5 8 DEIE BN T I 1%Aw) IZB VT,
Rt & v VRE L Tl L72BR OB B O K& S A3V
SUVMHB A FRD HITND Z e h, ALPIRIERE
D& 5 VbR O BFE IV TIE PD-L1 FEELE
bR Lz ETARAIOKR GG OH K E 325 Z &
NEFE LV, PD-L1 FEHLEDS TCO 72> 1C0 Th 5
ZENERE SN BFICBW T, AFILADIE
PRI B EET 5,

B RATa ) X7 (B HEz) O3
=AW (JR584 : PD-L1 THC22C3 pharmDx [ 4
2] ) 1KY PD-L1 BBLE (XA 7nr) X<
7 (B FH#Lz) Oar =G 2kl E
BEAARIZH 1T D PD-L1 2388 L7 IEE ALY &5
HEEGOHTHESIND) ZfEdd LR LR
DIEFHEThH > T, KFOBZWEE (W7ek X &7
OptiView PD-L1 (SP142)) T & % FdsH3 R #7e
BEZix, LT OXHREZ S B ICARF OG- D]
BEEHTE D,

SCiRAE)
* Gadgeel S, et al. Clin Lung Cancer 2021;

BENTRBEIZBWTL, AFILI ORI ER
HLEET D,

B, RAT7r ) X7 (Bl z) oz
=42k (k584  PD-L1 IHC22C3 pharmDx [ 4
) ) 1LY PD-L1 BEE (FE: A7 rl) X<
7 (Bl z) Oa L = WK TR
AR Z 1T D PD-L1 238 L - BB 5 o
HEEGEDOHTHESIND) ZfEdd Lo ¥ RO
DIEH T > T, KFNOBZWEE (keh : N Z T
OptiView PD-L1 (SP142)) 2 X 5 4L /3 IR 7
BalZiI, LT OXREZ S BICARA OG- O W]
BEEITE 5D,

SCHREE)
« Gadgeel S et al. Anrn—Onreol 2017+ 28(suppt
B +Abstr 12960




https://doi.org/10.1016/j.cllc. 2021. 05. 007

OAAN X EFEE S [F 25 ISR (IMpower010 7XEk)
[ZB\W T, e fliBh A% o T/ TA 17> PD-
L1 BEME (SP263 1T K5 TC=1%) I/l e fiie £
F T, BSC BEIZx LT DFS DEHMEAHEE ST
W5, Fim SREAAENT TR /A #h> PD-
L1 B (SP263 12 &% TC=1%) 4£HIC 1T % 0S I
DUNT BSC BRIZ K U TARKIRE TIEE 3 DA 2358
HOENTNS, 2L, 1=STC<50%D BELEMIC
BT 5 0S OFEFH BSC #E & Lhige U CARKIRE T FA]
BIEADNFED H itz 2 EZEN D PD-L1 DI BRI
B (1=TC<50%K O TC=50%) DAFIOHZEIZD
WA ICBEfRE L7 BT R ORIRE 1T 9
LMY TH D,

7243 PD-L1 BHIR A BT 572D DARA| D =2 L8
=AW ERIZ_ ZF OptiView PD-L1(SP263)
T DM, UL FOLHRE % ZS#EIZ, PD-L1 THC 22C3
pharmDx [# =] |2 XV PD-L1 BEREZHERL, K&
HAOEEDRAI S 2T 202 &b TED,
SCIHREE)

« Marianne J Ratcliffe et al. Clin Cancer Res




20175 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

29 R—

@FREWERO~Y XY A MZDONT

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

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

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

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

25 ~—

@FREWEHOw Y A MMZONT

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

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

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




30—

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

GE )

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

Hr

IH

R

(FHRErIERD)

R s

(HH AR HIER)

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

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

infusion

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




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

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

10 ~S—

@FEREUEH DO~ R A MZDONT

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

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

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

10 <=y

@FERBEHO~ R AL MZONT

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

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

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




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

E<lh [&;

B AR— (FRRERIEED) Y=Y (BHBREBHIBR)

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

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

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

- HEMEREN DD PND Z DD DT, A

- HEMERERNH S OND ZENHLHDT, A




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

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

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

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

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

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

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




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

infusion

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

11—

@FEREWERO~R Y AL MZONT

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

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

11—

@EZREWER O~ R Y A2 MZ2WT

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

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




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

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

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




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

ER 3 04 A (445 AHKET)
BT B




SR/

AN e

X LI

ARFN O, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P4
P5
P24
P26
P29



1. XU

e DF NN « ZZARMEDFEMRE O T2 D121, IRASCEZIC IS W 28 E 2 23R
bND, 5T, IEOREHEMOMEAIC LV | FUKEIN 72 & OHHE 72 81 1R R
FREZRBDARIND T T, 2 b OERGNZ EICHNEREFITRMLT 5 2 L BBERO
PR & 72 o TR Y RIFMBGE S & YR O B TTEE 2016 CEAL 28 4F 6 A 2 H HMERIRE)
IZBWTYH, EHMNERNEOMHRAORE(LHEZXS Z L LS TWnd,

BORERRE PR, MEERASRZ RN T 1 7 7 A VDBEF DOESRS & B 5 i
B BB D, 2O AL OREMICET A ERS+0ERT 2 £ TOM,
MHEIMOREZMLZIT 5 2 EnHIfF SN BF I LTERT 5 & &b, BIfE
RMFEBL L 7B B3t % & D 2 & A hE /e — 8 O B i 7= 3 S BE ¢
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E TIBE LTV D EFEIREN -
BRI EED & | DUT ORI O Feit 70 8 2 HEE T 2 8L b B e 8k B %
F RO EFREE T,

BB ARTA BT A %, MAATEIE NERE N EREIR O, AEETEAN B A
BRI o, — A EENE N A ARBRIRNBH E S FEREFNEENE A B AR 22 &k O
—MRFEETEN B AR ER 2D/ 0 b LR LTz,

G Ll HEEN TR MY I ATEEE 1200mg (—4 T TV U A~ T (EiE
THAHLZ))

KR ERDHREINE - GIBRARREZMEAT - FF&E DIE/ Nl e
PD-L1 B5tEDIE/ NG IRE (35 1T D Ifr i i B iE

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

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

WHE, RACE T T Y X~7 (EaFlikz) LT 1 E
1200 mg % 60 Z772>F T 3 WMHMIR TR EHET 2, 723, FIE
BHORAREN B THIVUE, 2 8B LD 51T 30 43
FCHEAMiTE 5,




LERERE IR O UIBRARE 2R HEAT « FRIE DI/ I it

WH L RANIET TV AT (B i) L LT 1 E
1200 mg % 60 53 7>F T 3 B TREEHEST 5, s, YA
B G- DOEBVENBRAFTHAUL, 2 BIH LD SRR 30 53]
ETHMTE %,

PD-L1 [5tED3E/ NG (2 31T D Ifr i B ik

WE, RANIET 7TV ) X~7 (Efsfz) LT 1 [
1200 mg % 60 53727 T 3 WRHFRE CAMEHET 5, &5HIMIX
127 AMETET S, b, HEERGOIEMEDNBIF THIIL,
2 [8] H LA O 5-HEIE 30 2y & TR CE D,

ByE i ge % A PO




2. AARN DR, 1EREF

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

FJ EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 417- programmed cell death ligand 1
(LLF, TPD-L1] &9 ,) iZxtd+25%%E 77U Gl (IgGl) 777 A0k MEE
J 7 a—F PR TH D,

CD274 (PD-L1) (&, EAEANICE O THIFIZRAMECER L T | EE LY
VoNER (T MR, BRI L N 2 7 0% 7 —T #Milfld) 2T 5 CD279 (LLF, PD-
1] £woH,) KUCD8O (B7-1) &ifie L., SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EAIRIZ B L Tu\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
TH Y., PD-L1 & PD-1 241 L7ofRB&IE, SIS HURRF A 722 T M & OB %
ZEGET DT O—2 L LTHEZ LN TV D,

AN, PD-L1 OMESEIRIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
0 DATURFEERR 2 T Mifa oM EFTEME 2 ¥R U, E5 oMM A+ 2 &5 %
LbNTWD

_m%@ﬁﬁb%,Kﬁiﬁﬁﬁf’ﬂ?éﬁtﬁﬁ%%iﬁbﬁé%®k%ﬁém\
/KR it AR A kPG & LT BRIRERIBR A2 i L. A0, Lt K OB AN iR
i,

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

D BTG AT, B L2 FRITS L?‘_%?F'%’Jfot%ﬂuﬂakfi%%%OEEﬂik@# LT
ﬁ@fﬁﬁﬁﬁﬁiﬁ%ﬁ%ﬁb\ W DSOS & D RIER RO 558 121E, @I RE R
JVE CHIDOP G5 O YR AL E 21T 9 JZ\%# EE) Do



3. BRPRARE
YIBRARRE 72 HEST « TR OFE/ NS & O PD-L1 Bt o 8/ Nl it 2 38 1) B il te
TR IS D AR Gl 21T - 72 T 7 B R BR O i 2 3,

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

77 FF 8 o B AL TERIERET O & D UIBR AR AR AT - FRIE O I/ NHE R it B
1,225 f5i] (ARAIRE 613 5], N2 F2/AEE 612 ) Z %512, KKl & R4 F%&/1 (DOC)
DA IWER V22 bl 9~ 5 S IAHRRER & 920 L 7=, AR 1,200 mg/body X% K& %
XL 75 mgm? & 3 AR (LU, TQ3W]) &) ,) THRIEFEL,

OIS T o H 2 ENT2 850 Bl (AAN 64 Bl Ete) OEBRFEMICBWT, AH
FEC REZ RV E il U TSR (BLT, T0S) W9 ,) OFERIERDFRD
Hiv (O — R [95%(FHEX M ] : 0.73 [0.62,0.87], P=0.0003 [J&5] log-rank 7€) .
RO [95%E#E XM ] 1ZIAKIRET 13.8 [11.8,15.7] A, FEXZXFEARETI.6 [8.6,
11.2] A TH-7= (¥1),

*: BRI TR (BUF, TEGFR] 2\ 9, ) BFERBMUIRMEY v 3 MEFF—F (L
T, TALK) 29, ) BAEETBEOBE T, 77 FF A E SRR, Zhe
FUEGFR FLEVEM XU ALK BREE(EM 24 3 2 HUBMEIEEHIC X 2 A b 2 B DA AR S
i,

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



OIEBRIL[F M1 AHFER (IMpowerl 50 #X5R)

(LFRERE D 72 R A BB % B < BIBRASRE 70 864 T - TR 8 D FF/ K Re i AR 1,202
Bl (AARN 93 FlEEiTe) ZX5UT, KA 1,200mg & MOFUEEMIEREA (DR T T F
VAR EXEL [ARE, 402 61] XUIANKRTTF o+ 7 ) ZxB/L 4+~ X
~7 (B z) [BHEE. 400 61]) & OOFAEGOF /MR ez, JFH kY
FBIE (WK T FTF o +37 U XX+ X< 7 (EBIa T-#H %) [C #E.400 41])
& Hei g o S AR & Fhi U 7272, TR RIMET OFE R . EGFR BinFAREBGME T ALK
A I E D EE (157 F) ZER< 1,045 61 (BARN 67 flZEte) o ITT-WT £
[ZFRWT, AHFIGFEE (B HE 359 f51]) TXEFREE (CHE337 1) & el U CFZEHIHE B
T D 0S DHBERILENED HAL (T — R [95%(E#E XM ] 2 0.780 [0.636,0.956]
P=0.0164, A E/KUEMIH 0.0184 [JE5I log-rank #E]) . FIAE [95%ZHE XM 13AFA
OFF#E B #£C 19.2 [17.0,23.8] 7 A, *FH#E C #£ T 14.7 [13.3,16.9] W A TH - 7= (2018
1A ABT—20y A7, [M2), 723, KADHHEE (A #E 349 #]) 2OV T,
STHERE (CHE337 1)) 1269 D 0S DA B RIERITFRD b7,

*1 : EGFR AR RIGME T ALK B &85O ERE TIX, £ 24 EGFR BLEMEH 3UT ALK
BRAEVER %43 2 HUBMEIRIS AT & 2 IR & 5 BB DA AL BTz,

*2 0 AN 1,200 mg, HARTTF L AUC 6, 237 U X F+E/L 200 mg/m?, <NV RAYT (AR
Z) 15mg/kg & Q3W T4 Xt 6 = — 254 AHA 1,200 mg KON X< 7 (BIEFHHLR)
15 mg/kg 28 Q3W THE X7z,

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



Fo, BANBEEMCEKIT D ITT-WT £H D 0S O HAE [95%SFE X ] 13454
OFFRE B BEC 19.8 [14.1,24.2] 1 A, XHREE C BECHEEARHE [13.2, HEEARHE] I H.
NY— R [95%(EdE XM : 1.311 [0.498,3.446] Tho7- (X 3),

1.0
0.9+
0.8+
0.7+
40 06+
{'HL'!.E 051
# 04- B: AN RTT
0.3 C:hHILRTSFY
P/ aEEIL
0.2+
BCP
0.1 T FTVUYZXRT +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 30A
A¥|+BCPE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

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



OIEBRIL[F 2 M1 AHFER (IMpowerl32 ##R)

{EZRRIERE D72\ W R B 2 BR < EGFR & A REN, ALK fiéEm FEtEo
UIBRARE 72 ST - P OB/ INAafitipE BE 578 B (AARAN 101 Bz &Te) ZX&ic, K
#1,200mg, 77 FFRF (DNVKRTZF IV AT TF ) KORA M LFk& R
NU D LKF (LR, TRA RLXE R EWd,) OFFRESE [RAIGHHEE 292 6]
T OFIER NREMEE, TTFFRE (DVRTTF NIV AT TT ) RO A
MUt ROOFREG [efEEE, 286 Bil] 2 & bl 3 2 S IAEERER & 5k U 7=, AAIDF
FHRE Tt IRE & bl U CEERHMIE H O—>Th o A AR (LU, TPFS) & W
7.) DHEBRIEENRD bV (AP — R [95%EFEXH] 0.596 [0.494, 0.719], P <
0.0001 [J&5]] log-rank HE ], A E/KAERH 0.0040) . HIAE [95%FHEXM ] 1TAHIOF
BT 7.6 [6.6,85] A, *BEETS2 [43,56] WATH-7= 01845 H 20T
— Xy " AT, K4),

*1 0 A 1,200mg, HAVRTTF 2 AUC6 XUZT A7 T F > T5mgm?, A k LF & F 500 mg/m? %
Q3W (Fra—=2m 1 HAIHE) T4 XL 6 a—2%E5%, A#HI 1,200 mg LA FLFE R
500 mg/m? 23 Q3W THH- ST,

¥ WIVRTTF 2 AUC 6 EV AT T F 2 75 mg/m?, A b ¥ K 500 mg/m? % Q3W (F = —
2D 1 HBIZEE) T4XE6 a—AEHEH, ~A MLFE R 500mg/m? 5 Q3W THRE I,

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



@A/ T FEEER  (IMpower130 #5R)
EFFAERED 72\ i RO 2 B < BIBRNREZR AT - TR DI/ MR fitips o 724
B &8, KN 1,200 mg, DVRTTFURONT Y ZXRL (TT7 I U EEA)
(LR, Tnab-PTX] & 95,) OOFHES [RAIGHHRE. 484 6] " DA 2hitk K O 4%
. ANKRTTF 2 KN nab-PTX OOFHES [RHREE, 240 1] "2 & bk 9 2 S5 AR
B2 SEhitn U 7o, HIRIAENT OFESL. EGFR B A RGVE XU ALK @& BB B0 B
ZBRr< 679 Bl ITT-WT EHICIW T, AAIGHIRE (451 1) TxilfE (228 #) &l
L CEEEEE O—>Th D 0S DHRERIEENRBO HIL (N — R [95%(51
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank iR7E]. HEAKERM 0.0425),
JE [95%EHEX M ] 1IAFIOEHEET 18.6 [16.0,21.2] 1 A *FHEHET 13.9 [12.0,18.7]
HHTH-oT= Q0ISHEIHISHT—¥ By b7, ¥5),
*1 0 KK 1,200mg, H/LRT T F 2 AUC 6 A5 Q3W T, nab-PTX 100 mg/m? 23 1 HIRIFE T, 4 XX 6
a— 2 & 5%, A 1,200 mg ¥ Q3W &5 Sz,
¥ ANVART T F 2 AUC6 78 Q3W T, nab-PTX 100 mg/m? 78 1 MG T, 4 ¥ 6 a—AfFEh s
72

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



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

{EFHERED 72" PD-L1 Bt (TSI AL S 3SR S /i 12 351 % PD-L1 8
BN 1%L F) OYIRARREZRHETT « B O IE/ N a it B 572 B (HARN 51 fl% &
te) ZXRGUT. KA 1,200mg [AFIRE, 285 B] OAIMER N2 E, 7T F A

(VAT FZFUIIHNRT TF ) RO RA F Lt RUIF LA Z e ot fi#s

AbSRggyhnt, 287 fil] & bl 2 S MAHGER 2 5206 L 7=, WP RIfIT OFE R, EGFR ¥
G ARG T ALK @A BETBEOBE 2R 554 Flo ITT-WT £H0 9 5
TC3/IC3-WT ££[H1" 205 5l (AAN 24 il Ede) [ZBWT, AFIEE (107 B1) TILF9#E
ERE (98 ) & bl U CEEFHMEEE Th 2 2AFHMM O BERIEENRD Hiv (N
— FEb [95%fE X ] 0.595 [0.398,0.890]. P=0.0106 [J&%! log-rank BE ], A EAKUE
M 0.0413) . FIufiE [95% EHE XM ] 1IAAIRET 20.2 [16.5, #EEARE] B H . (LT
EREC13.1 [74,165] WATH-7= Q01849 A 10 HT—F v b4A7, K6),

*1 : EGFR BARFERIGME T ALK B &85O RE TIX, £ 24 EGFR BLEMEH 3T ALK
BRAEVER 2453 2 HUBMEIRIS AT & 25 IRIRIE DS & 5 BB DA AL BTz,

*2 ;AR TS 3515 % PD-L1 & %63 L 7= SIS 5 218 (TC) UM Sz i A3
H 2EIE (IC) IZ2WTERIE S, TC3 (TC=50%) XiE IC3 (ICZ10%) THHELGAIT
TC3/IC3 £ & iz,

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

(UICC/AJCCHRHI A B ThR) D IE/ Nl ba i 825 1,00561 (H ARAN17HIZ &) X545
(2 ARHI1,200 mg DA 2tk o O % SCRiiE™ (BUF, TBSCY &9 ,) LT 5
SRS A Fh U722, WP RIfENT OFE R, PD-L1GME (EEMARIC 31T 2 PD-L1F 8L
(TC) N3 1%LA L) @ O XITMABEERIZI T, AAIEE (248%1) TBSCHE (228%1) &
bl U C A H Ch 2 A (LR, TDFS) &\ H,) OFBERIEENR
D HIL (N R [95%EHEXH] 0.659 [0.495, 0.877], P = 0.0039 [J&%/llog-ranki#
&1, A EAKMERIH0.0370) . HRAE [95%EHEXM] 1IAKIFE CHhRERE [36.1, H#EE
el BSCHET35.3[29.0, #EEARE] WA CTh otz QOQUFIH21BT—Z 0y A7
7).,

%] © 7T FFRE A RBEE R I RREO R ST S, BEORTo T,

*2 A 1,200mg & Q3W Tie K 16 m#EH L7z,

X7 DFS®DKaplan-Meieriff (IMpower0103R5%)
(PD-L1BBE (TC=1%) » I XIIMARILER)

11



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

OFE BRI R F AR (OAKRER) ([THAAN LT BED O 6 JEEHRRIRICS W

TPD-L1 %3881 U 7= fEIE A fa M OB B E o g in s 5 o 5 816 (LT,

[PD-L1Z&#,

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

HEMEIZHOUWT, PD-LI1IOFEBURIL DG HIMEDFERIL, Rl LB THHoTz,
72%. PD-LIOFRBURIIC L B3, AKAlOLZEM,T v 7 7 A VTFREETH - 72,

#F1 JEEABREIZIIT 5 PD-L1 ORIIRTLHI DA 5hHE
(OAK #HBr, 20165 7T TETF—F vy bF7)

0S
PD-L1 @1 PGB IS HfiE [95%CH] AP — R ZHAER D
(B H) [95%CI] p &
A 180 12.6 [9.6,15.2]
2D
TCO0 7> ICO DOC 169 89 [77. 11.5] 0.78 [0.61, 1.01]
AFH 241 15.7 [12.6, 18.0] 08454
TC 1/2 IC1/2 : R .74 10.58, 0.
C 1/2/3 XL IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58,0.93]
A 290 12.7 [10.0, 15.0]
TCOon A 1C 0N DOC 284 92 [82,11.1] 0.79 1064, 096 04479
AH 129 16.3 [13.3,20.1] ‘
TC 2 IC2 ) 49,0.92
C23 XL 1C2/3 DOC 136 10.8 [8.8,12.7] 067 1049,092]
| 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A [ J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AH 72 20.5 [17.5,NE] 0.0031
TC3 XIFIC3 ‘ - 0.43 [0.27, 0.69
X DOC 65 8.9 [5.6,11.6] . !

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

Pog, FERLEOR) 2T & L7zl Cox Al

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

‘3
PD-L1Z$ Bl Sy JE ALY PDLLL%%%
PD-L1DBGHERG 238D BV TCO
X, Yefanh i)z Fé?M{»fM PD-L1IC L 2 B PE RS AR O 1% R ISR Hi b
TC | GettnmPeiCBItR7e < | PD-LUC & BEMERIC SR D 1%L ESY%AMIZ8 0 b1 5 TC1
%@@rga: BIER72 <, PD-L1IC £ 2 BatEBOS 2 EBEAAD D 5% 1-50% AR ated DAL % TC2
GeEasR I BEMR7e < PD-LUC X 251G EEANE O 50% L EIZR@S b b TC3
PD-L1DFGVER S D3GR 5 U720 1Co
XE, YetashEc Fé?MN@ <, PD-LUZ X % BoE St o3 BRI S0 52 Ml D 1 %A (588D DAL D
IC “ﬁéé%ﬁrgc:%fﬁﬁ PD-L1IZ & Pk i 23 s 72 S R A O 1%l 5% b 51D ICI
GetsB LI BGR 78 < | PD-LUIC & 2 Bt i 2 BB M S il D 5% L 1= 10% R8st B AL % IC2
Getass | BEFR 722 <, PD-LIIC X 2 Bl SOe 2 EEHEE e AR O 10%LL EIZERD Hivd IC3

12



FEART K OVEIEAR SRR R 2 361 D PD-L1 ORFR B DA NEILE 2 O 8~9 D
ERVTHY, RFELEEOERETIZ. TCO 7> ICO # (EEMMRICHIT 5 PD-L1 &
FEHL U 7 B A AR M ORI S M A 5 O 2B &AW TS 1% 128V T,
R & XA e iR LTEBEOMRDO R E SOV SVMHNDFER O HiLle, 7ok, FAMEA

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

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

oS
PD-L1 @D BehE %% HfiE [95%CI] AP — R REAEHAD
(7 A) [95%CI] p fE
e - bR
AHA 140 14.0 [10.1, 15.9]
TCOo 22 1C0 DOC 150 11.2 [8.6,13.5] 075 [0.57,1.00] 0.8364
AHA 171 17.6 [14.2,20.4] :
TC 1/2 IC1/2 .72 [o. )
C 1/2/3 XUX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
AH 221 14.1 [11.7,16.3]
TC 0/1 > IC 0/1 DOC S 113 [89, 13.5] 0.79 [0.62, 1.00] o
AHA 89 18.7 [15.5,NE] :
TC 2 IC2 61 [0.42,0.
C23 XL 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
AH 262 142 [12.1,16.1]
D] . . .
TC 0/1/2 7> IC 0/1/2 DOC 265 119 [0, 13.9] 0.83 [0.67, 1.03] oon
AHA 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
R b R
AHA 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
COn>ICo DOC 49 7.1 [6.0, 8.6] 082 [0.51,1.32] 07207
A 70 9.9 [7.6,15.5] ‘
TC 1/2/3 XX IC 1/2/3 DOC 60 87 [62 10.9] 0.71 [0.48,1.06]
AHA 69 7.8 [6.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
Cono1C0/ DOC 7 73 [63,8.6] 076 [0.52, 1.11] 0,929
A 40 104 [7.6,17.5] ‘
TC 2/3 XX IC 2/3 DOC 37 0.7 [56 17.2] 0.76 [0.45,1.29]
AHA 86 7.8 [6.9,10.6]
TC 0/1/2 7> IC 0/1/2 ’ 0.79 [0.57, 1.11
DOC 91 7.5 [6.3,8.7] 057, 1.11]
A 23 17.5 [7.9,23.3] 04902
T I ’ o ) 27,12
C3XiLIC3 DOC 18 11.6 [5.6,16.5] 057 [027,1.20]

DOC : REZ Xt/ *: FEREHI Cox [BlF

8 RYLEEBRELEEIZEIT S 0S D Kaplan-Meier HifR (OAK RER)
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FE25tILR

9 RBYELEBBELEMICEKIT S PD-L1 BZERHBITOD OS @ Kaplan-Meier Bi#R (OAK 3RBR)
(X : TC 1/2/3 XIX 1C 1/2/3 DBELEFH, £ : TC 0 52 IC 0 DHBAELEM)

@E B FF MFEFER (IMpowerl 50588%) (ZHAAN SNT-EBFZED H 5, PD-LIREIE
(BT DIEMAE DN —EDERE DT —ZITHSE | PD-LIZEELREHNIREMIC
fRHT 24T - T IE R OB 2O RIZLL TO LB Y Th-o 72,

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

£3 EBHEEREICRIT 3 PD-L1 OFBURIBIOFZE (0S, ITT-WT £H)
(IMpower150 &8k, 20181 2 BF—4 vy +A7)

oS
PD-L1 D BERE %K HhfiE [95%CI] NP — R ZHAEH O
(B H) [95%CI] P fE
B & 167 17.1 [13.5,20.4
TC O 7> IC0O ﬁi [ J 0.82 [0.62, 1.08]
C R 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 XX 1C 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C B 165 16.4 [11.2,22.9] ' T
B ¥ 230 19.1 [15.8,23.8]
TC 0/1 7> IC 0/1 C it 1 143 (133, 16.4] 0.77 [0.60, 0.99] ) ssss
B i 129 22.2 [17.0,26.1] '
IC2 A ’ .82 [0.58, 1.1
TC 2/3 XX IC2/3 C Bt 116 167 [10.5,24.2) 0.82 [0.58,1.17]
B #f 288 18.2 [16.1,21.0]
) . ’ ) 65, 1.02
TC 0/1/2 7> IC 0/1/2 e 979 144 [13.3 16.7] 0.81 [0 ] a0
B #E 71 25.2 [18.7, NE] '
I . ) 43, 1.1
TC3 XX IC3 C Bt 65 15.0 [9.8. NE] 0.70 [0.43, 1.13]

* . JEJ@ R Cox [B])7

QEPEIFEIFMAEFRER (IMpower010 FRER) (ZHAANONTZBEOT — X |THAS X
PD-L1 RBEZERNAT > T AIER O LZ2EORERIZILL T LBV Tho72 (—HBEE
RIIRRMTRE R 2 de)
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BEMEIZE L T, 1STC<50%D BHFEEM TIiX, DFS 122V T TC=50%D BE4E
M & B2 DHEMMRRD B (F 4, X 10) . OS IOV T BSC B & Ehifle U CTARKIRE
TTEIDMEmFRD b (&S5, X 11),

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

£ 4 EEAGBRIEICIIT S PD-L1 OXBURMAID DFS (I XIIMA #£H)
(IMpower010 3Bk, 20211 A 21 BT —F v b A7)

PD-L1 %8 58 Bk qﬂ%ﬁ(ﬁ[?;/o o /E;Z:/;chﬂtt &%’gﬁ@
TI% e am b mene OO
TC=1% ;':fcu ;‘2‘2 31\,15]33 [[3269'.10’31;1\% 0.659 [0.495,0.877] *2 .

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

*1 2 FERERI Cox LI AN — RET /L, %2 53] (BB, &) | 7 (SQ-NSCLC, NSQ-NSCLC)
KOYEH (I, MA) Z@EHINT & L7-/@hl Cox el — KET 1

Probability of Disease-Free Survival (%)

/
N\

No.at risk Time (Months)

BSC fif
FHIE

Probability of Disease-Free Survival (%)

/
\

No.at risk Time (Months)

BSC T
AR

AFHE

BSC ¥

AFIHE

BSC ¥

Probability of Disease-Free Survival (%)

No.at ri:

sk

BSC #if
AFHIHE

Probability of Disease-Free Survival (%)

No.at risk
BSC #f
AFEE

ARFHE

N\

BSC ¥

Time (Months)

— KAIRE

\ BSC #¥

Time (Months)

10 PD-L1 OFEIBLRILHID DFS D Kaplan-Meier #if (IIDUIIIA $£EF. IMpower010 35)
(LR : <1%, HEE : 21%, 2T : ISTC<50%. £ FK : 250%)
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#5 JEEERRAIZISIT S PD-L1 OFEHIRHA| D 08 (I ITIMA Hi4£H)

(IMpower010 3Bk, 20211 H 21 BT —F v b A7)

PD-L1 5638 BER B A A( ;//D)% % EPH%@(‘jJ[;s;%CIJ /E;;C%I]tt fif;f’%ﬁﬁ D
o e e Mmoo
TC=1% jfcu ;gg ié 8??; EE B:IIE Eg 0.772 [0.509, 1.170] ™ .

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

*1 : JERERI Cox WAV — REFT L, *2: R (B, &) . % (SQ-NSCLC, NSQ-NSCLC) MK UOYHA#T (I,
MA) ZJERIKT& L2l Cox el — KET 1

Probability of Disease-Free Survival (%)

No.at risk

No.

BSC #f
AT

Probability of Disease-Free Survival (%)

at risk
BSC #f
AR

Time (Months)

Time (Months)

Probability of Disease-Free Survival (%)

No.at risk
BSC ff
AFRE

Probability of Disease-Free Survival (%)

No.at risk
BSC 7t
AFEE

__— AFlRE

\ BSC ##

Time (Months)
__— HRE

BSC 7%

Time (Months)

X 11 PD-L1 OFEFIRPLA|D OS D Kaplan-Meier Hift (11 XiXIA #i5EM, IMpower010 3RER)
(FER : <1%., HEX : 21%, ETK : 1I=TC<50%. A TR : =50%)
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[ 414]
OFE BRI R AR (OAK #ER)

BEFRGUIARAIRED 573/609 1 (94.1%) . KX X EB/HED 555/578 B (96.0%) (278
D HAL, TR & ORIEBIRI A E T & 72WVE EFGUIAAIRE 390/609 # (64.0%). K
& X LRE 496/578 1 (85.8%) (2R HiLTz, FEBLEN 5%LL EORRERNEE T
TRVHEERERGIIR6DOLEBY ThoTo,

£ 6 FREN5%ULOEEBESFTETERVEESES (OAKRR) (ZeMMITREH)

B RIRS$E (SOC: System Organ Class) AAEI#E (609 1)
HAREE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BiE (%) Bi% (%)
RRBEARNEE T RWEHEESR 390 (64.0) 90 (14.8) 0
—% - AHREER L OGN O 202 (33.2) 15(2.5) 0
=5 87 (14.3) 8 (13) 0
W 51(84) 2(03) 0
pren 49 (8.0) 0 0
R E 136 (223) 6(1.0) 0
ML 53 (8.7) 2(0.3) 0
T 4777 3(05) 0
FERG ¥ K OE PRk 119 (19.5) 8(1.3) 0
FP 42(6.9) 2(03) 0
7 5 e 38(62) 2(03) 0
Rt L OGRS 86 (14.1) 9(1.5) 0
AR 52 (8.5) 0 0

¥ AFIFEZ IV THEEMEMZEE 10 61 (1.6%) . ITHRERE 43 61 (7.1%) . KEGZK -
EED TH 5B (0.8%), 1 BUHEIRIE 161 (0.2%). FUIRIRHEREREE 27 5] (4.4%). B
BEREREE 161 (0.2%) . FEEARHEREREE 1 6] (0.2%) . MElES (F7 2 « S —JEfERE
Exate) 116 (1.8%), K - #EES 5 1] (0.8%). infusion reaction 8 il (1.3%). %
%%« BRUHRRIE 2 1] (0.3%) . BEREREE (RAME HEMEBRE) 561 (0.8%) MOVE
FEDRZJEREE 9 ] (1.5%) 2F8 biviz, Fiz, Wk, wimtEgmn, SEEfmOaE, O
2% Je QNG e MR I/ NI D PSR BRI 1R 8 B L7203 o 7o, AREIEF S BRI B 5
(MR REMERT 2 50) 23 UEERE =T,

QEFRIL R MAEERER (IMpowerl50 FXER)
AEFLITAAOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 i (99.0%)
IZF88 B AL, TRBRIE & ORRBRN T E T X WA EFRITIAKIOHRE B #E 370/393 4
(94.1%) . XFHHEEE C #ED 377/394 5] (95.7%) \ZFRDH b7z, AFIGFHEE B BEIZHBNT
AH & DR FBUR N E T 2 WA EFEGIL 286/393 ] (72.8%) IZ#RH v, FHII=R
DS 5%LL EOARFIE DR EBEENGE TERVWEERRIIRT LBV Tho Tz,
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K7 BEERS%ULOEAK L ORRBRATETERVEEER

(IMpower150 FUR) (Z2MMATHRER)

IRERIRSYEE (SOC: System Organ Class) B R (393 i)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) ik (%) %k (%) %% (%)
A& DRRBRPEETE RV EFRS 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
FT 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
— % - EFEER O GEMOREE 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
R R KOV T A RRbE 129 (32.3) 10 (2.5) 0
S 95 50 (12.7) 5(1.3) 0
9 FENE 35(8.9) 1(0.3) 0
Jii B 20 (5.1) 0 0
&R AR A 73 (18.6) 26 (6.6) 0
ALT #40 20 (5.1) 5(1.3) 0
R L OveskhaE 70 (17.8) 13 (3.3) 0
BARIE 41 (10.4) 6 (1.5) 0
B R K O A LRk 69 (17.6) 6 (1.5) 0
RAi 41 (10.4) 3(0.8) 0
MER LY v RREE 57 (14.5) 20 (5.1) 1(0.3)
2 ifi. 34 (8.7) 8 (2.0) 0
Por WA 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 41 (0.8%) . FUIRIRHERERE T 60 51 (15.3%) .
A PERERE T 2 0] (0.5%) . T IE(RHEEERTE 3 B (0.8%), HPfEREE (F7 2« NL—IE
RS2 o) 20 B (5.1%) gk - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
% « BERUTRIE 1 61 (0.3%) . BEgRela (R MEMERE %) 1161 (2.8%). &
FED KRGS 10 B (2.5%) M OGEEELFHERBAE 11 61 (2.8%) B@EO LT, £
7o VBRUBEIRIA, BIEFEEAE, (O, IR M OV M il M M SR B 1
RO BN 0T, ABERFBLUROUIBESRESR (RAMAMRET 2 5) 2304
E RN

AANBEEMZI T 2 H5FFLIIAFIOARE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 f5i] (100%) (258D Hiv, 1RERIE & ORREBERNGE T & 2 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 TERWEEFZIIR S DLEBY T
HoT,
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#8 AXRANBEERICBVTHEEARN 10%L LOFEF L ORRERBEFEE TERWVEEER
(IMpower150 FUR) (Z2MMATHRER)

# BRI 57¥8  (SOC: System Organ Class) B #E (36 )
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) B (%) B (%)
AHIE DRRBMENGETERVWEFEES 35(97.2) 16 (44.4) 1(2.8)
Bl 20 (55.6) 3(8.3) 0
5 9 (25.0) 0 0
L 9 (25.0) 2(5.6) 0
0% 6 (16.7) 1(2.8) 0
Mg - 4(11.1) 0 0
K F KO AR ARRE 20 (55.6) 2(5.6) 0
R 11 (30.6) 2(5.6) 0
— % - RHEER L OGN OIREE 18 (50.0) 0 0
R 14 (38.9) 0 0
FHEN 7 (19.4) 0 0
EEIR R A 11 (30.6) 6 (16.7) 0
I o ER B 5(13.9) 5(13.9) 0
AST #47m 4(11.1) 0 0
ALT #4/0 4(11.1) 0 0
R L ORERE 10 (27.8) 5(13.9) 0
BAHE 9 (25.0) 3 (8.3) 0
P WABE 8(22.2) 0 0
B BRAE REAR T 5(13.9) 0 0
FFR A B TUME S 4(11.1) 0 0
Mg LY o GREEE 7(19.4) 3(8.3) 0
FEENE AT H BRI E 4(11.1) 3(8.3) 0
i, 4(11.1) 2 (5.6) 0

O E BRI FIZH MAEFER  (IMpower132 #X#R)

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

(IMpower132 3R) (Z2MMTHRER)

IRERIRSYEE (SOC: System Organ Class) AFIOFHEE (291 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) ik (%) %k (%) %% (%)
AH & DRRBRPEETERVWERERES 214 (73.5) 77(26.5) 8(2.7)
— % - EFEER X OB G OREE 115 (39.5) 19 (6.5) 1(0.3)
1% J)9E 47 (16.2) 7 (2.4) 0
57 30 (10.3) 7(2.4) 0
FEEN 23 (7.9) 2(0.7) 0
ke E 94 (32.3) 13 (4.5) 1(0.3)
F 39 (13.4) 1(0.3) 0
T 32 (11.0) 4(1.4) 0
fEE R 24 (8.2) 0 0
Mg LY o _REE 61 (21.0) 17 (5.8) 0
2 ifn. 43 (14.8) 8 (2.7) 0
B R KOV T AL RRbE 72 (24.7) 8(2.7) 0
PR 26 (8.9) 2(0.7) 0
O FEIE 15(5.2) 0 0
FR AR A 65 (22.3) 12 (4.1) 0
ALT H4n 33(11.3) 3(1.0) 0
AST #1 32 (11.0) 1(0.3) 0
Rtk KOs 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
P o WA 21 (7.2) 2 (0.7) 0
PR IR RE AR T 15(5.2) 1(0.3) 0

2B ARFIGHHAEHCRB W TRIEM MR A 15 6] (5.2%). FFHEEGREREE 45 1] (15.5%) .
K52 « BEED FHT 9 B (3.1%) . FEZR 161 (0.3%) . 1 BHEIRIE 1 61 (0.3%) . HUIRAR
FEREFEE 24 151 (8.2%) . RIFEFFEREFEE 141 (0.3%). FHEMBEREFEE 141 (0.3%). Fhifk
[ (F 7 v« NU—IEEFE L ETe) 5B (1.7%) . Wk - B2 2 $1 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREFETE (RMEFIEMER ) 761 (2.4%) . HEOKZEEE
8 5l (2.7%) . Lofid 161 (0.3%) . 4F BRI - FEEWELF P ERBAME 24 61 (8.2%) K&
OUEYUE 32 ] (11.0%) 2338 bivlz, F7-, EEMEE, ik - BBTRRE, &
M 1 Mo OV VE i MRS PSR BER 1338 6O DAL Dy o 7o o ARENE R FEBLIR D3 B
=4 (RKAMEERT Z2E5T) 25 0EIERETRT,

@O/ IAHRER  (IMpower130 7UER)

HEFELIIAFOARED 471/473 611 (99.6%) . *HFREED 230/232 5] (99.1%) 1Z78
BV IREREE & DRIRBIRNGIE T & 2WA FRERITIAFIGFIRED 455/473 451 (96.2%)
KTHEHED 215/232 451 (92.7%) T3 BTz, FEBIFN 5%LL LA & DK REFRD A
ETERWVWAEERFZIIRI0D0LEBY ThoTo,
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#10 FHBFEP 5% LOFE E ORREEBIEETERWVWAEER
(IMpower130 3RER) (REMMBITRRER)
IRERIRSYEE (SOC: System Organ Class) AHKIOEAEE (473 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bi% (%) ik (%) B (%)
AH & DRRBRPEETERVWERERES 354 (74.8) 151 (31.9) 6(1.3)
H kS 191 (40.4) 35 (7.4) 0
T 108 (22.8) 16 (3.4) 0
S 80 (16.9) 9(1.9) 0
& i 49 (10.4) 8 (1.7) 0
B 33 (7.0) 1(0.2) 0
— i - EHEER L OS50 REE 191 (40.4) 25(53) 1(0.2)
57 117 (24.7) 12 (2.5) 0
% 47 (9.9) 7 (1.5) 0
Mg LY o _REE 100 (21.1) 56 (11.8) 0
F=in 65 (13.7) 32 (6.8) 0
A BRI E 36 (7.6) 20 (4.2) 0
M/ IR A i 29 (6.1) 7 (1.5) 0
FRGH KOV TRk bE S 123 (26.0) 4 (0.8) 0
SS9 37 (7.8) 2(0.4) 0
Z 5 FEE 33(7.0) 1(0.2) 0
JHESE 30 (6.3) 0 0
R L ORERE 93 (19.7) 19 (4.0) 0
EEXONEBIES 55 (11.6) 4(0.8) 0
K~ 7 x>0 AUE 24 (5.1) 3 (0.6) 0
B R AR 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
W ilE = 60 (12.7) 2 (0.4) 0
FOPR IR REAR T 48 (10.1) 2 (0.4) 0
B R B KOG A LRk 75 (15.9) 7 (1.5) 0
5 R 28 (5.9) 1(0.2) 0
R 25(5.3) 4(0.8) 0
MR as . MEkEs X OWthmpE s 68 (14.4) 5(1.1) 2 (0.4)
-0 ) 26 (5.5) 4(0.8) 0

2B AFIGHHEAC B W CTRVEMEMZR A 22 B (4.7%) . FFEEREREE 23 1 (4.9%). K
W% - EEED TR 19 B (4.0%) . FRIEEREREE 67 Bl (14.2%) . EIEHRERS 5
(1.1%) . TEMAHEERET 2 61 (04%) ., MREETE (X7 0 - NU—JEEHSEZ5T) 29
5l (6.1%) . infusion reaction 9 {31 (1.9%). %% « BEBUTEIAEIE 2 B (0.4%) . EFEHERE
RGN RE) 1261 (2.5%) . BHEOKEREE 3 # (0.6%) . EiltEE i 1 3]
(0.2%) . AFHERID « FEEVELF P ERIBDIE 66 1] (14.0%) K OUEGYE 35 Bl (7.4%) 73
RBOBNT, £z, BER, 1 BBERW ., BEIEME DI, MK - BEIRK, OFR &K ORI
PRI RIS PEERBER 1350 D B e v o 1oy AREWEMIZEBLR DI BE RS (BRAR MR A
B2 al) #a0EERE =T,
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OEREILFEFH MRS (IMpowerl10 k)

AEFRITAAIRED 258286 1] (90.2%) . AL HIERED 249/263 B (94.7%) (273
Hiv, 1REREE L DR RBIRN G E TE RWE FFRITIAAIRED 173/286 #1 (60.5%) . 1k
FIRIERED 2247263 5] (85.2%) IZRBD HALTZ, FBLEN 5%LL EDOARA| & O KRR

BETERVWAEFLRIIFINIDOEBY Thol,

K11 RBHEN 5% LOKH E ORRERPBETERVEEER

(IMpower110 RER) (Z2MMITHRE)

#EBIK2HE (SOC: System Organ Class) AFIEE (286 1)
HARGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BilEE (%) Bilg (%) BiEx (%)
AH & DR RBERPEE TE RV ERG 171 (59.8) 36 (12.6) 0
—f - EFEER X OG0 RRE 64 (22.4) 414 0
57 22 (7.7) 2(0.7) 0
) hE 21(7.3) 1(0.3) 0
FRGH KOV LR 53 (18.5) 4(1.4) 0
% 19 (6.6) 0 0
Bl 51 (17.8) 4(1.4) 0
FT 20 (7.0) 1(0.3) 0
T 17 (5.9) 0 0
R L ORERE 36 (12.6) 9 (3.1) 0
AR 20 (7.0) 2(0.7) 0
B R AR A 34 (11.9) 7 (2.4) 0
ALT #1 18 (6.3) 4(1.4) 0
o WA 5 31 (10.8) 0 0
FOPR IR REAR T 19 (6.6) 0 0

72k, AFBHCICRITMEIRE 11 5] (3.8%) . NFASAEREE 26 B (9.1%). KB
P BEO TR 3B (1.0%) . 1 BEBEIRT 161 (0.3%) . HHRIRPERERE T 32 61 (11.2%)
FRAHAERIE 2 0] (0.7%) . AHEREE (70 - SL—ERREE G 76 (24%)
infusion reaction 7 f5il (2.4%) . sk - BAKUTRRLARIE 1 61 (0.3%) . B RelEE (RAEH
BEPERERE) 26 (0.7%). EEOREESE 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%) BRO DA, Flo, B, RIS, TEMIIE, MK - BBk, &
i e OB RS SR BE 138 00 B 4172 75 T AR FR R BRI P
£5 (ERRERRTEET) 2EUEINERERT,

O FE BRI E S MAERER  (IMpower010 #R5R)

A EFERIIARAIRED 459/495 5] (92.7%) . BSC #ED 350/495 1] (70.7%) (238D B,
1RRIE & ORISR EE T E WA FHGRIIARAIFED 352/495 il (71.1%) . BSC #ED
89/495 151 (18.0%) (TR BT, FHEN 5% EOARK] & ORBEBEBNGE TE 20
FEHZBIIR12DLEBY THoT-,
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R 12 RBERS%BULEOAF L OREBRBPTETERVEAEES
(IMpower010 FR) (Z2MMFTHRER)

SRBERIKRS¥E (SOC: System Organ Class) AKIEE (495 1)
FHAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) ik (%) %k (%) B (%)
AH & DRRBRPEETERVWERERES 335 (67.7) 53 (10.7) 4 (0.8)
Rk X OV TRk 113 (22.8) 7(1.4) 0
Z OPEIE 43 (8.7) 0 0
SeI5 40 (8.1) 3 (0.6%) 0
YR 101 (20.4) 6 (1.2) 0
AST 840 37 (7.5) 3 (0.6) 0
ALT #1 36 (7.3) 4 (0.8) 0
o ibE 88 (17.8) 5(1.0) 0
FOPR BB REAK T E 53 (10.7) 0 0
R IR RE T SE 29 (5.9) 2 (0.4) 0
— % - 2HFEEL L ORGHALOREE 87 (17.6) 2(0.4) 1(0.2)
FEEN 27 (5.5) 1(0.2) 0
B R 36 K OV A Rk B 53 (10.7) 4(0.8) 0
R 26 (5.3) 2(0.4) 0

7k, AREIFEZIB W CHIE MR 16 61 (3.2%) . FHEREREE - IF5¢ - PRI 2%
61 il (12.3%). Kz « EEDO THI S #] (1.0%). FERK 161 (0.2%) . FORIRERER S
104 # (21.0%) . EIBHEREREE 6 B (1.2%) . TEERKERERED 161 (0.2%). ¥k - B
%46 (0.8%), FPfEEE (F7 2 « NL—EBEREZET) 30 il (6.1%), BEEDOKE
fEE 7 61 (1.4%) . BEEREREE (RABEHIEMEERE) 361 (0.6%). ik - BEACH Rk
JSiE 3 1 (0.6%) . Cainde 2 il (0.4%) . infusionreaction 11 5] (2.2%) . #FPERELD « FEEL
PEAF A ERIBAE 19 6] (3.8%) M OVNERYWIE 21 5l (4.2%) RO HNT-, F7-. 1 TEER
. EIERLMEIE, MERERE AR, YA MR i K OV I i AR 1 SR B 1 R
Lo Tz, REWERFEURDUIEEFS (BARREMRE 2 510) 23 0HEHER
AN
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4. FEFIZOWVT

{LFFERE D & 5 B 3 2580 20E, &GRS & U F R A (2 BFR )
DL TND Z b, Yikilh (BFFHA) Z@EUICE M TE Hiiax CTh 2 H
NoD, ZDO LT, EHEMY R 7 EHGFHE (RMP) (ZH:DE | AKHI 0 EHK L2 AR
[EEN~ D IS & DR Tdh > T, AR OGN EU) 2B 22 W - FrE L, AH
DOFEGIZ I HERBIEMZ R LRSS T 5 2 EBNRERT-D  LLFTOO~@D
FTRCEWTHRICBWTHEHAT & TH 5,

O MEFITOWT

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

(1) EAGEBRESFEET D05 A2 B EERLRIRETE (BRE T DS A2 I E LS IR P
HIIEEAS A RS B AR, Mtk )s A 2Rl 7 &)

(2) FEEHSRERIE

(3) FERFIRFNFFEE T D 08 A2 FEEEFRE (DS U2 REEEIE EIRPT. 25 A iais
i IigFElE. S AR HEE R &)

(4) I RALFFIEE A E U SSRIEE LR HE | U3 SRR bR E 2 ok
2 OfEak FEEITLR D B 21T > TV D ik

(5) PUELMEREZ AL A& BN R O ek B4R D a2 1T - T D fifiak

O-2  fififeE DALFHRIE K OBIE I FE B O RIS 53 72 50k & #EBR & RO ERT (TR O
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