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PLPD-1 PURPUEM ISR CTH D [Ra7n ) X~ GEE ) ®UA] (GE4 @ &
A "—Z S EE 100mg) | (Z2W L, THL PD-1 HUAHUEMERRS A AR 25 fw i 1 e
A RT A OREISED FEFHZOWT) (CFpk 29 42 A 14 BAHTRESR 0214 4
5o LAT THUPD-1 SUARHTEME S ARG B FHEA ] LW ) ) 1288\ T, PR Lok
WD EFEZBH L TCND EZATT,
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(CEE, ARIANAR DB EFIEHEZ T LBV WIET 2D T, EE T OMRREREE, #E

SALBEB SR Ik L CEARUE 2 BV L E T,

T
ru

U PD-1 PrRHUEME RS B F @M OO 212 (14) 2z 5,


16270060
うつし
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D9 BN T 5O %)
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1 A7 V—R A EE 20mg, [F] 100mg, [F] 120mg K OV 240mg
(1)~(13) (&%)

2 XA F—& S EE 100mg
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(1)~(13) (&%)

2 XA F—HF S EE 100mg
(1)~(13) (&%)
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NhT7 ) Av 7 BB R) BA (R4 %A R L— & g §#E 100mg)
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Ar7aYT T4 MAREZEN MSI-High) 267 2EEEM O « BE5
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[ZOWTIE, RAT7 e Y X~v7 (BB x) WA OREERHEET A K
A v (FEBEE) OIERIZOWT) (BF1 34 12 A 24 H T A KRS 1224 5
10 BIRAE T8 3K - AR AR JR e 3R S A0 BRAR Rl ) | IR e OV
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2 A 25 BT ISR 0225 5 6 R AE @A 3L - ATRRT AR R E IR AL R A
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LHIEE BBV LET, B, WEHOFEMEHHEET A N7 1 1%, RS
DEFBHTT,
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14—y

S SRAEFSEEIR 1 ST R4 2

e O drci A FHHERE T A BT A o DUGTE T CorIAx IRER)
B IH
ZY =Y (F#EBIGRD) Pl (HRH AR 1 B)
2= B & 7R D ANRE ST 2 = KR L T DNRESITZN R
ARG GIRANRE S THRRE M 0 Tl e ARG GIERARE SRR M 0 Tl e e

B A I L 36 1 D T R A BRI

XL T2 D HTEKR O &
<ARIEUIFRABE XA HERFE 1 0D B Al e

>
o PUEMEEA & OOV T, @E., AL

KR LR DHMEKROHE

L OHUEMEIEE A & OOFHIZIB W T, @, AT
X, RAa7 el Xv7 (BEHHEEEX) & LT, 1E
200 mg % 3 MMM I 1[5 400 mg % 6 HWFFNE




X, N7 n ) XA~v7 EarHifz) LT 1E
200 mg % 3 FRIRINE XX 1 [E] 400 mg % 6 MA[F bR
T 30 I CRTEERET D,

< AR L 35T D it Al B A >

WE L, RACIE, a7 ) X~vT (B z)
& LT, 181200 mg % 3 ARG L 1] 400 mg
% 6 HAREEFE T 30 oM CalEinET 5, &5
WX 12 W AMETET S,

T30 3T TR

AR EHET D,

4= 3. BERERAE 4= 3. &R AORE
FRABHI B ABE AR 0D 55 M e B OV e g 12 FRVE GRS BE S THEFE M 0D BRI 8 0D 7K FR R | 2 2 A
BT D IR BRSO KGRI ISR 24T - 72 F 7 i EAT o T ER R RBR O 2 R,
KRB DO RiE 2 T,

g = O EFE AL [F 5 M AREAER  (KEYNOTE-564 3U5R) GBI

R A5 BRI SV B I BRI 12 O PR3 U X 7 3
5 DA AR A R A e FR R 994 1l (HAR N 59 Bl & &
ip) ZXBIT, IEmBIRIE & U CAHAI 200 mg Q3W
BeH-OHEPER NLZEER, 77 R ERBE LT
Et S nle, EBEEHAMTE B S8R AGFHE (LU
[DFS] & 9H,) i, KANFTF ZEAR L HEEL
TDFS Z#HEICIERE L (3 LUK 5),
¥ LR (i) Xif (i) oBRFEPHAEAN SN,
(i)ﬁ&@r@mﬁim% IZE D FRROWTh
WCi M9 5 HE (Grade iFuhrman 5Y¥R)




- pT2, Grade 4 XUFPEARZE LA S . NO 2> MO
- pT3/4, Grade [f#>3°, NO 2>> MO

- pT R4, Grade Ri>d, N1 2> MO

(ii) Ml no evidence of disease (M1 NED) T®h

Y FOEE N ONERRISE H & B IS, BRI A

BRI 1 LN O WO R S TR

H[RETdh - - B

# 3 HEhMEAEE (KEYNOTE-564 ahER)
(£ W)

(X m%)

[X| 5 DFS ® Kaplan-Meier ghf (KEYNOTE-564 #X5R)

9 R— %4 g R #3
11— | £5 10— | F4
13— | @FEBILEFEMFEZE (KEYNOTE-564 345k) GEN)

HERGIIAKIEE 470/488 ] (96.3%) KON T T &R

£ 452/496 5] (91. 1%) 1258 b, InBRIK & DRIE

BB EETEIRWAEERERRIT. ZZE1L 386/488

B (79. 1%) M X 265/496 51 (53. 4%) ([Za8& HiTz,

WO TRIAEN 592 FORIEAIZTERD

LBV ThHoT,




KEYNOTE-564 #6R) (Z2 e VEfENT X B4 M)
# %)

# 6 WITNDORETIHIEN %L EORIEH
(
(

7R¥5, AAIREZ BV TRV MRS 11 61 (2. 3%)
KNGS - /NG« BRED T 15 i (3.1%) . BED
FeRghEE (Fhaeihae B sr mhARsE . F e R R E i
B, ZIALEE, FREIES) 161 (0.2%) , PHRREEDE
(7 v N U—EfEiESE) 11 (0. 2%) . BPEATIE -
A4 - APBEREREE - T2 - b PEARGE 78 45 {51
(9. 2%) . FUIRARESAEREE 106 451 (21. 7%) . T iR
REFEEE 2 (5] (0.4%) . FIEHREREE 10 ] (2.0%), 1
TUREPRYP 9 B (1. 8%) . EHRREREE (RN M B MR
R, RERIRERE) 861 (1.6%) . fhJe - AEUT Elfiz
i 2 5] (0. 4%) . EIEFIES)NE 2 1] (0. 4%) . AN -
BlAE S 2 61 (0.4%) . UhZ% 141 (0.2%), infusion
reaction 7 f (1.4%) M OVEEZMKIESE (Gt
I/ IR PSR PENS . VAR i, AREFER . S
RIERIESE) 161 (0.2%) 2RO ObNT-, T, R,
S &S MER, M ERE B IEERE R O ITEE 0 b e
profe, AREWEHFRBLRDUIBEFES (Ef AR RAE
REZEL) 2 EUOEIEREZ T,




14— | F#E7 12— | %5

15 = | SRMEEAL PRI L 1 USRS L P ED | 13— | A4 i 1 3 R s 2
HEL 2

17— | QKO HEME 513 TR O BT BV THIMENR | 15 X—Y | @ FRalCii Y 3 2 BFIHFS KA 0 e 5 K& OVE A
ShTwnd, THEIZDWTIE, AR OFRIEDRHEL SN TEB LT,
I U R 7 O\ OB O B KFNDOE GG L IR B,

il

@ FRLCEZE Y T D ARF D5 K O HIEIZ DN T A L e
X, AANOBEIERHESL SN TE LT, AFOEE s T X UF =T IV RN TF =T LS OFUEME
KR E T2 B 720, & OOF G-
- Wt BTt D M O FUEME R A & OPF S
s TR UF =T RII L UNRF =T PSS OHUEM S
& OO G-

18 R— - BB R R BE B MEO B EIC B T D | 15— | - Karnofsky Performance Status 70%Ai 9 oD
Karnofsky Performance Status 70%iH TV doHEH =

19— | O Y R Y D@\ B AR S il b GEm

L L U CEA T BRI, KEYNOTE-564 #ERICES
W 128 L ICEME ORI 21T T e 2 b
BB, AFNOEE P EMIN R OMR AT
Y&, B AFORGHEIL 12 WHETETS
&,
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ZY =Y (T HREBIERD) L N— (AHBRBHIER)
12— | SRR L S RIEZ R 1 USRI AIRIERDS | 12 X— | SRR 1 ST R R 2
ekt 2
BB DR HEE T A BT A L OWETET Cf [H X6 H3%)
Gl IH
Y=Y (TF#ErIERD) g = (RAHBREDHIER)

12—y

fRRfEEE (5T o« N —JEEREEE) 32 61 (8. 6%)
&N infusion reaction 6 41 (1. 6%)

12 5=y

FRRIEE (X7 v« N —JEERESE) 32 4] (8.6%) <
A= B 1 5] (0. 3%)— ) TN infusion reaction 6
1 (1. 6%)
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1. IXL»Ic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFREEGENARINDLHF T, 2D DEKTZ BV E B ITIRAET 2 2 L RSO
PE L 72 o TR Y REMEGE S, & O HATTEE 2016 CFEAL 28 42 6 A 2 H BFEERE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

AR AR ESR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDD, TS, HIWEROLZEMEICET 2 ERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2 EEARAR
BRARNEE oy —MAERTE N B ARERIR N BLE 2 R O AR A A ARG IRERFH 2 O 1
Db EAERR LT,

KfG L I DIEIEN A M —F STEERE 100mg (— k4% AT e U X7 (Eis
THAHEZ) )

REERDMEIE - ARG EIBRASGE TR 0 B M e
RS R |2 33U B IR AT RS

REERDMEROHE © <ARIAUIBRARE X I THR % o B M e g >
fh DHEVEIEER & OOFICRB VT, @E. AT, A7
U X~7 (EfafF#Haz) & LT, 10200 mg % 3 FHEFE X
1% 1 (5] 400 mg % 6 B[ FE T 30 430N CTRIEEET 5,
< BRI 3T DI BRIk >
WL, AR, e n ) X+ (Enz) LT 1
[5] 200 mg % 3 i [ & X 13 1 151 400 mg % 6 3 [#] IR T 30 7 fH]
DT CRIEFET 2, BB 12 AR ETET S,

B 3E IR 58 ¥ # 0 MSD Rt




2. ARIOFK, 1ERKERF

XA N —F REEHE 100mg (— 4 RAaT7n ) X<v7 (B z), LT TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) & %D VU H> K Téh 5 PD-L1 KO PD-
L2 L OfEAZEH#EREST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 #REIE T M50 B ARAEAE 7> KL D 72 D12 28 AR A3 4= 5 T2 72 e i )40
AA »F T, PD-1 1, fEFEREBICEWDCEER T MildoMia£mic BB L, 3%
P& SO % B e A X TRl 72 e g OS2 T %, 7B, PD-1 13U > R EfE
AT D LICE Y PURZERICL D v 7T vmiEa A+ 228K TH 5, PD-LI
DIEFMHMZIB T 2HBUT DTN TH LD, Z<OBAMIETIE T Mlao@E 2Mmz
DI EBENZHRBLL TWD, BDAMIRIZI T 5 PD-L1 O &7 BX, BMAaE . FEE.
A . SRELE, FE/INIRaTE 7 & OB A Ze A TTFRARK 7 TH Y | KW AAFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFHEIMED S| PD-1 & PD-L1 OREEIZIER O
TP AR C BV CEHEEARRE 2 H ) Z EAURB SN TEY | i RN ARROEN L L
TSN W5,

AFNE, PD-1 & PD-L1 XO'PD-L2 O U > ROFEGEET L2 Lk, 5
WU NBREE T O NS A ENE T U Vo SERETEM L &8, HUEE % 2 FE (b
T2 Z L THEENRARET D,

ARFNO B PRI 35 < BIE DS RIS & B BITEFIS7 B & b, Bl ULSET e
EH AN D D, KA ORGP R OB GBI, BEOBEE T, RENRE
0 & NI EICIE, FEBL LT BRI U 7= BRI 72 S & 8 % F5DIERT & 34 L i
OV BRI A ATV B O RIESISIC & 5 RIERAEDN D AT, BB RE L
AN DR T ORI & T D WER D B,



3. HRPRARE
RIBYIFRASHE XX EAFE A 0D WM B Jes Ko OV AR AT I |2 35 T 2 i 1% i B Tk D AR IR 12
S 24T o 7o 72 FR R SR D pliE & 7~ 3,

(0]

O EFEEFRZFE RS (KEYNOTE-426 #5)

{EERRIEIE D 72 MR TE BIFRANRE XU THAREME™ 0D 8 WAl e A Rk s £8 8 861 3l (H K
N9 flzgte) xR, A=F =7V Ay (ULF [RA=F=7] L9, ) 2%
KL LT ARANET X F =7 LD HEE (LT IRB/ T XRF=71 205, ) =
DA INE R N RET S ivle, FEFHIE BT 24 (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, RHlI/THRF=T71%, A=F=
T LT, OS KU'PFS ZARITIER L7 (1, K1KLKUK?2) |

*1 : American Joint Committee on Cancer %5853 510 553 < SR HATV

*2:50mg 1l H 1[0 4 5% 2 BEEIREE

*3 : A 200 mg 3EMMN (BLF TQ3W) &), ) THARNELS L, 7% F=7%5
mgl H 2[FE (LAF IBID) &\WH, ) OE L, THFF=7 058X, 5mgl
H2ETifdd2a—A (6HM) ULELAEERHY, Grade 2 2 HT7 FF=
T ORIERNZERD BT, 2ol E2S 150/90 mm Hg DL FICEHE S =84, 7mgBID
~OWEELZAREE L, E2FBROEHEL AV, 10mgBID ~O#i&E s Alig s Liz, 7
XU F=7E, BEAOMER, BEEESICG U TARE IEE (3 mg BID, &iZ2mg
BID) & HEEL L7z,

#1 ARhakEE (KEYNOTE-426 3ER)

KEN) T X F=TRE A=F =T Rt
(43241)) (4293)
o (H) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | N¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P{E™ 0.00005
o (H) 15.1 11.0
[95%CI] [12.6, 17.7] (8.7, 12.5]
PFS™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P fili* 0.00012

Cl: (E4EX[H. NE: R, *1: PRMHTEFOT — & (20184E8H248 W > "4 7) | *2: )=
B Cox LN — RETNMC LD A=TF = TREE OB, *3: Jg@hn 75 7 MiE. *4: RECIST
HA RFA P LURICHS <SPS P dei &



AF200 mgBWR UV 7 XL F=T
/

70 i X:a—_:j .- A

0 4 8 12 16 20 24

at risk# EFRRLA]

A#I200mg Q3W KU
g 432 417 378 256 136 18 0
Z2=F=7 429 401 341 o 110 20 0

X1 OSoHEENrEEDKaplan-Meierfi#f (KEYNOTE-42638%)

100
90 1
80 1
& 70
B 60
50 1

EIEELE R (A]

at risk#y

ZA1200mg Q3W 432 357 251 140 42 3 0
RUO7ZF¥IF=7

A=ZF=T 429 302 193 89 29 1 0

X2 PFSOHEENTR: D Kaplan-Meierd#i#R (KEYNOTE-426345%)



@ E B[ M ARRBR  (E7080-307,”KEYNOTE-581 #&f5R)

ABZFIRIEIE D 72\ ORI Y BR A RE U ME O P AR B A B g™ 712 ) (A
AN T3 BlEEie) 2RI, A=F=T2ERRE LT, ARIE LY ARF=T XUV
BT TvongF=71 Lo, ) oS CUF TRF/ LoRF=7) Lo, )
S OE MR NLEMEDRRF ST A/ Lo NF =7 %, BEIEEE & Siu7- PFS,
BIVGHEER D—> & SN 0S 2, A=F =7 LR L THBEICERE L (3 2,
IRV 4)

1 BEEEARARIC 35 R A0 SRR 2R BT IR A Rl S T R xR & S iz,
*2:50mg 1 H 1 [8] 4 38 4 5-1% 2 KRS
*3 1 AHI 200 mg Q3W TERANIE LG L., Lo AR_"F=7%20mgl H 1 [FEAOHKE L1,

# 2 FHiMEAE (E7080-307,/KEYNOTE-581 348%)

AF/ L R_RTF =T R A=F=TRE
(355%) (35761)
o (H) 23.9 9.2
[95%C1] [20.8, 27.7] (6.0, 11.0]
PFS™ ™2 N — K™ 0.39
[95%CI] [0.32, 0.49] —
P ™ <0.0001
o (H) NE NE
[95%CI] [33.6, NE] [NE, NE]
0S’ ANHP— RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049
Cl: EFEXM. NE : #EEAA. *1: RECIST HA F7 A LIFZIES S G/ AL P IAE

*2 1 20204P8 H28H 1 v N A7, *3 1 J&@hll Cox el — RETF NI LD A=F =7 L Dlhig,

*4: ERln 7T 7 BEIC K D PAE () |

F7)

*5 . AT O — % (2020428 H28H 7 » b




10
09
08
0.7

% 06
= 05
#H 04
H 03
02
0.1

atrisk #

AR A 200mg Q3W R r
rongFz=7
A=Fod

X3

10
09
08
0.7
06
05
04
03
02
0.1

atnsk ¥

F A 200mg Q3W B ¥
vonryzy

b 84 21

[X| 4

— KA 200mg QAW RV L U NF =T
----- ZzFod

TR R S T

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5
w5 ()

355 342 338 327 313 280 253 222 188 120 66 26 10 2 0

357 332 307 280 264 236 207 186 160 112 60 25 7 2 2 1 0

OS®Kaplan-Meierhi# (E7080-307,”KEYNOTE-5813%8%)

w— A 200mg QAW RUL L NF =S

0 2 4 6 8101214161820 222426 28 30 32 34 36 38 40
W ()

355 321 300 276 259 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0
BTX228 145124107 85 69 62 49 42 2 K5 16 9 3 2 1 0

PFS o Kaplan-Meier gh## (E7080-307,”KEYNOTE-581 #B&)



OEBEILFZE AR (KEYNOTE-564 #5#%)

BRI ST B SR UIBRIT 2 O PR U A 7 73 i@\ 98 B A e 284 Pl e s £ 994 31 (H
AN B Bl Eite) ZxXtBIT, MR miBhELE & LTAHK 200 mg Q3W # 5-DHNEKL O}
EVEN, 77 R EXRE UTHRE S, EEFHGE B (385 A7 HH (LT TDFS)
EWIH, ) ES, AT TR L CDFS #F BICIERE Lz (3 KO 5) ,

* LU (1) XE (i) oBFESEAANGIT,

(1) OB F RIS K 0 TROWT NI Y T 5 FBF (Grade X Fuhrman 5345)
- pT2. Grade 4 JUFHIERZE LA ES . NO 72>D MO
- pT3/4, Grade [f]7>3°, NO 7>> MO
- pT 3, Grade fil>7, N1 222 MO
(ii) MI no evidence of disease (M1 NED) T»h V., JFUREE K ORBIEBEE & Hio, BRI
HE AU BRI 1 RN O WD DORE S TREYIRATEETH - 1B

#3 HOMERE (KEYNOTE-564 3ER)

AFHE 75 AR
(496%1) (498%1)
e (A) NE NE
[95% CI] [NE, NE] [NE, NE]
24 DFS % (%) 77.3 68.1
DFS™ [95% CI] [72.8, 81.1] [63.5, 72.2]
NP — R 0.68
[95% CI] [0.53, 0.87] —
P fE* 0.0010

Cl: {2#EXM. NE : i B4, *1 : PRGOS —4% 2020412 7 14 B v b4~ (DFS
IRIRBRFH Y AR L 2 5EM) . *2 : B3I Cox el Y — RET L B 7T |R & DL,

g ST T E

100

£ (%)
N
o

at risk#k
AH1200mg Q3W
ISR

] — EI200mg Q3W
] =——— Fses

0 5

496 457 414 371
498 436 389 341

10 15 20 25 30

REFHE A]

233 151 61
209 145 56

35 40 45

21 1 0
19 1 0

XI5 DFS ® Kaplan-Meier #iff (KEYNOTE-564 3R5%)
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[Zz421E]
OFE BRI R NS (KEYNOTE-426 ##)

BERGIIARA/ T X F =T 422/429 ] (98.4%) K ONA=F =T Ff 423/425
(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, TN T 413/429
B (96.3%) JZ N 415/425 3] (97.6%) Z78® Lz, WITINORECTHRILEN 5%LL E
DEWERIZTED LB ThoT,

#z4 WDTNLORETHRERD 5% EOEIER (KEYNOTE-426 RBr) (Rt REH)

2B RIR B (%)
(SOC: System Organ Class) AE/ T X F=TRE A=F =Tk
JEARFE (PT: Preferred Term) 429 {31 425 Bl
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
EEIEN 413 (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (1.8)
MR LY v FRfEE
2 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI S 5  (L2) 0 0 37 (87) 6 (1.4) 0
I BRI E 6 (1.4 1 (02 0 79 (186) 28 (6.6) 0
1IN 8 (1.9 0 0 94 (221) 22 (5.2) 0
WU
R IR RETTHESE 52 (12.1) 4 (0.9) 0 14 (3.3) 0
R B RBAR T 135  (315) 1 (0.2) 0 119  (28.0) 0
H b
[i-20) 23 (5.4) 3 (0.7) 0 16 (3.8) 0 0
{5 31 (7.2 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175  (41.2) 19 4.5) 0
v 17 (4.0) 0 0 22 (5.2 0 0
WL R R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
BRI MR R 6  (14) 0 0 34 (8.0 3 0.7) 0
i 91 (212 2 (05) 0 111 (26.1) 4 (0.9) 0
A% 61  (14.2) 3 (07 0 86  (20.2) 9 (2.1) 0
Mgt 34 (7.9 1 (0.2) 0 56  (13.2) 3 0.7) 0
—f - EHEER L OB G ORRE
S 9E 50 (11.7) 6 (14) 0 54  (127) 12 (2.8) 0
955 130 (303) 10 (2.3) 0 142 (334) 21 (4.9 0
FERE D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
FEEL 16 3.7 0 0 24 (5.6) 0 0
B AT
ALT #4800 102 (238) 52 (12.1) 0 54  (127) 11 (2.6) 0
AST H#40 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 =1 24 (5.6) 0 0 30 (7)) 1 0.2) 0
i H R I AR L N 22 (51) 0 0 22 (5.2 0 0
B ER B 3 (07 1 (0.2) 0 48  (11.3) 29 (6.8) 0
1 IMRERAD 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
{REA 41 (9.6) 6 (14) 0 36 (85) 0 0
i BRI 1 (02 0 0 37 (8.7) 11 (2.6) 0
R KOs EREE
AR 94  (21.9) 9  (21) 0 106 (24.9) 2 (0.5)
IRV RgIfiE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
A% RS L OV A kLR e
RAER 52 (12.1) 3 (07) 0 15 (3.5 2 (0.5) 0
i IR 23 (5.4) 0 0 16 (3.8) 0 0
PhRE R R
TRTE LR 40  (9.3) 1 (02 0 129 (30.4) 0 0
GIEVE] 35 (8.2 3 (07) 0 33 (7.8) 1 (0.2) 0



RPN B%% (%)

(SOC: System Organ Class) AE/ T X F=TRE A=F =Tk
JEAFE (PT: Preferred Term) 429 {31 425 Bl
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
B ¥ L OURE R E
HAR 66 (154) 11  (2.6) 0 39 (9.2 6 (1.4) 0
FEDR g, MoEhds K OithmRiE =
5K 32 (75 1 (0.2) 0 12 (28) 0 0
FEFEE 98  (22.8) 1 (0.2) 0 12 (28) 0 0
IEF-% R 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.5) 0
St 1 19  (4.4) 0 0 32 (75) 0 0
R B X O T kbR
B2 R 27 (6.3) 1 (02 0 35 (8.2 0 0
FE - RERRMREASIEGER 119 (27.7) 22 (5.1) 0 168 (39.5) 15 (3.5) 0
& 9 FEIE 53 (124) 1 (02 0 18 (4.2 0 0
B2 46  (10.7) 1 (0.2) 0 38 (8.9) 1 0.2) 0
IR
& 1L E 179  (41.7) 91 (21.2) 0 184 (433) 78  (18.4) 0

¥, RE/T X UF =T HICB O TR MEMER 12 6] (2.8%) . KIBK - Mk -
FHED THI 40 1] (9.3%) | FRREREE (X7« N —JEMERES) 2 1 (0.5%) . FHERE
T (ALT KOV AST $5N78 EORFHSEEMR A M S 2 5 ¢e) 150 f (35.0%) . FLIRIRKE
REFSE 165 1] (38.5%) . T IE(AREAEREE 51 (1.2%) . FIFEHEREREE 10 6 (2.3%) .
1 BRI 151 (0.2%) . BIFEREREE (JRAFTEMER RS 96l (2.1%) . ik - £
BT RMRAE 4 61 (0.9%) . FEIEAEESIIE 4 1 (0.9%) | LFHZ 261 (0.5%) . SE DK
2 141 (0.2%) KON infusionreaction2 5] (0.5%) 338 Hiviz, £7-. BEED K EREE
(B RREIREARE R . ZTEALEE, BRI ) |« BER. Mk - BB, R kiR E
(s M VRS PESRERENS . VMR L, JREFERES ., MEERIERAESE) | MERE RNERE
BEM OSEIZITFRD BV hy o 1o, REWEFAZ BRI X B S F 5 (B R A 5 &2 5 i)
rE R R T T,
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@ EER [ M ARRER  (E7080-307,”KEYNOTE-581 #&f5R)
HEFRGIIARA/ L o XTF =78 351/352 ] (99.7%) K ONA=F =7Ff 335/340 f
(98.5%) (23 H AL, BB L ORI RN EE TERWAEERIT, T2 341/352

B (96.9%) JZOF313/340 f3i] (92.1%) IZFEH LTz, WITINORETHRILEN 5%LL E

DOEIVERITTFTERD EBY ThHoTe,

F5 WTNLDEETHRERN 5% EoBIYER (E7080-307,”KEYNOTE-581 38%)

(R MM RE)
BB S B (%)
(SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JAFE (PT: Preferred Term) 352 {3 340 £
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2EIVEH 341 (96.9) 252 (716) 4  (1.1) 313 (921) 200 (58.8) 0
MEFR LY SR REE
2 20 7)) 3 (09 0 44 (129) 11 (3.2 0
i BRI 4 (L1 0 0 21 (6.2 7 (2.1) 0
I RIS 8 (23) 1 (03) 0 42 (124) 18 (5.3) 0
1/ INBRE D 13 @37 1 (0.3 0 51 (15.0) 18 (5.3) 0
W WREE
R IR AE TUHENE 22 (6.3) 0 0 8  (24) 0
FOR IR AE (R T E 150 (426) 4 (1.1) 0 79 (23.2) 0
H ke
i 39 @111y 4 (11 0 12 (35) 1 (0.3) 0
15 24 (6.8 1 (0.3 0 20 (5.9) 0 0
T 192 (545) 29 (82 0 151 (444) 15 (4.4) 0
H Pz 28 (8.0 0 0 10 (2.9 0 0
HERER 26 (7.4) 0 0 42 (12.4) 0 0
A MR R 8 (2.3) 0 0 26 (7.6) 0 0
G 94 (267) 6  (L7) 0 94 (278) 2  (0.6) 0
HNZ 13 (321 6  (17) 0 127 (374) 7 (21 0
AL 56 (159) 5 (1.4) 0 45 (132) 3 (0.9) 0
—f% - 2EFEER L OG- ORE
) iE 71 (202) 16  (4.5) 0 54  (159) 11 (3.2 0
957 113 (321) 11 (3.1) 0 109 (321) 13  (3.8) 0
RAY PR 17 (48 1 (0.3) 0 17 (5.0) 0 0
FE L 16 (4.5) 0 0 18  (5.3) 1 (0.3) 0
VPN &
ALT H/n 34 (97 11 @31 0 30 (88 6  (L8) 0
7 X7 —EHhn 53 (151) 26 (7.4) 0 26 (76) 9  (26) 0
AST #4J0 33 (94 9 (26) 0 30 (88 2 (0.6) 0
Mz V7 I =8 23 (65 1 (0.3 1 (03) 17 (5.0 0 0
i H FCR I S L N 38 (10.8) 0 0 17 (5.0) 0 0
U S—BHIN 50 (14.2) 34 (9.7) 0 34  (100) 24 (7.1) 0
T EREC D 8 (23 6 (17 0 39 (115 19 (5.6) 0
/R 20 (7)) 3 (0.9 0 57 (16.8) 18 (5.3) 0
R 70 (199) 21 (6.0) 0 19 (5.6 0 0
i BRHE 10 (8 1 (0.3) 0 30 (8.8) 6 (1.8) 0
R KOs REE
ot Bl 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
oL AT a— LIfE 18 (1) 1 (0.3 0 2 (06 1 (03 0
F Y 7YY RifiE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
B #ERd L OV ARk
RARIR 60 (1700 4 (11) 0 22 (6.5) 0 0
AR 38 (108) 3  (0.9) 0 8 (24 0 0
RO SR P T
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BRI B% (%)
(

SOC: System Organ Class) A/ Vo NF =T A=F =T
JLAGFE (PT: Preferred Term) 352 {3 340 £
(MedDRA ver.23.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
CRRES 38 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
Bb 38 (10.8) 0 0 28 82 1 (03) 0
BB L QIR E
EHENTS 97 (276) 26 (7.4) 0 41 (121) 10 (2.9) 0
MR SR, MR X OVtREE
Ik 19 (5.4) 0 0 8 (24) 0 0
B EE 87 (24.7) 0 0 9  (26) 0 0
I % 1] 23 (65) 4 (11 0 1 (32 1 (03) 0
S 1. 18 (5.1) 0 0 30 (8.8) 0 0
Jiliig 7% 18 (51) 6 1.7 1 (0.3) 0 0 0
K& ¥ KO TR RRRREE
B Sz 17 (4.8) 0 0 21 (6.2) 0 0
FH - BEFRFRATERSIEGRE 99 (281) 14 (4.0) 0 122 (359) 11  (3.2) 0
Z 9 BHIE 47 (134) 1 (0.3) 0 19  (5.6) 1 (0.3) 0
95 77 (219) 12 (34) 0 37 (109 2 (0.6) 0
BER B IR e 24 (6.8) 4 (1.2) 0 5 (1.5) 0 0
HORRE 0 0 0 31 (9.) 0 0
M R E
[EIINER 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

RE. ARAEN/ VR TF =T RHCB O TR MR 19 61 (5.4%) . KB - N -
O THI36 1] (10.2%) . HEORERREE (PEIEREEERARIE ., SR RRARSE
B, ZIRALEE, FREIES) 261 (0.6%) . BFEMR - A4 - IFgeemE - ik -
{EMEARAE 2% 79 B (22.4%) | FUIRHRBEREFRTE 156 5l (44.3%) . T E(AHERERSE 3 i

(0.9%) . FIFEHEREREE 18 B (5.1%) . 1 AUBERIE 161 (0.3%) . BHEREREE (R
ERVEMER I8, SRERIRBRS) 861 (2.3%) . S 86 (2.3%) . Ahdk - MU ARIE
3# (0.9%) . HIEMMESE 1] (0.3%) . MMk - BEEER 3 451 (0.9%) . Lfhiz 3

(0.9%) J UNinfusionreaction5 fl (1.4%) 238D v, F7-. MRREE (FF 2 - N
U—EERERE) | S E I IRK, EE e MmRESE (G Ml MRS MR, I
i, FRIFFERES, MERRIERESE) | MEKE R L OFIERD b v o 1o, KREIE
RFEBLRDUIBIE RS (BAMRAERT 2 5T) 23 0EHHRE T,
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OE BRI A MAHFER (KEYNOTE-564 #f#)

HEFEGIIARKIRE 470/488 1] (96.3%) KN 7 & AREE 452/496 ] (91.1%) 2788 5
o, BB & ORI EBMENEE CTERVEERGIL, T 386/488 i (79.1%) &Y
265/496 il (53.4%) ZFRD BTz, W ORETRIELERN 5%l EORWERIZ RO
EBVThHoT,

£6 WTNOLOBETREERN 5% EORIEA (KEYNOTE-564 RER) (REMHEMITHRER)

PRERIRHE Btk (%)
(SOC: System Organ Class) AHIHE 7T AR
FEAGE (PT: Preferred Term) 488 15 496 171
(MedDRA ver.23.1) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

2RIEA 386 (79.1) 92 (18.9) 0 265 (534) 6 (1.2) 0
W WREE

FOR B RE TS 50 (102) 1 (0.2 0 0 0 0

FOR IR RE AR TR 8 (176) 1 (0.2 0 13 (2.6) 0 0
H ke

T 77 (158) 8  (1.6) 0 51 (10.3) 0 0

D 39 (8.0 0 0 23 (4.6) 0 0
—f - EHEER X O G OIKRE

1 7 9E 28 (57) 1 (02 0 23 (4.6) 0 0

95 57 99 (203) 4  (0.8) 0 71 (14.3) 0 0
B #E R E & O ARk

RAHfiR 46 (94 1 (0.2 0 43 (8.7) 0 0

i PO 30 61 1 (02 0 20 (4.0 0 0
FeTE$s L OV TRk E

Z 9 BEE 91 (186) 1 (0.2 0 57  (115) 0 0

W% 73 (150) 4  (0.8) 0 36 (7.3) 0 0

¥, AAFEC IV CRIEMEMZEE 1161 (2.3%) . KKk - /NBK - HEO TH 15
B (3.1%) . FHEEORERE (TR tEREESCRARE, FREREBIRAE GRE, SR,
HERBIES) 16 (0.2%) . #RRFEE (7 - NU—EGRES) 161 (0.2%) . BUE
JF2% « FFARAS « HTREREFSESE « AT4% - AL PEREE % 45 5] (9.2%) . FLIRIREERERESE 106 151
(21.7%) . TEMAERERE 2 41 (04%) . RIEHRERE 10 ] (2.0%) . 1 BFERP 9
B (1.8%) . BRERERETE (RAME BB R, SREREEKRE) 841 (1.6%) . fizk - £
KU ALARIE 2 61 (0.4%) | FEMMEE 2 61 (0.4%) | AKss - BEREER 2 61 (0.4%) | L
4 1 (0.2%) . infusionreaction7 5] (1.4%) K OVEEEEZRMKIEE (S M
DPESEBE, TRIMAVER M, JRIFERES, MEERIERIES) 161 (0.2%) Mo bilz, 7=,
fEge, 589 B, MERE BIEMRE L OFSEZILR D b i o 1o, REWERFBLIRDLIX
B fg (FRMAEMERT 251 23 0ERE =T,
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(M- AE]

KB OFEEFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KK 200 mg %
Q3W, 400mg % 6 FMMHE (LT TQeW) &9, ) XiX10mgkyg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O g PR ESRG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 Mg P (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM96 ) 1. AHAl 200mg 2 Q3W THeH- L72BED Craxss
R L CREAZ R T E TSN OO, HARNBEIZB O THBEMEDRHER I LT
LR - HETH 544K 10 mglkg (FHE) 2 Q2W THE L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EERAHRERE 252 I2K4] 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) 1 0 5 7= 34 HES < RpydEhne
WNIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIOlRER & & A XL et
& OR#EZ R DIRESST T VPERE S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 LR OMRE & & A T2 et L O #EIZ DWW TRET SRR, bk
SEORE - HEOM THNE R ORI e 22813 v &Pl &z,

R1 AROEYBE T A —F

[ Comr Cove Coni Coras Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 041) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100 BID ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%450) | Cmax @ FIEIE
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 7 H i

I @ 56 il DRATEIIE  (95%15 HE X [H])

§ : 41 Bl RAEEIE  (95%(ETHIX[H)

NA : %7 L
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4, HEERIZOWT

I Y 2 7 EEGEHE (RMP) (KD & A O B 3K G 22 R R TS B~ oD 1 ) (ATl
Do Dltiak Tho T, KA OG- NEY) 72 BE 22 - FFE L, AR GIZ X0 EHE
7REWER Z 3B LTRSS 5 2 & BB R 7o D LU OO~@DF T A 72 i
HIZBW AT o2& TH D,

O mEFITHOWVT

D1 FiEo (1) ~ 5) OWTFIRNTEYTHMHETHDZ L,

(1) EAFBREDEET 20 AR LR B SE (BB RS A2 R LSRR
Ml 23 A RSB ML SURRE . MUY AR 72 &)

(2) FrEMSHENRRE

(3) HBEIFRAE T ET 203 AUHEEEHRRE (D AR B, 23 AR
W19l 23 ARSI EEHEE R 2 &)

(4) SRACFERIERE A % E L, S SRIEE L2 RER R 1 USSR IR b A e st
2 OfiFk FEHEIAR D M 21T > T B fiigk

(5) PUENMEREEAIALTE BN O fii 5% L UEIAR D Jm A 1T > TV D fiak

D-2 B Db HE K OEIWE RSB O RS Z + 47 7o ik & B & FEo =R (F
ROWTIDITEE YT HER) 2, Y2 R OARFNCET IR0 EMTE & L CRE
IhTWbZ L,

#*

o [EREFFEUGE 2 FOWMIHE Z(E T L7212 5 FLLEO N VIREDEIRIHE 2
IToTWBHZ L, 95, 24 EIZ, NAEYREZ T L L-REKRBEESOIHME %
ToTWNWAZ L,

o [ERITRFFEARE 2 FEOWMHINHE ZE T L7211 4 L EOWREBLF OB IRIHE 217
STEY., 55, 24E0 B, BN O N A SEMERE 2 5T D ATRIRORIRIHE 21T
STWAHIZ &,

Q@ PBENOEREREREEDEHNIONT

PSR BB BT 2 BEE DR E S, BRSO oA D, Aotk - &2
YRS PRE RO G E K OERZE ST 2 @i, AEFFGRRBAE LI2GE oW
EW. BEREHODIITONDEHINESTWDHZ &,
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® BIHER~DRRITDNT
@-1 HEREHNICEET 5 E S

WM R B O BEE R BIEA NI A LB, 24 FRRIZEIEHI O T, Yaklisk X
VEEE SRR 123\ T BB L7 RIEANCS U CARBREE K O CT 2 OFIVEH ORI &
BRRAORERIY BHRIZE LI, BEHICRHSTRERARH 2> T Z &,
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