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BT PD-1 HURHUEMIEERI CTH D (=R ~7 BT Z) 8UHl (RFEL - A7V —
A ETE 20mg. [7 100mg, [F] 120mg M OMA] 240mg) | KON [-RAa7 v ) <7 (s F-H#t
Z) BE (RFE4 : A bL—F SiEETE 100mg) | (I 2W X, [HL PD-1 HuiAHi v i s )
(2% 2 et HHEE T A R A4 U OREITHE S WEFHIZOWT) CER29 42 A 14 B
FERIESE 0214 55 4 5, LT THU PD-1 FUAPUEMIES A B E @A) L\ ) ,) ITB VT,
PRBRE A EOBHRWIICR LB EFHEZBE ML TWDH EZATT,

O, =R nv~7 (BB ) BAORESEHAH#EET 4 K74 0 (B KO=R
<7 GEGEHEz) RAIOREFRHEET A R4 > (RIERE) O HEIZ S\ T
(BUES 1 - 5F0 34 11 H 25 AAH SRR 1125 55 7 BIEAFBEERK - AnfARE
LRGSR EREMN) RO [ RATa ) Xv7 (BE T x) 8E| 0 fo i et 5 A
K742 (B O—HEIEIZ DWW T (BN 2 AF 34 11 H 25 BAHT3RAFRET 1125
% 3 TR R  ATRE AR EIRL B E SRS O L0 | Ao HHEE Y A
RIA4 DRHETEINT=Z LI, AANRLOIEEFEZ TR0 Lt BV WIETH5D T, &
BT ORRERIER, SFa SRR T L CEAUE 2 BV L E T,
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FL PD-1 HUAHEMIEEA R EFEHHAOLDO 1 (7)) 2 (9) ZRD L H 2tk Lo
D EMZ %,
7V — R I ERE 20mg, [7] 100mg, [R] 120mg K ONF] 240mg
(7) IBWUIBRABEHELT « B O HIE
AREH 2 TE I BRASBE 2 T - RO FHEOBRICH WA HEIL, IROFHEZ S
WM BA A E DR EARIZFRE T 5 2 &,
1) WICBITHligcD 5 b, %4 T560 (MEHREMT ] 226 ThuREE4] £ T
DO BN T 5L O %)
7 EATGERENTRET D0 AR SRS (FRE TR DS A2 E L
ST, MRS AR HEL SR, HUE S ARSI R &)
A REEREREIRPT
v ERENREENEET D0 AR (DS ARIREESR WL, AR
PEHEHER DIRBT. DS AR HEEEHEE R e &)
T ARALFRIEEZRE L, SSRAEFREIE 1 USSR HRIEINE 2 O
IR D M AT > TV D ek
A PRI A L5 S BN R O i i FEE LR B i HH 24T > TV D iRk

1
1

2) WIHTDEMOED S L, ARFNCET 2WEOREE L LTRESNT
WHENEL T L0 (TEMERT ] 26 TEMER Y] T ToIH%Y%T 5
D % Fral)

7 EREFFEUS% 2 FEOWMITHE 2 & T L7122 5 F-LLE O 0 ATRIE O iR AT
BEIT->TCNDIE, 9B, 2L EIT, DAERYRES L U RRESRS
DWHEZIT > TN D Z &,

A [EMSFFEUSH% 2 FOMBINHE 2 & T L7-1%12, L3R OB A SEKYELE %
e 5L LB RI OB AT o TV D Z &,

v EMGEFFEUS% 2 FOWMITHE 2 & T L7122 4 FLL EORRRERZH L C
WHZ k. 96, 3L RIX, H b O D AR EZ B T s i T O
IRHHEZ 1T > TW5H Z &,

3) ABAEMOPUEEERA &P T 255, RICEBITF20FHEGD Y B, 544
ToH5H0 (IFHEET ) o TG Y] £$TO LY T 50 D% FHE)
7 AXVVTITF RPN EZE DS
A FXRYVTTF . RV FT—b BT TERRT VAT T L E DG

5.
7 FXHYSSTFURRTH T s FRAT U AT T IAH U T ARAFH
& DOPFHE G-



4)  AKREF Z i OGUENERES A & 0P 256 HER2[2VE 2 fERS L 7o o FE i 4F
HH

(11)  BEREIZBIT DT ERE

ABUH 2 BB 23S U DI A BT OIEEIZ WV 285513 IRO FIA % 2R

FAAIE O EMIZFLE T 5 2 &

1) WIZEITFTAHEERDO I B, %4875 60 (MEREET ) 26 T4 £ T
DO BN T 5L O %)
7 EATGEREDNRET 20 AL SRS (FRENT RS A2 I E AL
FRURPE, RS AR EEEEIL SRR HUE S AR e &)

A REEREREIRPT
v ERENREENEET D0 AR (DS ARIREESR WL, AR
PEHEHER DIRBT. DS AR HEEEHEE R e &)

T ARALTFEIEEZRRIE L, SR FREINE 1 U3 R FIHEINE 2 Ol
IR D M AT > TV D ek
A PRI A L5 S BN R O i i FEE LR B i HH 24T > TV D iRk

2) WITHTDEMOEM D S B ARANET 2RO EME & L TR E SN T
WADENZETH 60 (TEMEMET) 20 TEMEE Y] T BN T 5
D % FLEk)

7 ERIRFFEUSE 2 FOPINHE ZE T L7112 5 L0 LD DS ATRIR O R
BEZIToTWHI L, 95, 2FEU EIT. DNARYEEZ XL LZEKRESS
DWHEZIT>TWHZ L,

A ERIGFFESGE 2 FOPIIHME ZE T L7121, THLEHE O A SRk %
Ee 5 L EOTHLEI IR OB AT TN D Z &y

v EAIRFFESE 2 FOPIHE ZE T L72%IC 4 FLL EOBRRBR A A L T
WHZE, 9B, 3FLL IR, HEERE O D ASEMIEE & & T IH LS 7 Ol
RWHME AT > T\ 5 Z &,

2 FA M—F R ERE 100mg
(9) IRIRUIBRARE/EST - RO RIEE

AREH 2 ARTR UIBRABR 2 AT - R O BIERE DIRIFICH WD 5E51X, ROFHE D

FERIM B A OB FEHi S D 2 &,

1) WIZEITDHHiRD D B, %% T 560 (MEHEET | 25 sk Ed 4] £ T
DO BN T DO %)
7 BAETERENEE T D0 AR RIRERE S (FE T IR DY A2 L

FURBE, MUY AR EEEE L SRR . MBS AR e &)

A FEEREEIN L



v EERIENEE T D 2 A REEREE (0N AR RREERERbE. AR
PEEAE T Db, DS VRS HREEEHEER R 2 &)

T ASRAEFHRIERE 2 RE L. SR ERIEINE 1 SUISSRALZARIEINGR 2 O
RILYEITR D JE H 21T > T D fit

A GUBMERRSE AL BENGR Ok EEIAR 5 s 2 AT > TV D Hi ek

2) WIHBITLERMOEMD S B, AKRFNEHT2EROBEEE L L TREINT
WAHENELT DO (TEMEHRT ) 5 TEMER Y] FToH%EY% 5
D % Fray)

7 ERIGFFESE 2 fFOWHINHE Z1E T L728212 5 FELLE O A TR O iF R
EZIT->TWHIE, 9B, 24 EIZ. DAERYRELS T L lRERS
DWHEZFT > TN DH Z &,

A EERFFES®% 2 EOPAHE & T L7121, LR O DS AL %
e 5 U L LSBT OB EZIT o TnD 2 &,

v [EREIGFFESE 2 SFOWMINHE ZE T L7214 UL E ORI 248 L T
WHZE, 9B, LR, HEALERE O AW % B b a8 O FR
IRHHEZIT>TW5H 2 &,

3) ABGHIE BTG T 556 PD-LIGME 2 RS L 7oA 0 F2 i A B K O
RiA (GEBLR)

4) KRERN M OFUEMEREA EOFHT 256, RICBT20HHKG 217125
(IprR&E 7] Lad#E)
7 5 FU KON AT TF LS



© 4L PD-1 HUAHTENEIEE AN FR 5 Al HEE T A N T A OREITHE D

(% HIAIRE)

HEFEIZOWT) Ok 29 4 2 A 14 BT RESE 0214 5 4 75)

(EERER o7 I R SIEER )

i IE %

% IE A

1 A7 V— AR EE 20mg, [F] 100mg, [F] 120mg K UVF] 240mg
(1)~(6) ()
(7) 1BEYIBRARE/EST - RO EE
AREIF 2 IR IR AR BE 72 LT - B O B ORIV 5 Y5
Al IROFIE A PRI A A E OR EMIZ T 5 2 &,

1) ()

2) WIZBITFBEMOEGED S B, REANCET 2IREOH
AHELLTREIN TV AIENZETL200 (TEMEMSF
TS TEEMAY ] £ TOIHYT5H0% )
7 ERRFFESE 2 EOMIIHE 2 E T L721%12 5 F U

FEOBRIEROEERIHEEZIToTNDHZ L, 9B, 24
PLEIX, DAL Z T & LTRSS OWHE 217
S2TWBH T &,

A EMGRFFES% 2 FOPEIHEZ £ T Lz, M1k
B DN A ERIIRTE B Gt 5 AL E O LB R R E
HEIT>TWNDHZ &,

U ERRIFFEEGE 2 EOHIIHE 2 E T L721%I12 4 F L

1

F 7 — R R 20mg, [F] 100mg, [F] 120mg M TN[A] 240mg
(1)~(6) ()
(7) DAL HEHICHITE U 72 IR UIBR REE 70 81T - PO B
BN % D AARTFIRIERL IR A U 7o VI YU BR AN BE 70 A T - 7
FEO BRI D5E 1T, IROFIHE 2 2 HHREN A E O
PEMIC TR T D52 &,
1) ()

2) WIZHETHEMOEMRD S B KA T D IREOE
THLELTRESNTWVDIENRZYT L0 (TERMZESF
T b TEMEEY ] £TOH %4150 D% 06
T ERIRFFEURE 2 FOYIMIHE 2 & T L7212 5 L

OB IRROEEIRIHEZIT>TNWDHZ L, 9B, 24
Pl b, BASEYIREE £ L& U RIRIEG S ORHE 217
STWAHZ L,

A EMGRFFES% 2 FOPEIHE L & T LcIiz, M1k
PR DD AR IRIE & G T 5 AR EOTEL RS R &
AT TWNDH I &,

U ERRFFESE 2 EOMIIHE 2 & T L72%I 4 F U




FOBERBREALTWAEZ E, 9B, 3EL EIT, E
b2 D DS A SR 1L % & T E AL 2898 F O R IRHE 2 1T
STWNBHZ L,

3)  ARRH A fh OFEMEREE S & 0P 558, RICHET S
Ot G oS> B, #4450 (RS 6 [OHE
B’hEY|] FTOIHHNET DO EFH)

T AXHVTIFURPI A e L ORES

A FAXHVTI7F KV F—F IV TLERT VA
0y E OB HRS

Y ARV TITFUROT AT« FRAT I - KT
Z ) U AEEEIE OPFHES

4) ARz o GUETEEEA & O3 5 %6 HER2EEVE 2
TR L 7o kA o0 S fi A H H

(8)~(10) (m%)

(11) BB D it BR s

AHA 2 FE R 1T 35 T D TR Al Bh R EE ORIV 2 56
13, ROFIE A 2 PRI A AR E O R ERIC Gl 5 2 b
1) WRiHBTLMEOI S, %49 T 560 (THaREMET |
O Mgk A | FTO I L4 5 b O A5
7T BEATGEBRENRET DA SEEEEI SRS
B RS A2 O HERL T, MU S A B2 B HE LA

LoBEREREZALTWDEZ E, 9B, 3EMEIZ, 1H
{289 D D A SR 1L % & Lol b e IR - O R IRHE 2 1T
STWNH T L,
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RS REIR T
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HEEFE ERPE . 25 A HHEE T TR, 25 A2 R HEHE
HEIFEE A &)

T ICRIETEIRIEE AR E L ASREFREINE 1 34t
KAV FIRIENNG 2 O ffik FEAEIZ AR D i 21T - TV 5 i
=

A GUEVEREG AL B ERANE o S gk LB AR D Jm tH 21T
> TV B sk

A
v

2) WICBTLEMOEMNED S b, ARANCEET HIEREOE
EEE L CREISNTWLIERZEUTL O (TERE
7 0s [EEEGY ] £TOH L4 T 5 D& )
T ERIRETEUGE 2 FEOYHINHE & T L7212 5 L)

LOBIERDEERFEEZIT- VDL, 59, 24
PLEE, DAY REZ & BRI OWHE 217
2 TCWBHT &,

A ERIRFFEGE 2 FOYMIHE ZE T L%z, 1k
PR DD AR E A G T 5 AEM E OB R O E
HEIT->TWDHZ &

U [ERIRFTEUGE 2 FOYMIPHE & T LI #%IZ 4 L)
FOBKRBREEL WS Z L, 95 3ELERIE. W
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STWVWAHI L,




2 XA F—& S EE 100mg
(1)~(8) (ms)

(9) ARIBUIBRAGEZRMEST - PRI D BIE A

AR 2 ARIB VIR AN GE 2R AT « OB OGNS
Sraid, ROFE L PRI E O EM ISR T 5 2 &,

1)-2) ()

3) ABH 2B TERES 556 PD-LIBE 2 #RS L 7o
DFEREFEH A R O R (GEER)

4) ARAZfhOGUEMEEGA L P 556, KIZHT S

iR GZ1T-o7- 5 ((PFRHESG 7| LEldE)
7 5 FU RPN RARTTTF v LDt HES

2 XA FL—F EIEFE 100mg

(1)~(8) (%)

(9) DAALFRERITIHE L 72 PD-L1 BBPEORIAUIER A RE 7 it
17 - PO E R LA
ABLFH 2 3 AARZEPRIE R T U 72 PD-L1 BBPEORIAUIBRA
REZRIETT « RO IRV LR ORIV 25813, RO
FIE 2 2RI E O AR R e &
1)-2) ()

3) PD-LIBMZ#EER L~ O FEMAEHA B L OMRERERE G
BR)
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A 112565 7 &
SH 34 11 A 25 H

#woE R
I I

i (AETEES (R & B
oo K

JRAET BB RS - TR E R I L R AR R R
( & H A M)

=R~ 7 (B2 BFOREEHHEET A FZ7 4 (B
i L OVEERE) O —HBUEIZ DWW T

PR BOE & SR D AR #2016 CERK 28 4 6 A 2 A BRRTE) IZHB W\ T,
HEI G OMFE A O REICHEEZ XD Z EDRVIAENTZ L 22T T, &
PIHES G & BB B TR D - O Il i HEE T A R T A V% 1E
KT HZEE L TVET,

=RNwT GBfa i z) 8K (k54 - 47— R AR ERE 20mg, [l
EFE 100mg, [F] AR ERE 120mg M ONRL AR FRHE 240mg) % B 9 M VR B L2 %F
LCHEATZBEOBEFEICIOWVWTIE, (=R~ 7 GBI Z) RF DR
WERHEE T A R T A > GE/Nmbaftgs, ErER el sasaim, B, A
AR ) ol B, B R E, BEE A 7 oY T T A NARLK
EME MS IT-High) 267 580 - BEKORIER O EICo0
T) (B 24E 11 H 27 ARSI 1127 55 1 SR AT B I - A5
ERERDFEEHREE) ICLVRLTERLEZATT,

S, =R~ 7 GRIE L Z) BA] (E4 « 47 Y — R R #iE 20mg,
[E A R 100mg, [RGB 120mg M OV S & 240mg) (2OW T, BHiE &
WEEEICBT D EE XTI, HELAOCHEO —EEEN AR I N2 LI
PRV, BT A R TIA 22N ENRREO LBV HENTZLELIEZDT, W
D RSB K OSSR RZet2 8z BREV L9, 7038, SibE% OBt i F etk
A RTA4 0%, BIRESED LB TT,
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AL

B O Rl HHEE T A4 R T4 o OWGETET BriHxT i)
E<lh [&;
=R (FRRERIBED) Y= (BHBREBHIER)
2= KGR & 72 %5 Me AT R 2= ﬂ%kﬁéﬂ [ESnIE
TR UIBRANRE 2R AT - TR O H e skl IR O BR A RE 7o AT
ﬁ%@%ﬁ
®G L7 D B OH & -
W A=A L~ GEBETEBRZ) L Gl i b HIER O -
T, 1[5] 240 mg % 2 JAF AR IE 1 [H] 480 mg % 4 W, A=AV~ T (BT z) L L
[ eI B C A e T 5, T, 1[F] 240 mg % 2 JAMIMNE X3 1 7] 480 mg % 4
it D HLAE TR A & OFH T 25 A1, E ., AR T [ IR C AR B E T 5,
Wi =R ~7 (Efs kA Zz) & LT, 1181240
mg % 2 MR XL 17 360 meg % 3 MHRNE T
SR EHES 5,
42— 3. R 4= 3. ERPRRGRE
IR OIBR AN RE 70 HE1T - FRFE O B I8 O KGRI I FEAM DA LA | T A BE L T IR DI R R RE 7o EA T
AT o 1o B RRRBR O G 2 T, R O B OARGBRE R 21T o 72 E 70 ERREER
[H2hE] DIAEE T,
OFEBEIC[F 2 MAHEER  (ONO-4538-12 3ER) [ G201
] B[R] 25 AR R (ONO-4538-12 7AER)
4= QERIL[FEFH AR (0N0-4538-44/CA209649 & (© B




BFRIERE O 72 e b RGN -2 5k 2 A
(LAF, THER2| &5 ) BT UIERABE 2ot
17 - RO B T EE TG HE (EEOF.0
NEEEHEANEY EF 5 cm DINISOLE S DR
FE) BET 1,581 #i (HARNESE 109 iz G, K
Fll b B 789 i, AL FRVE BE 792 f51]) &
Rz AL IR E LT ARH bR
DENER et it Le, FEFHEE T
& % combined positive score® (LAF. ICPS] &
VWH ) =5 EMICET D M AR (LT,
[PFS] & 95 .) KON CPS=5 H£HIZEIT S 0S (1T
DV T, AR H SRR bR R Ok LTS
PICABERIEEZ R L (F 1 X2, &5,
FHNHE S e FIE R O BEAREDOE X T
e > THREMTON -SSR, BIKEEHIEE & S
N7z CPS=1 M KON ITT £HIZEBIT 5 0S (220
T AAHbAFREI b ERIE IS LR PRy
WCHEBERIEEZ R L7 (R 1. K3),
*1 : HER2 HEARE KITARHEE D HBE . K OEIEIT
JEEO LN H D RO EZ bHAN AL L
7=
*2 : LU ORSRE (TRERE S AT AN ER) 2 &5
L7z [OAFHY 7T F 110130 mg/m* (KK




&) % 3 M AT BE C i afd L, A= & 7 1000
mg/m’ (R HIFE) % 1 H 2 [A], 2 BEKR O 5%
2 1 R, @A XYV 7 F7F > 1 A 85
mg/m’ ((AFKEFR) . & VU F— bhHv oA 1A 400
mg/m’ (EEFE) KON Z/Fr T30 1 [a 400
mg/m’ (RFHFE) % 2 BRIME CAREEL, 7
NAB T T 2400 mg/m® (AFKmEFE) % 2 HH
D3 TERIRNEE R 51212 12 H RIARER], AHI+
{LFEIEREClid, Al (D1 7] 360 mg % 3 JA [
bR X X@1 [A] 240 mg % 2 RS CAEERE) &
INEN EEEOXIZQ b EIEE P LT,

%3 : JEEALARIC 31T 5 PD-L1 2383 L 7= gk (&
B, ~7 a7 57—V RO L oNER) A RIS
AMfRECCRR L. 100 2 3 U721,

7 1 HhMERAE  (ONO-4538-44/CA209649 FXER)
E3")

(4 mg)

2 PFS @ Kaplan-Meier mhi & (ONO-4538—
44/CA209649 #EE) (CPS=5 4EH)




G

3 0S ® Kaplan-Meier Hh # ( ONO-4538-
44/CA209649 #ER) (ITT 4£M)

(PD-L1 FEHUR A D F 2N 1)
[ B3 e ) &5 ILAH 2450 (ONO-4538-44/CA209649 F4ER)
AN NI BEOT —ZITHSE PD-LL D
SRS BT 21T o A (EREY 2R it
ote) ROEZEMEOFRREIIUTOLEEY Tho
77,
AHNHLFREDO A IMEX. CPS 28 5 Kiii (CPS<
1 KON 1=CPS<b5) OBEEMTIE, ALFRE LT
FERIETH-o - (FE2, X4,
728, PD-L1 ORBIRIIZ L 5T AA|OZ 2T
07 7 AVIFEECTH - 72,

# 2 PD-L1 OFBVIRIBI DA% (ONO-4538—
44/CA209649 FX5R)
(F )

(X 1)

4 PD-L1 OFEELIRWMABID 0S K PFS @ Kaplan—
Meier HiER (ONO-4538-44/CA209649 ZXER)




9 <—v

@ [E Bk [E 5 1 /IMAH R (ON0-4538-37 iAER)
(LR IEE D 72\ ) HER2 FE1ME™ DR U FRAGE 722
17 - RO B T EE TG HE (EEOF.0
NEEEHEAEEY ET 5 cm INICHE T 5 iR
FE) R 724 Bl (HAR NG 395 Bl & Gide, ASK
HBRVE” BE 362 fil, 7T B A H{LRIE” B
362 1) ZXRIRIC, TR HEFEIEEZ R E L
T, BAIHACFREDO A R OB 2 fEt L
7. EFEEMEEE O—>Th D PFS (Pl [95%
EEXE]) 1 ARAI+H P EERE T 10.45 (8. 44
~14. 7511 A 7 7 AR HLFEIERE T 8. 34[6. 97
~9.40] WA TH Y AFHLFFEIL S T A+
B IC L I AEBERIEE 2 /R LT
(N — R 0.68[98. 51%E#EX[#:0. 51~0. 901,
p=0. 0007 [JE5! log—rank fiE]),

Flo, B —OOFHEEHIHEE TH D 0S (FHfE
[9S%IERXIAT]) 13, AHI+H{LFRERET 17. 45
[15.67~20.83] W H., 7Z7&4H H{LFEEERT

17.15 [15.18~19.65] # H TH V. AHIH{LFHE

BEIL 7 7 v AR HEEEIC LRI B R

EEZ RS20 O — RIE 0. 90 [95%(5 fE X

]:0.75~1.08]. p=0. 257 [JE%I log—rank #i7E]),

*1 : HER2 Y EARBEUTARBE D BE I ZI & L

(@ B




7=
%2 1 A (1 5] 360mg % 3 I [ iR ChaffiifiE) X
X7 7R L LT OREREE QRERIE Y EEAT2
ER)ZHH L[ AXH Y 775118130 mg/m’
(AR mEFE) % 3 HAMEMRECREEEL, T A7
=)L e X ATV - AT T VA T AEEFH 40
mg/m’ (ARFREFE) U H 2 % £ 1000 mg/m’ (f£
K & 1 H 20, 2 HEREOEG%IC 1 EE
IR,

(4 W)

5 PFS @ Kaplan-Meier i (ONO-4538-37 #ER)

(% %)
6 0S @ Kaplan-Meier Hif (ONO-4538-37 3fk)
11 _—= [Zz4E] 58— [Z:41E]
OEB RS MRS (0N0-4538-12 #BR) [E| B[R] 55 T AHARBR  (ONO-4538-12 7A5R)
11 ~<— @ E B[R MAERER  (ONO-4538-44/CA209649 7 (@ B

)

A EFRIIAH b FIEERE 776/782 6 (99. 2%) |
{LZERERE 752/767 51 (98. 0%) (25RO B, AHK
bR E L ORREBAEE TERWAES
BUIARH PR ERE 738/782 5] (94. 4%) . b




PEEERE 679/767 f51] (88.5%) IO LT, WTh
MORETIHRIEN WA FORERIZFED EBY
ThHhol-,

£ 4 VI NOORETHIEN 5900 EDEIVEH
(ONO-4538-44/CA209649 #XER)
(F )

7o AFNHEEEEIEREIC WV THIERIESE 466 6
(59. 6%) . NTk&RERS 2 203 4] (26.0%) . infusion
reaction 111 %] (14.2%). FIRAREERERE S 96 151
(12. 3%) . FEEUHBMEAE 68 1 (8. 7%) . KIFZK -
/NS - EEFEO T 52 5] (6. 6%) . ML A
42 B (5.4%) . B O R REE 28 #i (3.6%) . B
REREE 26 61 (3.3%) . (ColEBESE 15 61 (1.9%) . &
AR AR ZEARE 13 1] (1. 7%) . FF& 741 (0.9%). F
TAREREREE 6 5] (0.8%) . FIBHEAEREE 4
(0.5%) . JHEZE 3 Bl (0.4%) . LB 2 6 (0. 3%) .
1 BOBEPRYE 1451 (0. 1%) . 529 e 1 451 (0. 1%) .
feitZz 1 6l (0.1%) M OMEFL 16 (0.1%) 235D 5
iz, T, BEIERMIEE,. R - BERR . fhJe.
AL PERRAE 28 A 2 iRiEE . BIEFR . TR
A JREFEREE . i BRE A E A A OVIEEE HY i 1358




O BN T2, ARWEAFEBRDL T PEE S (B
WHREMRE 2 51) 2ot Rerd,

13—

QEFR I E I /M AHRER  (ON0-4538-37 #kER)
HERTGIARA L FEIERE 358/359 1] (99. 7%)
7T AR AL FERIERE 357/358 il (99. 7%) 1Z3R
v, AFl, 77 AR I FEE & ORISRt
DA GE T E WA FEFERIIAA + b F IR ERE
351/359 f (97.8%) . 7 7 &R + Ak F LR
349/358 fil (97.5%) T LT, WIT I DORE
THIBEN WL FORWERIFTFERD LBV THo
77

£ 5 WIN2ORECTRIEEN 5% EDRITEA
(ONO-4538-37 3 ER)
(F 1)

72¥5 . AAIHALFEEREIC WV TR FEE 282 ()
(78.6%) . ATHEEERESE 83 {5 (23.1%) ., infusion
reaction 48 {3l (13.4%) . HUIREREEEERESE 30 #4i
(8. 4%) . BABUHRMRIE 24 1 (6.7%) . KK « /I
Woo% « BFEED T 24 5] (6. 7%) . FVEPEAGPEE 15
B (4.2%), BEEOREEEDE 14 61 (3.9%) . B
PR 9 Bl (2.5%) . EIEHERERETE 6 {5 (1. 7%) . &%

(@ B




Wk e ZEARSE 3 451 (0. 8%) . 1 AUHEIRIF 3 51 (0. 8%)

RFFZ% 2 5] (0.6%) . 7 migkEE 2 4] (0.6%) .

A4 2 1] (0.6%) . CoigfEE 2 i (0.6%) MONF

MR REREE 1 B (0.3%) @O bNi, Fio,

HUE R HEE, DI fhoe. MR - BRI BE

BT AEALVEARAE % MERE BREMRRE, fit%, JR3F
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1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5L E R
FPEZRBDARIND T T, 2O OERMNZ EICHNERBFITRMLT 5 2 L BBED
PR & 72 o TR Y RIEMBGE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHORE(LHEZXS Z L L ShTnd,

BORVERM T ESR L, KB ERASCL ST 2 7 7 A VB DO ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

L7eo> T, KA RTA4 Tl BRBEMESLZNE TILELN TV D EFIFR -
BEE RN S-S & | LT O EIR GO il 70 (5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, ARITA BT A A%, MSIATBOE N EIE G RS SR, A FEABAR
BRI R P . —MAERTE N B ARERIR NRHE S R OV At FE N B R B B2 00
b EER LT,

RGe L I HEIRS, - A VR ERE 20 mg, A U — R SEETE 100mg, 4TS
— RS 120 mg, A7 Y — RS 240 mg (— %4 - =
P~ 7 (Bl FHH#z))

REERDPEIR - BB OISR R EAT - FEHE O FHE

WG ERDRMERORE  @E . IR~ (BT Z) & LT, 11 240mg
Z 2 BRGSO 18] 480 mg % 4 3 R RIE CAGEEET 5,
i OHFEEMEIES A & O 2 581%, B A=A L ~7
Bz z) L LT, 1 8] 240 mg % 2 WML 1 (5]
360 mg % 3 i MR CRIEEET D,

B I 5B 3O /NP TERRUAAE




2. AHNORK. VERBF

F 7Y — R T 20 mg, [RLAEEE 100 mg, [FAGEETE 120 mg K& ONF] s fsiE:
240 mg (—fi%4 : =R~ 7 GEE ), LT, TARA) Lvd,) ix, /NEREES
TEMAKSLEAZ Ly 7 24 BT VAR e =AY —X A7 A7 (BMS) ) 2
BA7 L7t K PD-1 (Programmed cell death-1) (Z%}9 % & Nl 1gG4 € / 7 v —F /LHLfk
Th b,

PD-1 1%, &M L L2 38k (T A, B MR N F 2 T % 7 —T fifn) LKOVE

BRI R BT 5 CD28 7 7 X U — (T Ml OIEMHAL Z i BhHIZ IE & AUZHIE T 2% 2
T ICBRT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L, U SERICMEINES 7L R LTV o REROIEE L IRREZ
BIZFRET L CTWb, PD-1 U W RiFHURESMIBLAMNI B b O & 22 JEEHERIZ 588
LTk, BMERAMREEE) LU LB TS PD-L1 OFEBL L IEDELF
HM & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66)
F 7o B JE S CIXAREE T AN EET DA v X —T = a2 H >~ (IFN=y)
IZ& > T PD-L1 OFIANFHEEI N, BB L7 EEMARIZI T D PD-L1 ORI LIk
ALEHIR & ORI EDOFBARRN 5 & O#HE S & 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 @5 S E 728 AMiaid, PUsRFER CDS Btk T Hifa ol s
FEME AP S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
EEIGEREIE T 5 Z EDRENTND, DI L5 PD-1/PD-1 U 72 RERE&IL, 23
AR TURRR A7 T MR O OBWEFEZ BT 2HFD—2 L LTEX LT
Do

AN, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X 0, BATURFFRN e T kDI
PEAL K OV AKIIBIC %9 2 IR EiE M 2 B8589~ 5 2 & TRk e PUBEh iR &2~
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L MIfF S,
BB 2R & LTCBRRERZ R U, Ak, et R OCRAEER R ST,

ARANDVEFIHERAC IS < M O S RIS & B BHEM %23 d 5 b, TE I
EDFREMEDN & D, AARIOEGH RO GHITIT, BEHEOBERZ H0IXATV, BFE R
D BTG AITIE, BB L2 HUTIE U B 2 ik & B8 & FF o R Afl & L Col
EI7RERIZ I 21T\, B ORIERIRIC K D RWER MDD AT, IR AR L
U FI OB GO YR LE AT 5 LERD D,



3. BB
1B BIBRARE 72 BT « P38 D H 98 O AR G-I 217 - 72 T 72 BRI RER O plis 2 37,

[H2hE]

DE BRI FFH M FEFER (ONO-4538-127857)

22O LL DAL FHRIEIE 2 A5 D EEAES R S AN XU AN O TR IR R RE 72 1A T« 38
O HFE T RIE T A EE (EEOFLARIE ALY EF5emlNISALE T 5 IR
5 BEA930 (A ARNEE2260 % 5 de, AFIFEIZ0N], 7T B ARRELE3M]) 25T,
7T R ERIRE U CARKIZ molkgZ 200 ] [ b CREENE Lz & 2 0F MR O L 4
PEA MR LT, FEFHIEEE Th 2 2AEFHIM (LUF, T0S) Evvo, ) (R efi [95%
fEEIX] ) 1%, AFIFET5.26 [4.60~6.37] B H, 77 AR T414 [3.42~4.86] H A
ThO ., KFNLT 7 BRI Lt FRIICHBERIER 2R Lz (O — RE0.63 [95%
{SHEX M : 0.51~0.78] . p<0.0001 [J&%Hlog-rank &1 )

1072, —— AEIH
T JItAE

0.8 1
0.7
0.6 1

0.5 1

R

0.4 1

0.3 +

0.2

0.1 5

0.0

at risk % £HFEM(R)
 AFIE 330 275 192 141 94 56 38 19 10 5 3 0
J5€ARE 163 121 82 53 32 16 10 4 3 3 1 0

[X 1 0S @ Kaplan-Meier Bi#t (ONO-4538-12 35R)

@ E B [F H MFEFER  (ONO-4538-44/CA209649 F5R)

BB O 720 e b RN = 5028 (LLUF, THER2) &9 ,) BEMEOIRE
OIBRARRE 70 AT - RO BB XTI REF#ETE (EEoPONEEREGH LY BT
S5cmLNICALE T 2 i) A 1,58161 (A ARNBE 10961 %2 5 e, A+ bFRE2 R

4



78961, ALTEIRIEAET261) ARG, AbFIEIEE IR E LT, ARAIHEFFRIEDO AR
MR OV R Z G LTz, EEFHiSE H T & % combined positive score™ (DL, [CPS|
VD, ) =S5EMIZRT L mAEALFIIM (LUT, TPFS) & 9,) MOCPS=54EHIC
BIFHOSITONT, AHHLFRIEIILFIRIEICR LG FRICAEERIER 2R LT
(1, K2) . S5, FANTHE SN BE FIEL A BEKEOE TIZHE > THRIE
PITONTRER, BIWRGHMIIAE & SN 72CPS= 1M K NITTEMIZ BT 50SI2 oW\
b AHHEFREI I EFRIEITS LG FIICA BERIER 2R LTc (1, 3) .
*1: HER2 HE A REUTIARNE O BHE | K OEIEIIES O H.003% 5 O B8 bIHANATEEE L,
*2 0 LT O(LFHE (RIS EMINER) 25 L (O %9 77 18 130 mgim? (k%
HFE) % 3 MM CARMEEL, B2 % 1000 mg/m? ((AFiEFE) 4 1 0 2[E, 2 HER
A%5%1C LERAEE, UI@A XYY 75 F 2 1A 85mg/m? (EFHE) . AU F— Ly
7 2 1[H 400mg/im? (RLEFE) MO 74 m 7 F )b 1[E 400 mg/m? (R HEAE) 4 2 38 b
THRFEFEL, 7041w Z 20 2400 mg/im? (KREFE) % 2 BT TEIRNEHER 5-%12 12
ARIARSE] | ARFI-HLEFRERECIE, ARF (O1 1] 360 mg % 3 3 I X 1X@1 [7] 240 mg % 2
FIRIRR CRiFRE) 2 2n2h EiROXT@ bk L A Lz,
*3 : JEEHHAR I D PD-L1 A8 Lok (EEMa, ~ 27 a7y —I RO U NEk) &g
FfagChR L. 100 % 3 U 7= fiH,

# 1 HLMERE (ONO-4538-44/CA209649 3RER)

R fiE
BEEM 1BIERE Bk [95%(E XA ] AP — R
(1 A)
AA+ 7.69
[ 473 N 0.68
PFS™ CPS=5 L FIRIsRE [7'036 059'17] [98%(= FHIX[H]
{LZERRIERE 482 [5.55~6.90] 0.56~0.81]
AA+ 14.39
e 473 - 0.71
cpszs  [LFHRILEE HBII623T rog avafmimicn
{LZERRIERE 482 [10.02~12.09] 0.59~0.86]
A+ 13.96
N 641 - 0.77
052 CPS=1 (e heine [12'5151 3;4'98] [99.3%f=HEIX ] :
(LRI 655 [10.64~1225) 0.64~092]
AA+ 13.83
[N 789 N 0.80
ITT i [12'5151 5164'55] [99.3%(Z#E X 1] :
L RRIERE 792 [10.87~12.48] 0.68~0.94]

*1 o EEMTEEO T — X |

*2 : RERATRE DT — % | *3 ¢ R Cox Bl — RET L
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0.61
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Probability of Progression Free Survival

)= gy = ]
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0.11

0.01
| B R L N | T T T 1 1 T

0 3 6 9 12 15 18 21 24 27 30 33 36

At risk %% HEAELEIT T S0 (A7)
KFI+bFeERE 473 384 258 181 132 89 60 39 23 10 8 1 0
b isRE 482 325 200 109 72 41 25 18 12 7 4 0 0

X 2 PFS @ Kaplan-Meier Bif#f (ONO-4538-44/CA209649 3RER) (CPS=5 &)

1.01
0.91
0.81
0.71

0.61
AF AL IRIERE

0.51

0.4

0.31

Probability of Overall Survival

0.1

0.01

0 3 6 9 12 15 18 21 24 27 30 33 36 39

At risk % MEVEAEI T2 H OWIR (H)
KEI+Heggare 789 731 621 506 420 308 226 147 100 49 34 14 2 0
b ERE 792 697 586 469 359 239 160 94 59 35 15 7 2 0

X 3 OS ™ Kaplan-Meier Hi#f (ONO-4538-44/CA209649 3XBR) (ITT £H)
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(PD-L1 ZEBUR LA DA 20 H:)

E B ILFEFE AR (ONO-4538-44/CA209649

BWER) THLIA AR BT D7 — ¥

(25 & | PD-L1 OFBURDUN AT 21T o To Ao (BRBI 2t 2 5 te) R OVZAE

PEOFREFRIZUT O LB Th o7z,

ARENHALFIIEOF ML, CPS 23 5 Afii (CPS<1 TN 1=CPS<5) DOFEFEMT
I, ALFRIE L IZIERE CTH 72 (2, K4),
723, PD-L1 ORBEURIIC L 6T, AFOZEMT v 7 7 A WViTRETH - T,

& 2 PD-L1 OFRBLRIBI DB ZIME (ONO-4538-44/CA209649 3AEk)

SR

PD-L1 R ” = Y — RS A HAEH
55 TR P LR tosetamtcn) o pin
AH+ 140 8.67
cPS<1 (LRt [6.93,9.69] 0.93
RN, 8.11 [0.69~1.26]
(b RIERE 125 [6.87. 9.82]
ARH+ 168 7.16
S 1=CPS<5 {bZFFRIERE [6.83, 8.38] 0.93 0.0257
e [7.03,9.07]
AHAl+ 473 7.69
CPS=5 TSR IERE [7.03,9.17] 0.69
- TN 6.05 [0.59~0.80]
[[#=2F=isd 482 5.5, 6.90]
AH+ 140 13.08
cPS<1 (bR IERE [9.82, 16.66] 0.92
e 12.48 [0.70~1.23]
fesptibge 125 [10.12, 13.83]
A+ 168 12.29
0S5 1<CPS<5 e =35 5 [9.63, 14.26] 0.97 0.0345
T [10.87, 13.90]
AHl+ 473 14.39
e =35 5 [13.11, 16.23] 0.70
CPS=s 11.10 [0.60~0.81]
(bR IERE 482 : : '

(10.02, 12.09]

*1 FEMHTRE DT — 2 *2  RERiTRE 0T — 2 *3 : JEERI Cox Ef Y — RET L



1.0

08 oS

i,

. %

o S o
. ARF LR

Probatabty of Cverall Survival
{=]
wm

04 s : /
0,3 /‘u“t—._:'l_‘\ N
0.2 -_\LL‘—L,_J_*
0.1 AbSFRIERE -
001 i . — . . . N . . i |
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk % WAEABIS T2 DO/ (H)

ARIE/ICHE 140 129 112 89 72 51 40 29 20 9 6 3
ICT¥ 125110 92 77 61 41 27 15 13 9 4 3

1
2

0
0

=]
o

1.0 x.‘l\%\

il
o

(ON)

o
~

=
-

N
.

o

AF L EFRIERE

<

Frobabilty of Overall Survival
o {=]
= in

=
2

1=CPS<5

oz
0.1 T e i
(LR ERE
o T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk 2 SRS 705 o1 ()

AFE/IC #E 168 157 125 99 83 56 34 22 15 7 6 2
ICHE 173 154 133 112 81 56 33 21 11 6 2 1

0
0

0
0

1.0

. CPS=5
0.8 OS
or
1]

AR+ AL ERRIERE

Probabdity of Cverall Suraval
o o
L m

Y N
03 B, »
S mn
0.2 T, T
(LR e
ki)
T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk %% IEAEZEI 2B oM ()
KHE/ICHE 473 438 377 313 261 198 149 96 65 33 22 9 1 0
IC# 482 421 350 271 211 138 98 56 34 19 8 2 0 O

Frabability of Progressicn Frae Sureival Frobability of Progression Free Survival

Frabahility of Progression Free Sureival

1.0
s M"’;l CPs<1
&,

0.8 L PFS
oy ﬁ
05 :"’!E_
05 x':\L
0.4 \_K
03 h
0.z
! 2375 S
I:l.ljl T T T T T T T T T T T T

0O 3 6 9 12 15 18 21 24 27 30 33 3

HEAEABIN T D OWIR (A)

140 110 72 49 29 22 11 5 4 2 1 0 0

125 82 53 32 20 11 6 6 5 4 2 1 0
1.0 f&

<
05| b
0.8 }b\'{, PFS
4

o
N

=
m

a
in

[
-

B
[

o
b

a

fLpsmisne R — -

0. (R
0 3 6 9 12 15 18 21 24 27 30 33 36
EAERBIS T o 0WR ()
168 138 93 53 35 24 11 7 4 3 2 0 0
173 127 91 58 27 12 6 3 1 1 0 0 0
1.04=
>
oo CPS=5
o PFS
o7
a8
s o, > N
, AHN AL WA
0.4 T
0z S A /
0.z o "
- @#--11’_‘_'—-"41 .r-']
1 {K?Lﬁ?ﬁﬁ T T | e e e
0.0

— T
0 3 6 9 12 15 18 21 24 27 30 33 36
AR BT 2o OHIR (H)

473 384 258 181 132 89 60 39 23 10 8 1 0

482 325 200 109 72 41 25 18 12 7 4 0 O

X 4 PD-L1 DFEBIRIEID OS X PFS @ Kaplan-Meier Hif (ONO-4538-
44/CA209649 3R 5%)

(0S (&%) : kX cPS<1, HHRX 1=CPS<5, TX CPS=5)
(PFS (F%1) : EX CPS<1, HHR[K 1=CPS<5, T CPS=5)



QEBEILFZE /MAHER (ONO-4538-37 #lR)

{LZFHFRERE D 720y HER2 [ OV EIRABE 21T - FRR 0O B ST Bl H 65
i (EBOFRLAREEEAMEIY BT 5 om DINICAE T D) B 724 61 (AR
NI 395 il 2 Gte, AFIHLFHRE2RE 362 6], 77 2R HLFBRIE2 R 362 4]) %
KR, 7T B AR HEFEIE A IR E LT ARF AL FRE O F WE & O M 2 fst
L7z, FEFHEHEE O—>ToH 5 PFS (P RAE [95%EIXHD) 13, AH+ b hisrt
T 1045 [8.44~14.75] B H . 77 BRHLFIRIERET 8.34 [6.97~9.40] WA THY
AFNHALFFIENL T T B R HEFERIECS UG RIICE B REE 2 /R LT (NP — R
Lt 0.68 [98.51% F#EX ] : 0.51~0.90], p=0.0007 [J&%HI log-rank FRE]),

Fio, O OOEEFIEE THDH 0S (FHRfE [95%EFEXM]) X, ARAI+H{LF
FRIERET 17.45 [15.67~20.83] A, 77 &R HLFEIERET 17.15 [15.18~19.65] 7
HToHY | BAIHEFFEL T T R HEFEEITS LG FRICA BRIER & S 78
Motz (ONF— FH 090 [95%E#EX M : 0.75~1.08]. p=0.257 [J&H log-rank #7E]),

*1 1 HER2 HE R RESUTARME O BE TG4 & LT,

*2 : AF| (1[5 360mg % 3 AMIHINE CATRE) U7 TERE . LR/ (RS Eifi
R AOPA L7 [A%9 U 75 F 0 106 130 mgm? (REFEHD % 3 18 H I AR §E L
FHT = XRXAT N AT TN H Y T LEEH 40 mg/m? (RRERE) I~ % £ 1000
mg/im? (KRS % 1 H 2[[, 2 BRI D54 LRBEE |

1.0 4
B - —o EH AR FYTSFRY
S-1RIFHRIEEBrAR
0.8 -
-o-T5uR [ AFYYISFURY
0.7 - S-1RFHRIEEVGHRE
% oo .
j 08
& y
4 05 - ) ' -
7z = A
* 5 - %
03 - g
g2 ¢ .- e
o ¢
0.0 ‘ ,
0 3 6 9 12 15 18
at risk# G ELFHRA)
i ;_,*;:;;zg_gg:;;g 362 274 168 %4 46 13 0
i L e g T 259 160 80 30 5 0

X 5 PFS @ Kaplan-Meier BEift (ONO-4538-37 35%)
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1.0 4
0.9
—A— &Rl A EHYTSFURY
08 SHIRIFHRIRE L HrAH
07 -G- ISR AFHIISFUORY
S-IRBARSAE L HAN
4 06
04
03 A
0.2
0.1
0.0 T T - -
0 3 6 9 12 15 18 21 4 27 30 33
£FAEA)
at risk#
IMASIIIITLBU 360 346 318 269 232 193 169 150 102 58 23 2
IERASITIIAG agp 342 301 250 219 492 A6r @ 97 4B 16 5

X 6 OS ® Kaplan-Meier it (ONO-4538-37 3AR)
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[Z241%]

OENFEIMAERE (ONO-4538-12 75x)

B E R G IAKIRE 300/330 ] (90.9%) . 7Tt AREE 135/161 14 (83.9%) 12D S,
1RBRIE & DR RBIURNEE TE WA FEFRITAHIEE 141/330 # (42.7%) . 77 &R
¥ 43/161 B (26.7%) IZRE® ATz, W ORETIHILRD 5%LL EORIERIE T #
DEBYTHoT,

F3 WTNOHOBETRIEEN 5% EDEWER (ONO-4538-12 3AER)
B (%)

CHEN PN |

B Mﬂﬁ 7“5@;:3#
330 1 161 141
(MedDRA/] ver.19.0) 4 Grade  Grade 3-4 Grade 5 4> Grade  Grade 3-4 Grade 5

EIEA 141 (42.7) 34 (10.3) 4 (1.2) 43 (26.7) 7 (4.3) 2 (1.2)
B lEE

T 23 (7.0) 2 (0.6) 0 3 (1.9 0 0
—i% - EHEER L ORI ORE

%55 18 (5.5) 2 (0.6) 0 9 (5.6) 2 (1.2) 0
FERE 3 J OV TRk R

) FEE 30 (9.1) 0 0 9 (5.6) 0 0

W95 19 (5.8) 0 0 5 (3.1) 0 0

2B  ARHIREC B TRVEMERR B 7 61 (2.1%)  BESUH BARIE / 2 A/ F—9 1] (2.7%) |
KIG% « EHEED THI 461 (1.2%) . 1 BIBERIA 3 451 (0.9%) | ITH&RERE 18 5l (5.5%) |
% 1651 (0.3%) | HURARERERETE 13 5] (3.9%) . #ifkfEE 10 ] (3.0%) . BEHnEk=
E 14 (0.3%) . THEMAERERE 1 61 (0.3%) | FRRIMRIERRAE 1 61 (0.3%) & O infusion
reaction 1 5 (0.3%) M7 biLiz, £7o, BEIEMMEIE, DK, sk, Ml
PBUDVESRBES , R PRE, BEEOREREE ., MK - B, BERKLK DS E D FERITR
Lo To, REWEHREBLRDUIEEFES (MIRMEERT 2 51) &+ OEFER
AT,

@EFELF AR RBR  (ONO-4538-44/CA209649 7kbR)

A EFGITIARAN L FIIERE 776782 5] (99.2%) . {b7FHEIERE 752/767 5 (98.0%)
(2588 B AL, AR LFHE & OREBERNEE TE WA FEERIIAA H b7k
T 738/782 5] (94.4%) . LFIRIERE 679/767 1] (88.5%) TR HLT-, WDt
THELFEN 5%LL EORWERIZTTERDO LB ThoTo,
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F4 DTN ORETHRERN 5% EORITER (ON0-4538-44/CA209649 FA5R)

ARE ISR
FEATE
(MedDRA/J ver. 23.0)

%k (%)

KA HLARIERE

782151

LSRR
7671

4Grade Grade 3-4 Grade 5

4>Grade Grade 3-4 Grade5

A BIVEH 738 (94.4) 462 (59.1) 4( 0.5) 679 (88.5) 341 (44.5) 0
B W

LD 323(41.3) 20( 2.6) 0 292(38.1) 19( 25) 0
T 253 (32.4) 35( 4.5) 0 206 (26.9) 24 ( 3.1) 0
Mg - 195 (24.9) 17( 2.2) 0 166 (21.6) 24 ( 3.1) 0
BRI 73( 93) 2( 0.3) 0 61 ( 8.0) 0 0
SISDS 57( 7.3) 7( 0.9) 0 47( 6.1) 1( 0.1) 0
PR R E

KR = 22— /T 221(28.3) 31( 4.0) 0 190 (24.8) 22( 2.9) 0
AR = 2 — 1 F— 137 (175) 16 ( 2.0) 0 119 (155) 14( 1.8) 0
SRR 59( 75) 2( 0.3) 0 61( 80) 1( 01) 0
RN 42 ( 5.4) 0 0 38( 5.0) 0 0
GIEERA 40( 51) 2( 0.3) 0 17( 22) 1( 0.1) 0
B AR AR AT

Bt v ER AR A 158 (20.2) 83 (10.6) 0 118 (15.4) 67 ( 8.7) 0
1R A 156 (19.9) 20 ( 2.6) 0 115(15.0) 19( 2.5) 0
TARGRUEET I ) T A 75 122(156) 12( 15) 0 69( 9.0) 5( 0.7) 0
—EHhn

I 1 BRE R 112 (14.3) 23( 2.9) 0 77 (10.0) 13( 1.7) 0
To5=LTI) NI AT 25— 89(11.4) 6( 0.8) 0 50( 6.5) 5( 0.7) 0
n

U —BHEN 89 (11.4) 45( 5.8) 0 34( 44) 16( 21) 0
735 —EHm 71( 9.1) 21( 2.7) 0 22( 29) 2( 03) 0
M7 AU RR7 7 &2 —EHiN 52( 6.6) 5( 0.6) 0 34( 44) 2( 03) 0
A e U e s 48( 6.1) 4( 05) 0 32( 42) 2( 03) 0
IR E D 45( 58) 2( 0.3) 0 33( 43) 1( 01) 0
MR LY o REE

21 203 (26.0) 47 ( 6.0) 0 171(22.3) 21( 2.7) 0
i ER R 191 (24.4) 118 (15.1) 0 181 (23.6) 93(12.1) 0
/N IRD iE 157 (20.1) 19( 2.4) 0 145(18.9) 13( 1.7) 0
BRI E 63( 81) 5( 06) 0 55( 7.2) 11( 14) 0
—f% - EEEER X OG0 RRE

g 202 (25.8) 30 ( 3.8) 0 173 (22.6) 17( 22) 0
407 9E 73( 93) 7( 0.9) 0 81(10.6) 10( 1.3) 0
Fe N 64( 82) 4( 0.5) 0 22( 29) 1( 0.1) 0
FEIBE D JEAE 62( 7.9) 6( 038) 0 45( 5.9) 5( 0.7) 0
BT 42( 54) 2( 03) 0 36 ( 4.7) 0 0
FEIE R X OV TR

T - RJERIRA AR RREERE 94 (12.0) 11( 1.4 0 81(10.6) 6( 0.8) 0
W5 74( 9.5) 7( 0.9) 0 12( 1.6) 0
Z 9 FESE 54( 69) 1( 0.1) 8( 10)
R L OvesEhEE

BRRDE 157 (20.1) 14( 1.8) 0 139 (18.1) 13( 1.7) 0

12



Bi% (%)

ke AHI {CEHUTE {FHILRE
- 782131 76741

(MedDRA/J ver. 23.0)
4>Grade Grade3-4 Grade5 4:Grade Grade3-4 Grade5

Rl A s

FOPR BRFS REA T E 70 ( 9.0 0 0 2( 03) 0 0
BE, PERB X OWES IHE

HEAITPE S RS 66 ( 84) 11( 1.4) 0 30( 3.9) 5( 0.7) 0
G fs R E

I HBUE 48 ( 6.1) 4( 0.5) 0 10( 13) 2( 03) 0

7235  ARH AL F AR B\ THRR B 466 141 (59.6%) | T HERERE S 203 141 (26.0%) |
infusion reaction 111 1l (14.2%) . FURIREEGERET 96 61 (12.3%) . HEUTHALAEIE 68 i
(8.7%) . KM%k - /MG - HED T 52 5] (6.6%) | MIEMEMIZEE 42 61 (5.4%) |
HEOREEE 28 i (3.6%) . BHERelEE 26 1] (3.3%) . (LB 15 #1 (1.9%) .
FRAR AR ZEARE 13 61 (1.7%) . 28 761 (0.9%) . FE(AHHEREE 6 41 (0.8%) | Fl
AFSAEREE 4 B (0.5%) . M2 3 6 (0.4%) . LB 2 B (0.3%) . 1 BUHEGRSS 1 B
(0.1%) . SEHIEL 16 (0.1%) . FEEZE 161 (0.1%) M OVEFL 161 (0.1%) 2D 5
iz, E£io, EEMHEGE, WK - BRI, fhzk, mERE %, BB KRS, Bl
FENTR . TPARA, AREFEREE . MBRERIEMRE R ONEE; HH IRE O S o 7o, RENE
MZBURDUIBIHEFS: (BARRAEERE 2 5T) 2B 0EHERE =T,

@ E B[ /M AERER  (ONO-4538-37 #klER)
B ERHGIIAK| LR EERE 358/359 5l (99.7%) . 7T &R b RRIERE 357/358
(99.7%) IZRBD HAL, AF, 77 BRI FFLE L ORRBEBNEE T RWEE
FRITIARA + b7 REEE 351/359 1 (97.8%) . 7° 7 & A + b iE#E 349/358 151 (97.5%)
RO BTz, WTNDORE TR 5% EORITERIZT FRO LBV THoT-,
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#£5 WTNOLOBETRIARY 5% EDOEWER (ONO-4538-37 AER)

s B (%)
it AF LR 75 &R LR
%ﬁ; "SDR Al ver.22.1) 351 {3 349
¢ ver.e<. 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

A RIVEH 351(97.8) 205(57.1) 3( 0.8) 349(97.5) 174(486) 2( 0.6)
TR E

RRYMRE = 2 — 1 3F 201(56.0) 14( 3.9) 0 189 (52.8) 8( 22) 0
TR AR 4 57 (15.9) 0 0 52 (14.5) 0 0
KM= 22— 8T — 51(142)  3( 0.8) 0 47(13.1)  10( 2.8) 0
Sl 24( 67)  6( 1.7) 0 12( 34 2( 0.6 0
H kS

B 181(504) 10( 2.8) 0 180 (50.3) 12( 3.4) 0
THi 125(34.8) 16( 4.5) 0 110(30.7) 14( 3.9) 0
i I 72(20.1)  5( 1.4) 0 66(184) 3( 0.8) 0
A% 64(17.8)  6( 1.7) 0 46(12.8) 4( LD 0
55K 44 (12.3) 1( 03) 0 26( 7.3) 0 0
HE 975 19( 5.3) 0 0 17( 47) 1( 03) 0
R AR AR A

IR ER KR 157 (43.7)  71(19.8) 0 134 (374) 57(15.9) 0
RN T e % 144 (40.1) 34 ( 9.5) 0 157(43.9) 33( 9.2) 0
P i kARt 77(21.4)  10( 2.8) 0 60(168) 9( 2.5) 0
FTANRSEUEET I~ 54(15.0) 4( L1) 0 44(12.3)  2( 0.6) 0
FURAT =T —BEM

FTI=UTI)RTUA 41(114)  2( 0.6) 0 36(10.1)  6( 1.7) 0
7 =7 —E

M e UL e R 34( 95  6( 1.7) 0 22( 61) 2( 0.6) 0
R E R 22( 6.1) 0 0 19( 5.3) 0 0
y—ZNABINETA 21( 58)  6( L7) 0 9( 25) 5( 14) 0
7 = 7 —E
Rtk KOs E

BRI 187 (52.1)  29( 8.1) 0 196 (54.7) 23 ( 6.4) 0
—i% - 2EFEER X ORGSR OIRRE

7 72(20.1)  5( 1.4) 0 72(20.1)  2( 0.6) 0
ysNR 59 (16.4) 0 0 62 (17.3) 1( 03) 0
FH 32( 89) 2( 0.6) 0 14( 39 1( 03) 0
1 S5 27( 75 4( LD 0 26( 73)  5( 14 0
F2 &R KO TRk R E

FE . RERFMEARE 53(148)  5( 14) 0 48(13.4)  4( LD 0
JE R

Fei5 45(125)  2( 0.6) 0 14( 3.9) 0 0
5 PENE 42 (11.7) 0 0 14( 3.9) 0 0
F 0, 35 20( 5.6) 0 0 21( 5.9) 0 0
L5 14( 39 3( 0.38) 0 5( 1.4) 0 0
B REE 13( 3.6) 0 0 7( 2.0) 0 0
MiEFR LY o REEE

2 68(18.9) 27( 17.5) 0 66(184) 19( 5.3) 0
MR A i 23( 64) 8( 22) 0 16( 45 4( 1D 0
I R kA i 19( 53)  8( 22) 0 200 56)  9( 23 0
Mg, MaEnds X OMiElmrE S

Lo b 200 5.6) 1( 03) 0 10( 2.8) 0 0
=g

k=24 23( 6.4) 0 0 16 ( 4.5) 0 0
oo AR 5

14



Bi%k (%)

ax BRI IR

- ARHN AL E T 7T R LSRR

A 351 f4l 349 4l

(Med D_RA/J ver.22.1) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

FOIR BRFE REAS TE 24 67) 1( 03) 0 7( 2.0) 0 0
BE, hEB L OWES HE

TEAZAE S RS 32( 89) 5( 14) 0 16( 45 2( 0.6) 0
AR pris

PRIEHE N 13( 3.6) 0 0 15( 4.2) 0 0
JHREIE SR B 2

FF R e S 10( 2.8 1( 03) 0 14( 39 1( 03) 0
T R E

I BUE 14( 39 3( 08) 0 9( 2.5) 1( 03) 0

7238  ARH AL AR B\ TR RE S 282 51 (78.6%) | JHFBERERE 5 83 151 (23.1%) |
infusion reaction 48 5| (13.4%) . HWRARFEREREES 30 ] (8.4%) . BEUTRELARIE 24
(6.7%) . K%k - /N2 - EEDO THI 24 1 (6.7%) . FVEMEAIZE 15 61 (4.2%) |
FEEOREREE 14 6] (3.9%) | BHREREE 96 (2.5%) | BT 6 61 (1.7%) |
FRR M AR ZEARAE 3 451 (0.8%) . 1 AUHEIRYHE 361 (0.8%) . T4 2451 (0.6%) . EFE7/2 ML
R 2 1 (0.6%) . AFAR4 2 5l (0.6%) . LMl 2 5] (0.6%) MOV EERBERERRE
141 (0.3%) 2F bz, Fio, BIEMEIIE, Ok, k. MK - filEK, BIE
IFde, WEALPERRAE 2%, MERERIEBRE, RikZ. AREFEkEs. Mg, B, BREOS
EIRERITFBD bR oo, ABIEHFEBURDUIBESS (BIRRAMER &5 T)

EEDERRERE T,
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[ - HiE]

AR OREMEYBETT L ZFA LY 2 2 b— a3 02k 0, AKI 3 mgkg (K
H) XX 240 mg % 2 WG TS LIBROARR O Mg iR EN S Sz, ZOf
R AHI 240 mg K G LTZBROREEEIL. AH) 3 mgkg 45 LIZBROBREE & & i
LTREZRT ETHENTZb DD, ARNBFICBO CARER RIS TV D H
- & (10mgkg % 2 B CRE) CAKIZ G UIzBEOugE & & ik L CEfE
oy LRSI (FR) AT BEOBEICE T 27 — #2125 E | A4 3 mg/kg
(REE) 0T 240 mg % 2 HFFIFE CHG- L 72 BROARRF OBREE & & Ao 3 etk b
ORI & T D IRE ST T APER S, Y% BSOSV TREIT DAL AE R,
ERROME - HEOR TAEIMER ORI 2R IT Vv E PRI,

£ 6 FADEYBRE T 2 —F

M - R Cmax Chmind14 Cavgdl4 Comax,ss Cmin,ss Cavg,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke Q2W (352 7608) (10-;?54-5) (17-21‘,"333.9) (75}){3171) (27.612,'107) (42.717,'?27)
20 me Q2W <51ZEZO3) (15§f§;fﬂ (25i?i78) (10&?254) (41iZ?58) (62i??87)
0meke QW | (147310) | (519.792) | (00 114) | (331 5 | (8913 | (37380

Ll (5%, 95%45) . Q2W = 2 RIRE. Cunax @ FIEIHR 515 O e S MLVE FTIREE, Cminais @ FIEHE 51414
H BB 2 BEMIEPIRE . Cavgas : FIEFRE%14H B £ TOFHMIEHIRE . Crnuxss : EFIREBIZE
;éi%%‘ml?%w%fﬁ\ Cinss : ETRIBIZI T D BARMIF TR, Cavess 1 EFRIREBICIS T D FH MLIEH
Fo AR OREREYFNEET VAR L2 I 2 b—3 3 280 | AFH 480 mg
Z 4 A IR RE T8 5 XUIBERGE O L - &S TR G- L7 BE O AH o My H i FE 23 e
INTo, ZORER. AH 480 mg & 4 EEIHMRE CHRE LB o EFIREBIC K T 5 Fim
THEHIRE (LT, [Cagss) &9, ) 1&, AHAl 240 mg % 2 IR THR G L72BED Cagss
LT TS (F&R) . £72. KK 480 mg z 4 B TR LIZEREOE
FOAREEICBI D emmiETIRE (LLF. [Craxss) EVVD. ) 1, AKI 240 mg % 2 i#
R CTH G LTZBRD Craxss & L CTREZ T & FHISNTZHb DD, AARNEEIZE
WTEREPHER SN TWD YL - & (10mg/kg % 2 @R C&RE) CTAAIZ &S
L7oBRD Craxss & BB L CTIRMEZ R T & THIS e (FR) . IR T, #EOwREICE
57T —ZIZHAS X, AAKI3mglkg (RE) F7213 240mg % 2 B, 7 L < TAA)
480 mg % 4 M RINE TG L2 EROARA| ORER & & A M AT & o B 4 R
T HURER ST T VR S, YZBEICHOWTRFIDM T fE R, Eigo Ak -
HAEOM THIMER VLZEMEICHfER 2R T v & PRIz,
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RT1 AROEYBE T A —F

v - Conax Chmind2s Caved2s Comax,ss Cmin,ss Cavg,ss
(pg/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
3 meke Q2W (35-5; '760-8) (16-25?20-3) (21.321 23.9) (75.&3171) (27.612,'}07) (42.717,'?27)
240 me Q2W (51-712’203) (23-?539-0) <30.§670.9> (105354) (41?57,'%1358) (62.11(,)91 87)
80 me QW (103307) (15.25?17.4) (37.?):,‘.;)4.8) (14?,1 g36) (27.751,'?37) (62.11(,)91 87)
0mekg QW | (1450 | (565 1320 | (on s | 20,95 | (4303 | (36370

R (5%, 95%45) . Q2W : 2 JEEIfEIFR. Q4W : 4 IR, Crmax : FIEIFE 552 D B & MLIE FIREE . Crmindzs
%ﬂ@&’q—‘?& 28 El E Kjb‘ﬁéfﬂﬁfﬁl?%‘:fﬂ/&%};f\ CavgdZR N
TEHIRRBIZ IS B e I IR EE . Cumings 1 € FIRBEIZI T B IR IMIE IR L, Cavess 1 EFIRBEIZI T 5

Y1l 175 T e
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4. HERIZOWT

IS U A 7 EEEHE (RMP) (ZHED & | AH D EFE 2 RV BIE B~ i) 1 4T
N HHER TH > T, AR OEEN#EE) 72 BE Z2W - FE L, AFIO#EGICL Y BHE
7REWER 2B LTRSS 5 2 & DB R 7o D LLF OO~@DF T A& 72 7 i
RIZBWTHEHT 22 TH D,

O MEFRITHOWVT

D1 Fid (1) ~ (5) OVWTIIHEY T IMEHTHD Z &,

(1) JEAEFBREDEET 503 A BHEEEILS RS ERE RS AR EE L SRR,
I A3 A2 B EEIL AR T, MBS ARSI R &)

(2) FEEHEREIPL

(3) HBENTEAEDFEE T 20 AT (03 AR EEIE ERibT, 23 A RS
W 1REBE, 2 AR e &)

(4) A RALFRIEE A RRE U, AR AFRIEINGE 1 SIS SRALRIEINE 2 O fiisk HL e
AR DR AT > TV D fiex

(5) PR A AL 7 B BN OO fit 5% FE LR D i HY 21T © T B Jiiak

O-2  HEEOALIRIE K ORIERFEBLRF O RFISI+53 70 50k & BB 2 RO EAT (FR D
WFHLNNTRE N T D ERN) 23, Ui R OAANET IO BEMLE & L TRES N
TWnWsZ &,

*

o [EAIRFFESE 2 FOMMINHEZE T L72RIZ 5 L LR A RO ERIRIHE 2
ToTWHZ &, 56, 28U LT WARYREL L LEERRIESZOIHME %2
ToTWHZ &,

o [ERIRFFEASE 2 FEOWBPIHHE ZET LI2&IZ. W bam OB ASMIREZ ET 5
FLLEDOHLBARFZOBEREZIT>TND Z &,

o [ERNEFFEUSH% 2 FOYHNHEZIE T L7-&IC 4 FLLEDOKKEREZAG LT\ D
Z &, OB 3FELLEIE., HIbESE O D A SRYPRTE & G e E LA T O R IRAHE &
IToTCWVWBHZ L,

@ BNOEEREREBOEHICONT

S S B T 2 B SEOE S . U D OB D . N - 2
SMEEIRA N OB OERTES T XT3 5 HHUREL, A B HE DR LB a OHE
ST ERHRNATON B RS TVS T L,
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® BUER~DORIGICDONT
®-1 fEs B4 % B

BV PERTR B O B R BIE AT L72BRIC, 24 FERIEIERIRHI O T, 2%k X
(TE R I N T B L2 AERICIS U CABREEL L O CT O FIER ORI &
FILREOFRERIY B D, EHICHISATRER AR A > T2 Z &,

@-2 ERWFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O Re 2 A 2 BIRIERE D EE =2 Y v 7
EEDIEROA Y ) == T ZATOWERE L FwE A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAFNZOWT, DABE L ZDOFEEIZHHIZAm ST
WnHZ &,

@-3 BHEADZWr-ox S IZE LT

BIVEA (MEMEMEEIIN 2 EEAEDRE, Odk. Tk, BT RARE ., KX,
NS, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHERERES . JFK. bR
K. FAIRIAEEERE S . T RMAMEREREE, mhiklEE, BEE, RIEEE, Wk, BEEOKL
JERRE, FFRIMARZEFRIE, infusion reaction, HEFE7c Mgk, MERERIEMERE, Fik%.
Bede. WEEDRPEROG ., IR M, ClEEES (D EME) - 2RI - DS MEEIMGHES) |
IREFEREE, IS ML, BEALE) 1Sk LT, YikhEak U R O BF P2 AT 5
R & HEE L (BIERORZKCH NI L THREM O EEZ TN &M H D =
&)L EBICET) R MLED TE HIEH B> TWD Z &,

i
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5. B#EXRL D BE
(B 2hiEIc B 2 H1E]
O TROBHFIZBWTABOFENEDSRIEEN TN 5D,
o 2 OU EOLIERIERED & 2 IR VISR AR 2R T - R AR ORFIHMmE

5)
o AETEPRIERE D 72\ HER2 [2PE ORI YIFRARE /AT - 38 BREE ((L0RET
& OHFHE)

*2 (1) AXRFVTITFROCIRZE (i) AFFVTITF R F—b sy
LROTINFRT TN, X (i) AFY IV TIFUoRBTHT =« FAT UL - T
PR EN TRy

C)I%Aﬂﬁmmﬁ%(mw&mmmmm%wﬁ%)&Ul%Aﬂ%mmmﬁ%
(ONO-4538-377kfR) 1TFHW\ T, i ((BFRIEXIT T 7 B R HEFRE) &
LT, $ﬂ+m%%&@ﬁ%$ﬁrénfwéottb\ﬁﬂ@tﬁﬁ_;bﬁ
EREDORBFENE L R DA BB S (pll~152H) | £7-, PD-LIFEILRIL
(CPS) 12XV ARKID LRGN EN IR DN RIEI N TND (p7~85H) , R
HE LT, b & E 2. PD-LIREBLE"A35% AT (CPS5ATM) Th b 2 & D3R

SNTZEEIZBOTE, EFRIEREMIC L DRI OVTHBET 5,
* AFNOBWER L L, K584 : PD-L1IHC 28-8 pharmDX [# =1 2NEZE ST\ 5,

@ TREICEZ M T 2 BE KT D AF OB G K OMEHFIEIC OV TR, RAIOF M
DL SN THE LT, RAOEEGEXIR LR DI,
o —RIBRM O TIRIBIR T TR W B ISR B A o B 5
*  HER2 G0 B 1Tk D b7k & oS
o OTABIOHIMEN RSN TOIRMEOHUEMEIEEA] & OOF &5
o INEMBNEIE L LTS

[z B 4 % FH]

O TRIZEYTLIRFICZOVWTUIARFOERENEEZE SN TNWDLZ b, &5 E21T
Dlrnz by
o KHIDBHTIHKT LI BEUE OB ERE D & 5 B3

@ IBRFEATOFHBICE O T FRRICEY T2 BEFIC OV UL, AFI O G ITHESRE S e
N, MOTEFRIUL N 22 WIGEICIRY | HEICAKZENT 2L 2ZBETE D,
. %E@Mﬁ%@A%Xi%ﬁ@%é$%
o JRER i AR A CRVE R 258 0 D B K ONE B 0 Sl i i 2 <0 i e it 2%
%@%K*E@Zkﬂ#%hé%ﬁ
o HOMEEBOEOE UTEMEARF L <IXFERMEO B iR B OB EREO
»oRE
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o JRESEAEIE (EMERRBAIREZ GTe) ObDHEE
o FEEOBY I EE AT HEE
e ECOG Performance Status 3-4 " 0 3

(ED  ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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6. BEZELTHEETREFIH

I SRR 2, & AR B3 DR 2 ERFE 1T KD & ARH O FrE K OVl (Ef#
RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B XX Z OFEICHINE L OER %2+ L, RE 215
ThoEETHZ L,

KA e AL E OG- O RS Z W 2356 PD-L1 BELR LR T 52 &
W E LAY, PD-L1 BELRDFER T E 2 WIGAE I, KAl & bFiE L PO
W 2w L ETRET D 2L,

FERBIERO~RT A MZONT

@

@

MEMEREBEN S bbb Z ERXH LD T, KFNOEGIZHT-> T, BKRIE
W (PRI RIS, ik, FEEVE) OffEsE M O X & o Fhess, Bleiz+5
ZATH 2 &, £, MBS CTHES CT, MiE~— I —FDMm&x FEhd 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARFI 3 22kt D T 5 U
f&AT > 72 LTt 2 Z &, £72.2 [ H LABE O A 5-FFIZ infusion reaction
DHHLOLNDZEHHLHDT, KFIEEGH K OARA G T #IT A Z v A
CERRET %, BEORBEL 2B T 52 L, 70F, infusion reaction &
FHLLICGA IR, R TOBELOERD ERIZEIE T 2 £ CHE - 08l
T5HZ &,

FORIBEREIRE . T ERAERERET R ORIBREENRH b b Z & 03H 5D T,
AFN D ¥ 5B hERT M O G- B I3 E IR NIk rE iR A (TSH. 1028 T3,
FERE T4, ACTH, M=oY —VEORIE) #FEhET 52 &,
AFNOEGAZ X0 | WEDOREEISIZER T 5 & B 2 b Dk R R IER R
DHLLNDZERND D, BENRDOOLNLLEAEITIE, B LEFRIIS LT
B 72 ek & R 2 e R Ail & i U Cli bl e BRI W 21TV IR D
FOGIZ X 2 BWER 2N g0 23551 2iE, AFIORFES T I, & ORIE BUE A
NWEVRIOBRGEEZZBETHZ L, 2k, BIBEREFRLVEYOELIZ X0 EIE
A OUEERFRD BV WIGEITIE, BB RE AV LISt o Sz il Fl o8 in
HLEET D,

PR T %, OB S8 AR L T LEWERDBELT L2 Enb 57129,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE IR (BIE | BUBEIR S 2 2 de) b bbdv, BERPIMES F 7o R— X
ICEBDZENHLHDOT, Alg, HEl, EHFEOREROBHRCMAEED L2
SEET DL, 1V BERBN DN -G ICITEGEZ R L, AR )
FOFGFEDHE) R EZITH Z &,

BIEATIE, P4, ITHEREREE . TR, B{LMRE RPN H LoD Z &R dH D
DT, EHWIIITERERE LTV, BEOREEZ H3ICBET52 &,
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® AFNOEEKRBRIZIHBNT, BERENOH 1 FEMIT 6 B I L. TnlEE, 12
W Z S CH MDA 24T > TWe 2 & 25 B 12, ARG I EHIrIC mig
A TROMERETTH 2 &
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EEERHEEST A RFA v
=R~ 7 (BinFr#Z)

(BR7E4 « A7V —AREFE 20 mg, 7P —RRHFEHE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EE 240 mg)

~ BRI~

S22 A8 (FFf34 11 AKED)
JBAFEE



ER/N

1. 1IZU I P2
2. AANOFE. (FRET P3
3. ERIRRE P4
4, FERIZOWNT P10
5. H&EGXREMDEE P12
6. WHIZEEL THETNEHH P13



1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5L E R
FPEZRBDARIND T T, 2O OERMNZ EICHNERBFITRMLT 5 2 L BBED
PR & 72 o TR Y RIEMBGE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHORE(LHEZXS Z L L ShTnd,

BORVERAMFERR L, KEIERASCL 2T 0 7 7 A VDBBEEOEIRSL & D IR
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

L7eRoT, KA T A4 Tid, BABERELZNE TICHELN TV EFITH -
BEE RN S-S & | LT O EIR GO il 70 (5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, ARIA BT A %, MSIATBAE NEIE N EREIR OIS, AR HENRR
BRI o, —AFEETE N B RS IRNBHE S, FrEFEEFNEENE N B R EE T2 O W
Job EERR LT,

RGe L I HEIRS, - A VR ERE 20 mg, A7 U — R SEETE 100mg, 4TS
— R EIEEE 120 mg, A7 Y — R AR 240 mg (— %4 - =
=7 (Bl FH#z))

REERDIREIE: © 23 AACFEIEL (T U 72 ARTG UIBR AR B 70 B4 T - I8 O REE
RIEFEB T DI AR L

HELRAMEROME « @% . RAICIZ=RL~7 GBI Z) & LT, 1[[240mg
Z 2 WM X 1 [B] 480 mg % 4 R CAMHET 5, =
2L, BilEmEICB T 2 MEmMIRIEOLEGIL. KEHMIE 12 2
A ETET 5,

B I 5B 3O/ NERER T ERRUAAE




2. AHNORK. VERBF

A7 — AR R EHE 20 mg, R EE 100 mg, AL ERE 120 mg K OVRLAHE
H240mg (—i4 - =R~ 7 (BEHIEZ) . DUTF, TARAL Evd) 1d, /NEFEE
MTEMASHEAF LYy 7 24 BTV AL =AY —X 27447 (BMS) )
235PA%E L7 & K PD-1 (Programmed cell death-1) (ZX%F3 5 & M IgG4 £/ 7 v —F /L4
KTh s,

PD-1 1%, &M L L2 38k (T A, B MR N F 2 T % 7 —T fifn) LKOVE

BRI R BT 5 CD28 7 7 X U — (T Ml OIEMHAL Z i BhHIZ IE & AUZHIE T 2% 2
T ICBRT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L, U SERICMEINES 7L R LTV o REROIEE L IRREZ
BIZFRET L CTWb, PD-1 U W RiFHURESMIBLAMNI B b O & 22 JEEHERIZ 588
LTk, BMERAMREEE) LU LB TS PD-L1 OFEBL L IEDELF
HM & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66)
F 7o B JE S CIXAREE T AN EET DA v X —T = a2 H >~ (IFN=y)
IZ& > T PD-L1 OFIANFHEEI N, BB L7 EEMARIZI T D PD-L1 ORI LIk
ALEHIR & ORI EDOFBARRN 5 & O#HE S & 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 @5 S E 728 AMiaid, PUsRFER CDS Btk T Hifa ol s
FEME AP S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
EEIGEREIE T 5 Z EDRENTND, DI L5 PD-1/PD-1 U 72 RERE&IL, 23
AR TURRR A7 T MR O OBWEFEZ BT 2HFD—2 L LTEX LT
Do

AN, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X 0, BATURFFRN e T kDI
PEAL K OV AKIIBIC %9 2 IR EiE M 2 B8589~ 5 2 & TRk e PUBEh iR &2~
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L MIfF S,
BiEmEE NG L LR Z E L, Ao, etk OERERHER I N,

AHNOVEREFAZ LS < B DORE N L DEWERZ%N S 5 b, EEXIIETIC
BLHAREMEN D D, AFNOE G H R OEE#ZITIE, BFOBELZ 01470, BEDR
D BTG AITIE, BB LT FRICIE U= MR 22 ke & B85k 2 R DR Ah & s L Ciil
GI7RBERIR W 21TV, B OSE RS K D EWER NS 2551213, BIBRE AL
T UHIOE G LD RE Z1T O LERH D,



3. BB
OIS AACFPRIER I H T U - AR I YIR R AE 2R 1T - B O/ . ROQREEICE
VT DI A B EE O KGRI I FM 21T o 72 BRI O i & T,

[ 2hE]
O [EERELFEE ISR (ONO-4538-24/BMS CA2094737%5%)

7 oAbV 2 VU RPUEMIEEA K O T FF A % G e O AL SRR RIS G U
AN OARTEEIRASRE 72 AT ST FF78 D FE e FE 38811 (A AR N B 27401 % & e, AH|
FELO3M51, *FFREELOSMHI) Z B, & 0 RPUEMEE A (K& & X 'Lk 3%
R HXTIV) R E L CAHKI240 mg 7z 238 RIS T A E L & & OB K
M2 et Uiz, TEFMEE THh 2 240 (PRl [95%EHEXE] ) 1%,
ARAIRETL11.17 [9.99~13.73] » H ., *IHRAEET8.54 [7.20~9.89] 7 A TH VY | AAIFEITxt
FRERIC X LR HIICHE BRI R & 7) L7z (N3 — R ER0.79[95%(5 48 X i : 0.63~0.99]
p=0.0381 [J&Hllog-rankfiE] )

¥ N X RAKTIZOWTIXTS mg/m?% 3 MR CEIRME S, /X7 U Z 22O T,

100 mg/m? & 7R 2191 7 L L LT, %1, 8, 15, 22, 20K U36H HIZHRNFZ G T2 L & &R

77
1.0
0.9
0.8 —a— FRIB
0.7
o-- 383
S o-- WEREE
IE 0.5
0.4
0.3
0.2 o )
C-@__{_\ A A A KA A
0.1 &
e R )
0'0 I 1 1 1 1 1 1 1 | 1 1 I | || 1 I J
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at risk¥ SFHARA)
HHIEE 193 170 158 139 120 105 89 77 65 55 38 20 13 10 6 4 3 0 O
xR 195 182 157 116 100 79 66 55 48 39 26 16 11 6 2 1 1 1 0

K1 24FHH O Kaplan-Meier Bi% (ONO-4538-24/BMS CA209473 3R5%)



@ [EEIEFEE MR (ONO-4538-43/CA209577745k)

WTRIE PR LT I K 0 W B PR5E 2282 (LU, TpCRY W95 ,) @D B
TR T2 B O BE794 5 (HARNBFE 63 BilxEde, AKIRE 532 i, 77
YAREE 262 Bl) EXRHRIC, T TR ERRE LTARHK] 240 mg & 2 BHEFE T8 A (16
), 20% 9 BIHE @ EIHEELGO 2 EFEZ) 206 480 mg & 4 1 IR A E

(&K 12 WAM) L& 20FIMER DL LB Lz, FEFHMIEE Th 5
AAFHIR] (PR [95%(EHHIXH D) 13, AAIRET 22.41 [16.62~34.00] WA, 77 &R
TET 11.04 [834~1432] WA THY . AAMHIT 7 VAREEH LIRHFRICAH B IE
FExRLE (A — R 0.69 [96.4%(E#E XM : 0.56~0.86]. p=0.0003 [J&5!| log-rank f5#
Eo

*1 ALEFRIEDO LY A 2 R OV BR#E1E1L. National Comprehensive Cancer Network (NCCN) X &
European Society for Medical Oncology (ESMO) DA KT A LAHE U 7= AR ER 0> 3 i [E] 313 sk
BT DIEMEIRIR AT D) 2 & & &z, T L, (PRI ASRUERESEAZ S5 LY A v
st

*) ¢ T4 OB TR TS C. American Joint Committee on Cancer (UL F. TAICC) &5 ,) RSy
H (B TR 12ESL ypTl LEX T ypNI BLETH D Z & EEFR I,

*3: MIEIZWIRE IS AJCC o 8 (B8 7 b)) 12355 < BRPRS A D8 SO I oo £ (S B A FR<)

T EE B A& I &3 DR LB XTI S AN bz,
4 FIRIC LY ER S SRR S U BE AN ST,

09 | 3 —— KFI#
08 { ™ -o- TS5 uRE

Bt HE S0

0.2 -

0.1 -

0.0 T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

AF|EE 532 430 364 306 249 212 181 147 92 68 41 22 8 4 3 0
77t REE 262 214 163 126 96 80 65 53 38 28 17 12 5 2 1 0

X 2 ERAFHIE O Kaplan-Meier BB (ONO-4538-43/CA209577 3ER)




[Z4tE]

O [EEEILFEEMFEFE (ONO-4538-24/BMS CA209473 75k )

BEREGIIARAIRE 172/192 1] (89.6%) . *FHARE 192/194 5] (99.0%) (258 Hiv, iR
BRIE & ORFBIRNEE T X WA FHGITAFIRE 129/192 41 (67.2%) | <t HEEE 185/194
B (95.4%) IZFBD LAV, WTIDORETHILEEN 5% L EORIERIFR 1O LB T
HoT,

F1 WTNHLDOFETRIEEN 5%, LOBIYEA (ONO-4538-24/BMS CA209473 FAER)

%k (%)

SISR= YA
el AT TR
- 192 {3 194 {51

(MedDRA/Jver.21.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
2EIEA 129 (67.2) 33 (17.2) 0 185 (95.4) 127 (655 2 (1.0)
KGR X OV MRk =

FIB 23 (12.0) 1 (0.5 0 27 (13.9) 2 (1.0) 0

% ) FERE 17 (8.9) 0 0 9 (4.6) 0 0

BB E 3 (1.6) 0 0 97 (50.0) 0 0
— % - REREER L OGN OIREE

FEER 15 (7.8) 1 (0.5) 0 16 (8.2) 0 0

95 97 14 (7.3) 1 (0.5) 0 42 (21.6) 9 (4.6) 0

sV 9 (4.7) 0 0 44 (22.7) 0 0
ERAR R AT

U > SEREOR D 4 (2.1) 2 (1.0) 0 18 (9.3) 12 (6.2) 0

I HRERER D 3 (1.6) 1 (0.5) 0 75 (38.7) 58 (29.9) 0

H i BRE R 2 (1.0 1 (0.5) 0 72 (37.1) 46 (23.7) 0
H ke

T 20 (10.4) 1 (0.5) 0 17 (8.8) 2 (1.0) 0

PN 5 (2.6) 1 (0.5) 0 24 (12.4) 1 (0.5) 0

{5 M 4 (2.1) 0 0 16 (8.2) 0

TN 4 (2.1) 0 0 31 (16.0) 1 (0.5) 0

i - 1 (0.5) 0 0 13 (6.7) 1 (0.5) 0
o WABE

FOIR BRFEREAS T 4E 17 (8.9) 0 0 1 (0.5) 0 0
JEYSE B & OV A HUE

FitiJ g 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
R L OseklEE

RARIEER 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MiRE LZ Y S REE

2 ifi 4 (2.1) 4 (2.1) 0 47 (24.2) 19 (9.8) 0

I H BRI E 1 (0.5) 0 0 36 (18.6) 27 (13.9) 0

FEEWE L BR R i 0 0 0 20 (10.3) 20 (10.3) 0

H Bk Jg A iE 0 0 0 16 (8.2) 14 (7.2) 0
E R B L O ARk E

R 2 (1.0) 0 0 21 (10.8) 1 (0.5) 0

5 P9 2 (1.0) 0 0 17 (8.8) 1 (0.5) 0
TSR IR E

R B 3 (1.6) 0 0 14 (7.2) 0 0

KR = 2 —r R F— 1 (0.5) 0 0 47 (24.2) 1 (0.5) 0

K= 2 —a RF— 0 0 0 21 (10.8) 1 (0.5) 0

7RI, AFBEC IS T FRIEAEREE 22 1 (11.5%) | BEECREMRIE/ I 4/ $F—15
B (7.8%) . JFHRERET 13 6] (6.8%) . FVEIMEMGZE 12 1 (6.3%) . #RERETE 8 fi
6



(4.2%) . EEORERES 46 (2.1%) . HEE LW 3 4] (1.6%) . B 241 (1.0%) .
ERelEE 2 1] (1.0%) | % 161 (0.5%) . RIBZK - /IMEZ - BEED T 1 4 (0.5%) .
TEAEEEREE 1 5] (0.5%) K ONinfusionreactionl ] (0.5%) i bz, £7-. &
FEMEEGE, (DA, Mk, VABEIR, T Ae, i bPERRE 2, BRI HEReREE . Mk -
BERE S, FRARMARZERE, EE 2R, MERE RIEMRE, kL, R, SE 5K
M OVLEREE TR b o 7o, AREWERIFEBLRDUIEE S S (RRIR AR 23
o) ZBUEERETRT,

@ [EFEILFES MRS (ONO-4538-43/CA209577 5R5R)

HEFELIIAHFIRE 510/532 1 (95.9%) . 77 & ARHE 243/260 15 (93.5%) (258D H AL,
TRBREE & DRRBIR DG E T E RWE EFEFRITAFRE 376/532 i (70.7%) . 77 &R
#¥ 119/260 ] (45.8%) (ZRAD LIz, WI AL ORE THRILRD 5% Ll EORITERIEE 2
DEBYTHoT,

K2 WTNHORETHREED 5%LL LORIEA (ONO-4538-43/CA209577 #RER)

P eI NAS | FE (%)

R, $ﬁﬂﬁﬁ 77 ’z{n“i‘ iEd
o 532 15 260 4

(MedDRA/Jver.23.0) % Grade  Grade3-4  Grade5 4 Grade  Grade3-4  Grade 5
2EIEH 376 (70.7) 71 (13.3) 1 (02) 119 (458) 15 (5.8) 0
H kS

T 88 (16.5) 2 (0.4) 0 39 (15.0) 2 (0.8) 0

L 47 (8.8) 0 0 13 (5.0) 0 0
FERGF KO ALk

9 FENE 53 (10.0) 2 (04) 0 9 (3.5 0 0

K95 52 (9.8) 4 (0.8) 0 10 (3.8) 1 (0.4) 0
—i% - REFEER L O SENLOIREE

W5 90 (16.9) 6 (1.1) 0 29 (11.2) 1 (0.4) 0

) hE 28 (5.3) 0 0 4 (1.5) 0 0
AR A

TARGE BT I b 29 (5.5) 2 (04) 0 10 (3.8) 0 0

S5 RAT =5 —B I
o WAk 5

FROR IR AR T E 50 (9.4) 0 0 4 (1.5) 0 0

FROIR IR RE TUESE 35 (6.6) 0 0 1 (0.4) 0 0
B RE L OV ALk E

RAIA 30 (5.6) 1 (0.2) 0 4 (1.5) 0 0

7B, AFIFIZ B THIR R EERE T 89 i (16.7%) . ITFHERERETE 49 61 (9.2%) .
PRBETE 35 61 (6.6%) . FEKCAHAAE 33 61 (6.2%) . RIEMEAGREHE 26 1 (4.9%) . Lok
fEE 11 1 (2.1%) . infusionreaction 10 1 (1.9%) . & D &k 8 ] (1.5%) . &
BEREREE 7 61 (1.3%) . KB - /MGBRK - EEO THI7 61 (1.3%) . iT% 4 41 (0.8%) .
DB 361 (0.6%) . RIFBFHEREREE 341 (0.6%) . 1 RUBEIRHE 141 (0.2%) . FRARIMAR
FERRIE 14511 (0.2%) . AL 161 (0.2%) KOMWER 141 (0.2%) RRD LN, £, 5
E oA, TERAMREREE . BUEATR., TTAE, Mk, #it%, MEKEAEGRE, bk

7



A8 ARFFERPS, N HIIL, FEORE A O RE S 7R i Pe T M OV 4% - BERRAR13RR 0
Sipipoiz, ARWEMFERRDUIRE S (BRRAIERE 2 5T) a0 ERHHR
EY



(M- AHE]

AFNOREMARYEEET LV EFHA L2V 32— g 2k, KKl 480 mg % 4
TR T 5 T BEARO Ak - ARE TR G LEZBOAR O MG FRESBH SN
Too T ORER. AHK 480 mg & 4 HERIRHIFE TR G- L72BR O E HIRREIZ I 1T 2 88 i
B (LLF. TCagss) &9, ) 1E, AAlI240mg % 2 HEF MG T L L72EED Cagss &
BT 2 & PllEnie (FR) . £72. AH1480 mg z 4 HH MR TG LCEROES
WRHEIC BT D m MIETIRE (AT, [Craxss] VM9, ) &, AHI 240mg % 2 JH [
AT LIZBRD Craxss £ B L TRl Z R T & THIS L2 OO, BARNBEIZE
TREMENHER STV A YL - IR (10mg/kg % 2 BN THE) TARAIZ#E5 L
ToBRD Craxss & Ll U TR 2R3 & FRIS Nz (FFR) o AT, BEORE=EIZB T
LT —HFIZHAD X ARKI 3 mglkg (IKE) F 721 240 mg % 2 BRI, & L < IZAH
480 mg % 4 HEMMNE TG L 72BOARK OBRTGE R & A 32 e & o B % By
THRBRIGET AR S, YEBEICHOWTHRIMTOR SR, ERRo % -
HEOM THME L WLV 2 2R IT v & TRl S,

K2 FAOEWBE T A—F

- B Crnax Chmind28 Cavgd2s Cimax.ss Cmin.ss Cavess
(ug/mL) (pg/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL)

3 meke Q2W (352 '760-8) (16.25?50.3) (21 .321'4?3.9) (75.1)1,3171) (27.612,'107) (42.717,'?27)

240 me Q2W 61.712,?03) (23-33?'29-0) (30.‘:3?'670.9) (10;,5254) (41?57,'51;58) (62.11(,)9187)

0 mg Q4w (10%07) (15?}7.4) (37.?)?'704.8) (14?,1 236) (27.751,?37) (62.11(,)9187)

10 mgfkg Q2W (142,9322) (86.959,.?32) (101,1 ?48) (323??25) (18421,1 §03) (232,7277)

ol (5%, 95%5) . Q2W : 2 FRIMIFGE. QAW : 4 EMIRING. Cumax @ PIEIHR 544 0 focims LT R |
Cringzs : HIEI4% 5% 28 H BT 2 iARMIE L, Cavgozs : HIMEI42 5% 28 H B £ TOFH Ml iE ik

FE. Crmaxss 1 EFIRIEIZIS U B e ML IR EE . Cinss © EHNRIBIZ 51T 2 BARIMLIE PIEE, Cavgss : EHR
HEIZ 51T 2 A5 My Hh il



4. FEFRIZOWT

AFN OB G- DN H 72 BE &2 - FrE L. AFoF 512 ;DE%@E TEFRZRB LT
BRICKHET 2 Z ERMER D, LFOO~Q@DFT X T &= T\ THEHAT
RXTH5DH,

O MEFRITHOWVT

D1 Fid (1) ~ (5) OVWTIIEYT IR THD Z &,

(1) JEAEFBRENSEET 503 ABEEEEILS RS ERE RS A SRR I SRR
Hitek A3 A B2 LI RURE . MU A A BRI 7R &)

(2) FrERgREIRbT

(3) HBENTEAEDFRE T 20 AT (03 ARHEEIE TR, 23 AR
W 1REBE, DA EREER e &)

(4) A RALFRRIEE A RRE U, AR ARIEINGE 1 SIS SRALFRIEINA 2 O fiisk e
(AR DR AT > TV D e

(5) PUEEMEREEE AL & BN OO i g L HEI AR B B H 21T > T B Jitiak

D2 EEB ORI ORI RBI ORI 15728 & P O (TR
DUVFIAN ST DI 75, HLBHEFOAFN BT 5 WEOHES & L CRES
RTVBZ L,

#

o [ERIRFFISER 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIROERIRIHE &2
ToTWHZ &, 55, 28U LT WARYREL L LIEERRIESZEOIHME %2
ToTWHZ &,

o [ERIRFFIASE 2 FEOWBIHHEZE T LI2&IZ, Wbam OB ASMREZ ET 5
FELU LD LI FOEM 2T o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDORKKEREZAG LT\ 5D
Z &, OB, 3FELLEIE., HIbESE O D A SRYPRTE & G e E b g T OB IRAHE &
IToTCWVWBHZ L,

© BENDOEEMFREBRDOMEHICONT

AR A 1 B BRICAEF 9 2 LA DS E S v, BUERAZED D OIFHRE D, A0 - &
é‘@’%ﬁ?ﬁ‘]‘%?&@ﬁ@ﬁ&m:%“ X D IRt AEFRNEAE LIS OWE
R FEPHLATON D BRI E->TND 2 L,
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® BUER~DORIGICDONT
®-1 fEsx A B4 % B

BV PERTR R O BB R BIEA T L72BRIC, 24 FERIESIERIAHI O T, 2%k X
(TE R I N T B L2 AERICIS U CABREEL L O CT O FIER ORI &
FILREOFRERIY B D, EHITHISATRER AR A E > T2 Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

DAZIRICED 2 M OB 2 A T A EREEFEDPRWERE=21V 7
EHEOIERDOAY ) —= T EHATOEIRE & fFHZ G TE 5 F— AEFRIKH 23V
ESNTWAZ L, B, BiEHEICHOWT, NABRE EZDOFEICHSIAmENT
WhHZ L,

@-3 BHEADOZWrox NI LT

BIVEA (MEMEMZEEIZIN 2 EEAEDAE, Odk. Tk, BT RARE., KIBX.
NS, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHEREREE . JFK. B brENnsE
K. FAIRIBEEERE S T RMAMEREMREE, rhiklEE, BEE, RIEEE, Wk, BEEOKL
JERRE, FFRIMARZEFRE, infusion reaction, HEFE7cMygkmE, MERERIEMERE, Fik%.
Bede. WEEORPERON ., IR M, ClERES (D EME) - 2RI - DS MEEISMGHES) |
REFEREE, IS ML, L) 1Sk LT, Yk U B R O BF P2 AT 5
R & HEE L (BUERA ORI L THRELM O EEZ TN &M H D =
E) . EBHICET) R AED TE HIEH RS> TWD Z &,
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5. REMBRLLRDBE
(A2 L B9 % F 1]

@

@

TRDOEEIZBWDTAFOFGRMERREES LTV D,

o T oAb ) IV LSREUEMEIG A N O T F A & G e OF AL SERIE ISR
JE AT ORI BIERANRE 7R AT ST FIE D Rl o AR

o INAHEF RS BIRIEIZ LD pCR 23588 B AVIR) > o Bl O fi iz B

FRUISRZN T 2 BB KT D AAFN D5 K O T SV T AAIOF DD
MESLSN TR LT, AFDERGHIR LB,

o —RIBREZ T TORWIRIGUIFRARGE 2 EAT SUTH I O BH ST %5

o fiTETMIERIE L L To%ks

o AATHIBIIEIZ LV pCR 23D LT EBFITXT o &5

o fOFUEMEERA & O KRG

(%242l B9 % ]
O FRICHEYT B BFE IOV TIIARIOR GAERE SH TS 2 Enb, 5517

F oA ARG
o AHNDOREITI R UIBBUE DR ERE D & 5 BFE

TRIERT ORI B W T RIS S T 2 BT oW TR, AAl O EITHELE S e

DS, AMOTEPRERPFUE DS R WIGEITRY | HEREICAFZENT 52 L 2B ETE D,

o MEMMEREDOEHXIITITEDH 5 EHE

o R AR A CRVE R 258 0 D B K ONE B 0 i i It 2 <o R et it 2%
FEOMICRIEMEZEAN DD B

o HORERBOGIF B L < IEHIMED B g kB OB TR D
b 5B

o g CE MMl REZ Ee) Ob 5 R

o OB IIBEE A AT D EE

*  ECOG Performance Status 3-4*V 0 i

(ED  ECOG & Performance Status (PS)

Score

e 2
JE %

0

< AR JEBTE 5, FHAETL [F U HHF A HIRZ <ATX 5,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRIRE CH Y OHEDOEY O Z L33 X CTHREEMEREIL TE 220, BHO 50%LL By R Tl =,

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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6. BEZELTHEEITREEIH

O IRASCEFITINZ, BEERGEES D IRAET 2 ERFMEIT D & ARHF O FeME & OV EffE
RO 7O B w2 o B L Co bR« 2 L,

@ JRWBALAICIENL D B ULE OFIEICH MR a2 HoaitA L, [E 215
ThoEETHZ L,

@ ERBEHO~RT AL MZDONT

MEMEMRERD LoD ZENRH DD T, RKFOEKGIZH T > Tk, BKIE
AR (PR RIS, ik, FEEVE) OMEFE R OSSR X A O %, Bla 145
AT 2k, Fio, BEIR U THES CT, MiF~— —%0iE 4z £ 2
Z &,

AFN O EIZEE D infusion reaction (2 2 TEARFIZ 72 %D TE 5 UE
H&AT> 7 ECBt 2 2 &, £72.2 [B1H AR O AHAI$ 5-FF1Z infusion reaction
NHLONDZ L bHDLDT, KFERE R OAFEGHHE T HIT A Z YA
YEWET %, BEFEOWREE 2B T 52 L, 70, infusionreaction &
FEHL LI A IR, AT oMK QYRR ERICIEE S 5 £ TRE L 0Bl
T5Z &,

FRIRBERERR S . T EAEREREE R ORIBFEERH 5oiLd 2 &03H 5D T,
AFN D ¥ 5B hERT M O G-I I E IR N sténeia & (TSH, I##fE T3,
R T4, ACTH, I 2o —VEORIE) #4252 &,
AHNOEEIZ LY | WEOREFINTERRE T 5 L& 2 BN DHER 2 REEHIE
DHLOLNDZENHD, BENPRBOOLNTGEITIL, BELLEFRIIS L
B 72 ek & Rk 2 e O Al & i U Cl bl A BRI W 21TV B o
FOGT X 2 BWER 2N g0 2551213, AFIORFES TP IE | K OEIE BB 7R
NWEVRIORGEEZZET DL, Ied, BIBEERLVEOREIZEDAEIE
MOYEEDTRD HNRWGEITIE, BT BE A /VE o LSO 52 8l oo 1B n
HEET D,

BeGA&T %, BOEM N OHE I ARGE L T O REIERBRRELT 2 Z 83 H 5720,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 RUBEIRI (BE | AUBEIR 2 5 de) b bbb, BERWES 7Y R—2 &
ICEL T ENDHLOT, NG, Bl IRILSEOIER O FEBMFEED EF- 12+
SEETAHZ &, 1 RN LN SE TR G2 HIEL, 4R 8
HlOF 5 E DY L AEZITH Z &,

BUENT 2. AR, ITHREREE . ITR. B{LEEERRH DN ZLnd D
DT, EHIIITERERE LTV, BEOREZ H3ICBET 52 &,

@ DAL R I U 7= ARTRUIBR AR 72 A T - TR O Al B I D BRI
X, ABNOBRRBRICB W T, BEBGND 1 ERIX 6 BT L, ZRLIRIT 12
W = LGOI 51T - T2 2 L 2520 AFIE G I3 E IR g5
HECHROMREITH Z L,
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® BIEFEICBIT DINRMBERE L U THERT BRI, AR ORRRBRICB N T, &
GRG0 2 T 12 B Z & ERLIRIE 6~12 1 A Z & ICARIEO R 2
IToTW2Z & &2BBIT, RARGHPIXEIICEBGRRE COHROMREITO Z &,
¥, EMBRIEE L CTHERT 25811, ARIORGHIMIX 12 VAMETLE
THZ L,
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B A I 1125 55 3 &
SH 34 11 A 25 H

#woE R
| REERTRE S (WmAEEEN (R) B K
ool K

JFAETBAREI - AR REE R FAEERE
(.~ H A& W)

NRa7n Y RXvT7 GBIEFHEEZ) RF O SEEAHEET A K74
> (RIERE) O—HUIEIZ >N T

TR T BOE B & SR D AR TTEE2016 (R 28 426 A 2 H REIRE) 12BN T,
HH RIS O A ORECHEELZ XD Z EREVIAENT-Z L 2T,
B ESR S 2 B LB A B IR T D o O IS i R HERE T A KT A % 1E
T HZ s L TnET,

NRAT7 Y AvT Eia il z) fAZ BRI L TERT 2O ES
HIZOWTIE, RA7r ) XA~v7 (Bia ) [WHOREEENHEEDT R
TA v (G OV Ol e T A R A > GE/NEIiiE, EeERa
B, ARG % U oRJE, RIE BECEE, SmBE~ A 7 T T A S AREENE
(MS I-H i gh) a7 2ERE, Bk, BESEMELOEERE) O
BIEIZDWT) (B398 A 256 HfFHITIASKEIR 0825 4 5 BEATHAE
3« RN R ER M EAE R E®RM) ICLVRLTEEEZATT,

S, NATRY X7 (BIEFHELZ) BANCOWT, BIEREIZHIT 2206
XIIZhE. AER OHEO —HERNERBINTZ Z LIV Y%A RTA v
RO LBV BIENWTE LE LD T, EFNOERERE N NIRRT 5 JEH
HMEBENLET, 2k, WEZOKEMERHEET A R7 A4 0%, BIREED L
BH T,


MAQKA
テキスト ボックス
［別添２］



AL

A 7T IOV ORBEITIEh R, HEAOHE
EE IR - UL F o BEVEESE I3 Do HiE
PEREEA & O OF L

BESER, R

%&&U%i.m@# PEREIEF & OO EEIC

BWT EE, AZIZZ eyl LT

H 1000mg/m* ((KFHFfE) £ T%, 4~5 HRE#EH T

RIEFE OFEERHELET A R T A > OWETREAT CHrIExEZ)
beli |8
Y=Y @ SHISERR) Y R— (BHEARETHIBR)
2= PO R AT B A ESSIE 2= ﬂ%kﬁéﬂ ES5IE
RIGYIBR REE 72 AT - FRORIER S AR PDIRIARBIBR
REEIRHEST - FR OB IE RS
®Gr L7 b HEROHE
INF BTNV E R AT T EOHEHICE KL 72 D HEROVHE
W i, AICIE, a7 el X~=7 (&s T W AT, RAaT e w7 GBS TR
M z) & LT, 111200 mg % 3 HFRREXIE 1 %) & LT, 1[a 200 mg % 3 3 R RIESLIE 1 [=] 400
[[] 400 mg % 6 BB T 30 432 C AT mg % 6 JEH MR T 30 22T CTAREHET 5,
T Do DAALFIERES ICHE Lz PD-L1 DR
EUIBRABE 72 1T - B OBER T LR EIZR L
Td, AEEFEMBELHST22 L TX5,
2= (%) 2= (&% B




P mdi 9 %, &5 280 IRTHEIZIFDR e

b 3 AEM EORIEZ S TREGT 5, AFIHEM

BEOSGAIFIPHHER GRHCHE L B,
¥k, Fliv, B OWRRER EIC XY FEREE T D,

VAT T F U ORREXITIRIE., HEAOHE
EE TR - BiEds

REK O & fEFEICIE, BIEE RIS -

%k l./\ /%%@”j(;m\ \—-J: D A /ﬁ%@?ﬂ—gﬂéo
AWV ATFF5F L LT 156~20mg/m’> (K&K HIE)

Z 1 A8 10, 5 ARG L, Deld 2
MREST D, hax 17—t L, 528D IK
7

Bik: VAT TF L LT 50~T70mg/m2 (1K FfE)
Z1H1E#EEGL, Dt 3FEEKREST S,
IhE1r7—nEL, B5EEEYIRT,

2B, R EIRIC XV BT S,

AR B 2 A REAN O YA - & 13, FRR

piAE ] DI Po~) ZM

5<— v

3. WK AkRE

OMAACFRRIERR I THEE L7 PD-L1 O RIGY)

FPRANEEZ2HELT « B O EE RO B & 0@k

4=

3. ERIRAAR
DS AV SRR \CHTE U 72 PD-L1 B DR IR YRR
REE7LHETT « B O RIE R R O FKGRIREIZ R




PRIEIE D 72 RIR UIBR AN RE 22 4T - FEFE D Al

D AGBEE I FA 21T - 72 72 MR R R BR O pliig 2 7R~
e
[H2hk]

OFEFEILFFH AR (KEYNOTE-181 745R)

filh 247 - 72 F 72 BRIR R D BUAR 2 7”7,
[ 2h:)
EBSIL[EE M AERBR (KEYNOTE-181 #XER)

g ~—

O EBHEEMAFERER (KEYNOTE-590 3ER)
L FIRIERE D 72 ORI UIBR A BE 72 1T - O &

EFEEET 1749 ] (AARAN 141 Bl & Ede) X5

W ARAL 5= AueryF 0 (LLF I5-FUj &

9o) MOV AT T F U PEHIRIE” O A RWE R 0%

DHEN . TR, 5-FU MOV AT T F L PFRE

BB E L RS SN VAT TF U ORE

TR 6 a—RETL L, ARB. B T%

BT GO b IH BT REETT 2R 3R

NIRO LN WVEDIKRIICEE L TWHHERET

(. WRIEICARE O E{g Rl TRAEEIT RO 5N D

FCAHE 5-FU KO AT TF O E X

FIAANO G 2 fkHid 5 2 LS AREL S

o, EREHMRTE A 13 0S K ORI (LA T

[PFS| W9 ,) &, AAlLL 5-FU LD AT

7 F OGP RREERE (LLF TARARE) EVvWo,) 3T

TR, 5-FU KN AT T F O HEERE CLE

(7T ®vAREE] 2o ) LT, 0S XOPFS

(@ B




ZEBIGER L (33, K2 KUK 3),

*1 BB O B RO R OV B N BE
AT (Siewert 597%H type 1) DOREEZ VXIS
LI,

*2 1 AAI 200 mg, AT T F 2 80 mg/m* K Y 5-FU
800 mg/m*/day (5 HHIFFFe A S) DIEIZ Q3W
T 6 a—AEHH%. AK 200 mg KU 5-FU 800
mg/m’/day (5 HIEFHEAEE L) % QW THRE
i,

¥3 . TR, VAT TTF L 80 mg/m* LN 5-FU
800 mg/m*/day (5 H HIFFFe A S) DIEIZ Q3W
T 6 a—x2&5%. 77 AR KT 5-FU 800
mg/m*/day (5 H IR A& 5) % Q3W TH G-
iz,

# 3 AhMERkEE (KEYNOTE-590 AER)
(F_ W)

(4 mg)

2 0S @ F I fEMN D Kaplan-Meier R
(KEYNOTE-590 k. 2020 4E7 H 2 H B~ h A7)

(W)




[X] 3 RECIST 1.1 Z FV 7= iBBRTH Y ERH O Rl 12 ik
3 < PES O fx #&fEMT HE @D Kaplan—-Meier AR
(KEYNOTE-590 &R, 2020 £ 7 H 2 A~ hA7)

10 ~— [Z24:E] 62— [Zz4:1E]
OEBEILFEZ MFEFER (KEYNOTE-181 #5k) [ B[R] 25 AR AR (KEYNOTE-181 5AER)
11— QHE B LA MR (KEYNOTE-590 345R) (@ B85

(L FIRIERE O 72 O RIBUIBR AN BEZR AT - OB
EREBFNZIBWT, HEFSIIARAIEE 370/370 4
(100.0%) . 77 &AREE 368/370 5] (99.5%) TR
Do, BRI L ORRERPBETERWESE
HBIL T 364/370 11 (98. 4%) K X 360/370
B (97.3%) IZaBd bz, W IDORECHIVE]
EMN WA EDRIERIZTERDOEBY THhotz,

F 5 WD ORETHIEIE D 5%LL EORIE
(KEYNOTE-590 7)) (Z2 Mg kG 4E )
(F )

7ok AFIFEIC B W CHIEMEMEE 22 1 (5. 9%) .
KIBK - /NIGSE - EE DO TH 20 B (5. 4%) . BIE

HF9% - BEAS 2 - BTSRRI - AT 2% - AL PEARAE R 45

Bl (12.2%) . BEERER T URAEAEMEE RS, K




ERIREAR%E) 18 Bl (4.9%) . FHEIREEREREDE 3
(0.8%) . HURARBEREREE 50 5] (13.5%) . BB
REFEEE 4 1) (1.1%). 1 ZUBESRYE 1 1 (0.3%) .
2%« RERUHERAE 1 B (0.3%) . BER 2 B
(0.5%) . fhfRpEDE (¥ - N —JEERESE) 32
151 (8. 6%) , biZs - B 1 41 (0. 3%) TN infusion
reaction 6 il (1.6%) iR Hillz, Flo, S E
O gk, DR REIEE (IR S A A ARE |
FeRGRERRARE(GERE . ZIDALBE, JERHIESE) . HiE
A7) i o8 EEE e il R (G /N
PSRBT . A MR I, ARIEEREE | SERER BRI
) IMEREAIEGERE R OFEEIZRD b o
2o ABWEAZRIBURIUIE RS (AR ER
HEEly) FETEEREERT,

16 ~—3

5. hHXIG LI HHBHE

[H 2z B3 % F1H]
OFELDBFEIT BV TAAN O A D REE S 41T
W5,

« WDAALTERIER TSI L7 PD-L1 B (CPS=
10) ORIAUIRABEZRMEIT - RO BERF LKL
i D B (RHI BN E 5-)

x ARH DO R=F PR L LT, WkRGE4  PD-
L1 IHC 22C3 pharmDx [ =] APEFEIN T\ 5,

11—

5. ®\hHXR LMD EBE

[H2EIC B3 % 1]
Dkl 2 3 2 PD-11 B (CPS=10) DR
TRUIRARBE 2R AT - R OBER Y LR BE
B S e L




ALEAFRIEIE D 70\ MRIGYIBR A BE 7R 14T - FEIED

B EA (KAl 5-FU ROV AT T F D

&h)

@ TR Y T 2 BEF KT D ARK O 5 L O
HFEIZOWTIL, KA OGIMEDRFESL SN TE
5T AKHNOEGXRE LB,

- FiT O MBI IE

@ FRCIZEZE Y T D BB T DA O 5 K OMFE
R OWTIE, REIOBMENHESL SN TE
59, AFNOBEXIHE B0,
R D 20N R

- BT OMBhIE A

— DR L D OE




REFERHEET A FFA
RATrY A<= (BizFHE#Z)
(BR74 : A b —& 8§ 100 mg)
~BIEFE~

SR24E8H (FFfn3E11LALET)
B A FrEE




H &

1. ZL®ic
2. AFIOKFE, TEREF

3. FRIRRHE

4, JERZHOWT

5. BHXIGR LI DHEE

6. WEHICERL CTHET REHIE

P2
P4
P5
P14
P16
P17



1. IIC®IZ

RIS DA - ZEMEOHEROTZDIZIE, BISCEEIZE SOl B2 ARk 5
N5, I, HEORFHIROERRC L0 | FUREI e & O/ E A=
HIMDHEGRINDHF T, T ODOEENLZ BV B ITRET 5 Z L BROE & 72
S>TEY, BFEMBOEE L SEEORA T #2016 (CEL284E6 A 2 HBEE) ICBWTh,
N ER N EOE A OREHEEEZX D Z & &SN TVn5,

FHRVER R ESR X, SRRSO 27 1 7 7 A DB FDESS & B S0 e 5
ZEWRHDH, DD, AIMEROZEMICET D W& T 5 £ TOM, YakEI
rnDREZ R ZIT 5 Z ERFIRF SN BT L THEHAT 5 & &b, BWERDIEEL
Ltﬁ_%%@ﬁm%&é_&ﬂT%@ m@%#%%t#iﬁ%%fﬁ%#é:&ﬁ
BHETHD,

L7eRoT, BRIFA RT A4 TlE, BBEESLSINE TITELON TV D IEFRFN -
ﬂ%%ﬁﬂ’%d% LU D3RS O feitd 72 2 e~ 2 8Ll O B2 B B2l

OB FHE T,

&k ARHA RTA %, MSTATEE NE SR R AR A, A HEN B AR

PRI 2 — SN B ARERRNEHE S K ORFEIEE FIREERE N B ARBIEFS O/
DH LR LT,

WG & 7R DESEL - XA PV —F EEEELI00 mg (—i%4 e T ) X~ (Ein T
HHHAZ )

REERDMEITANR - RIGEIRARREZR LT - PRI D RIER

HEERDMEROHE : 74 A 07 VKRN RATTF o EOFRICBWT, .
BACIE, a7 nr Y X~ G z) & LT, 1F
200 mg 7 33 &1 [ X 121151400 mg % 638 [ TR T304 M 2T T A
HFHET 5, D AALFIRIER ITHE L 72 PD-L1BG M ORI UIER
REEZRELT « R ORIER T LRI LTk, AR E B
E4pZ b TED,

Bl K 5¢ ¥ & 0 MSD RSt

(%)

TN u DT IV OMEEXITR, HELK O &

BhRESUTN AR« AT OREMEIEG 6T 5 th O HrEPE g A & o Of FR L

SHSHE S, RIENE
B OH & hoBEMEEER & Ot FRIEICS VT, BE, RAIKEZv4dae 7o e LT
1H1000mg/m? ({KFXmfE) £ T4, 4~5HME H CReali 45, HHE2&0 KT
ZiFA R L EMLL EOREE H I TRET D, AFIEMEZESOEAITIX
OF A GHRFIZHEL 5,
7B, i, BEORER SICLVEERET S,

VAT TF U ORENIER., HEK O E

HRE TR R - BEE

FEROHE - BiEEICIE, BIEAEEN AL - &L L, BFEOREBICLVAEZSEINT 5,
2



Ak VAT ZF L LT15~20mg/m? (ff&RmifE) A 1H1[REl, 5HMEFERE L.,
e EL2BMMAIET S, Tkl — b L, &EEBRD KT,

Bik : VAT F & LTE0~70mg/m? ({AFRmfE) Z1H1REEG L, 27e< & 83
WEARIET 2, chxklr— e L, #5480 KT,

¥, AL EIRIC X 0 E R S,

Wik

BRRFBRIZ 1 A AN O 1L - MEIE 13, ERIREG) DIE P5~) &



2. AHNOKE. 1ERBFE

XA ML—FSHFHE 100 mg (4 XA e AT B z) . DR IR
9, ) X PD-1 (programmed cell death-1) & 2DV H> KToHh5D PD-L1 T PD-
L2 L OfsAEZEHERET S, B ME 19G4£/ 7 ua—F Lk TH 5,

PD-1 #RF&IE T MRS AR ORI 2 72 OIS AR D3RI FH - 5 2 72 S il £
AA T T, PD-1 i, (EE/RREBICRBW RS T MoMEREICHEE L, 3Em
P2 SOt % B D AR E ST R 22 e OIS ZHIH T 5, 378 h, PD-1IXY Y R EfE
AT D LKV HURZRIRICE D v 7P vinEsE AT 2% /K CTH 5, PD-L1
DIEFHRKI BT 2FBUTDO TN TH L2, Z< OBNAMILTIE THOB = 2z 51%
RN L TS, DAMIICIT S PD-L1 & ZEIL, B, B, Hmia
FE. SNEGRE, FE/NHIRAIRE 72 & O e S AT T HRARKFTH Y . ARWEFERE ORI
PERHE ST D,

BN ADERRI T4 & PD-LL FEBLOFEBIMEN G, PD-1 & PD-L1 OB ITAEE D
FPEEREEC B W CHERKZEIZH ) Z EAURB SN TEY . Fiize RN ATBRROER L L
T ST\ a,

AFNL, PD-1 & PD-L1 XX PD-L2 Offi U Ho ROFEEEAET S Z Llck v, EE
8 NBREE P DR OGRS =N T U L SERA TR b &8, HUEEGE 2 ST %
Z L CHUBE AR A S 5,

AFNONE IR M EDOSIE RN X 2 RWERED & &b, EE LTS
ELARENEDR DD, AFIOEGH R OEGZIZIT, BEOBSRE 2TV, BEDRO
LITHEITIE, FEH LIRS TS MR 7 amak & i BR A RO E Rl &g L Tt
BRI 2TV, IBEORIZPISC X DEWER DN 255121, BB EE AT Al
DEGLEDTFEY) 2 ILE 21T 9 B D



3. BREREE

O AL FHEERL T HEEE U 72 PD-L1GME ORI UIBR R RE 72 81T - B ORBER T L
R g S OO PR EEE D 72 WMB TR YIBR AR RE 722 HEAT « FFIE O &l O A& SRR IS 3 2 17
o To F R IR R O RGE & R,

[B2h]

OFE IR FIFERE (KEYNOTE-1815-5%)

—RIEHE L L CHEREN 72 L HRIERE O & D ARTR VIR AR/ YT - R ORIER - L&
JiE e QMBI B 628 5] (HAN 152 filz&Te) ZXI4Uc, A 200 mg 3 J#E [
(LLF TQ3W) £, ) #EOHMMER OVZEERN, (b5EE (X7 ) X%k, K
Y HEXRAIIAN T H) ERBE LTRSS, B, BIGEHE TR AT
PR BNTZHEIT, BT 2 R 3R DR LR WVEDRFRIICZE L CWDHBET
(X, RIBILRE O BT CHRBHET T80 DD F TARAIOFR 52kt 325 = & A alhe
X7, TESMEEB XA (CLF T0S) Lwo, ) & &h. TfErsts L LT
RESIIZ (1) PD-L1 BhtE (CPS™=10) B, (i) M ERomsERIL T (i) ITT 4£H]
IZBITD 0S OFRIFER 1L DLBY THY, WTNOERMIBWTHERICHIE I

HAELGT- X 7o T,
* . PD-L1 ZFE Lot (BEMia, ~27 o7 »— RO v o88k) s miai kL. 100
3 U,



F1 FHEIRRE SNT-BELEMAICBIT S 0S DK (KEYNOTE-181 3BR)

PRV Hh | NP— Rt pfE
BREHEE BRERE K (%) [95%Cl] [95%Cl] (a0
(B A)
AF 200mg - 88 9.3 [6.6,12.5]
Q3W . .
CPS=10 (82.2) 0.70 [0.52,0.94] "  0.00855%

(g 115 103 6.7 [5.1,8.2]

(89.6)
AF 200mg g0 166 8.2 [6.7,10.3]
it BRCHE Q3W (83.8) 0.77 [0.63,0.96] "  0.00894"

182 7.1 [6.1,8.2]
(89.7)

b1k 203

A 200mg 4, 271 7.1 [6.2,81]
T Q3w (86.3) 0.89 [0.75,1.05] ™  0.08431°

284 7.1 [6.3,8.0]
(90.4)

{b591E 314

Cl: EEXH, *1: gk (77, Zoft) KOHEMEN (R¥ OB, e ZEhlRET & Lzghl Cox BlJF.,
2 Hilk (TU7 Fofh) RO (R¥ LS. W) ZRERlR1-& L7Ehl log-rank &, AEAKE (Fr
8) 0.00853, *3: Huik (77, o) ZERIAT & LRI Cox Bl)F, *4: Hilk (77, Tofh) %8
BIRT-& LT8R log-rank #7E, AE/AKUE () 0.00766, *5: #um (77, T M) KO (R L
5. ) 2RI & L7 maximum weighted log-rank 7€, A &K% (A1) 0.00772



—7J7. PD-L1 5 (CPS=10) o Lzmofds 167 5l (AAN 77 iz &) I
BOWTUTOFEIMEREN G ONT- (2 KO 1) o 728, Uiy EN X Faile
ST FRNTRIGEE R Tl < . BRBEINRENTHER TH 5,

72 FiME (KEYNOTE-181 #Bk)
(PD-L1 Bt (CPS=10) 2 oREEEEDOERE, BEOZEITHER)

71200 mg 9== 37
Q3W
(85 i) (82 f31)
e (H) 10.3 6.7
[95%Cl] [7.0,13.5] [4.8,8.6]
03 NP — R 0.64
[95%Cl] [0.46, 0.90]

Cl: FHX, *: J&@h Cox Hf N — RET M L DALFHRIE & DI

110
100 - "-\,L‘]Q
90 - Py
L\
227 \\ N
—E el L‘H‘ “"u_
2 B0 - \\ T A%l 200 mg Q3W
2 50 \‘\1 x"—\,_ /
)
D 40 - a S A
o \l‘ ‘H1
o TV T [Tl
20 ee=)=305 e 4+
g | Tt
fi iy | MY
li _.+
0 1 | | 1 1 | 1 I I | 1 I | I | ]
O 2 4 6 8 10 1214 16 18 20 22 24 26 28 3D
Number at risk Time in Months
AFI200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
=35 82 74 54 42 34 23 18 14 100 8 4 4 3 2 2 1

K 1 OS® Kaplan-Meier Bi#g (KEYNOTE-181 35%)
(PD-L1 Bt (CPS=10) moRFLEEBOBE. BRI ER)



@E B FZFIHERER (KEYNOTE-590751)

(L FIRIERE D 72 O RIEUISR AR GE 20T - B O RE R A ™74901 (A ARAN141614%4 &)
ERIGIT, AH, -7 vAnm T o0 (BLF [5FU) 09, ) KR T F K
E2OEINER MR, 7 78R, SSFUKN AT T F U RIES 2R E LT
MNENTZ, VAT TFUOFKEIIRK6T—AETE Lz, 2B, Hi{gHl CREAME TN
O HNTGAEIT, ERETEZ R TIERDFE O 5N WEORIRIICZE L TV 5 BE
TIE, KB O BRI CREETNREO b ND ETERA LSFUL TNV AT T F D
PERFE G NIARF| O BB G- A2 ki35 Z L3 AIHE & STz, FERHNSE H 130S & OV
HEEALFHIRG (LR TPFS) &9, ) L&, RAI SFUR N AT T F U f kLR

(LF TARFIRE W), ) X7 78R, 5SFURDV AT T F U EREERE (LT T
TEREE VD, ) EHEEL T, OSKUPFSE A EICHER Lz (383, K2KOX3) |

*1 BB O R RO R OV B I ONC AT A (Siewertsy Htype 1) DR BE NG L X
iz,

*2 : A#I200 mg. A 7T F 180 mg/m2k ON5-FU 800 mg/m?day (5 H RHwe i #5-) DIEIZQ3W
T — A 544, AHKI200 mglk '5-FU 800 mg/m2/day (5 H EErpEAiEHEE) Z2Q3WTHRE Sh
77

*3: 7 TRR, VAT TF 80 mg/m2 ON5-FU 800 mg/m?/day (5B Rt A 5) DNEIZQ3WTE
a—2¥ 5%, 77 2R K O5-FU 800 mg/m¥/day (5H R aiEiS) 2Q3WTHRE I,

#3  AuiMEREE (KEYNOTE-590 3Bk)

AFHE 7T R
(3734) (3764)
e (H) 12.4 9.8
[95%Cl] [10.5, 14.0] [8.8,10.8]
os™ N — R 72 0.73
[95%CI] [0.62, 0.86] —
P " <0.0001
g () 6.3 5.8
[95%Cl] [6.2,6.9] (5.0, 6.0]
PFS™ NHY— K2 0.65
[95%CI] [0.55, 0.76] —
PE"™ <0.0001

Cl : {EHHX M. *1:20204£7H 20 % v b4 7 (PFSIZRECIST 1.1% AW /- I1GEBR#E Y ERHIC Xk 5 3E4H) .
*2 - J&@R| Cox il Y — RETF ML BT T REEL DG, *3: @Rllue 75 v 7 e




100
90—_
80—-

70—_

60—-

50

Overall Survival (%)

40
30
20

10

0 3 6 9 12 15 18 21 24 27 30 33 36

Time in Months

Number at risk

AR 373 348 295 235 187 151 118 68 36 17 7 2 0
7T REE 376 338 274 200 147 108 8 51 28 15 4 1 0

X2 OSD FEfEAr R D Kaplan-Meieri#f (KEYNOTE-5903R8%
20204E7H2B B v v A7)

100 S
90 —
= 80 —
&\i _
= 70 +
2 |
E 60 —
m -
8
& 50 +
Z i
E -
g 30 ~
Ay 4
20 +
10
0 1 1 1 1 1 I 1 1 1 1 1 1
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
AFIRE 373 289 210 96 79 55 45 25 17 4 2 0
75t R 376 278 172 62 36 22 14 6 2 1 0 0

X3 RECIST 1.1% FV 7= 1R BR824 EE B D 3EAM 2 255 < PFSD B A ARMTBF D Kaplan-Meier g
# (KEYNOTE-5903Bk, 20205E7H2B v b4 7)
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[Zc4=tt]

OEERLFFIERE (KEYNOTE-181:K5R)
PD-L1 5t (CPS=10) 7o FREDBEEICB W T, AERESIIAKIEE 81/85

(95.3%) . fbFRIERE 78/82 1] (95.1%) (TFR& Hiv, TREAHK & DRRRRNEETE

IRWHEFRGT, T 55/85 Bl (64.7%) MUY 67/82 il (81.7%) 2R Bz, W
THNDORETIBEIS N 5%LL FORIERIZ TRO LB ThoT-,

R A VTHIOETREESH 5% LOBNWEF (KEYNOTE-181 #B) (REMMTXISEH)

FENIRSHE (SOC: Bl (%)
System Organ Class) AFIEE ee=-30= it
JEAEE (PT: Preferred Term) 85 17 82 13l

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4> Grade Srade 3-4 Grade 5
EIEH] 55 (64.7) 19 (22.4) (1.2) 67 (8L7) 32 (39.0) 2 (24)
MR LY R REE

i 4 @47 2 (2.4) 0 22 (268) 7 (8.5) 0

FE ML P BRI 0 0 0 8 9.8) 8 (9.8) 0

A ER A iE 0 0 0 6 (7.3) 5 (6.1) 0
N W REE

AR I RE A T 7 (8.2) 0 0 0 0 0
B IBhEE

T 4 4.7) 0 0 13 (15.9) 0 0

I 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0

M4 3 (3.5) 0 0 11 (134) 0 0
—f% - EEEFER L OB G OREE

HE)NE 5 (5.9) 0 0 9 (11.0) 1 1.2) 0

5 10 (11.8) 0 0 16 (19.5) 0 0

ly=NR 7 8.2) 0 0 5 (6.1) 0 0

FEEN 5 (5.9) 0 0 9 (11.0) 0 0
PR

A A ER SR 1 (1.2) 1 1.2) 0 17 (20.7) 7 85 0

I 1 BR AR 0 0 0 22 (268) 10 (122) ©
R L Ok EE

i S BIES 10 (11.8) 1 (1.2) 0 16 (19.5) 0 0
B R L O A LRk

PR 0 0 0 8 (9.8) 0 0
PRIR R R

BB L 0 0 0 6 (7.3) 0 0

K= 2 —m R — 1 (1.2) 0 0 5 (6.1) 1 1.2) 0

KR = 2 — 1/ F— 0 0 0 22 (26.8) 1 (1.2) 0
LR E NS SRy 1 ] e

Jitiligie 7 (8.2) 0 1 (12) 0 0 0
FEJE ¥ KOV TRk b

it i 1 (1.2) 0 0 28 (34.1) 0 0

95 4.7) 0 0 6 (7.3) 0 0

BUIR Bk 5 2 (2.4) 0 0 6 (7.3) 0 0

10



2B AAFECB O CREMEMEE 8 B (9.4%) | FHEOLEE (Pt
RMARIE, R RREIRARIEGERE, SZIUREE, FRAES) 161 (1.2%) | #hfdkeEE (F72 - N
U—EERESS) 20 (24%) | JIFHERERESE O 1 (10.6%) . HIRIREREREE 7 1] (8.20%) . 1 ApE
PRI 1B (1.2%) . fhoe - AEEOTHAAEAE 131 (1.2%) MO infusion reaction 1 5] (1.2%)
DO LI, o, KK - /MK - BEO TR, FEAKIERE, BRI, B
REFRE (RMIEFIVEVERI RS | Mk, EIEMEIE, M - BlEK, SE K, D%,
B MR (G OB SR BT . AR I, AREFERES, MEERTERAESS) | ML
ERE IR OFE 2GR b o 7o, REWERRSBURDLIXE E S S (BRI A 5
EEte) EUEMERETT,

Q@EBELFRIFE AR (KEYNOTE-5907457)

(LS HETE D 72 ORIREIBR R RE 70 AT « B O BRIER AT ICB W T, AFHSGITIAH
#¥370/37045] (100.0%) . 77 & AREE368/370%1 (99.5%) Z#&D HAL, 6B & oK FE
BREETEXRWVAEREGIL, 2NN 364/370%1 (98.4%) K 1r360/370%1 (97.3%) (23
HHNTZ, WTNORE CTRIFEIE %L EORIEMIZITED LB ThoT-,

K 5 WVWTHADHE TREAF SN 5% LOEIEA (KEYNOTE-590 3ER) (MM M)

FRERIKHE (SOC: System Organ Class)

JEAGE (PT: Preferred Term) B (%)
(MedDRA ver.23.0) ARFKIHE 75 REE
370 f3 370
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EIEH 364 (984) 261 (705) 9  (24) 360 (97.3) 248 (67.0) 5 (1.4)
Mg E VY o SR kEE
2. 143 (38.6) 46  (12.4) 0 162 (43.8) 54  (14.6) 0
I I ER e S 24 (6.5) 6 (1.6) 0 28 (76) 11 (3.0 0
I BRI 96 (25.9) 53 (14.3) 0 88 (238) 60 (16.2) 0
i/ NI E 25  (6.8) 5 (1.4) 0 33 (89 10 (27 0
HiB L OBk EE
Hg 33 (8.9) 2 (0.5) 0 25  (6.8) 0 0
N WA
R R TO A E 19 (5.1) 0 0 2 (0.5) 0 0
R BB AR T RE 38 (10.3) 0 0 22 (5.9 0
B GRS
o 50 (13.5) 0 0 63  (17.0) 0 0
T 97 (262) 11 (3.0) 1 (03 8 (2300 7 (1.9) 0
BT 233 (63.0) 26 (7.0 0 220 (595) 24  (6.5) 0
7S 9% (259) 21 (5.7) 0 93 (25.1) 14  (3.8) 0
W 110 (29.7) 23 (6.2) 0 99 (26.8) 18  (4.9) 0
— % - EHEER L OGO ORRE
770 45 (122) 12 (32 0 35 (95) 4 (1.1) 0
W F 135 (365) 23  (6.2) 0 107 (289) 20 (5.4) 0
TR 43 (116) 2 (0.5) 0 39 (105 4 (1.1) 0
RN DS SE 59  (159) 12 (3.2) 0 65 (17.6) 13 (3.5 0

11



B BIKS¥E (SOC: System Organ Class)

JEAGE (PT: Preferred Term) e

(MedDRA ver.23.0) AFIHE 75 v ARRE
370 1 370 f31]
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

BRIR AR AR

TARGRURT I Ny AT =T—PHMN 18 (4.9) 3 (0.8) 0 19 (5.1) 2 (0.5) 0

gz L7 F =0 67 (181) 5 (1.4) 0 70 (189 1 0.3) 0

U 2o SERE D 21 (5.7) 7 (1.9) 0 20 (5.4) 5 1.4) 0

I v ER R 135 (365) 84 (22.7) 0 109 (295) 62 (16.8) 0

NN el 2 61 (165) 7 (1.9) 0 56 (15.1) 17  (4.6) 0

IR 43  (118) 4 (1.1) 0 47  (127) 8 2.2) 0

F i ERHR 89 (241) 32 (8.6) 0 69 (18.6) 18 (4.9 0
R L OEREE

BHEIR 145 (39.2) 13 (3.5) 0 119 (322) 16  (4.3) 0

WK 20 (5.4) 8 (2.2) 0 16 (4.3) 8 2.2) 0

KA Y v A e 34 (92 17  (4.6) 0 41  (11.1) 19  (5.1) 0

K~ 727 AlUiE 21 (5.7) 2 (0.5) 0 14  (3.8) 3 (0.8) 0

&) b U 7 AfufE 32 (86) 20 (5.4 0 40 (10.8) 20 (5.4) 0
PR R IR

AL 34 (9.2 0 0 32 (8.6) 0

K= 2 —m T — 32  (8.6) 1 (0.3) 0 32 (8.6) 0 0

KM = 2 — 1 X — 34 (9.2 1 0.3) 0 29  (7.8) 1 0.3) 0
LR E N TS SRR O ] e

Leo< b 40  (10.8) 0 0 33 (8.9 0 0

fitiligt ¢ 20 (5.4) 6 (1.6) 1 (03) 0 0 0
R ¥ KOV TR RRbE

Wi B 51  (13.8) 0 0 39  (10.5) 0 0

Z O FEIE 23 (6.2 1 0.3) 0 8 2.2) 0 0

B 29 (7.8) 0 0 18 (4.9 1 0.3) 0

7ok, ARFBEZRB W CRHREMEMZERE 22 i (5.9%) . KIEK - /MK - HEDO FF 20 1
(5.4%) . BIENFZ% « A4 « IFHSRERESS - 2% - BELPEIRE R 45 i (122%) | BHERERE
= (RS AR R, RERIARE %) 18 ] (49%) . FEAHEREREE 3 1 (08%) . H
RIRERE S 50 51 (135%) | RIEFERERES 4 6 (1.1%) . 1 AUBEIRI 161 (0.3%) . fHk -
R RIE 1 1 (0.3%) . MER 2 5] (0.5%) . FEEFEE (X7 v « NL—JEfERES) 2
il (8.6%) . Axze - BEMESE 141 (0.3%) M Ninfusion reaction 6 1] (1.6%) 72338 b=, £7=.
SEIER, EEOLERE (TR ESERAE, SRR, A, K
IES) | EIEMEIE, O, BEERMEIEE (M MR SR TR
i, JREFERE:, MERRIERESE) | MERERIEGRE N OFEEE I35 b > 7o, ARRIVER %
BURTLIIBEE S S (BRRMAEERT 251 25 0EiHERE =T,

12



[HE - AE]

AR OREREYERETT L EZRA LY I 2 —Y a2k, K&Kl 200 mg &
Q3W, 400mg % 6 H[FMME (LT QW) & 5, ) XX 10 mg/kg (fRE) % 2 JEfH]
WikE (LLF TQ2WJ L9, ) TG L7ZBEOAF O MG TR E SRS S -, F Ok
H. A 400 mg & QW THG: L7 BROARFN O FARREIZ 31T 2 4 Mg HiRE (LT

[Cavgss] EVVD, ) 1. AHI 200 mg %2 Q3W THH- L7ZBRD Cavgss & FARIT 5 & T &
ni= (F#) . £7=. &K 400 mg % Q6W THeh: L7=BROAA|D EHIREEIC BT 5 A
MIEFIRE (LLF [Chaxss) &VM9o ) 1E A 200 mg % Q3W THG- LTZFED Crnaxss &
L CEEZ R T E TRIENZ 00, BARNBEICBOTERENHEE SN WD
% HETHHAA 10 mglkg ((AHE) %2 Q2W TG L72FED Chraxss & ELiE L TIRAE %
AT ETRIENTE (FR) , 612, EERAHREE ZX5UTAKH] 400 mg 2 Q6W T
G U7 S TARSR (KEYNOTE-555 #dlR) L 0 15 bav7c FERIEIZE S < FEyEhe <
A—HE, Yalb—Ta il TILTERE T A —2 LHELI LT (F&R), Nk
T, BEOEIEICHT 2R RBRE IS S E . ARIOBRE R &AM 3 et & o
2 FRETT DEELUGCTE T VS S 4L, AAI 200 mg & Q3W XX 400 mg #Q6W TH
B UT-BE O & & Ao T2 et & OREIC OV TR SRR, EiRo s -
OB THNE R M AR 7E R 1T e & FRIE -,

& 6 FAORYBERR N T A —F

Fiv: - B Crax Cavg Chmin Crmax,ss Cavgss Chin,ss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (ug/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%3?-118.3) (91.3?'984.1) (49.%(,);11.0) (30.?3(,)31.4)
400 mg QEW' (12;,2;4) (32.%?';2.7) (10.11(,)'50.8) (14613,481349) (SO.i?gl.S) (19.?3(,)'230.9)
40(0%?1BQJJ%W (1351.2?'10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W* (215,2223) (14%,41145) (11%,1221) (42?1,2233) (272,7282) (19%,9;00)

+:n=2993, 100 [HDY' I =2 b — 3 Nk D EE SN EMAEEO FRAE (2.5%4, 97.5%4) | Crax : #[E14
B4 O Em MG IR, Cayg @ MBI G- O MIEHIREE, Crin : PIEIE G (A 270 2 5480 OFARiLE
HRIE, Craxss : EHCIRIBIZIT 2 @ MIEHIRE. Cags 1 EFRIEICIST 2 MIE FIRE . Crinss © EHOIRIRIC
BT D A AR i
I 56 GO AT (95%(EHE X [H)
§ : AL BT (95%(FHE X))

NA : %3472 L
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4 ﬁﬁnx \_OII\T
AFN OB G- 2 B3 2 2Wr - FrE L, AFIo#FK G2 X0 EE @%%ﬁﬁbt
(RIS 5 2 L ISR T2, uT®®~®@¢~T%%t¢m BWTHEHT 5
%T%&

D HERIZDOWT

O-1 Fitd 1) ~ B) OWVTIMNITEYT DR THDHZ &,

(1) EAEFEREIEET 2 A BREEEEIL SRS (BRE AT IR DS A S FGE LR BT
HiEAS A B2 L R . HIIES AURSIRRE 70 &)

(2) FrEt&RETRRT

() FEMFRAMENIEET DB ABEEE b (DS ABEEERERbE. BSARIEERE
W I1IRRE. D3 ARSI HEE R 7R &)

(4) AFALFRIERE 2 RE L, SR EFRENE 1 X3S R bR ENE 2 Oliisk 5L
IZFR D B EIT > TV D itk

(5) PUEBMERES AL & BINE O Rist FEIZ LR 5 i H 21T > TV Dk

-2 s OLFRIE M ORIVE IS BLR O IS 4y 70 Jnidk & BR 2 RO ERT (TR
WL G T DIER) 25, UESIRFOAFNE T DIBROBEE & L TRESh
TWsZ L,

*

o [ERGIFESR22EDOWINHE ZIE T L2 1% IC5ELL EO ) ATRIR DB IRHE %
{ToTCWBHZ L, 9h, 2L Fid, DNAEYIREAS T L LRSS OHE %
ITHoTWAHZ L,

o [EEIRFFEUSEAEDOPINHE ZE T L7-1RIT, THILESHE D2 A SYIRIE 2 & Teb
FELU LTSI FLDEMZ T > TND Z &,

o EMATFIRASR2EONUPMELZE T LRICAEL LOBIKERZ A
LTWaZ &, 956, 3L LT, L& O R A EYIREZ G T
I FOBKMEZTT > TWVWE Z &,

@ BENOEXKBFREEOMEHIZ OV T
A IERE PR T 5 BT D Sy, BERBEND OFRE N, A% - Z4
PRSP AYIE RO B ONERNIZ 0T D IR, A HE IR LG OSSR
RN AT O D IEHINE S TND Z &,
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® EWER~DORIERIZOWNT
@-1 Mgk AeHl i B3 5 B

BV B O EE R BIEM N TRA LB, 24 FERIRHAHIO T, Mikhisx T
HHERERR IRV T, R LZRIERNZIS U CABEE R Y CT E O RWEH ORI 237
FRAEDFRERDY B HIZHE LIV, B HITHHL TR IKH] 23 > TN D Z &

@-2 EFREEERIC L 5FEFSNICET HE S

DAIRICEED 2 MR ML O L2 AT 2 EREEENEERE=42 1V 7
EEHOIEIROA T ) —= T EITOEIRE SR EZ A TE 5 F— AEFRRH] 235
fEShTnDZ L, ok, BEAERIZOWT, BARE EZOFEI I BmsiiTn
HT &,

@-3 BIfER oZWroxtin i B LT

BIER (MEMMREEMZ, KR - MG - EEO TFL, BIERZ « FFR4 - IF
PERERREE - FJ¢ - B LPENRAE 2%, BReREE (R EMER &5, REREBERE) . N
SRR (FRAMRERE ., FURIERERE, RIBEREREE) . 1 ARG, 5E 9K,
e - BEBUTRMRIE, e, BEDORERE (hEtEREBIERARIE, B RIRARERE,
ZICHLEE, FERIRIESE) . infusion reaction, 7% - Bfilssc, EEIEAEEIE, kRS (X7
Vo NUIEGEREE) | DR, BEEARMIRREE (e MEi MBI ESRBER . AT i,
IREFERES . MERRRIERIESS) | MEK B AEMERE, RS (CxF LT, Mkl ST Rz
BADEMM: A A 2 EA L W L (BHWEHOZK-eRHSICE L CHE R VB 2% 1T 5
NHEMEICHDHZ L) | EHHICEYIRAENTE DGR E S TWND 2 &,
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5. REMRLIRDBE
(AR B3 % FIH]
O TRICHY T 2EEIZBN T, AFOENESHEES LTV D,
o DAALTFRIERIZHEE LU /ZPD-L1GM" (CPS=10) DOIRIGUIFRAREZRETT -« IO R
B ERCE DR (ORFIHM 5
* o KB DO L R=F Bk L LT, B5E4 : PD-L1IHC 22C3 pharmDx [ 4 =1 23&GR ST\ 5,
o ALFRIEE DR WIRIGUISRARE LT « IO RIEREE (BH S-FUR DN AT T F
> ORtS)
@ TREICEEY T 2 B ICKT 2 ARAN O G K OMEH FIEIC DWW T, RAIOF 2D
LS TELT ., RADOELGHR LR,

o FivoonfiBhis

[“ZztEI B3 % FIH]
O TRUACEEN T HRBEEICOWTIIARF OB GENEER E SNTNWDL Z b, 5% 1Th
AJANGPN
o KANDRGIT KT UBE DB TR D & % B
@ IRERTOFHMIZI VT FREICEEY T 2 BE T OV TR, RAIDOFEEGITHELE 4172003,
L OIRFERINIE S 2 WIGEIZIRY | HEICAFIZEHT 2 2 L 2B TE D,
o [WEMMEROAI UIBED & 5 BE
o HaEnE iR A CHE R 258D 2 B K OVE B ME O KU B il oe <0 i gu e it 2
LD RIEMEZEALD I B D B
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