RE¥1125%3%5
A3 11H25H

wITEA () RERRE
OB REATER ()
R ARBR TR () &
HOUE I R i R 2 (R)
TEimE =R AR () K

Y

B

JE AT B R BRUR R SR
( ~ FE & B )

U PD-1 FUIRGLEEMIEIS AN AR 5 el HAEE T A KT 4 ORIEIZLE
IR BEFEIHO—IPLIEIZ DOV T

BT PD-1 HURHUEM ISR CTH D (=R ~7 GBI Z) 8UHl (RFEL - 47—
RS EFTE 20mg, [7) 100mg, [F] 120mg K& VA 240mg) | KX [RAT7 1 U X<7 (GE{s iR
Z) BE (KFE4 : A bL— & SiEETE 100mg) | (I 2W X, [HL PD-1 HuiAHi v i s 5
(2% 2 Feamfl HHEE T A K7 A4 U OREITHE S WEFHIZOWT) (P29 42 A 14 B
FERIESE 0214 55 4 5, LUF THU PD-1 FUAPUEMIES A B H @A) L\ ) ,) IZB VT,
PRpEH EOBHRWIR O EEFHAZBA L TWNWHE ZATT,

SR, T=AR~7 (GBIEEFHEZ) RAOFEEHHEET A K714 (B kO=R
N~T GEGHEz) RAIOREFRHEET A R4 > (BIERE) OB\ T
(BUES 1 - 5F0 34 11 H 25 AAH SRR 1125 35 7 BIEAFBEERK - AnfARE
LRGSR ERN) L [ RAT 8 Xv7 (BE T8 x) 8E| 0 fo i et 5 A
RTA v (B O—MBEIEIZOWT) (B2 - AF 34 11 H 25 BT 3RAFKEF 1125
% 3 TR EIR AR AR EIR LB E SRR E) O L0 | Ao HHEE Y A
RIAUPBETS N Z LIV, KBFNR LI HEFREEZ TRRO L BURIET S50 T, &
BT ORRERIER, SFa SRR T L CEARUE 2 BV L E T,

pailll
ru



F1 PD-1 PUAHEMIEEA R EFEHAOLDO 1 (7)) R 2 (9) ZRD L H iz, o
2D EMZ %,
7V — R I ERE 20mg, [7] 100mg, [R] 120mg K ONF] 240mg
(7) IREYIBRAREZREST - RO BE
AREH 2 TE O RASBE 2 T - RO FHEOBERICH WA 5GEIL, IROFHZ S
WM B A E O EARIZ & T 5 2 &,
1) WICBITHligxD 5 b, %4 T560 (MExREMT ) 226 ThuREE4] £ T
DO BHENT L O )
7 EAGEREDNTRET D0 AR SRS (FRE TR DS A2 E L
ST, Mk ARSI HEML SR, HUE S ARSI R &)
A REEREREIRPT
v ERENREENEET D0 AR (B ARREER R, AR
PEHEHER DIRBT. DS AR REEEHEE IR e &)
T ARALTFREIEEZRE L, SSRAEFRIEIE 1 USSR HRIEINE 2 O
IR D M AT > TV D ek
A PUEE RIS A L5 S BN R O i i FEE IS ER B i HH 24T > TV D iRk

1
1

2) WIZBITHEMOEHED S L KEANCET HHEEOEME & L TREINT
WAHENZYT LD (TEMEMT ] o TEMEEY ] T bi%bd 5t
D % Fral)

7 EMRFFEURL 2 EOVHIHHE & T L7 5 FELLEO D ATEE O R
BEZIT-TWHIE, 95, 2FEU EIT. DNARYEEZ T L L REES
DHHEZIT> TN D Z &,

A ERREFREE 2 FEOYHIFHE 25 T L7-RIC, TMLEHE O ARy E %
e 5 U LW LA T OB EZ T o TnND 2 &,

v EMREFESE 2 FEOVHINHME & T L2 BIC 4 FELL LR RRZ 4 L T
WHZ L, 9B, LR, IR O N AR LA S I EERIR O
RHE 24T > TNWAH T &,

3) ABA EoOPEEERA &P T 255, RICEBITF20FHEGED Y B, §%Y4
T5H5H0 (RG] o AT Y] £TO LY T 56 D% FHE)
7 AXVVTITF RO EZE OGS
A FXYVIVTITF o KUV F—F"IAT oL RN T7)vEa T EDHABE

5.
A XHYSSTFURRTH T« FRAT U AT T IH U 7 ARAFH
& DOFFHE G-



4)  AKEF z i OGTENERES A & 0P 256 HER2[EVE 2 #ERS L 7oA o FE i 4F
HH

(11)  BIEEICBIT DIk

AHUH 2 2B S F VT DI R BN IE DIRIEICH W B 35513 IR O FIE 2 2 RN

FRAIE O EMIZFLE T 5 2 &

1) WIZHET DR DO B, %4560 (MhsrEMET ] o Mgk E 4] £ T
DD HL%ETHHDEFH)
T EAGERENRET 20 A REEEILSIRP S (BRENT RS A2 I AL
FRURBE, U AR EEIL SRR, UGS AR e &)

A FEEEEIRPT
v ERENREENEET D0 AR (B ARREER R, AR
FEEEE T SIRBE. S AR HEE R PR 7 &)

T ARALTFRIEEZRRIE L, SR FREINE 1 U3 R FIEINE 2 Ol
A EEIAR D B A2 AT o TV S Jifisk
A PUENEERE AL E BN R O R IR D M 21T > TV D ik

2) WIZBITHEMOEHED S L KEANCET HHEEOEME & L TREINT
WAHENZETH L0 (TEMEMET ) 20 TEMEE Y] T BN T 5
D % Fral)

7 EMGFFEG % 2 FOMMINHE & T L7112 5 4FELLE O D ATEHE O B R
BEEZIToTWHI L, 95, 2FEU EIT. DNARYEEZ XL L BRESS
OWHEZ{T> TWAZ &,

A ERRFFEUSE 2 FOPIIIHE 2 & T L7212, TEALEE D0 A3 kL%
e 5L EOWHLEANBI FZOBEM AT > T D 2 &,

v RIS % 2 EOPIIHE AE T L7 %I 4 FL LOBKRRBRE A LT
WHZ &, 96, 3HELLEE. THILEE O D AL Z & T bas ik F O
RHE 24T > TNWAH T &,

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

AREH 2 ARTR IR AR 70 AT - FFR O BIERE DIRIFICH WD 551X, ROFHE D

FERIM B A O MBI GRS D 2 &,

1) WIZEIT DD D B, %% T 560 (MEHRESET ) 25 sk E s 4] £ T
D9 HEET D HOEFLH)
T BAETERENEE T D0 AR RIRERE S (FE T IR DY A2 L

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

A FEERSEEN L



v EENRIENEE T D 2 A REERE (0 AR RREE R ERbE. A2
PEEAE T Db, DS VRS HREEEHEER R 2 &)

T ASRAEFHRIERE 2 RE L. SR SERIEINE 1 SUISSRAL AR IEINGR 2 O
RILYEITR D S 21T > T D fit

A GUBMERRES AL E BENGR Ok EEIAR 5 s 2 AT > T D Hi ek

2) WIHBITLERMOEMD S B, AKRFNEHT 2RO BEEE L L TREINT
WOHENEUT D HO (TEMESET | D TEER Y] FTOIBEYETLH
D % FL#)

7 ERR S 2 RO YIINHE 2 & T L 721212 5 LU E O DS AUTHEIFE O R IR
BEIToTWNWDHI L, 26, 24 EIX, DAFEYRES L LR EES
DOWHEZIT>TW\BH Z L,

A [EEGRFFRSE 2 FOMMPHE ZE T L7212, THILERIE O D AFEYIRIEL
e 5L EOHLEAB OB AT > T D Z &,

v ERIRFFEUS% 2 FEOMIIHE & T LRI 4 T L EORRIKRRRZ A L T
WHZ k. 96, 3L R, THEEE O AL L & iH b2 R F O
RAHEZ 1T > TWBH Z &,

3)  ARRF A BN CREGT 555 PD-LIGM 2R LI-REOEKEA B LR
FER (GEHL=R)

4) KRER M OFUEMEEEA EFHT %6, RICBT20HHKG 21T F
(PG 7 Lit#)
7 5FU KON AT TF LS



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

(& HIRx i)

HEFEICOWT) Ok 29 4 2 A 14 BT REZE 0214 55 4 75)

(EERER o R SEER S7)

 IE %

% IE A

1 A7 V— AR EE 20mg, A 100mg, [F] 120mg K TOVF] 240mg
(1)~(6) (H)
(7) 1BEYIBRARE/EST - RO E
AREIH 2 IR IR AR 72 LT - B O B ORIV 5 Y5
Al ROFIE A PR A A E O R EMIZ T 5 2 &,

1) ()

2) WIZEITFAEMOEGD S H, REANCET 2IREOH
AHELLTREIN TV AENZET L2000 (TEAMEMSF
TS TEEAY ) $TOY YT 5 H 0%
7 ERRFTESE 2 EOMIIHE 2 E T L71%I2 5 F U

FEOBRIERDEERIFHEEZIToTNDHZ L, 9B, 24
LLEE, NASEYREE £ L U BRRES S OHE 247
S2TWBH T &,

A EMGRFFES% 2 EOPEIHEZ £ T LIz, M1k
B DN A HRIIRTE B Gt 5 AL E O WL BRSO E
HEIT->TWNDHZ &,

U ERRIFTEESE 2 EOHMIIHE 2 E T L721%I2 4 F L

1

A7V — R R ERE 20mg, [F] 100mg, [ 120mg M VA 240mg
(1)~(6) ()
(7) DAALFHRIEHICHITE U 72 IR UIBR REE 70 81T - P8O B
BN % D AARTFIRIERL IR HE U 7o VI YU BR AN A0 A T -
FEO BRI D5E 1T, IROFIHE 2 2HHRENA I E O
PEMICR#S T D52 &,
1) ()

2) WIZHETHEMOEMRD S B KA T 21RO E
THELELTRESNTWIENREZEYT L0 (TERMESF
T b TEMESEY ] £ T Hi%NST 50D %0HE)
T ERIREFFEURE 2 FOYIMIHE & & T L7212 5 L

ORI DEIRIHEZIT>TNDHZ L, 9B, 24
Pl bk, DAL E £ & U RIRIEG S OHE & 17
STWAZ L,

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

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




FOBERBREALTWAZ L, 9B, 3EL EIT, E
B2 D DS A SR 1L % & T AL 28908 F O R IRHE 2 1T
STWNAHZ L,

3)  ARHH A fh OFUEMEREE S & OS5 8, RICHET S
iR G oS> B, #4450 (ARG »6 [OFE
BhEY] FTOIHHNETDHH O EFH)

T AXHVTIFURRI A e L ORES

A AXBVFFTFL RV F— AT AR T N
0y vE ORHRS

Y ARV VTITFURBTA TN« XX T - FF
Z ) U AEEEIE OO

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

(8)~(10) (m%)

(11) BB L it B

AHA 2 FE R 35 T D iR Al Bh R IE DRIV 2 56
13, IROFIE & 2P R E O R I GLi T 5 = L
1) WiHBTLMEOI S, %4560 (THaREMET | »
O Mgk A | FTO I Lg% b DA
7T BEATGEBRENRET DA SEEEEI SRS ()
B RS A2 R HE L T, USRS A B2 B HE LA

FoBERREREZAL TS E, 9B, 3EMEIZ, 1H
{289 D DS A SR 1L % & Lol b a8 F O R IRHE 21T
STWNAHT L,

iz

(i

(8)~(10) (W&)

ChTi




Be, HulikAs A 2iImRbe e &)
RS REIR T
BBIE T B S R TE T D S A2 EEEE R B (08 A2

HHEEFE ERPE . 25 AR TR, 25 A2 R HEHE
HEIFEE A &)

T IRIEEIRIEE AR E L ASREFREINE 1 34t
KAV FIIENNG 2 O Rk FEAEIT AR D i 21T - TV 5 i
=

A GUEMERE AL B ERANE o S gk L HEI AR D Jm tH 21T
CNAAYAY T4

A
v

2) WRICBTLEMOEMNED S b, ARANCEET HIEFEOE
EEELCHREISN TSI ERFEUTL O (TEAEA
71 0s [EEEGY ] £TOH LMY 5D Z )
7 ERIREFTEUGE 2 FEOYIMHE & T L7212 5 L)

LB IERDEERIFEEZIT- VDL, 5, 24
U b, BSAEYIEREE £ L L BRIRIES S OWFHE & 17
2 TCWBH T &,

A ERIRFFEGE 2 FOYMIHE 2 E T L%z, 1k
SRR DD AR E A G T 5 AEM EOEL BRI D&
HEIT->TWVDH I &

U ERIRFFEUGE 2 FOYMIPHE & T LI %12 4 L)
FOBARBREELTWVWSZ L, 95 3EEIE. W
(L2 D DY A SEM IR 2 B To AL 2895 - O B R A 21T
STWVWAHAI L,




2 XA F—& S EE 100mg
(1)~(8) (ms)

(9) ARIBUIBRAGEZRMEST - PRI D AIE A

ARG 2 RIB VIR AN GE 2R AT « OB OIGHRIZHN D
Sraid, ROFE L PRI E O EM SRR T 5 2 &,

1)-2) ()

3) AHAEZHFMTEG T 556 PD-LIEMEZ MR Lo
DOFENEH B R ORAER (FHE)

4) ARAZ A OFUEMEERA & P 556, KIZHT S

EAE G %#1T7-o7- 5 (DAL T | L Ed)
7 5 FUROV AT TF o Lo fES

2 XA F—F STEEE 100mg

(1)~(8) (%)

(9) DAALFRERITIHE L 72 PD-L1 BBHEORIGUIER A RE 70 it
1T - OB R LB
ABLFH 2 3 AARZERRIE R T U 72 PD-L1 BBPEORIAYIERA
REZRIETT « ORIV LR ORIV 25813, RO
FIE 2 2RI T E O AR IR s &
1)-2) ()

3) PD-LIBMZ#EER L- MO FEMAEHA B L OMAERER &
BR)

(i




A 112568 7 &
SH 34 11 A 25 H

#woE R
| PR P R

i (AETEES (R & B
ool K

IR BE RS - TR E R I R A R R
(&~ H A B )

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

%75 I B = & S D HAR T #2016 (AL 28 45 6 A 2 B BIFETE) IRV T
HEI G OMFE A O REACHEEZ XD Z ERRVIAENTZ L 22T T, &
BIHES G & B R B TR T D - O Il HHEE T A4 R T A V& 1E
Ky HZEE L TWVET,

=ARNwT GBfa i z) 8K (k54 - 47— R AR ERE 20mg, AR
FFE 100mg, [F] G F#E 120mg M VAL AR FRE 240mg) % B 9 M VR E s L2 %F
L CHEAT2BOBEFEICIOWVWTIE, [=RAr~7 GBI Z) RF DR
WERHEE T A R T A > GE/Nmiaftgs, ErER e, sasaim, B, A
AR ) o, B, B R E, BEE A 7 oY T T A NARK
EME MS IT-High) 267 5605 - BEEKORIER) O —HEICo0
T) (B 24 11 H 27 BAR AR 1127 5 1 SR AT B I - A TG4
ERERLFEEHREEN) ICLVRLTERLEZATT,

S, =R~ 7 GRIE L Z) BA] (E4 « 47 Y — R R #E 20mg,
[EE R 100mg, R ARE B 120mg M OV A & 240mg) (2OW T, BHiE &
EEFEICBT 2 EE XTI R, HELAOCHEO —EEEN AR I N2 LI
PRV, BT A R TIA 22N TNREO LBV HENTZLELIEZDT, W
D B K OSSR R Tt 32 8z BREV L E 9, 7038, SibE% kit i F etk
A RTA4 0%, BIRESED LB TT,
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RIS

B O fclEE HHEE T A4 R T4 v OGETET (BriHxT i)
E<lh [&;
B AR— (FHRERIBED) Y= (BHBREBHIER)
2= KGR L 70 D 5hHe XATZh R 2= ﬂ%kﬁéﬂ [ESNIE
TR UIBRANEE 2R AT - TR O H s skl IR O BR A RE 70 AT
ﬁ%@%ﬁ
®GL 7 D BN O &
Wi A=A L~ GEBETERZ) L Gl 7 b HIER O
T, 1[H] 240 mg % 2 JAE AR IE 1 [H] 480 mg % 4 W, A=AV~ T (BETEz) L L
[ IR C A e T 5, T, 1[A] 240 mg % 2 JAMIMNE X3 1 [7] 480 mg % 4
fit D HTAEVENEEE A & OFH T 25 A1, E ., AR T [ IR C AR B E T 5,
Wi =Ah~7 (B AR Zz) & LT 1181240
mg % 2 MR XL 17 360 meg % 3 MFHRNE T
SR EHET 5,
48— 3. RO 4= 3. ERPRRGRE
IR OIBR AR RE 70 HE1T - FRFE O B8 O KGRI I FEAM DA LS | T A BE L T IR DI PR R RE 7o EA T
EAT o 1o B RRRBR O G 2 T, 7 O B O ARG RE R 21T o 72 E 70 BRI
[H2hE] DIAEE T,
O BEIC[F 2 MAHERER  (ONO-4538-12 3ER) [ G 2h1E]
] B[R] 25 AR R (ONO-4538-12 7AER)
4= QERIL[FEFH AR (0N0-4538-44/CA209649 & (© B




BFRERE O 72 e b RGN -2 5k 2 A
(LAF, THER2| &5 ) BT UIERA BE et
17 - RO B T EE TG HE (EEO .0
NEEEHBEANEY EF 5 cm DINISOLE S DR
FE) ABFET 1,581 #i] (HARNESE 109 Filz G, K
Fll b B 789 i, b FRE BE 792 f51]) &
Rz AL IR & LT ARHH bR
DENER et Lz, FEFHEE T
¥ % combined positive score® (LAF., ICPS] &
VWH ) =5 EMICET D M AR (LT,
[PFS] &5 .) KON CPS=5 H£HIZEBIF S 0S (T
DV T, AR H BRI bR R Sk LTS
PICABERIEEZ R L (F 1 X2, &5,
FHNHE Sz fiE FIE R O BEAREOE X T
> THREMTON MR, BIKEEHIEE & S
N7z CPS=1 M KON ITT ££HIZEBIT 5 0S (220
T AAHbAFREII b ERIE IS LR PRy
WCHEBERIEEZ R LT (R 1. K3),
*1 : HER2 HIEARE ITARHEE D BE . K OEIEIT
MO H D RO EZ bHAN AL L
7=
*2 . LN O FRE QR Y EAT AN SR & &5
L7z [OAFH Y 7FFF 111130 mg/m* (KK




&) % 3 M AT B C i i L, A= & 72 1000
mg/m’ (R HIFE) % 1 H 2 [F], 2 BEKE O 5%
(2 1 GAMRE, I@AXY U FFF 2 1 A 85
mg/m’ ((AFKER) . & VU F— bhHLv oA 1A 400
mg/m’ (EEME) KON Z/Fr T30 1 [a 400
mg/m’ (RFHFE) % 2 BRIMIE CAREEL, 7
LA T 770 2400 mg/m® (RFmEE) % 2 A
D3 CTERIRNEE R 54212 12 F RIARER], AHI+
{LFEIERECid, AAl (D1 9] 360 mg % 3 JA [
bR X X@1 [A] 240 mg % 2 8BRS CTAEERE) &
INEN EEEOXIZQ b EIEE P LT,

%3 : JEEAHARIC 1T 5 PD-L1 2383 L 7= gk (&
B, ~7 a7 7 —V RO L oNER) A RIEE
AMfRELCRR L. 100 2 3 U721,

7 1 HhMERAE  (ONO-4538-44/CA209649 X5R)
(F 1)

(4 W)

2 PFS @ Kaplan-Meier mh & (ONO-4538—
44/CA209649 #Ex) (CPS=5 4£H)




G

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

(PD-L1 FEHUR PR D F Zh )
[ B e ) 25 ILAH 2450 (ONO-4538-44/CA209649 FXER)
AN NI BEOT —ZITHSE PD-LL D
SRS BT AT o 2B (RREY 2R fit
Zote) RMOEZEMEOFRRIIU TOLEY Tho
77,
AFNHLFREDO A ZIMEX. CPS 28 5 Kiii (CPS<
1 N 1=CPS<b5) OBFEEMTIE, fLFHE LT
FERIETH-o (F2, X4,
728, PD-L1 ORBRIIZ L 5T AAOZ 2T
07 7 A VIFEECTH - T2,

# 2 PD-L1 OFIVIRIBI DA% (ONO-4538—
44/CA209649 FX5R)
(& 1)

(X 1)

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




9 ~<—v

OE BRI FE S /M ARFER  (ON0-4538-37 #AER)
{bFIRIEE D 72\ ) HER2 FaE" DG IR A BE 72 it
17 - RO B T EE TG HE (EEO .0
NEEEHEAEEY ET 5 cm INICHE T 5 iR
FE) BT 724 Bl (HAR NG 395 Bl & Grde, ARK
HBERVE” BE 362 fil, 7T B A H{LRIE” B
362 i) ZX BRI, TR HEFEEEE R E L
T, BAIHACFREDO A R OV B2 fEt L
7. EFEMEEE O—H>Th D PFS (P4l [95%
XD 1. AAI P EERET 10. 45 [8.44
~14. 751 A . 77 AR HLFEIERE T 8. 34[6. 97
~9.40] W HTH Y AFHHLFFEIL S T A+
B IE I LG I A B RIER 2R LTz
(N — R 0.68[98. 51%E#EX[#:0. 51~0. 901,
p=0. 0007 [J&%] log—rank &),
Fo, O OO TERHlEE TH S 05 (Hhfi

[95%EHAXE]) 13, ARF|HbAEIERE T 17. 45

[15.67~20.83] W H. 77 R HLFEERET

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

B3 7 7 2 A LR IEIC R Litat 2RI A &

EEZ RS Z2ho 72 O — RIE 0. 90 [95%(5 fE X

]:0.75~1.08]. p=0. 257 [JE%I log—rank #7E]),

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

(@ B




7=
*2 : AF (1 7] 360mg A 3 3 i [E1fE TARMEE) X
X7 7R L, LFO(LSEE (GRBRH Y E AT A
ER)ZHH L [AXH Y 7 FF 118130 mg/m’
(EEmEE) % 3 BFEMECRMEEL, T~
=)L e X ATV AT TV A T AEEFH 40
mg/m* (AFmEE) I H % L 1000 mg/m* (K
FiEfd) & 1 H 2\ 2 BAFEOEG%IC 1 EH
IR,

(4 W)

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

(% %)
6 0S @ Kaplan-Meier Hif (ONO-4538-37 3fk)
11 _— [Zz4E] 5— [Z:41E])
OEBEILFZE MAFEFER (ON0-4538-12 #h5Ek) [ BRI E S MARFAER  (ONO-4538-12 FR)
11 ~2— @ E B[R MAERER  (ONO-4538-44/CA209649 7 (@ B

)

A EFRIIAH P PEERE 776/782 6 (99. 2%) |
(LR ERE 752/767 1 (98. 0%) IZEB B, AK
bR L OREBEENEE TE RWAES
BUIARH PR ERE 738/782 5] (94. 4%) . b




PRVERE 679/767 f3] (88.5%) IZd bz, Wit
MORETIHRIEN WA FORERIZFED LBV
ThHhol-,

£ 4 WINOORETHIEN 5900 EDEIVEH
(ONO-4538-44/CA209649 #ER)
(F )

7o, AFNHEEEEIEREIC IV THIERIESE 466 4
(59. 6%) . NTE&RERS 2 203 4] (26.0%) . infusion
reaction 111 ] (14.2%) . FIRIBEEREFESE 96 4]
(12. 3%) . FERUHBAEIE 68 1 (8. 7%) . KIFZK -
/NS - EEFEO N 52 5] (6. 6%) . [FEMEATIE A
42 1] (5. 4%) . FREE D R RFFEE 28 5] (3. 6%) . BEHE
REREE 26 61 (3.3%) . (ColBESE 15 61 (1.9%) . &
R AR ZEARE 13 1] (1. 7%) . FFZ 741 (0.9%). F
TIAREREREE 6 5] (0.8%) . FIBHEAEREE 4
(0.5%) . J#EZE 3 4l (0.4%) . LoHZE 2 41 (0. 3%) .
L ROHEPRYPE 1 451 (0. 1%) . 5 & 5 fsEde 1 61 (0. 1%) .
feitZz 16l (0.1%) M OMEFL 16 (0.1%) 235D 5
Nie, Fio, BEIEFIERE, MK - #iBI. K.
AL PERRAE 28 B 2 iRpEE . BIEFR . JFAR
A JREFEREE . i BRE A E A A OVIE S HY i 1358




0 BN T2, ARNWEAFEBRDL T PEE S (1
WHREMRE 2 51) 2ot Rerd,

13 X—¥

QEBE L [F 5 1/ IMAH AR (ON0-4538-37 7ER)

B EFGIAH (AR 358/359 #1 (99. 7%)
7 7 R AR RE 357/358 B (99. 7%) 1238
Hiv, AF. 7T A A FREE & O KRB
M ETE WA EFEGIIAA + 0 FIRERE
351/359 il (97.8%) . 7 7 &R +{LFEIER
349/358 f5i] (97.5%) 2D Tz, WIT I DRE
CHELED 59 EORWERIF TRO L EBY Tho
77,

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

7o AFNHEEEEIEREIC IV TR IESE 282 4
(78.6%) . ATHEAEFEZE 83 5] (23.1%). infusion
reaction 48 {3 (13.4%) . HURAREEHEFRESE 30 45
(8. 4%) . BEBUDEIARIE 24 1] (6. 7%) . KIBZE « /I
Woo% - BEED T 24 5] (6. 7%) . BVEPEMIPEE 15
B (4.2%) . BEEOREEEDE 14 61 (3.9%) . B
P 9 5 (2.5%) . WIEHEEERETE 6 61 (1.7%) . &

(@ B




Ak e ZEARSE 3 451 (0. 8%) . 1 AUEIRIF 3 51 (0. 8%)

RFFZ% 2 ] (0.6%) . /2 migkEE 2 4] (0.6%) .

A4 2 1] (0.6%) . CoigFEE 2 i (0.6%) MUNF

MR REREE 1 B (0.3%) 2RO bz, Fio,

R HEE, DI fhoe. MR - BRI BE
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T, pCRJ &V D) DO BN 2™ fiE
© Offrte BET 794 ] (AARNBFE 63 FlaFmie,
ARHKIEE 532 B, 7 F AR 262 B) EXIBIZ, 7
TR E R E L TAH 240 mg & 2 BRREIE T8
| (16 [, £D% 9[EH (8 H L0 2 i
%) 75 480 mg % 4 A [ HIfE C A EHE G 12
I AM) Lz & X oFMEROLE M5 i Lz,
FEHMITEH Th D HF AR (Pl [95%(F
FEX D) 1, AKIRET 22.41 [16.62~34.00] &
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1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TRV RFEMBGE & O HAR T EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE R ESR T, KEERASCL 2T 0 7 7 A VISBEE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEICET 2 IERSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eo> T, AAA T4 Tl BRBEELZNE TILELN TV D EFIFR -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I, ARTA BT A A%, MSIATBOE N EIE G RS SR, A FEABAR
BRI IR s . —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, A7 U — R SEEHTE 100mg, 4
—REIEEE 120 mg, A7 Y — RS EE 240 mg (— %4 - =
P~ 7 (Bl FH#z))

REERDPEIR - TEE OISR AR AT » FRHE O FHE

WG ERDRMERORE  @E . lACIZ=R L~ (BT %) & LT, 11 240mg
Z 2 ERIRINE S 1[0 480 mg % 4 3 R RIE CATEEET 5,
i OHFEEMEIES A & O 25813, B A=A Lr~7
GBfz /M z) L LT, 1 8] 240 mg % 2 WML 1 (5]
360 mg # 3 i MR CRIEEET 2,

B I GE 3O /NP TERRUAAE




2. FHN DR, VERBFF

A7 — R A ERHE 20 mg, [RATEERE 100 mg, FAGEEE 120 mg K OVNE S ERE
240 mg (—fi%4 - =FA~7 GEE ), LT, TARA) L)) i, NERSES
TEMASLEAZ Ly 7 24 BTV AR e =AY —X A7 A7 (BMS) f) 2
BAs L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 & / 7 v —F /LHLfk
Th b,

PD-1 1%, &M L L2 38k (T A, B MR N F 2 T 0% 7 —T fifn) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & AUZHIE 2% 2
1) IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 7 K (PD-LI1
KMONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT o REROTEHEIIREZ
BIZFRET L CTW5b, PD-1 U W RIFHURE SIS B b Ok & 22 JEEHERIZ 58 B
LTk, BMERAMEEE) LU L EEMHMICI TS PD-L1 DOFEBL L IEDELF
HIH & OMICADOHBEBFR & 5 Z & 2HE I TWns (Cancer 2010; 116: 1757-66)
F o BB AR IR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZX > T PD-L1 OFIANFEEI N, BB LSRRI T 5 PD-L1 ORI LD
ALEWIR & ORI EDOFBARRN 2 & DHE S & % (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 @5 S E -8 AMlaiE, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 545, HT PD-L1 /KT PD-1 & PD-L1 & D& EET 5 &2 OHI
GEEIGEREIE T 5 Z EDRENTND, DI LD PD-1/PD-1 U 72 RERERIL, 23
AR TR R R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZL, FEHRBROFE R 5 PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U AV REDFEGHEIET L2 LICX Y, BAGURRFRZ T Mlaols
PEAL K OV AKRIBIC %9 2 IR EiE M 2 B8589~ 5 2 & TRk e PUEsE2h iR &2 k4
ZENER I TN D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 b0 L HIfF S,
BB 2R & LTCBRRERZ R U, Az, et R OCRAEER R ST,

AFNOVEFRFIC 3 < BE O GIERURIC X 2 BIER S0 & &b, BEIEL I
D RS B AAOB G RO GH%IIT, BHOBEE HHITV. BESR
D BTG AITIE, BB L HUTIE U B 2 ik & B8 & FF oAl & L Col
LI2REERIB M 21T\, B OSRIERIRIC X D REIER A SN 5 5A121E, RIS RE AL
LRI OB EEDHYRLE 2T O LERDH D,



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

[H2hE]

OEFEHL[F ZH MAHFER (ONO-4538-1255k)

22O LL DAL FHRIEIE 2 A5 D AR AES R S AN AT AT O TR IR R RE 72 A T - 8
O HFE T RIE T A EE (EEOFLARIE ALY EF5emlNITNLE T 5 IR
FE) BEA9301 (A ARNEE2260 % 5 de, AFIFEI0N], 77 B ARREL63M]) 25T,
7T R ERIRE U CARKI3 molkgZ 208 ][ b CREENE Lz & 2 0F MR L4
PEAZ MR LT, FEFHIEEE Th o 2AEFHIM (LLF, T0S) Evvo, ) (R efi [95%
fEEIX] ) 1%, AFIFET5.26 [4.60~6.37] B H, 77 AR T414 [3.42~4.86] » A
ThO ., KENLT 7 BRI L FRIICHBERIER 2R Lz (O — RE0.63 [95%
{EHEX M : 0.51~0.78] . p<0.0001 [J&%Hlog-rank &1 )

10{ =& — AFIH
- W e To5uRE

0.8
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0.6

0.5

R

0.4

0.3

0.2 -

0.1 5

0.0

0 2 El 6 8 10 12 14 16 18 20 22

at risk 3% EFM[M(A)
 AEIEF 330 275 192 141 94 56 38 19 10 5 3 0
JotHEr 163 121 82 53 32 16 10 4 3 3 1 0

[X 1 0S ® Kaplan-Meier Bi#t (ONO-4538-12 3A5R)

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

BB D720 e b BRI = 5428 (LLUF, THER2) &9 ,) BEMEOIRE
UIBRARE 72 HEAT - TR O B XX RE B A HE (BEOHOAREREEH LY BT
S5cmPNICALE T 2 i) A 1,58141 (A ARNBE10961 % G ie, A+ {bFRE2R
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78981, ALSEIRIEAET2G1) ARG, AbLFIEIEE IR E LT, ARAIHEFFRIEDO AR
PR OV R Z G LTz, EEFHiSE H T & % combined positive score™ (DL, [CPS|
VD, ) =S5EMIZR T L EHTEALFIHIM (LUT, TPFS) & 9,) MOCPS=54EHIC
BT H0OSITONT, A HLFRIEIIEFRIEICR LG FRICAEERIER 2 LT
(1, KX2) , &HIZ, FANTHE SIVTBEFIE L OF BEAREOEY TIZHE > THRIE
PITONTRER, BIWRGHMIIAE & SN 7=CPS= 1M K ITTEMIZ BT 508125\ T
b AHHEFREI T EFIRIEITS LG FIICA BERIER 2R LTe (1, 3) .
*1:HER2 H|E R HEXITARME D BFH | L OEIBIZIEEO LN & 5 IE O EBF bHEANLRES LT,
*2: LT O(LFHEE (RS EMNER) 25 L (O %9 U 7 FF > 18 130 mgim? (k%
g & 3 WM CAREEIEL, A B 1000 mg/m? ((REmAE) 2 1 B 2[E, 2 MRk
A%E%12 LERAEE, UI@AFY Y 75 F 2 1A 85mg/m? (EFEE) . AU F—Fhry
7 A 1 [[] 400 mg/m? ((REAE) MO T7 L4177 F 2o 16 400 mgim? ((RETAE) 4 2 3 i i b
THRFEEL., 741U Z 0 2400 mg/im? (RREFE) % 2 BT TEBIRNEHER G-%12 12
ARIARSE] | ARF-HLEFRERECIE, ARF (O1 1] 360 mg % 3 3 MG X 1X@1 [7] 240 mg % 2
FIRIRRE CRiERE) 2 2n2h EiROXT@ bk L A Lz,
*3 : JEEHHAR 1T D PD-L1 A8 Lol (EEMa, ~ 27 v 77— RO U 3Ek) &g
FfaEChR L. 100 % 3 U 7= fiH,

# 1 B3R (ONO-4538-44/CA209649 3RBR)

R fE
B TRIEHRE Bl [95%(5 #E X[ ] INP— R
(FH)
AH+ 7.69
AR 473 N 0.68
PFS™ CPS=5 {er st [7'036 059'17] [98%/1Z #HIX [ :
{LZERRIERE 482 [5.55~6.90] 0.56~0.81]
AH+ 14.39
AR 473 g 0.71
cpszs  [LFIRILHE “3'1111 11)623] [08 4% S AEIX ]
{LZEBRIERE 482 [10.02~12.09] 0.59~0.86]
A+ 13.96
RN 641 o 0.77
052 CcPS=1 (e hEine [12'5151 3;4'98] [99.3%f=HEIX ] :
[EFHIERE 655 10.64~1225] 0.64~0.92]
AH+ 13.83
RN 789 N 0.80
ITT {erP st [12.55~14.55] [99.3%(EHE X ]
(LEReERE 792 11.56 0.68~0.94]

[10.87~12.48]

*1 o EEMTREO T — X |

*2 : HERATRE DT — % | *3 ¢ R Cox LBl — RET L
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At risk %% MEVEZEIT T2s6 MR ()
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X 2 PFS @ Kaplan-Meier Bif#f (ONO-4538-44/CA209649 3RER) (CPS=54£H)
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0.9
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0.71
0.61
. L RRIERE
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0.31

Probability of Overall Survival
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At risk % MEMEAEI T 22 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 3XB%) (ITT £H)
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(PD-L1 FEBLR DA D A 1)

[E B[R 255 AR FRER (ONO-4538-44/CA209649 iRER) ICHLA AN HNIZBEDT — 4
(IS % | PD-L1 OFEFLRIBNIENT 24T - 1= A0 (RRI R 2 & te) M OVZ4E
PEOFRERIZLUTOEEBY ThoTz,

AN HLFRIEDOF ML, CPS 28 5 K (CPS<1 K TF1=CPS<5) DOHEHLEMT
X, AL LIRERETh -7 (2, K 4),

728, PD-L1 OFBURHIZ L 6T KAlOZEMET v 7 7 A VITFRETH -T2,

7z 2 PD-L1 ORBURHBNOF M (ONO-4538-44/CA209649 3RER)

A N .
PD-L1 . . " : NP — RS RHAEH
#5 REE P LSRRI rospamixnn) o p i
A+ 140 8.67
cPS<1 (b bR [6.93,9.69] 0.93
(LEEgE e 195 8.11 [0.69~1.26]
- [6.87,9.82]
ﬁ; ;%1‘ 168 6.5, 8,381
“ (b IEH 6.83,8.38 0.93
PFS* 1=CPS<5 o 015 [0.73~120] 0.0257
fLPRiss: 173 [7.03, 9.07]
A+ 473 7.69
CPS=5 L PRRIERE [7.03,9.17] 0.69
B (bEemeRe 482 6.05 [0.59~0.80]
a [5.55,6.90]
A+ 140 13.08
cPS<1 (bR [9.82, 16.66] 0.92
12.48 [0.70~1.23]

L2peiElE 125 [10.12, 13.83]

ARFHI+ 168 12.29
TR EpRIERE [9.63, 14.26] 0.97
*2 <
oS 1=CPS<5 11.99 [0.76~1.24] 0.0345

fLesmisme 173 [10.87, 13.90]

AHl+ 473 14.39
e =35 5 [13.11, 16.23] 0.70

e 11.10 [0.60~0.81]
(L IRIERE 482 (10.02, 12.09]

*1 o EERTRR O T — 2 %2 hiEdTRR O T — 2 *3 1 JEREHI Cox KN — FET IV

CPS=5
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Frobability of Progression Free Survival

Frabability of Progressicn Frae Sureival

Frabahility of Progression Free Sureival

=

e
io

e
o

=
]

o
Y

o
i

=
T

03
0.z
bt {LEFRERE i Pl
I:LDI T T T T T T T T T T T T

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

HEVRAEIS T 2B oW (A7)

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 1.;'\

<
waliats 1=CPS<5
0.8 }b\'{, PFS
i

o
N

=
m

a
in

B
-

P
[

o
b

0.1 A e Y /____ 3
i i R :
LK} ! : . . ’ . . ’ ; . "I"-“I'“';
0O 3 6 9 12 15 18 21 24 27 30 33 36
EAERBIS T o 0WR ()
168 138 93 53 3% 24 11 7 4 3 2 0 O
173 127 91 58 27 12 6 3 1 1 0 O O
10§
>
. CPS=5
o PFS
07
0.6
as . I
, ARF bR
0.4 T g,
0z g ., /
0.2 g g
jt ‘jﬂw--q"_.l_'“":‘"ﬂ‘_‘ -
1 {K?Lﬁ?ﬁﬁ T T | e e e B
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, HHX 1=CPS<5, T CPS=5)
(PFS (F%1) : EX CPS<1, HHRX 1=CPS<5, FX CPS=5)



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

{LFFRERE D 720y HER2 [2E™ OV EIRABE 21T - FRR O B ST Bl H 65
B (EBOFRLAREEEAMEIY BT 5 om DINICAE T D) B 724 61 (AR
NI 395 il G te, AFIHLFHRE2RE 362 6, 77 2R HLFRRIE2 R 362 6]) %
KRN, 7T B AR HEFEIE A IR E LT ARF AL FRE O F WE & OV M 2 fist
L7z, FEFHEHEE O—>ToH 5 PFS (P RAE [95%EIXHED) 13, AH|+ bRt
T 1045 [8.44~14.75] B H . 77 BARHLFIRIERET 8.34 [6.97~9.40] WA TH Y,
AFNHALFIFIENL T T B AR HEFERIE S UG R B REE 2 /R LT (NP — R
Lt 0.68 [98.51% 5 #EX ] : 0.51~0.90], p=0.0007 [J&%H! log-rank FRE]),

Fo. b I —OOFEFHMEE TH D OS (FIAE [95%EHXM]) 1. AH +1{b
FRIERET 17.45 [15.67~20.83] B H. 77 &R HLFRIERET 17.15 [15.18~19.65] 74
HATodY | BAIHEFFEL T T 2R HEFEEITS LG FRICA BRI R & S 72
Motz (ONF— FH 090 [95%EHEXM : 0.75~1.08], p=0.257 [J&H! log-rank #7E]),

*1 : HER2 HE R RESUTARME D BE TG4 & LT,

*2 1 AF| (1191 360mg % 3 AN CATRE) U7 T B RE . LR/ (RS Eifi
BR) AOPA L7 [A%9 U 75 F 0 10 130 mo/m? (REFERD % 3 78 H R A #E L.
FHT = XRXAT LN AT TINH Y T LEEH 40 mg/m? (RRIER) T~ % £ 1000
mg/im? (KRS 2 1 H 2, 2 BRI D55 LRBEE |

10 Bresg
09 | [OF -
—A—FH ., AFYVTSFURY
m S-1RIFHRIEEVBrRA#
- TSR [ FFHIISFURY
0.7 - S-1RFHRIEEVGHAE
i
jg 08
= .
& 05 - D B
7z e A
® - %
0.3 "--%
0.2 b -
7 €
0.0 , : :
0 3 6 9 12 15 18
at risk# G EEFHMA)
i ;rigizzgg:;;g 362 274 168 %4 46 13 0
i A abD 259 160 80 30 5 0

X 5 PFS @ Kaplan-Meier Eift (ONO-4538-37 35k)
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1.0 4
0.9
—A— A AFHITSFURY
0.8 S-IRIFHhAIEE G
07 -G- ISR AFHVISFUORY
S-IRFARZE AR
4 06
04
03 A
0.2
0.1
0.0 T T T -
0 3 6 9 12 15 18 21 24 27 30 33
EFHRA)
at risk 3
IMASIIIITLBU 360 346 318 269 232 193 169 150 102 58 23 2
TR ATIIIITBY 362 342 301 259 219 192 167 141 97 48 16 5

X 6 OS ® Kaplan-Meier it (ONO-4538-37 35R)
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[Ze 2]

OENFEIMAERE (ONO-4538-12 75k)

B EHGIIAKIRE 300/330 5] (90.9%) . 7T & AREE 135/161 5] (83.9%) (ZFD H AL,
TREREE & DR RBMR DG E T E RWE FEFRIIAAIRE 141/330 il (42.7%) . 7T &R
#F 43/161 B (26.7%) IZRE® BV, W ORETHILRD 5%LL EORIERIEI T #
DEBYTHoT,

F3 WTNOHOBETRIEEN 5% EDOEWER (ONO-4538-12 3AER)
Bt (%)

CHER PNy |

R MUE‘ 7“5@;:‘%%
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% - 2HEER L OGN ORE

9% 5 18 (5.5) 2 (0.6) 0 9 (5.6) 2 (1.2) 0
R ¥ KOV TRk R

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

595 19 (5.8) 0 0 5 (3.1) 0 0

2B ARHIREC B TRV MEIGR B 7 61 (2.1%)  BEEUH BARIE / 2 A/ F—9 1] (2.7%) |
KIG% « EHEED THI 441 (1.2%) . 1 BIBERRIA 3 1] (0.9%) | ITHERERE 18 5l (5.5%) |
% 1451 (0.3%) | HURARERERET 13 5] (3.9%) . #fkfEE 10 ] (3.0%) . BEH%nEk=
E 14 (0.3%) . THEMERERE 1 61 (0.3%) | FRlRMARIERAE 1 61 (0.3%) & U infusion
reaction 1 5 (0.3%) 2378 HiLiz, £7o, HIEMMEE, OfHK. sk, Ml
PBUDVESRBES . R PRE, BEE QRS MK - B, BERKEK DS E D FERITR
Lo To, REWEHREBLRIUIEEFS (MIRMREERT 2 51) 5 OEFER
R,

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

A EFGITIARA L FIIERE 776782 5] (99.2%) . {bFHEIERE 752/767 5 (98.0%)
(2588 B AL, AR LFHE & OREBERNEE TE WA FEEFRIIAA H b7k
TE 738782 5] (94.4%) . fLFIRIERE 679/767 1] (88.5%) TR HLTZ, WDt
THELEN 5%LL EORWERIZTTERD LB Tholo,
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F4 DTN ORETHRERN 5% EORITER (ON0-4538-44/CA209649 FAER)

ARE ISR
FEATE
(MedDRA/J ver. 23.0)

%k (%)

KA HLAIRIERE

782451

TLIRIERE
7674

4Grade Grade 3-4 Grade 5

4>Grade Grade 3-4 Grade5

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

AT 323(41.3) 20( 2.6) 0 292(38.1) 19( 2.5) 0
T 253 (32.4) 35( 4.5) 0 206 (26.9) 24 ( 3.1) 0
A 195(24.9) 17( 2.2) 0 166 (21.6) 24 ( 3.1) 0
EETA 73( 9.3) 2( 03) 0 61( 8.0 0 0
MR 57( 7.3) 7( 0.9) 0 47( 61) 1( 01) 0
PR R R

KR = 22— T 221(28.3) 31( 4.0) 0 190 (24.8) 22( 2.9) 0
KRR = 2 — 1 /T — 137 (175) 16 ( 2.0) 0 119 (155) 14( 1.8) 0
SRR 59( 7.5) 2( 0.3) 0 61( 8.0) 1( 0.1) 0
R N 42 ( 5.4) 0 0 38( 5.0) 0 0
GIEERA 40( 5.1) 2( 0.3) 0 17( 22) 1( 0.1) 0
R AR AR AT

A H BR S 158 (20.2) 83 (10.6) 0 118 (15.4) 67 ( 8.7) 0
1R 156 (19.9) 20( 2.6) 0 115(15.0) 19( 2.5) 0
TARGEXUBET I ) N7 A7 -5 122(156) 12( 1.5) 0 69 ( 9.0) 5( 0.7) 0
—-E 8

I 1 BR %R 112 (14.3) 23( 2.9) 0 77 (10.0) 13( 1.7) 0
TI=vTIMNTURT =T — B 89(114) 6( 08) 0 50( 6.5) 5( 0.7) 0
o

U /—-F 1IN 89 (11.4) 45( 5.8) 0 34( 44) 16( 21) 0
73— 71( 9.1) 21( 2.7) 0 22( 29) 2( 03) 0
MmA7vH U RA7 72 —FHN 52( 6.6) 5( 0.6) 0 34( 4.4) 2( 03) 0
AV e 8 48( 6.1) 4( 0.5) 0 32( 42) 2( 03) 0
IR E D 45( 5.8) 2( 0.3) 0 33( 43) 1( 0.1) 0
MiEER LY > RbEE

2 if 203 (26.0) 47 ( 6.0) 0 171(22.3) 21( 2.7) 0
B BRI i 191 (24.4) 118 (15.1) 0 181(23.6) 93(12.1) 0
I/ i 157 (20.1) 19( 2.4) 0 145(18.9) 13( 1.7) 0
i BRI E 63( 81) 5( 0.6) 0 55( 7.2) 11( 14) 0
—f% - EEEER X OG0 RRE

e 202 (25.8) 30 ( 3.8) 0 173 (22.6) 17( 2.2) 0
1S9 73( 93) 7( 09) 0 81(10.6) 10( 1.3) 0
FEEN 64( 82) 4( 05) 0 22( 29) 1( 0.1) 0
FEIBE D JEAiE 62( 7.9) 6( 038) 0 45( 5.9) 5( 0.7) 0
ek 42( 54) 2( 03) 0 36 (1 4.7) 0 0
FEIE R KOV TR

T - RJERIRA AR RAEERE 94 (12.0) 11( 1.4 0 81(10.6) 6( 0.3) 0
95 74( 9.5) 7( 09) 0 12( 1.6) 0
Z 9 FERE 54( 69) 1( 0.1) 8( 1.0)
Rt L OvsREREE

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

12



Bi% (%)

ke AFI (R (R
- 782131 76741

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

A s

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

EATAE S RS 66( 84) 11( 1.4) 0 30( 3.9) 5( 0.7) 0
Yoz R

I RE 48 ( 6.1) 4( 0.5) 0 10( 13) 2( 0.3) 0

7235 ARH AL F BRI B\ TR 466 141 (59.6%) | T HERERE S 203 141 (26.0%) |
infusion reaction 111 1 (14.2%) . FURIREEEERET 96 61 (12.3%) . HHEUTHALAEIE 68 i
(8.7%) . KM%k - /MG - HEED T 52 5] (6.6%) | IEMEMIZEE 42 61 (5.4%) |
HEOREEE 28 i (3.6%) . BHERelEE 26 1] (3.3%) . (LB 15 1 (1.9%) .
FRAR AR ZEARAE 13 61 (1.7%) . 28 761 (0.9%) . FE(LHREREE 6 41 (0.8%) | Fl
RAFSAEREE 4 B (0.5%) . M2k 3 61 (0.4%) . LB 2 B (0.3%) . 1 BUHEGRSS 1 B
(0.1%) . SEHfEHK 16 (0.1%) . FEEZE 161 (0.1%) M OVEFL 161 (0.1%) 2D 5
iz, E£io, EEMHEGE, MK - BRI, fhzk, mMEIRE %, EERmEES. Bl
FENT . TPARA, AREFEREE . MBRERIEMRE R ONEE; HH IR S o 7o, RENE
MZBURDUIBIHFS: BARRAEERE 2 5T) 2B 0EHERE =T,

Q@ E B[ /M ARRER (ONO-4538-37 7kBk)
B ERHGIIAK| LSRR EERE 358/359 5l (99.7%) . 7T &R b RRIERE 357/358
(99.7%) TR HAL, AF, 77 BRI E L ORRBEBNREE TERWVEE
FRITIARA b7 RERE 351/359 1 (97.8%) . 7° 7 & A+ 1L #E 349/358 151 (97.5%)
RO BTz, WTNNDORETRIRN 5% EORITERIZT FROLBY THoT-,
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#£5 WTNOLOBETREARY 5% EDOEWER (ONO-4538-37 RAER)

PR B (%)

e e PSR 77 1R LR

(MedDRAVJ ver.22.1) 351 41 349 #

o 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 /8F 201(56.0) 14( 3.9) 0 189 (52.8) 8( 22) 0
R N 57(15.9) 0 0 52 (14.5) 0 0
KM= 22— T — 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

EINN 181(504) 10( 2.8) 0 180 (50.3) 12( 3.4) 0

T 125(34.8) 16( 4.5) 0 110(30.7) 14( 3.9) 0
M 11 72(20.1)  5( 14) 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
&5 19( 5.3) 0 0 17( 47) 1( 03) 0
AR AR A

Bt Hh BRI 157 (43.7)  71(19.8) 0 134(37.4) 57(15.9) 0
s IR S 144 (40.1)  34( 9.5 0 157(43.9) 33( 92) 0

P i Bk AR 77(21.4)  10( 2.8) 0 60(168) 9( 2.5) 0

FTRANRGEUEET I~ 54(15.0)  4( L1) 0 44(123)  2( 0.6) 0
TR T =T —BHM

TS5=vT I RTUR 41(114)  2( 0.6) 0 36(10.1)  6( 1.7) 0
7 =7 —E N

[T RS I SZeJ 34( 95  6( 1.7) 0 22( 61) 2( 0.6) 0

NN 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% - BEEER X O S ENLOIRRE

yZ o 72(20.1)  5( 1.4) 0 72(20.1)  2( 0.6) 0
s 59 (16.4) 0 0 62 (17.3) 1( 03) 0
e 32( 89) 2( 0.6) 0 14( 39 1( 03) 0
4 S5 27( 75 4( LD 0 26( 73)  5( 14 0
KRG H X OVE TRk b

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

Fei5 45(12.5)  2( 0.6) 0 14( 3.9) 0 0

Z 5 PRI 42 (11.7) 0 0 14( 3.9) 0 0
i 0 32 20( 5.6) 0 0 21( 5.9) 0 0
2B 14( 39) 3( 0.38) 0 5( 1.4) 0 0
B EE 13( 3.6) 0 0 7( 2.0) 0 0
MEFR VY 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 i 19( 53)  8( 22) 0 200 56)  9( 23 0
Mg, Masnds K OMiElmrEE

Lo b 20( 56) 1( 03) 0 10( 2.8) 0 0
=g

ke 23( 6.4) 0 0 16 ( 4.5) 0 0
o WABE 55

14



B (%)

LN

- AF LRI 7T R HALRIERE

A 351 f4 349 4

(Med D_RA/J ver.22.1) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
IR IRAERE I T E 24( 67  1( 03) 0 7( 2.0) 0 0
BE, PHERB X OWEAOHE

HEAIZPE S RS 32( 89) 5( 14) 0 16( 45 2( 0.6) 0
Rk

FEIE N 13( 3.6) 0 0 15( 42) 0 0
JHF HEE SR R 5

PR e L 10( 28) 1( 03) 0 14( 39 1( 03) 0
oI R

O 14( 39 3( 08) 0 9( 2.5) 1( 03) 0

7238  ARH AL AR I\ TR RE 282 51 (78.6%) | JHBERERE T 83 151 (23.1%) |
infusion reaction 48 5| (13.4%) . HWRARFEREREES 30 ] (8.4%) . BEUTRELARIE 24 4
(6.7%) . KM%k - /N2 - EEDO TH 24 6 (6.7%) . FVEMEAZE 15 41 (4.2%) |
HEEOREREE 14 4] (3.9%) . BHRERE 96 (2.5%) | AR 6 61 (1.7%) |
FrAR AR ZEARAE 3 1 (0.8%) . 1AUBEIRYE 361 (0.8%) . ATZ 261 (0.6%) . FEEZ2 M
bR 2 1 (0.6%) . AFAR4 2 5l (0.6%) . LMl 2 5] (0.6%) MOV EERBERERREE
141 (0.3%) &bz, Eio, BIEMEIIE, Ok, k. MK - filEK, BIE
IFde, WEALVERRAE 2%, MERBRIEMRE, RikZ. AREFEkEs. Mg, B, BRE S
EIRRITRBO bR oo, ABIEHFEBURDUIBERS (BIRRAMER %5 T)

EEDERERE TR,
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[ - HiE]

AR OREMEYBETT L ZFA LY 2 2 b— 3 02k 0, AKI 3 mgkg (K
H) XX 240 mg % 2 FRIEINGE TS LI2BROARR O Mg iR EDP S S iz, ZOf
R AH 240 mg G LTZBROREEEIL, AH) 3 mgkg 45 LIZBROBRE & & ik
LTREZRT ETHIENTZb DD, ARNBFCBO CARER RIS TV D H
5 - & (10mgkg % 2 BN CRE) CTAAIZ G Ui-BEOugE & & ik L CEE
oy LTRSS (FR) AT BEOBEIZE T 527 — #2125 E | AHA| 3 mg/kg
(REE) 0T 240 mg % 2 HFFEIFE CHG- L IZBROARRF OBRE & & Ao 3 etk b
ORI & T D IRBE ST T APERE S, Y% OV TREIT DAL A R,
ERROME - HEOR TAEIMER ORI 2RIV E PRI,

£ 6 FADEYBRE T X —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 .760-8) (10-;?54-5) (17-21‘,"333.9) (75.}){3171) (27.612,'107) (42.717,'?27)
20 me Q2W 61.712,?03) (15~22?.354-6) (25-31‘}:7.8) (10;5254) (41?57,.21;58) (62.11(,)9187)
0meke QW | (147"310) | (519.792) | (00 114) | (331 5 | (8913 | (37380

Ul (5%, 95%45) . Q2W = 2 RIRR. Cumax @ FIEIHR 515 O fe S MLE TIREE, Cminai4 @ FIEH 51414
HEIZBIT 2 BEMIE IR, Cavgas : FIEFREH14H B £ TOFHMIEHIRE ., Crnuxss : EFIREBIZE
;éi%%‘mliﬁtpﬁ%fﬁ\ Cuinss © EFRIBIZISIT D BARMIE TR EE . Cavgss : EFRIEICIT 2 FB) MiE
Fio, ABIORERSEDBIEET VAR LIz I 2 b— a2 120 | AHI480mg
Z 4 VA I RE T8 5 XUIBERGE O HTE - &S TR G- LT BE O AH o My i FE 23 e
INTo, ZORER. AHI 480 mg & 4 BRI CHRE L7 BEoEFIREBIC K T 5 Fim
THEHIRE (LT, [Cagss) &9, ) 1&. AHl 240mg % 2 IR THR G L72BED Cagss
CHET o TS (F&R) . £72. KK 480 mg z 4 B THESG LIZEREOE
WRIBIZB T DR mMIEFIRE (LLTF.  [Crass] EVV9, ) 1, &K 240mg % 2 i ]
FRE CTHE G LTZERD Craxss & L TREZ T & PHISNTZb DD, AARNEEIZE
WTEREPHER SN TWD YL - & (10mg/kg % 2 @G C&RE) CTAKIZ &S
L7oBRD Craxss & HB L CTIRMEZ R T & THIS e (FR) . IR T, #EOREICE
57T —ZIZHAD X, AAKI3mglkg (RE) F7213 240mg % 2 BRI, 7 L < TAH)
480 mg % 4 M RINE THE G L2 EROARA| OREE & & A0 AT & o B 4 fE
T HURER ST T VBESRE S, YEBEIC O W TRFIDM TN /R, Eito Ak -
HAEOM THIMER VLI 2R T v & PRl Tz,
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R1 AROEYBE T A —F

R - B Crnax Chmind28 Cavgdas Comax.ss Comin,ss Cavg,ss
(pg/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
3 meke Q2W (352 '760-8) (16-25?"%0-3) (21.321 ?(1)3.9) (75.&3171) (27.612,'107) (42.717,'?27)
240 me Q2W (51-712’203) (23-33?'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)
0mehg W | (147520 | (505 1320 | Gon s | 20,95 | (4303 | (36370

FRAE (5%, 95%450) . Q2W : 2 JEEI IR, Q4W : 4 IR, Crmax : FIEIFE 55 OB & MLIE FIREE . Crindzs

’?)j@&'ﬁ:‘?& 28 El E ﬂ:jacj’é%1&[ﬁl?jﬁ;$/)%}§\ CavgdZS : %ﬂ@&%‘?& 28 B E if@qzi@ﬂﬂ{%aﬁp/)%}g\ Cmax,ss .
TEFIRTBIC T D B M PR L. Crinss © EFIRIBICI T 5 BARMIE IR, Cavgss : EFIRIBIZIS T 52

Y1l 15 e e

17



4. FERIZOWVWT

EEHESL U A 7 EEEHE (RMP) (ZHED & | AHI D& 2 MR RIEB) ~ D i) 1 AT
NdHHER T > T, AFNOEEN#EE) 72 BE Z2W - FrE L, AFIO#FGICL Y BHE
7REWER 2B LT BRI 5 2 & BB R 7o D LLF OO~@DF T A& 72 i
RIZBWTHEHT H5R&ETH D,

O MHERRIZOWT

@1 FEo (1) ~ (5) OWVTNNITHEL T LM THD Z &,

(1) JEAFBREDIEET 20 AREERNLRPES G EN RS A S REEEIL AR B
HIER 2 AU RS B ISR e, sk s ARSI b A &)

(2) HrEksREmbE

(3) HEAFIRAEMEET D03 ARRFOEEERRE (DA BRI ERPE, 23 AR
Wb, AN ABIRERE R &)

(4) ARALFREIEE A RRE U, AR AFREINGE 1 SIS SRAL BN 2 O fifisk e
AR DR AT > TV D Hliex

(5) PrEEMEREREAIL S E BINR Ok R IR B R 21T > TV B itk

O-2 BREOAFHRIEK OREIER ISR OXIS A4 72 50i% & #BR 2 R o= (FRO
WFNZRE S T D ERN) 23, HE2REEORANCET HIEROEEE L L TREIH
TnnHZ L,

*

o [ERIGEFEUSE 2 EDOYHAHME ZE T L2121 5 FELLED D ATRIED BERIHE &
[THoTWBZ &, 9bh, 28D RIT. RARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERNRIFESHE 2 EOWHANHEZE T L2512, LSS O N AL 2 & 5
HELL ORI ZOER 2 IT> TN D 2 &y

o [EHIGIFEUSE 2 EOYHHEAE T L121%IC 4 L EOBEKERBREZA L T 5
Z Ll 9B 3L R, LR DD A SRS 2 T e M LRI S D R IRAHE &
{ToTWVWBHZ &,

@ BEANDOEFRKMFREHOEHIZONT

BRI A B T 5 B DS AL S, BERMZE D OfFRE A, Ao - &
EMEIRENE R OF IR OERSE ST 2 et A FFRNRAE L2GE oWt
BB, ENHCDIATOND RGN ESTND Z &,
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@ BIER ~DXRIHIT 2OV T
@-1 HEsAHIIC B3 2 B

VR MEGE RS O TSR BIER T4 LI-BRIC, 24 BEREIZ2IRIAHIO T, 2Mi%hiak X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B O CT O RIVEH ORI &4
HAAREOFERAY BRI S, BHICKHG TR IRH N E > T D Z &,

@-2 BERHFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O\ Re 2 A 2 BIRIERE D EltEl =2 ) v 7
EEDIEROA Y ) == T ZATOWERE L FwAE A TE 5 F— AERAH 2
SN TWD Z L, B, BIIAHNCOWT, BDABE L ZDOFEEIZHHIHm ST
WwWnHZ &,

@-3 BHEADOZMWrOx S IZE LT
BIVEA (MEMERMZEEIZIN 2 BREAEDRE, Odk. Tk, BT RAREE ., KX,

INSE. EEDO TR, 1 ANERIE, BUEZE. HFARA, HHEREREE . JHFK. kMR
K. FRIBEEERE S T ERMAMEREREE, mhiklEE, BEE, RIEEE. MR, BEEOKL
JE R, FFRIMARZEFRIE, infusion reaction, HEFE7cMygkmE, MERE RIEMERE, FikZ.
Bede . WEEORPERON, IR M, ClERES (L EME) - 2RI - DM S) |
REFEREE . IS ML, BEALE) 1Tk LT, YikhEak U B R O BF P2 AT 5
R & EE L (BIERORBZKCH NI L THREM O EEZIT N &MCH D =
E) . EBICET)RMLED TE HIEH RS> TWND Z &,

¢ @
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5. B#EXRL R DBE
(B 2hiEIc B d % F1E]
O TROBEIZBWTARIORENERHIES N TN D,
o 2 DU EOLERIERED & 2 IR UIBR AR 2R T - TR AR ORFIHMmE

5)
o AETEIRIERE D 72\ HER2 [2PEDOTRRYIBRARE AT - 38 BREE ((L0RET
& OHFHEE)

o (1) AXVVTITFURPIRVEZEY, (i) AFPBVTFI7F RV F— vy
LR TZNAFuay Ty, Xk (i) AFHV FITF o RRT T T =0« XA T )L - 4T
Z VN A U T AECSHA

C)I%Aﬂﬁmmﬁ%(mw&mmmmm%wﬁ%)&Ul%Aﬂ%mmmﬁ%
(ONO-4538-377kfk) 1T\ T, i ((BFRIEXIT T 7 B R HbEFRE) &
i L, $ﬂ+m%%&@ﬁw@ﬂrénfwéottb\xﬂ@tﬁﬁ_;bﬁ
EREDORBFENE L DA BB S (pll~152H) | £7-, PD-LIFEILRIL
(CPS) 12XV ARKID LRGN EN IR DN RIEI N TND (p7~85H) , R
HI& LT, ZhbZ2lE 2, PD-LIFEBLER"235%A0H (CPS5ATH) Th D 2 L MR

SNTBFITBW T, AEFRIEFMIC L DRI O W THBET 5,
* AFIOBWER L LC, K584 : PD-L1IHC 28-8 pharmDX [# =] 2NVEZE ST\ 5,

@ TREICEZ M T 2 BE KT D AF OB G K OMEHFIEIC OV TR, RAIOF M
DL SN THE LT, RAOEEGERIR LR DI,
o —RIBRM O TIRIBIR T TR W RE IS5 B A o B & 5
*  HER2 G0 B Tk D b7k & oS
o OTABIOHIMEN RSN TV MEOHUEMEIEA] & OOF &5
o INEMBNRIE L LTS

(PB4 2 FH]

O TFRICEZYTILIEZIC OV TEIAAORENEDE SNTWDL Z b, 51T
Dipnz b
o KRHIDRGTIHK LI EUE OB ERE D & 5 B3

@ TRERTOFHMIZEB W T PRI S T 2 BE 1T OV T, AFIO B HITHERE S e
W, MOTEFRIUL N 22 WIGEICIRY | HEICAKZENT 52 L2ZBETE D,
. %E@Mﬁ%@A%Xi%@@%é$%
o JRER I AR A CRVE R 258 6 D B K ONE B 0 Sl i i 2 <0 i et it 2%
%@%K*E@Zkﬂ#%hé%ﬁ
o HOREEBOEDE UTEMERRF L IXFERMEO B iR B OB ERE O
»oRE
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o JRESEAEIE (EMERRBAEIRE 2 GTe) ObDHEE
o FEEOBRY I EE AT HEE
e ECOG Performance Status 3-4 " 0 3

(ED ECOG & Performance Status (PS)

Score | EFE

0 | &<MERIEFEHTE S, BHAT&lFE U HEAERPHRZR AT D,

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

BATRARETH A O OEIY O Z LT F N THEEZSERTTE 20, HHP D 50%Lh Eid~~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO S50%LL EE Xy R+ 9,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ Tl I4,
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6. REIZEBELTHEEBITREEE

I SRR TN 2, & IR B3 D R 2 ERFE 1T KD & ARH O FriE K OVl (Ef#
RO olicnE i tERe +oIc 8 L Cr AT 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINMER EREEZ +o3 L, REE 5
ThroEETHZ L,

KA e AL OO G- O RS 2 {2356 PD-L1 BELR MR T 52 &
W E LAY, PD-L1 BELRDFER T E 2 WIGAE I, KAl & bFRiE L OffHO
WA 2w W L B TR 5T A 2L,

FERBEIMERO~RT A MZONT

@

@

MEMEREBEN D Lo b Z ERH DD T, KFNOEGIZHT- > T, BKRIE
W (PRI RIS, ik, FEEVE) OffEsE M OWE X & o s, Btz +5
A5 2 &, £, MBS CTHE CT, MiE~— I —FDOMm&x FEhd 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARI 322kt T 5 U
faAT > 72 LTt 2 Z &, £72.2 [ H LABE O A% 5-KFIZ infusion reaction
DHHLOLNDZEHHLHDT, KFIFEEGH K OARA G T #IT A Z A
CERRET 5%, BEORBEL 2B T 52 L, 70, infusionreaction &
FHLLUICGA IR, R TOBELOERD TERIZEIE T 2 £ CHE /08l
T5HZ &,

FORIBRREIRE . T ERAERERET R ORIBREENRH 5O b 2 & 03H 5D T,
AFN D ¥ 5B hERT M O G-I I E IR N Ik rE iR A (TSH. 1028 T3,
Ui T4, ACTH, I =/LF > — AV EORIE) 2R 252 &,
AFNOEGAZ X0 | WEDOREEISIZER T 5 & B 2 b D4 R R IEREE
DHLLNDZENDD, BENRDOLNLLGEITIE, BERLEFRIIS U
B 72 ek & Rk & e O Al & i U Cl bl e BRI W 2 ATV, IR DS
FOGIZ X 2 BWER 2N g0 23551 1E, AR ORFES T I, R ORIE BE A
NEVRIOBRGEEEBRTHZ L, B, BIBRERLVEYOEEIZIYEIE
HOYGEERFRD IR WIGEIZIE, BB RE AV LISt o Sz il Fl o8 in
HLEET D,

PR T % BOEBOE AR L T LEWERDBELT 2 Enb D729,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE IR (BIE | BUEIR S 2 5 de) b bbdv, BERPIMES R 7o R— X
IZEDZENHLHDOT, Alg, HED, EHFEOREROBHRCMAEED L2
SEET DL, 1V BERBREDN -G ICITEEEZRIEL, AR ) H
FOFGEDHME) R EZITH Z &,

BIEATIE, P4, ITHEREREE . TR, B{EMEE RPN H LoD Z & ndH D
DT, EHWIIITHERERE LTV, BEOREZ H3ICBET 52 &,
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® AFNOEERRBRIZIBNT, BERENOH 1 FEMIT 6 B I L. EnllEX, 12
W S ECHMEDFAM 24T > TWe 2 & 2 5B 12, ARG I EHIIC mig
A TROMERETTH 2 &
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HEERHEEST A RFA
=R~ 7 (BinFr#Z)

(BR5E4 : A7V — AR REFHE 20 mg, 7V —RRHEFHE 100 mg, A7 P—
RRMEERE 120 mg, A7 — R R EE 240 mg)

~ BRI~

S22 A8 (FFf34 11 AKED)
JBA B



SN

1. 1IZU I P2
2. AANOFE. (FREF P3
3. ERIRRE P4
4, FERIZOWNT P10
5. &G XREMDEE P12
6. WHIZEEL THETNEHH P13



1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TRV RFEMBGE & O HAR T EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRS & D IR
RHZENDD, DD, HMEROLZEMEICET 2 IERSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eRoT, KA T A TiE, BARERELZNE TICELN TV A EFITH) -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I, ARITA BT A A%, SIATBOE N EE S RS A A, AmEE AR AR
BRI o, —AFEENE N B AR IRNBHE S, FrEFEEFIEENE N B R EE T2 O W
J1ob EERR LT,

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

R ERDMEIE: © D3 AACFEIEL (T U 7RG UIBR AR B 70 B4 T - I8 D REE
RIEFER T DI AHBLHEE

HELRAMERONE  @% . RAICIZ=RL~7 GEEFHE#Z) & LT, 1[[240mg
Z 2 WFFIRE L 1 [B] 480 mg % 4 R CAMEET 5, 7=
2L, BilEmEICB T 2 mMIRIEOLEGIL. BEHMIE 12 2
HEETE9 5,

B I 5B 3O /NERERA T RIS A




2. FHN DR, VERBFF

A7 — AR A EHE 20 mg, R EE 100 mg, [FLAGREERE 120 mg K OVRLAHE
H240mg (—ie4 - =R~ 7 (BB, DUTF, TARAL Evd) 1d, /NEFEE
i TEMAEH L AX Ly 7 24 BTV AL s~ F7¥—X 2747 (BMS) #)
235PA%E L7 & h PD-1 (Programmed cell death-1) (ZX%F3 5 & M 1gG4 £/ 7 v —F /L4
KThsb,

PD-1 1%, &M L L2 38k (T A, B MR N F 2 T 0% 7 —T fifn) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & AUZHIE 2% 2
1) IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 7 K (PD-LI1
KMONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT o REROTEHEIIREZ
BIZFRET L CTW5b, PD-1 U W RIFHURE SIS B b Ok & 22 JEEHERIZ 58 B
LTk, BMERAMEEE) LU L EEMHMICI TS PD-L1 DOFEBL L IEDELF
HIH & OMICADOHBEBFR & 5 Z & 2HE I TWns (Cancer 2010; 116: 1757-66)
F o BB AR IR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZX > T PD-L1 OFIANFEEI N, BB LSRRI T 5 PD-L1 ORI LD
ALEHIR & ORI EDOFBEARRN 5 & D#HE S & 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 @5 S E -8 AMlaiE, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 545, HT PD-L1 /KT PD-1 & PD-L1 & D& EET 5 &2 OHI
GEEIGEREIE T 5 Z EDRENTND, DI LD PD-1/PD-1 U 72 RERERIL, 23
AR TR R R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZL, FEHRBROFE R 5 PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U AV REDFEGHEIET L2 LICX Y, BAGURRFRZ T Mlaols
PEAL K OV AKRIBIC %9 2 IR EiE M 2 B8589~ 5 2 & TRk e PUEsE2h iR &2 k4
ZENER I TN D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 b0 L HIfF S,
BiEmEEE NG L UBRREBRZ E L, A, etk OERERHER SN,

AHNOVEEFZ LS < BEE DORE S L DEWERZ%N S 5 b, EEXIIRETIC
BLHAREMEN D D, AKNOEG-H R OEE#ZITIX, BFOBE L 01470, BEDR
D BTG AL, BB LT FRITIE U= MR 22 ek & 185k 2 R DRl & s L Ciil
GI7REERIR W 21TV, B OSE RIS X D EWER NS 2551213, BIBRE RV
T UHIOE GO IRE Z 1T O LERD D,



3. BB
DS AACFPRIER I H T U - AR I YIR R AE 2R 61T - B O /ER . ROQAREEICE
VF DI A B EE O KGRI I FM 21T - 72 BRI O i & T,

[H2hE]
O [EERLFEE IR (ONO-4538-24/BMS CA2094737%5%)

7 oAbV 2 VU RPUEMIEBA KL O T T FF A & G e O AL SRR RIS G U
A OARTEEIRANRE 72 AT ST PR O FE e FE 38811 (A AR N B 27401 % & e, AH|
FE193%, *HHRRELIOSH) AT, & F ¥ L RPUEMEIEEH (K& & Lkl i
R HXTIV) R E L CAHKI240 mg 7z 238 RIS T A EE L & & OB K
DM et Uiz, TEFMEE ©Hh 2 240 (PRl [95%EHEXE] ) 1%,
AAIRET11.17 [9.99~13.73] » H ., *IHREET8.54 [7.20~9.89] 7 A TH VY | AAIFEI Tt
FRERIC X LFSRHRIIC A B R IE R % 7R L7z (N — R ER0.79[95%(5 48 X i : 0.63~0.99]
p=0.0381 [J&Hllog-rankfiE] )

¥ N X RAKTIZOWTIXTS mg/m?% 3 M IR CEIRMNE S, X7 U Z 2B Izo0 T,

100 mg/m? & 7R 2194 7 /L L LT, %1, 8, 15, 22, 20K U36H HIZHRNFZEST5 2 L & &h

7=
1.0
0.9
0.8 —a— FHIE
0.7
_O--Y388
A o--YfEREE
% 0.5
x
0.4
0.3
0.2 o
O'@---{—‘ AR Ao AA—A
0.1 &
eeee- I s}
O'O 1 1 1 1 1 1 1 1 1 1 1 1 I 1 1 ! L J
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at risk¥ SEFHRA)
FFEE 193 170 158 139 120 105 89 77 65 55 38 20 13 10 6 4 3 0 0
POt e 195 182 157 116 100 79 66 55 48 39 26 16 11 6 2 i 1 1 0

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



@ EFEILFES MR (ONO-4538-43/CA20957 774 5%)

WAL RO FRIET I K 0 IR B2 2228 (BLT, TpCRJ &V 9H,) BREH B
IR0 T2 B OINREEMT94 ] (AARNEE 63 Bl ale, AAIRE 3261, 77
AR 262 B) ZXIGIC, 7T AR EXEE LTARAI 240 mg & 2 BRIFE T8 F (16
), 20% 9 BIHE @ EIHEELGO 2 EF%) 206 480 mg & 4 IR C A E

(&K 12 WAM) L& 20FIMER LML B Lz, FEFHMIEE Th 5 HH
AAFHIR] (PR [95%(EHHIXH D) 13, AAIRET 22.41 [16.62~34.00] WA, 77 &R
FET 11.04 [8.34~14.32] WA THY , AFIMEIT 7 B AR LITEHARINCH 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 ALFEFRIEDO LY A 2 R OV BR#E1E1L. National Comprehensive Cancer Network (NCCN) X &
European Society for Medical Oncology (ESMO) D H A KT A LAHE U 7= AR ER 0> 3 i [E] 313 sk
BT DEEMEIRIR AT O 2 & & &z, T L, (PRI ASRUERESEAZ S5 LY A v
st

*) ¢ i1 OB TR TS T, American Joint Committee on Cancer (UL F. TAICC) &5 ,) RS
BMOEETHD ICESS ypTl LEXUT ypNL AL ETHD Z L L EZR SN,

*3: MIEIZWIRE IS AJCC o8 (B8 7 b)) 12385 < BRI 8 ST I oo £ (S AE A2 FR<)

T EE B A& I & DRV LRk IR S AN BTz,
4 FIRIC LY ER S SRR S U BESHAAN ST,

09 { 1 —— K HI#
08 { ™ -o-TS5uRE

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

X 2 ERAEFHIE O Kaplan-Meier HifR (ONO-4538-43/CA209577 3ER)




[Z4tE]

O [EHEILFREIFEE (ONO-4538-24/BMS CA2094737 5k )

BEREGUIARAIRE 172/192 1] (89.6%) . *FHARE 192/194 5] (99.0%) (258 Hiv, iR
BRIE & ORFBIRNEE T X WA FHRITIAFIRE 129/192 41 (67.2%) | <t HEEE 185/194
B (95.4%) IZFH BTz, WT DR TIHELFN 5% EORIERIZER 1O LB T
HoT,

1 WTILOFETREEDN 5% EORIEF (ONO-4538-24/BMS CA209473 3ABR)

%k (%)

LR PAS &
el o i
192 {3 194 {3

(MedDRA/Jver.21.1) 4 Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
2RIEA 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
—f% - REEER X OGO IREE

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

esNR 9 (4.7) 0 0 44 (22.7) 0 0
R IR R A

U 2 oRERER R 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 EBRE 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

W - 1 (0.5) 0 0 13 (6.7) 1 (0.5) 0
oW

FOIR BRFE REAS T 1E 17 (8.9) 0 0 1 (0.5) 0 0
JEYSE B X OV A HUE

Pt g 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
B X OeRREE

RARIHER 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MRE LI 3 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 R Jg A iE 0 0 0 16 (8.2) 14 (7.2) 0
BB KOV ARk

ESIEiNn 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
SR IR E

I L 3 (1.6) 0 0 14 (7.2) 0 0

R = 2 — T — 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

I, AFBHC IS T FRBEREREE 22 1 (11.5%) | BEECREMRIE/ I A4/ $F—15
B (7.8%) . JFRRERET 13 0] (6.8%) . FVEIMEMGZE 12 1 (6.3%) . 4RERETE 8 fi
6



(4.2%) . EEOREREE 4 6] (2.1%) . MW 34 (1.6%) . B 241 (1.0%) .
ERelEE 2 1] (1.0%) | % 161 (0.5%) . RIBZ - /IMEJ - HEED T 141 (0.5%) .
TEAEEEREE 1] (0.5%) K ONinfusionreactionl ] (0.5%) MR bhiz, £7-., &E
FEMEEJGE, (DR, Mk, VABEIRI, T A, i bPERRE 2, RIBHEReRE= . Mk -
BERRSS . FRARMARZERE, A MR, MERE RIEMRE, kL. R, S &K
K OVLEIEE TR bivZe o To, AREWERIFEBLRDUIEE S S (RRIR AR 23
o) ZBUEERETRT,

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

HEFELIIAHFIRE 510/532 1 (95.9%) . 77 & ARHE 243/260 15 (93.5%) (ZF8D H AL,
TR & ORBEBIR NG E T E WA FHGIIARAIRE 376/532 5] (70.7%) . 77 &R
¥ 119/260 131 (45.8%) TR BT, WL DOHE TIEEHRD 5%LL EORITEMITE 2
DEBY THoT,

K2 WTNHORETHEED 5%LL LORIEA (ONO-4538-43/CA209577 3RER)

PP NAS | FE (%)

e, $ﬁﬂﬁﬁ 77 ’z{n“i‘ iEd
" 532 1 260 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 (04) 0 39 (15.0) 2 (0.8) 0

L 47 (8.8) 0 0 13 (5.0) 0 0
FERGF KOV 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 OB S ENLOREE

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

bliiyaPna 28 (5.3) 0 0 4 (1.5) 0 0
i R AR A

TARTGE BT I N 29 (5.5) 2 (04) 0 10 (3.8) 0 0

S5 RAT =T —F I
oA 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 K OV ALk E

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

7B, AFIFEIZ B THIR IR EERE T 89 i (16.7%) . ITFHERERETE 49 61 (9.2%) .
FRBETE 35 61 (6.6%) . FEACAHAAAE 33 61 (6.2%) . RIEMEAGREHE 26 1 (4.9%) . Lok
fEE 11 1 (2.1%) . infusionreaction 10 1 (1.9%) . D L&k 8 ] (1.5%) . &
BEREREE 7 61 (1.3%) . KB - /MG - EEO THI7 61 (1.3%) . iT% 4 41 (0.8%) .
DB 361 (0.6%) . RIFBFHERERESE 341 (0.6%) . 1 RUBEIRHE 141 (0.2%) . FRMRIMAR
FERRIE 1411 (0.2%) . AL 161 (0.2%) KOMWER 141 (0.2%) RRD LN, £, 5
E MRS, TRRAHERERES ., BUEFR, RS, ik, %, LERESIEER, Mk

7



A8 ARFFERPS, NS HIIL, FEORE A RE S 7R PR T M OV 4% - BERRARI3RR
Lo lo, ARWERZEILRILIBNESRS (MRRRAESET 25T & eEatil R
ZY



(it - HE]

AFNOREMARYEEET LV EZFHA L2V I 2b—2a 2k, KKl 480 mg % 4
T [ R T8 G- U REAGE O I - I ESE TRG U2 BROARF O s TR A ME S
Too ZORER. KK 480 mg % 4 HEEIRHIFE TG LB O EFIRIEIZ 51T 2 5 Mg H
BEE (LLF. TCagss) &9, ) 1%, AAI240mg % 2 MR THR G L7ZERD Cagss &
BT 5 e FlEan/e (FR) . £/, AH480 mg & 4 HFEME TR S LZEROER
WRBIZHR T Dim MG TIRE (BLTF. [Craxs] EVM9, ) X, A 240 mg % 2 38 i fH]
R CHE L72BRD Craxss & L L TRIEZ R T L PRISNIZH OO, HARANEF B
TARMERHER SN TV YL - AE (10mg/kg % 2 BRI TR E) TAFIZHKS L
T2BRD Craxss & i L TIRfE 2 779~ & P& 7z (FR) o Nz T, EEOEREIZBT
DT —HIZHAD X, ARKI 3 mglkg (IKE) F7=i% 240 mg % 2 HERME. & L < IZAH
480 mg % 4 FEMIRINE TG L= BEOARE| OBgTE B & AT 2e ek & o B & M5
T HBBLONTE T VNEE SN, YEBEEICOWTRE M Thh iR, Bito Ak -
HEDRTH MK OV Z VMR ZR TV & PRI S L,

K2 FRAOEKWEERNT 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) (21.32}'4?3.9) (75.1){3171) (27.612,'107) (42.717,'?27)

240 me Q2W 61.712,?03) (23-33?'539-0) (30.‘;'670.9) (10;,5254) (41?57,'51;58) (62.11(,)9187)

480 mg Q4w (10?207) (15?}7.4) (37.?)?'704.8) (14?,1 236) (27.751,?37) (62.11(,)9187)

10 mgfkg Q2W (142,9222) (86.959,.?32) (101,1 ?48) (323,9225) (1842t,1 §o3) (232,7277)

ol (5%, 95%5) . Q2W : 2 ERIMIFE. QAW : 4 BEEIREING. Cumax @ PIEIHR 544 0 focims LT R
Crindzs : FIEI45-1% 28 H BIC361T D i ARMIE T IREE . Cavgazs : FIEIHE-1% 28 H H £ TOFHMIETIR

JE. Craxss : EFIRIBIZE T D@ MIBEHIRE, Cminss 1 EFIRIBIZIIT 2 BARMIEFIE, Cavgss : E K
HEIZ 51T 2 A4 My Hh il



4. BRIZTHOWNT

AFN OB G- W 72 BE &2 - FrE L. AR oF 512 ;@E%ff TERZRB LT
BRICKHET 2 Z ERMER D, LFOO~Q@DFT X T &z T sicB W THEHAT
RXTH5DH,

O MEFRITHOWT

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

(1) JEAEFBRENEET 503 A BHEEEILS RS BRE RS A SRR I SRR
Hiek A3 A B2 L RURE . MUY A BB IR 7R &)

(2) FrEREREIRIPT

(3) HBENTEAEDFEE T D0 APSHEEEHT (03 A ISR ERibT, 23 AR
W 1IREBE, DA EEEREER e &)

(4) ARALFREIEE A RRE U, AR AFREINGE 1 SIS SRAL BN 2 O fifisk e
AR DR AT > TV D Hliex

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

D2 O (LA ORI TS BN ORI 4 7 M0l & R FEOIERT (T
DTN T BEEH) 75, SEBHBOARANBIT 2RO EEA & L CRES
RTVB L,

#

o [EEMFFISE 2 FOUIMIMHEZE T L7212 5 FELLEDO D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BATEMEEZ £ & UEERIES S ONHE 2
1ToTWBHZ &,

o [ERIRFFESE 2 FEOWBPIHHEZET LI2&IZ. WLam O ASMREZ ET 5
FELUEOHLEIIB FOERZIT o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDOKKEREZAG L T\ 5D
Z &, OB 3FELLEIE., TEIbESE O D A SRYERTE & G e iE b g T OB IRAHE &
T TCWNAZ L,

© BENOEEMFEREROMAHIZONT

3R A 1 B BRI AEF 9 2 LA DS E S v, BUERAZED D OIFHRE D, A0 - &«
é‘fi’%%?ﬁ‘]‘%?&@ﬁ@ﬁ&m:%“ A D IRt AEFRDREAE LSS OWE
R FEPHLATOND AR E->TVWD 2 L,

10




@ BIER ~DXRIHIT 2OV T
@-1 HEsHIC 35 B

VR MEGE RS D TSR BIER T4 LI-BRIZ, 24 BEREIZSIRIAHIO T, Y%z X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B O CT O RIVEH ORI &4
HAAREOFEREIY BHPIZE S, EHICRHG TR EH N E > T D Z &,

@-2 EERENEEEICL H2AFEELMNHICHET 2 EH,

DAZIRICED 2 i OB 2 A T A EREEFEDPRWERE=2Y 7
EHEOIEROAT ) —= T EHATOEIRE & fFlZ G TE 5 F— AERIKH 23
ESNTWAZ L, B, BiEHEICHOWT, RAERE EZDOFEICHSITAmENT
WhHZ L,

@-3 BHEADOZWr-OxN B LT
RIVEA (MEMEMEEIZIN 2 BEAEEDAE., Ok, Tk, BT RAREE., KIBX.

NS, EEEDO TR, 1 ANERIE, BUEM . HFARA, HHERERES . JHFK. B kMR
2. FURIMERERSE S . TRMAMEEREE, MiEE, BEE. RITESE. KK, EEDORKZ
JE R, FFRIMARZEFRIE, infusion reaction, HEFE7cMygkmE, MERE RIEMERE, FikL.
Mede. WEEORPEROG ., IR, ClEES (L EME) - 2RI - DS MEEIMGHES) |
REFEREE . IS ML, BEALE) 1Tk LT, YikhEak U B O BF P2 AT 5
R & EE L (BUWER ORI L THREM O EEZ TN &M H D =
&)L EBICET) R ALED TE HIEH RS> TWNWDE Z &,

11



5. B#EXRLERHBE
[ B2t B+ % FHIH]
O TROBEFIZBWOTABOEDENBRIES N TWD,

o Tk ) IV LSREUEMEIG A N O T F W & G e OF AL SERIE ISR
JE ST ORI BIERANRE 7R AT ST I8 D R jlE o R
o INAHEFHEBIRIEIZ LD pCR 23588 L AVIR) - o Bl e O fir iz B

@ TREICEZNE T 2 BE ST D AR O G K O A ITIEC DN T AFIOAZPED

MESLSN TR LT, AADERGHIR LB,

o —RIBREZT TORWIRIGUIFRRGE 2 EAT SUTH I O BH ST 5% 5
o fiTETMIERIE L L To%ks

o AATHIBIRIEIZ LV pCR 23D LIV EBHEITXT 2 &5

o fhOFUEMEERA & O KRS

[%e 42l B9 % 4]
O FRICHEYT B BFE IOV TIIARIOR GARE SH TS 2 Enb, 5517

F oA ARG
o AHNDORITI R UIBBUEDORBEERE D & 5 BFE

TRIERT ORI IV T RIS S 2 B IOV TR, AAlOREITHELE S e

DS, AOTEPERPFUE DS R WIGEITRY | HEREICAFZEHNT 52 L 2B ETE D,

o MEMMEREDOSH IO D 5 EHE

o R AR A CRIVE R 258 6 5 B K ONE B 0 S i il 2 <o R et it 2%
FEOMICRIEMEZEAN DD B

o HORERBOGIF B L < IEHIHMEO B g kB OB TR D
o 5B

o B &Mt REZ 51e) Ob 5B

o OB IR A AT DR

»  ECOG Performance Status 3-4 V0 i

(ED ECOG & Performance Status (PS)

Score

e 2
JE R

0

<R JEBTE 5, R L [F U HHF G HIRZ <ATR 5,

PRREIZI LUEBNTHIIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
Bl - BEOFE, FHEE

BATRARETH A O OEIY O Z LT F N THEEZSERTTE 20, HHP D 50%Lh Eid~~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO S50%LL EE Xy R+ 9,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ Tl I4,

12




6. MEICEEL THEB T REEIH

O WASCEZEIIIN 2, MEREEE DRI 5 @RS 1T -5 & ARHF O Fritk M OV 1Ef#
D= DICHEIMERE T3 ICEMR L T+ s 2 L,

@ TBRIEBRIAICHENL G, B T Z DFEIETH MR a2 453 L. FE 4215
ThroEEGET5HZ L,

@ FEREWEHO~RT AL MTONT

MEMMEER S LD ZENHDHDT, KEIOEGIZHT-> T, BKRE
AR (PR RIS, Bk, FEEVE) OMEFE N OISR X #f A O %, Blaga 14
AT 2k, Fio, BEIR U THES CT, MiF~— —%DiE 4z £ 2
Z &,

AFN DO EILEE D infusion reaction (22 TEEARFIZ 072 %D TE 5 UE
H&AT> 72 ECBtG 2 2 &, £72.2 [B1H AR O AHAI# 5112 infusion reaction
NHLONDZEbHDLDT, KFERE R OAFEGHHE T HIT A Z A
YEWET %, BEFEOWREBE SIS 52 L, 70, infusionreaction &
FEHL LA 1R, AT OB K OIERAERICIEE S 5 £ TRE L +oBlg
T5Z &,

FORIRBERERR S . T EMAEREREE R ORIBFEERH 5 oiLd 2 &03H 5D T,
AN D ¥ 5B hERT M O G-I I E IR N stkne iR & (TSH, ##fE T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIZ LY | WEOREFINTERE T 5 L& 2 BN DHER 2 REEHIE
DHLOLNDZENHD, BENSRBOOLNTGEITIL, BELLZFRIIS L
B 72 ek & 8Bk 2 e o [ Al & i U Cli bl A BRI W 21TV B o
FOGIT X 2 BWER 2N g0 2551213, AFIORFES T 1L K OEIE BB R
WEVRIORGEEZZET DL, ek, BIBEERLVESOREIZEYAIE
MOYEEDRTRD BN WGE T, BT B R E o DSOS fiil Al 60
HEET D,

BeHA&T %, BOREM O ARGE L T D RIERN BT 2 Z B3 H 570,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BBEPR I (BIE 1 BUBEIRI 2 5 de) Db Hiodv, FERWMESS R 73 R—v &
ICED T ENDHLOT, NG, B, IRILSEORER O FEBC M BEED EF- 12+
SEETAZ &, 1 BRI SE TR G2 HIEL, 42X 8
Al OF 5 E DY L EZIT 5 Z &,

BENT 2. P2, ITHREREE . TR, B{LIEIEERRH LN ZL03d D
DT, EHWIIITHERERE LTV, BEOREZ H3ICBET 52 &,

@ DAACFERIER I U 72 ARTRUIBR AR 72 A T - TIR O Al B [ D BRI
X, ABIOEBRRBRICBW T, BEBGND 1 ERIX 6 BT L, ZRLIRIT 12
W = GO 51T - T2 2 L 2520 AKX E IR g5
HECHROMREITH Z L,
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® BIEFEICBIT DINRAMBEE L U THERT BRI, AR ORRRBRICB N T, &
R0 2 I 12 B Z & TP 6~12 1 A Z & ICARIEO R 2
IToTW2Z & &2BBIT, RAERGHPIXEIICEBGRRE COROMREITS 2 &,
¥, rEMBRIEE L CTHERT 258X, ARIORGHIMIX 12 VAMETE
THZ L,

14



B A I 1125 55 3 &
SH 34 11 A 25 H

#woE R
| REERTRE N (mAEEER (R) B K
BFooal K

JFAETBAREI - AR RE R FA TR
(.~ H & )

NRoa7n Y RXvT7 GBIEFHEEZ) RF O SEEAHEET A N7 A
> (RIERE) O—HRUIEIZ SN T

TR M BOE R & R OB AR TTEH 2016 (CERL 28 - 6 H 2 H BRI E) ICRB WV T,
HH RIS O A ORECHEELZ XD Z EREVIAENT-Z L 2T,
BHIEIE G 2 BB EE TR 5 O IR HHEE T A T 1 &2 1F
T bHZ s L TnET,

NRA7r Y XvT (BEFEf L) JEZEREICS L TERT 2o ES
HIZOWTIE, RA7r ) X7 (Bis ) [WHIOREEHHEEDT R
T4 v (FE) OIER Ol HEE T 4 K7 A > GE/laiiE, BERe
. AR % U N, RS B, mBE~ A 7 v T T A FARZENE
(MS I1-Hi gh) AT 2EIE., B, SESGEE X OVREERE) O—i
BIEIZDWT) (B 348 A 256 HfHITIASKEI 0825 4 5 BEATBAE
I AR AR ERLBEEE R R ICLVRLTELE AT,

O, NAaT ) XvT (B z) BANCOWT, BEEICBT b 26
XAIFZhE, HER OHEO AR KR I NI Z LI, Y5l A4 KT A1 v
ZRIO LBV EIEWTE LE LD T, & NOERERE N NIRRT 5 JEH
HMEBEWLUET, 2, SUEZOFEMEHAHEET A N7 4 13, RS ED &
BH T,


MAQKA
テキスト ボックス
［別添２］



RIS

TNAa YT IVOMRE TR, HELAOHE
BhEE ST R - DL O BEMIER k3 % o hik
PR A & DDA

SHSHIE . BB

BN OH & fhOFUEMIEEA] & O G EREIC

BWT lHE, fAIZZ LA T30 LT
H 1000mg/m* ((AFK HifH) £ T4, 4~5 Hf#HH T

Rl DR HEET A N7 4 v OWETEIT GirIHxT )
E<lh [&;
Y= (FHRERIBED) Y=Y (BHBREBHIER)
2= K5 & 72 B hRE AT R 2= ﬂ%kﬁéﬂ [ESNIE
IR UIBRARE R HET - RO RIERE At Tl PEOIRIA DR
REEZREAT - FRFE O BB R R L
KL 72 D HEKROHE
INF T TIN KRV AT TF L OFHICE XfGe L b HER O & ¢
W i, RAICIE, a7 el X=7 (G&s T WBE . RAICIE. AT e Y XvT (EEH
ML Z) L LT, 17200 mg Z 3 BRI 1 Z) & LT, 118200 mg % 3 18 FFREI1E 18] 400
[a] 400 mg % 6 WM RIBE T 30 32T CTAE e mg % 6 MM FE T 30 /T CRIEEHET 5,
T 5, BDAACFIRIESRICHE Lz PD-L1 B0
IBYIBRARRE 22T - RO BER - EREICx L
TiF, AEZFMBEESTHZ LB TED,
2= (%) 2= (% B




P mdi 9 %, &5 28 RTHEIZIFDR L

b 3 AEM EOREZ S TR G 5, AFIHEM

BEOGAIFPHHER GRHCHE L B,
ks, Fliv, B OWRRER EIC XY BHEREE T D,

VAT T F U ORREXITIRIE, HEAOHE
HHE TR - BiEds

MIEK O & fEFECIE, BIEE RIS -

%k L/\ /'%\%‘@’H(;m\ \—-J: D A /ﬁ%@?ﬂ—g‘éo
AWV ATFT5F L LT 15~20mg/m* (AEKHIE)

Z 1 A8 10, 5 AfEReE- L, Delld 2
MREST S, hax 17—t L, 528D IK
7.

Bik: VAT TF L LT 50~T70mg/m2 (KK FfE)
Z1H1EHEEGL, Dl s 3FEEKRET S,
IhE1r7—nEL, BH5EEEYIRT,

2B, SR EIRIC XV BT S,

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

BAEl DOIE P5~) B

5—y

3. BRARRKRE

ON AL FFRIER I L 7= PD-L1 B RIGEY)

PRAREZREAT - RO EIERY LA L OO

4=

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




PRIEIE D 72 ORIRUIBR AN RE 22 4T - FEFE D e

DGR G 21T - 72 T 72 BE IR BR 0 plif 2o
7T

[ 2h1E]

OFE B [F 2 MAHER  (KEYNOTE-181 5A5R)

filh 247 - 72 F 72 ERIRABR D BAR 2 7”7,
[ 2h:])
EBSIL[E S M AERER  (KEYNOTE-181 #XER)

g ~—

@ HE B [E AR ER  (KEYNOTE-590 #ER)

(L FIRIERE O 72 W RIBUIBR AN BEZR AT - RO R
EFREE 1749 ) (AARAN 141 BlAETe) Z XI5
2 AHL -7 A4 uay v (LAF [65-FUj &vy
9o) ROV AT T F A PEHBEE? OB NER %
BN, FT7 AR, 5-FU KOV AT T F Ak
EP X e U TR SN VAT T F o h
Tk K 6 a—2AFTE L, 2B, MBIl CE
BT RO DN EAIC, REEIT 2 /R ek
DD HNRWVEDRKMICZE L TWHEET
(X, WRIEICARE O i ETEAlT CHEBET RO b LD
FCTAHKIE 5-FU KRV AT TF 05X
FAF OB MG 2 ki 4 5 2 LA AEE & S
7o, EEEHMIE H L 0S K ORI A IR (LT
[PFS| W 5,) &, KAl 5-FU KDL AT
T FPFRERIERE (DL TARFIRE] Lo ) 137
TR, 5-FU KNV AT T F U PRARIERE AT
(77 vARE] LVWH,) LHEEL T, 0S KOVPFS

(@ B




AABICIER L. (3, M2 KM 3),

*1 : BHE O R RO K O AR I NS BB
P (Siewert 53%H type 1) DR BH D KI5:
LI,

*2 : AHJ 200 mg, AT 7 F 2 80 mg/m* N 5-FU
800 mg/m’/day (5 HIHFFEAEEE) DIEIZ Q3W
T 6 a—ARE%, AL 200 mg &N 5-FU 800
mg/m’/day (5 HEFHEAE&E) % QW THRE =
i,

¥3: 78R, VAT TF 2 80 mg/m’ KN 5-FU
800 mg/m’/day (5 HIHFHEAEHE) DIEIZ Q3W
T 6 a—RAEHEH, 77 AR KV 5-FU 800
mg/m’/day (5 HFiE A& G) % Q3W THEK G-
i,

# 3 HEhMEAEE (KEYNOTE-590 FXER)
(£ W)

(4 W)

2 0S @ FEEMN D Kaplan-Meier R
(KEYNOTE-590 3Bk . 202047 H 2 H B v h A7)

(W)




[X] 3 RECIST 1.1 Z F\V 7= iBBR{H Y ERT O Rl 12 ik
3 < PES O fx #&fEMNT HE @D Kaplan—-Meier AR
(KEYNOTE-590 Bk . 20207 H 2 H B v h A7)

10 ~— [Ze4:E] 6 X— [Zz4:1E]
OFE B I [F S MAHFER  (KEYNOTE-181 #5R) [EI BRI 55 AR AER  (KEYNOTE-181 #AUER)
11— QE B L [E S MAEEER  (KEYNOTE-590 345R) (@ B85

(L FIRIERE O 72 W RIBUIBR AN BEZR AT - RO R
EFEBFNZIBWT, HEFSIIARKIRE 370/370 4
(100.0%) . 77 &AREE 368/370 5] (99.5%) TR
Do, BRI L ORRERPBETERWESE
HBIX T 364/370 f1 (98. 4%) K X 360/370
B (97.3%) IZaBH bz, W ORECHIVE]
EMR WA EDRIERIZTERDOEBY THot,

£ 5 WTNOORETHRHIEIE D 5% EORIEH
(KEYNOTE-590 7)) (Z2 Mg kG 4E )
(F )

72¥ . AFIEEC IV CHVEMEMEE 22 51 (5. 9%) |
KWs2% - /M - BREED T 20 5] (5. 4%) . BIE
JE - A4 - ITREREREE - AT 2% - fEfLMERRE R 45
B (12.2%) , EHEREREE JRANE MEMER K%, &




ERIRRE28%5) 18 Bl (4.9%) . FIEIRHEEREREE 3 H
(0.8%) . HURARBERERSE 50 5] (13.5%) . FI'EHE
RERESEE 4 1 (1.1%) . 1 USRS 1 41 (0.3%) .
e - BRRUBBMRIE 1 B (0.3%) . BER 2
(0.5%) . fifRpEE (X7 « N —JEEREE) 32
151 (8. 6%) , bids - B 1 41 (0. 3%) & TN infusion
reaction 6 ] (1.6%) RO HINT-, F/-. 5&
O gk, DR EEE (MR S I ARE |
PR REREIRAE (e . ZIALEE, FREIES) . HIE
27 i GO S . S e il R (G /M
WU PESRPENS . PRI AREFERS . SERERERSE
). MEREBIEMEREL O IERO b o
2o ARBWEMAZBURDLS B E RS (AR iR A fE 5
Hrate) P EUEHERERT,

16—

5. hHXIG LI HHBHE

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

* WDAALTERIER ICHEIE L7 PD-L1 B (CPS=
10) ORIAUIRABEZRMEST - RO BERF LKL
i D B (KA BN E 5

x ARH DO RX=F PR L LT kRGE4 - PD-
L1 IHC 22C3 pharmDx [ =] AEFEIN TV 5,

11—

5. ®\EXGR LD BE

[H2EIC B3 % 1]

Ok 2 3 2 PD-1.1 M (CPS=10) DR
TRUIRRBE 2R AT - R OBER Y RO BE
B B




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

EEEE (KAl 5-FU MOV AT T F - D

&h)

@ TR Y T 2 BE KT D ARK O 5 L O
HFEIZ DN TIL, KA OGIMED L SN TE
5T AKFNOEGXRE LB,

- FF O MBI IE

@ FRCIZEE Y T D BB T A2 A O 5 K OfFE
AR OWTIE, REIOBMENHESL SN TR
59, AFNOBEXHRE B0,
R D 20 N R

- BT OMBhIE A

— DR L D e




REFERHEET A FFA4
RATrY A<= (BizFHE#z)
(BR74 : A1 b —& 5§ 100 mg)
~BIEFE~

SR24E8H (FFfn3E11LALET)
B A FrEE




B &

1. XL®ic
2. AFIOKE. TEREF

3. FRIRAEHE

4, JEEZHOWT

5. BHXIGR LI HEE

6. WEHICERL CTHET NEHIE

P2
P4
P5
P14
P16
P17



1. IXC®IC

RIS O - ZEMEOHEROTZDIZIE, BMISCEEIZE Sl B2 ARk 5
N5, ST, IHEORFHMOESRC L0 | FUREIK e & O F /il E A=
HIMDHEGRINDHF T, T ODOEELEZ BV BT T 5 2 L 3 BROE & 72
STEY ., BFEMBOEE L SEEORA T #2016 (CEAL284E6 A 2 HBEE) ICBWTh,
FHMER S EOMHORELHEEZX D Z L LS Tn5,

FHRVERS SR L, SRRSO M7 1 7 7 A DB FDOESS & B S0 e 5
ZEWRHDH, DD, AIMEROZEMICET D WA+ ERET 5 £ TOM, YakEI
rnDREZ R ZIT 5 Z ERFIRE SN BT L TEHAT 5 & &b, BWERDIEEL
Lt%_%%@ﬁm%&é_&ﬂT%@ m@%#%%t#iﬁ%%fﬁ%#é:kﬁ
HETHD,

L7eRoT, BRIFA RT A4 TlE, BBEESINE TITEOLN TV D IEFRFEN -
ﬂ%%ﬁﬂ’%d% VLT D3R O feitd 72 2 e~ 2 8Ll O B2 B B2 )

OB FHE T,

&k ARHA RT A E, MSTATEE NE SR E R AR AR, A HE N B AR

PRI 2 —AtEiE N B AREERNEHE S K ORFEIEE FIREERNE N B ARBIEFS O/
DH EAER LT,

WG & 7R DESEL XA PV —F EEEELI00 mg (—ik4 e T ) A~ (Ein T
FHHLZ))

R ERDMEITAR - RIGEIRARREZR LT - PRI DO BIER

HEERAMEROHE : 70 F a7 I3 kN AT TF o ORI BWT, EHE.
A, a7 nr Y X~ GEfEF#z) & LT, 10F
200 mg 7 33 &1 [ & X 121151400 mg % 63 [ FETRE T304y M 27 T A
HFHET D, D AALFIRIER ITHE L 72 PD-L1BG M O AR IA UIER
REE/RELT « R ORIER T LRI LTk, AR A B
E4pZ b T D,

3 K 5¢ ¥ & 0 MSD RSt

(%)

TN u T T IV OMEEXITR, HELK O &E

BHRE AT « DA T OREMEIEG 6T 5 th O HraEPE g A & o Of FF L

SHSHEE . BE
RiER OH & o BEMEIEER & Ot AFREICS VT, BE, RAIKEZv4dae 7o e LT
1H1000mg/m? ({KFKmfE) £ T4, 4~5HME H CReali 45, HHE2&0 KT
2137 E LB EOMEE & TG T 5, AFIEME S OLEI2IE
PEHHRGRFIZHET 5,
2B, i, BEORER SICLVEERET S,

VAT TF U ORENIER., HEK O E

NRE TR R - BEsE

FEROHE « BEEICIE, BIEEZEEN AL - &L L, BEFEOREBIZLVAEZSEINT 5,
2



Ak VAT T F L LT15~20mg/m? (ff&RmifE) A 1H1[REl, 5HMEFERE L,
el EL2BMAET S, Tkl — b L, &EEBRDIKT,

Bitk : VAT T F & LTE0~70mg/m? ({AFRmfE) Z1H1REEG L, 27 & 83
WEARSET 2, cnxklr— e L, #5480 KT,

¥, AL EIRIC X 0T S,

Wik

BRARFBRIZ B 1 A AN O L - EIE 13, ERIRE DI P5~) &



2. AHNOKE. 1ERBE

XA M—FSHFHE 100 mg (4 XA T e AT Bis R z) . DR IR
I 9, ) X PD-1 (programmed cell death-1) & 2DV H> KToH5 PD-L1 T PD-
L2 L OfsAZEHERET S, B M IgG4 £/ 7 a—F Ak TH 5,

PD-1 #R&IE T AR AR > &I 2 72 OIS AR 3 FI FH - 5 2 72 S il £
AA T T, PD-1 i, fEE/RREBICREW RS T MoMEREICHEE L, 3om
P2 SO % & T AR E SO TR 22 e OS2 HIH T 5, 3786, PD-1IXY Y R EfE
AT D LIV HURZRIRICE D v 7P vinEE AT 2% /K CTH 5, PD-L1
DIEFHRKICB T 2RBUTDOT N TH LD, Z< OBRAMILTIE THOB 2z 51%
CHBRNCTH L TS, DAMIIZIT S PD-L1 & ZEIL, B, R, FHmia
FEL SNEGRE, FE/NHIRIRE 7 & O e S AT T HRARKFTH Y . ARWEFERE ORI
PERHE ST D,

BN A DERRI T4 & PD-LL FEBLOFEBIMEN G, PD-1 & PD-L1 ORI ITAEE D
FPE BRI B W CHERKZEIZH ) Z EAURB SN TEY . HiizeNATBROER L L
THIfF S h W5,

AFNL, PD-1 & PD-L1 XX PD-L2 Offi U Ho ROFEEEAET S Z L2k v, EE
8 NBREE P DR OGRS =N T U L SERA TR b &8, B E 2 FiEM T %
Z L CHUIBE AR A S D,

AFNONE IR M EDOSIE N X 2 BWERE D & &b, EE LTS
ELARENEDR DD, AFIOEGH R OEGZIZIT, BEOBSEE 2TV, BEDRO
LITHEITIE, FEH LIRS TSR 7 amak & i BR A R E Rl &g L Tt
BRI 2TV, IBEORIZPISC L DEWEMR DN 258121, BB EE AL Al
DEGHEDRYRILE ZAT 5 BB H D,



3. BREREE

O AL FHEERL T HEEE U 72 PD-L1GE ORI UIBR R RE 72 81T - B ORER T L
F2gE S OO R EEE D 72 WMB TR YIBR AR RE 722 HEAT « FFIE O &l O KGRI IS 3 2 17
o T2 BRI O RS & R,

[B2h]
OE B FEFIFERE (KEYNOTE-1817-5%)

—IRIEHE L L CHEREN 72 L PRIERE O & D ARTR VIR AR/ YT - R ORIER - L&
JiE e QMBI B 628 5] (HAN 152 filz&Te) XI5, AH| 200 mg 3 JE IR
(LLF TQ3W) £, ) #EOHMMER ONZEMER, (b (X7 ) 2%k, K
XA XIIA) )T HY) ERBE LTRSS, B, BIGRHE TR AR T
PR BNTZHEIT, BT 2 R 3R DR LR WVEDRFRMNCLZE L CWHBET
X, WRIBILRE O BT CHRBHET T80 DD FTARAIOR 52kt 32 2 & Al
X7, TESMEEA ITAAGEHE (LT OS] Luwo, ) & &h. Tfrsts L LT
RESIIZ (1) PD-L1 BhtE (CPS™=10) B, (i) W RRomsfERI LT (i) ITT 4£H]
IZBITD 0S OFERIFER 1L DLBY THY, WTNOERIBWTHERICHIE Iz

HAELGT- S 7o T,
* . PD-L1 ZFE Ll (BEEMia, ~27 a7 »— KON v 88k) s oL, 100
U,



F1 FENTHRE IN-BEEMICBITS 0S DR (KEYNOTE-181 RBR)

PRV Hh ol NP — Rt pfE
BREHEE BRERE K (%) [95%Cl] [95%Cl] ()
(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]
J¥ BRCEE 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)

{bFiE 314

Cl: B, *1: gk (77, Zoft) KOHEMES (R¥E LB, e BRI & Lzghl Cox BlJF,
2 ik (TU7. o) RO (R LEE. W) ZERlKR1-& L7zEhl log-rank &, HEAKE (Fr
A) 0.00853, *3: Huk (77, Fofh) ZERIAT & LRI Cox Bl)f, *4: Hilk (77, Tofh) %8
BIRF L L7531 log-rank #iE, AEAUE (KM 000766, *5: Hulk (77, o) KOS (RFELE
5. ) ZERIEF & L72JER] maximum weighted log-rank €. A &K% (FA) 0.00772



—7J7. PD-L1 5 (CPS=10) o Lzmofds 167 5l (RAN 77 iz &) I
BOWTUTOFEMMERENM S ONT (2 KO 1) o 728, Uiy ER X Faile
ST FRNTRIBEEF Tl 72 < . RBNRENTHER TH 5,

72 FiE (KEYNOTE-181 #Bk)
(PD-L1 Bt (CPS=10) 2 oRFEEREEDOEE., BRENREITER)

71200 mg {bpis
Q3W
(85 i) (82 f51])
HfE (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 Y — RET M L DALFPHRIE & DL

110
1001 =
90 i%»
\“
2 B Ly
= o Y}
2 60 \\ T K| 200 mg Q3W
2 50 - \"H L‘—L_ /
)
2 40 s W
®) \., 'H1
w- A8 \/ \_LL\_ i l_m_
20 (I} 3% s 4+
oo I
10_ T —— s 3 ——l,
II,.. _+.
0 | | I 1 I | | I | | 1 | I | I I
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AF200mgQ3w 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0
#e=i=30R 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

K 1 OS® Kaplan-Meier Bi#g (KEYNOTE-181 3&%)
(PD-L1 Bt (CPS=10) moRFLEEBORBE. BRI LN



@E B FFIHERER (KEYNOTE-590751)

{LFBEFE D IR WRIA OISR N RB 22 1T - PRI O RIEREBE 74901 (A AR N4 25 Te)
ERIGIT, A, -7 vAr T 0 (BUF [5FU) 0o, ) KWW R T T F O
E2OEINER MR, 7 78R, SFUKWN AT T F U RIES 25 E LT
MENT, VAT TFUOFKEIIRK6T—AETE Lz, 2B, Hi{GIHM TR AT
O HNTGAEIT, ERETEZ R TIERDIFE D G N WEORRRIICZE L TV 5 BE
TIE, KBGO B RHE CHREETNREO b ND ETERA LESFUL TNV AT T T D
PERBE G SNIARK| O BB G- A ki35 Z L3 AMHE & STz, FERHNSE H 13 0S & OV
HEEALFHIRG (LR TPFS) &9, ) L&, KA SFUR N AT T F U f AR ERE

(LF TARFIRE W), ) X7 78R, 5SFURDV AT T F U EREERE (LT 17
TEREE] VD, ) EHEEL T, OSKUPFSE A EICHER Lz (383, K2KOX3) |

*1 BB O R RO R OV B I ONC AT A (Siewertsy $type 1) DR BE SR 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
T62— 2B 5% AHI200 mg&K U'5-FU 800 mg/m2/day (5 H REIEimiiiBeE) ZQRWTHRE S
77

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

#3  A7MEEEE (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 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™ AN — K2 0.65
[95%CI] [0.55, 0.76] —
PE"™ <0.0001

Cl : {EHEHXM. *1:20204£7H 20 % v b4 7 (PFSIZRECIST 1.1% AW /- 1GBR#E Y ERHIC Xk 5 3E4H) .
* - J&@R| Cox il N — RETF ML BT T REEL DHlE, *3: @Rllae 75 o 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

AHIRE 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 OS> H BfiEAT R D Kaplan-Meier i (KEYNOTE-590385% .,
20204E7TH2B B v v A7)

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

X3 RECIST 1.1% FV 7= 1RBR 8 XY BEE Bl D 3EAT 2 255 < PFS D B AAEMTBF D Kaplan-Meier g
# (KEYNOTE-5903Bk, 20205E7H2B v b4 7)
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[Zc4=tt]

OEERLFFIERE (KEYNOTE-181:K5R)
PD-L1 [t (CPS=10) 7o EREDEEICB W T, AEFESLIIAFIEE 81/85 4

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

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

R AVTHIOETREESH 5% LOBNWEF (KEYNOTE-181 #Bk) (REMMITXISEH)

FENIRSHE (SOC: Bl (%)
System Organ Class) AFIEE ee=-30= it
JEAEE (PT: Preferred Term) 85 171 82 i

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

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

FE B LT P BRI 0 0 0 8 9.8) 8 (9.8) 0

- BRI iE 0 0 0 6 (7.3) 5 (6.1) 0
N WS

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

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 - EEFEFER L OB G OREE

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

9 55 10 (11.8) 0 0 16 (19.5) 0 0

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

FEEN 5 (5.9) 0 0 9 (11.0) 0 0
PRIR A A

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 KOS

BRRDE 10 (11.8) 1 (1.2) 0 16 (19.5) 0 0
B R L O A LRk

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

HRRE L 0 0 0 6 (7.3) 0 0

K= 2 —n RF— 1 (1.2) 0 0 5 (6.1) 1 (1.2) 0

RMMERE = 2 — 8 F— 0 0 0 22 (26.8) 1 (1.2) 0
FEORZR. FERs K OGRS

Jitiligie 7 (8.2) 0 1 (12) 0 0 0
FEfE ¥ 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 AR O CRIEMEMEE 8 B (9.4%) | FHEOLEEE (Fathdk kst
AMRIE, R RREIRARIEGERE, SZIUREE, FRAES) 161 (1.2%) | #hfdksE (¥F72 - N
U—EERESS) 20 (24%) | JIFHERERESE O 1 (10.6%) . HIRMREREREE 7 1] (8.20%) . 1 AUpE
PRI 1B (1.2%) . fhos - AEEOTHAAEAE 115 (1.2%) MO infusion reaction 1 5 (1.2%)
DO LI, Flo, KK - /MK - BEO TR, FEAKIERE, BB, B
REfEE (RN VEMER RS | PR, EIEMMIE, MR - B, SRR, DRk,
MRS (G MR PSRBT . AR I, AREFERES ., MEERTERAESS) | ML
ERERIEEREL OFZILGR D b o 7o, REWERRSBURDLIXB E S S (FRA R A 55
Eate) BEULEERERT,

Q@EBE LRI MR (KEYNOTE-5907457)

{LFFREIE D 72 O RIEYIBR R RE 22 AT - RO BERBFITB VT, AEFRIIAA
#£370/370%5] (100.0%) . 77 & AREE368/370%1 (99.5%) Z#RD HAL, 1G5 & oK FE
BNEETERWVAEREGIL, TN EN364/370%1 (98.4%) K 1r360/370%1 (97.3%) (23
DO, WTNORETRFEIE %L EORIERIZITED LB ThoT-,

£ S5WVWTNHIOHETRRABAEN 5% EOBIVER (KEYNOTE-590 3REk) (LMt R4EN)

FRERIKHE (SOC: System Organ Class)

JLAGE (PT: Preferred Term) bz on)
(MedDRA ver.23.0) ARFKIHE 75 REE
370 451 370
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
REIEH 364 (984) 261 (705) 9  (24) 360 (97.3) 248 (67.0) 5 (1.4)
MEFR LY v RS
2. 143 (38.6) 46  (12.4) 0 162 (43.8) 54  (14.6) 0
I 1 ER e i 24 (6.5) 6 (1.6) 0 28 (76) 11 (3.0 0
I A BRI 96 (25.9) 53 (14.3) 0 88 (238) 60 (16.2) 0
Ifi NS E 25  (6.8) 5 (1.4) 0 33 (89 10 (27 0
HiB L USRS
Hg 33 (8.9) 2 (0.5) 0 25  (6.8) 0 0
N MA R
RO A e TTHEE 19 (5.1) 0 0 2 (0.5) 0 0
R BB AEAR T RE 38  (10.3) 0 0 22 (5.9 0
B GRS
A 50 (13.5) 0 0 63  (17.0) 0 0
T 97 (262) 11  (3.0) 1 (03) 8 (230) 7 (1.9 0
BT 233 (63.0) 26 (7.0 0 220 (595) 24  (6.5) 0
I ErS 96 (25.9) 21 (5.7) 0 93 (251) 14  (3.8) 0
& i 110 (29.7) 23 (6.2) 0 99 (26.8) 18  (4.9) 0
—fik - REEER X OB GEN OREE
779 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
R DS SE 59  (159) 12 (3.2) 0 65 (17.6) 13 (3.5 0

11



PREBIRSIFE (SOC: System Organ Class)

JEAGE (PT: Preferred Term) Bz (%)

(MedDRA ver.23.0) AFIHE 75 v ARRE
370 31 370 f31]
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

BRIR AR AR

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

s L7 F =8 67 (181) 5 (1.4) 0 70 (189 1 0.3) 0

U R ERER 21 (5.7) 7 (1.9) 0 20 (5.4) 5 1.4) 0

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

i/ NRRER D 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

1 if Bk Es o 89 (241) 32 (8.6) 0 69 (18.6) 18 (4.9 0
R L Ok E

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

fi Ak 20 (5.4) 8 (2.2) 0 16 (4.3) 8 2.2) 0

KA Y v A fE 34 (92) 17  (46) 0 41  (11.1) 19  (5.1) 0

K~ 7o 7 AfUiE 21 (5.7) 2 (0.5) 0 14  (3.8) 3 (0.8) 0

il WRVFN ik 32 (86) 20 (5.4) 0 40 (108) 20 (5.4) 0
TR E

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 — X — 34 (9.2 1 0.3) 0 29  (7.8) 1 0.3) 0
M. MIEBds K OthmiE

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

fitiligk ¢ 20 (5.4) 6 (1.6) 1 (03) 0 0 0
g ¥ KO TR RRbE

Wit 51  (13.8) 0 0 39 (10.5) 0 0

% 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, ARFBEZR W CRHREMEMZERE 22 i (5.9%) . KIEK - /MK - HEDO FF 20 1
(5.4%) . BIENFZ% « A4 - IFHRERESS - JIFZC - BELPEIRE R 45 1 (122%) | BHERERE
(RS AR R, RERIAR %) 18 ] (49%) . FEAHKRERE 3 # (08%) . H
WARBERERREE 50 5] (135%) . BIEHEREREE 4 1 (L1%) . 1 AUBESRHS 161 (0.3%) . fiisk -
REEUTRMREE 1 1 (0.3%) . WK 2 5] (0.5%) . FEREE (X7 « NL—EERS) 2
] (8.6%) . Axze - BEMESE 141 (0.3%) M Ninfusion reaction 6 1] (1.6%) 238D Hiv/-, F7=.
SEIESR, EEORKERE (TEMERZESERAGIE, FEREIREGERE, 2B, K
IES) | EIEMESE, O, BEERMEEE (G MR SR TR
i, JREFERE:, MERRIERESE) | MERERIEGRE N OFE 35RO b o 7o, ARRIVER %
BURILIIBEEE S (BRRMAEERT 251 25 0EiHERE~T,

12



(A% - AE]

AR OREREYERETT L EZRA LY I 2 —Y a2k, K&Kl 200 mg %
Q3W, 400mg % 6 H[HME (LAF QW) & 5, ) XX 10 mg/kg (fRE) % 2 JEfH]
Wik (LLF TQ2WJ L9, ) TG L7ZBROAF O MG TR E NS S -, F Dk
F. A 400 mg & QW THG: L 72RO ARFN O E R REIZ I 1T 2 4 Mg HiRE (LT

[Cavgss] EVVD, ) 1. AFHI 200 mg %2 Q3W THH- L7ZBRD Cavgss & FARIT 5 & T &
ni= (F#£) . £7=. &K 400 mg % Q6W THeh: L7=BROAA|D EHIREEIC BT 5 Fc i
MG FIRE (LAT [Craxss) &9, ) 1E AHI 200 mg 2 Q3W THE- L72FED Craxss &
L CEEZz R T E TRIENZ 00, BARNBEICBOTERENHEE SN WD
% & THHAA 10 mgkg ((AHE) %2 Q2W TG L72FED Craxss & Ll L TIRAE %
AT ETHIENTE (FR) , 612, EERAHEERE ZXI5UTARH] 400 mg 2 Q6W T
G U7 SRR (KEYNOTE-555 #lR) L V15 b av7e FERIEIZE DS < FEEhe <
A—HE, Yalb—Ta il TR LTSRERE T A —2 LHELI LT (F&R), Nk
T, BEOEIEICRT 2 ARSI S &, AR OBRE R &AM e et & o
2 RETT DBELUCE T LV MEEE S 4, Al 200 mg & Q3W XX 400 mg #Q6W TH
B UT-BE O TR &AM T2 et & OREICOW TR SRR, EiRo vk -
OB THNME R M AR 7E R 1T & PRI E iz,

& 6 FAORYERR 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%?1%%\,\/ (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 W EH SN REAEEO Rl (2.5%4, 97.5%4) | Crax : #[E14
G4 O Em MG HIRE, Cag @ MBI G- O MIEHIREE, Crin @ PIEIE % (A 70 2 580 OFARiLE
HRIE, Craxss : EHCIRIBICIT 2@ MIEHIRE. Cags : EFRIEICIST 2 MIE TR, Crinss : EHOIRIRIC
BT D A AR i o
I 56 BlD &AM (95%(EHE X [H)
§ : AL BB (95%(FHE X))

NA : %3472 L
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4. FEERIZTOUVNT

AFN OGP B 22 W - FrE L, AFIO®RGIZ X0 EERRIER 253881 L7 B
XSS 5 Z ENMERTD, LFOO~@DT R TEW T MiIZB W THEHT 5
xThod,

D MEERIZDOVT

D-1 TRD (1) ~ (B) OWTNMNIEYT DR TH D &,

(1) JEAETERENEET 2 03 A2 B RURREE  (ERENT IR DS A2 s HE L ST
HUHS AR IR EEHLRIRE . HlEAS A2 IRl 7e &)

(2) FrEHEREIRET

() FEMFIRAENIEE T DN AZEEEERPE (DS AREFEERERPL. 23 ARiEE
W IRBE, 28 AU EEERHE R 7 &)

(4) IRALFRIEEZRRE L, AMRAE AR 1 ISR REINE 2 Ofiist i 1E
AR D JmH 21T > T Dk

(5) PUBMERESAILL ST & BN O Rist FEIZ LR 5 i H 21T > TV Bk

O-2 Bl DL HRE L ORIVE R O XIS 53 7o ik & R 2 Ff S ERT (TR D
WIS T D ERN) 23, SRR OARANCET 2RO BMEE L LTREI N
TWsZ L,

*

o [ERif RS % 2EDOHMINHE 21 T L7z IC5ELL EO D AV TRIR O BFRHE %2
[ToTWBZ &, 95, 2L BT, DNASEYIREAR £ UT-BERERSOHE %2
fTHoTWBHZ L,

o [ERNRIFESHRUEDOWIHANHE ZE T L2512, LSRR O N AR IE 25105
FLL EOTEALERINVE S DIE AT T > TV Z &y

o EMATFIRSR2EONUPMEZE T LRICAEL LOBIKEREZ A
LTWaZ &, 956, 3L LT, L& O » A EYIRIEZ G T
I FOBKMEZITT > TWVWE Z &,

@ BENDOEXDFREBRDOMEHICOWNT

PSS BUCHE S T 2 BT D EE S i, REEREN L OFRED ., A0 - 24
PRSP AYE RO E B ONERSEIT 0T A IHRIEIE, A HE R LTGE Ot 3R,
EDPERCONATON DRI ESTNWD Z &,
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® EMER~DRITONT
@-1 fEsRk sl B3 5 B4

U MEAR BRAE O EE A2 BIVER 33848 L72BRIC, 24 FERTR2HRIAHIO T, Mkl XX
BRI Z T, FBL L2 BIERICIS U CABSEEL R O CT 0 REIWER OSBRI 2 E e
BRAEOFER Y H PG DI, EBICHISATREZRIRHI B> T D Z &y

@-2 EFREEEIC L 5 EFENICET HEH

DAIRICEED 2 MM L O L AT 2 EREEENEERE=42 1V 7
EEHOIEIROA T ) —= T EITOEIRE S E#REZ G TE 5 F— AEFRERH] 235
flEShTnDZ L, kB, BEAEHIZOWNT, BARE EZOFEIHIZBAmsiiTn
HT &,

@-3 BIfER DZKroxt i i LT

BIER (MEMMREEMZ, KR - MG - EEO TFL, BIERZ - FFR4 - IF
PERERREE - F2% - B LMENRAE 28, BRelEE (R EMER K5, REREBERE) . N
kEE (FRAMRERE ., FURIERERE ., RIBEREREE) . 1 AR, 5& 95K,
% - BEBUHRMRIE, e, EEDORERE (haEtEREBIERARIE, SRR RE,
ZICHLEE, FERIRIESE) . infusion reaction, sk - BfilEs, EIEANEEIE, kRS (X7
Vo NUIEGEREE) | DR, BEEARMIRREE (e bEi MBI ESREER, AT i,
IREFERES . MERRRIERIESS) | MEK B AEMERE, RS 1CxF LT, Mkl ST e
BDEMM: A A 2 EA L W L (BHWEH OZK-eRHSICE L CTHER VB 2521 5
NHEMEICHDHZ L) | BEHHICEYIRAENTE DEHINRE S TWND 2 &,
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5. REMRLIRDBE
(AR B3 % FIH]
O TRICHY T 2EEIZBN T, AFOAEMHESHEES LTV D,
o DPAALTFRIERIZHEE L /ZPD-L1GM" (CPS=10) DIRIGUIFRAREZREETT « IO R
B ERCRE DR (ORFIH 5
* o KB D R=F Bk S LT, BGE4 - PD-L1IHC 22C3 pharmDx [ 4 =1 2GRS T\ 5,
o ALFRIERE DR WRIGUISRARE LT « IO REREE (BH, S-FUR DN AT T F
> ORtS)
@ TRICEEY T 2B ICKT 2 ARHN O G K OMEH FIEIC DWW T, RAIOF 2D
LS TELT ., RAOEGHR LR,

o FivoonfishRis

[Z2 2R3 % FIA])
O TRICZYTLEECONTEIARORENEZRE SN TS Z Ehb, &E521TD
AJANGPN
o KANDRGITKRE UBE DB ERE D & % B
@ TRERTOFHMIZIV T FREICEEYS T 2 BEIZ OV TR, RAIDOFEGITHELE 4172003,
L DOTEFEERPTIE DN e WGAIZIR Y | HEEICAAZEH T2 2 2B ETE D,
o [WEMMEROAI UIBED & 5 BE
o MaEnE R A CHE R 2580 2 B K OVE B ME O KU B i <0 gu e it 2%
LD RIEMEZEALD I B D B
o ACAEEBOAOE UTEBMERZRE L XSO B O R B OO &
%R
o EERBAE (GEmMEMRBHELZ ST OboRE
o FEMOIIBEEE AT DA
e ECOG Performance Status 3-4 Vo i

(ED ECOG o Performance Status (PS)

Score | EFE

0 AL MERIERTE %, BHaiE R U B EAEERHIRR<ITZ 2,

1 PARAGIZ I LWEENTHIR S A 23, BITAHET, BIEEMHE - TOMEEIITHI 2 &N TE 5,

B NFE, EEEE

BATARETHOHE DEID O Z LI N TRARELEDEERILTE RV, HHF O 5008, BT~y Tl 29,
RONTZEHSOEDEY DZ L LnTE7Ry, HFO 50%LL LAy KT Tl 29,

2LET RV, BOOHEORD OZ LT TERY, By R KRTF-TiZd,

Alw|IN

16



6. HEITBE L THEE T REEHE
O WASCEEION A, BOERTEER DU 2 ERVEIZ IS & ARH O R KON E

DI=DIZBIRE R+ IR L TR T 2 2 &,

@ RERRRIZIENLD | B XTE OFIRICADNE R Vet Z o3 L, FEZ5T

NoE5T5HZ L,

@ FEREWEHDO~FY A MIONT

o  HEMEENRDL LN ZENHDHLD T, KFIOTRGIZHT- - Tix, #WIHIE
W (BGIdL, PRRIREE, k) O L O X MRA o F s, Bz +
AT H T &, Eo, MEUIS U THRES CT. MG~ — 7 —FO& % FEhid
5Tk,

* infusion reaction 3% HiLH Z L A3 5, infusion reaction 2358 BV HE T
E, WEIZRMEZAT O & & bIT, ERDEE T 5 F TRE OREBE o Blgg
5Tk,

o HURIRHERERETE. PERAKEEEFEK CRIBEREEENL DN Z ENHDHD T,
ARHN D B 5-BAbGHT M O G- W TP X E IS N IS RE R A (TSH, IEBET3, i
BET4, ACTH, oIy —VEORE) #FEiid 52 &,

o BUENTR. IFAZ, ITHEEESE. TR, B{LEBERDHSDOND ZLNH LD
T, AFNOFEBHAARHT K OG- M X e eI AT ERM A (AST. ALT. y-GTP,
Al-P, B UL EEORE) #FEMT DHZ L,

o HEIER (MIERLKICEEHRERZGT) FOHEERIREENH Hbid Z
ERHLOT, EHWICIRORFE OFEAZfEET 22 &, o, IROEFERFED
DAV EITIE, BN EFERAL %270 L O BELIRETH 2 L,

o AFIOFHIZX Y WEOFRIESISITRIKT D & B 2 HILDHEEA R ESORREN
bobiVdZENDH D, BEDRD LNIGEITIE, BB LI FRITL U5
70 Rk & KR 2 FE-O R Al & adtls U ClEbl e iR 217V, 8 O RIS
K DREWERD DN 2 5E 1T, AFIORIETHIE, K OEIEE R /VE
DEGEZZBET L&, 2B, BIBREARNVE ORI XY BIEHOUGEN
RO BNRWEAITIE, BIRRE R LIS OSEHEIFIO BN G BES 5 2
&

o BHTHR, BN OEIARE L TOLRIERAPRHT 2 Z 08365720, K
A OG- TR EWER OB mIZEET 5 2 L,

o 1 RUBEIRNN (BME 1 ABERPI A ST Db bbiv, FERWES N7V R—v R
IZEBDHZENHLHDOT, Ag, El, EEFEOIEROFBCMAEED FHIZ+5
FETLHZ &, 1 BERENEONZGAEICIIRGEZRIE L, A R HiH|
D GEOHERAEZITH Z &,

@  AFIOEEHRFREERIZIWN T, BEA S 9 B CHIMEORMEAIT > TNz Z

EEBEBIT AFERGPIXEMOICEEGRE COHROMRBEIT Z &,

17



