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NAhATr ) XAv7 (BEFER) RE C’D%ﬁﬁﬂ%?&@ﬁ% RZA4
¥ (RERE) O—HYIEIZOWT

: RE M EEE & WEOEARTE 2016 (EAL284E 6 A 2 AREILE) v,
C EHHERROERORBHEELRD I ERBYVIATNE I L ERTT, &
PR 2 BICNE R BE RT3 b B ERE T A T4 %k
BT BT EELTVET, o

~RATaY XvT BETHEEEZ) BH2REECY LTERTABOREY
CIEIZOWTIR, (RAT ol X<7 (EEFkz) SRoBEERIEEY K
AV (FLE) OERRUEEERHEEN A FT 1 G MIlnE, BtEe
JE. HHREE DR Y Vo E, REE LR, BEE< S 20y T A PRRER
(MS 1-H i gh) 2&T2E%E. BllE, EESELOREE 0—%
HIEIZDWT) (GT034E8 A 256 BFHTEEASESER 0826 H 5 EEALHEE
. EEHEAREELBEETERRRAM) WXV RLTERLEZIATT,
S, RATH VR (BIEFHEBEZ) BHIIZOWT, AEEICBIT 25068
XI3ZHE, RERVCRAEO—MERNKRBENTL Z LI, YT A K51
ERRO L BYRENELE LEOT, BEENOEFMSERVERICXT 5
HMERBEWLEY, B, WERBORBEFERMEET A FF 1 U0, BlGsE0L
BT,



HIHE

REEOREBERHEET A F 74 L OUETER FilExRER)

e A
F e (FHREpER) He— (BIERRERHIER)
2= R & 72 DERE IR | 28— K& & e AENRE TR ¢
RIGEIRRAS /ST - BRORIEE DAL ST 2 DL (B DR TR
| REE/ LT « RO ERT i
&R ABEROEHE
| ZA A BT S NROYRTTF v L ORI X & B HEROAE
VT BE, AR, RAT R Y AT (BET BE. BACE, RaTnlXvT EETRR
lsE#az) L LT, 1E200 mg % 3 BARIRIMRIX ] %) & LT, 1[E 200 mg % 3 BRAKIFSX X 1 [E 400
B 400 mg % 6 ABIRRT 30 M0 CARSRE mg % 6 RN T 30 2 RIHNT T ARBET B,
5, BAAFERERICHE L PD-L1 BiE0iR
B REE A HELT - BEOAMRT LEEIR L
Tik, AEEEMBETZ2 L b TS,
2 M= (%) 2R (BE - BN

ZNFu Y FINOHEBRITR, HERCHE
ZPHREN IR : AT OFEMEEEIC A5 th O

PERBSE) & DGR

|| BEERENE. BB

FE R O E - hOBUEM ISR L O fHAREC

BWT, @S, AR IZAGArT VL E LT

H 1000mg/m® ((EEFER) £ T, 4~5 AFER T




FRART 5, BEZHY RITPEIZITSR L

b 3 BB EOBEEHIT TRET 5, ASIERM
B OB AR ST S, '

d, i, BEOREBLZECL Y BERET D,

VAT SF L ORRIEHE,. BERVCERE
SHEE XTI ZhE « BEE :
BERUHE : AEEICIE. B ERNAE - B

BrL., BEOREICLD AERRIRTS,
AV ARTFIF L LT 16~20mg/n’ ((ARFER)

1A 10, 5 AMEEEEL., Shdtb 2@ ]|

AT, chEz 17— L, 5%V IK
o

BiE: AT FF L LT 50~70mg/m2 ((EFEEE)
Z1A1IEEREL, Pkl Ed 3BMKETS,
hEl1 77—t L, BEEFBEYIRT,

k. RAJERKK LIV EEERT S,

BRI ASEA DAL - HEE 3. K
BiEl DIE Po~) BHR

5 ~—y

3. FRORAEHE ,
OB AALFFIER IR LTz PD-L1 BHEORIRE]
PRABEZETT - B ORIERF ERBEUOLSE

4=

3. ERPRALAR
A3 AALEERRIE BRI L7 PD-L1 BB ORI EIER
REERIELT - BRORERT LB OARBIFIZFT




PR D 72\ RIGTIBR A RE R UETT - BR ORI
@ﬂ%ﬁb:?ﬁ{ﬁﬁ%ﬁo TrERBERABROMEEZ =
o
[H5htE]

DERELFEHIMiEA5 (KEYNOTE-181 3ER)

%47 o Iz ERBRARRBROBRZ T
[(FHzhikE] .
EE IR FEMATEER (KEYNOTE-181 FAER)

8 R—y

COEEHLFE MRS (KEYNOTE-590 FA5R)
{EEEIEBE O WA R ET - BROA

SEEAEYT 174901 (BAA 141 BlEETr) ZXH

W, AEl 5-7AFayF o (BAF [6-FU &
90) RV ARF?TF O REE? OB MR UE
R, FITER, R LRPVARTZF HEHE
EPRRBEE L TR SN VAT FF DS
RK 6 2—RFETE LE, 2B, BB TE

BETPIRBO LN A, REETERTER |-

BEH LN ARVEDERAIICEELTNIBET
i3, WREILIFE OEHRFH TR BETIRD b0 D
FTCAFE 5-FU ROV ATZF O AREX

EASOBMB S 2T 5 - L RTEL Sh

e, FEFMMER G 05 R OEERAFLR (LT

[PFS| &5 ,) L&, FEl 5-FURUPLRT

ZF OFRBRERE (LATF TARHFRE 2 5,) 37

SR, S-FI RV AT I FHEERERE CIF

(@ B

(FZEREE LD, ) LB L T, 0S BRTFPPS




PEBICEELE (E3. K2 BUEE3I),

*¥1 : BRBEORT EEERCREERETICEIER
A (Siewert 453 type 1) ORFEAEDHE
LaEnk

*2 : AFN 200 mg, A7 T F 1 80 mg/m’ X 5-FU
800 mg/m’/day (5 HEIRrFe i S) DIEIZ Q3W
T 6 a—AEH. KA 200 mg KU 5-FU 800
mg/m’/day (5 B HIFEERIE#E) % QW T L X
nik,

%3 TN, YATFF 80 mg/w’ KU 5-FU
800 mg/m’/day (6 AMEFHEcA# ) OIEIC Q3W
T 6 a—XFEHR, TF7ERET 5-FU 800
mg/m’/day (5 HRFGEATREEE) & Q30 TikE5 X
iz, '

=3 AR (KEYNOTE-590 #ER)
(& B

(. mg)- .
2 0S ®FEENEED Kaplan-Meier pfi f#
(KEYNOTE-590 5852, 2020 7T H2 B b v b4 7)

(M)




[X 3 RECIST. L. 1 % FV 7= 1 BR4E 4 Al o0 SEAf 1o 2L

3 < PRS O & #&fEMBE D Kaplan-Meier BH#R

(KEYNOTE-590 4Bk, 2020 E 7 A2 AA v v A7)

02— | [ZR4edk] | 62— [Z4&:4%] | .
' OEBLFRIFEMAAERAE (KEYNOTE-181 RER) EpEt RIS MAERER (KEYNOTE-181 3KER)
11 ~2—3 OHEEE LRI ISR (KEYNOTE-590 345R) (@ Bm

TCEFERE O 2 WRIGBRTRERELT - BROR

EEAFICRBWT, BEBSIIAKIRE 370/370 41

(100. 0%) . 77 EE 368/370 1 (99.5%)

Do, BHREEORRERIEGCETE RVESE

B3 FIEN 364/370 44 (98. 4%) BT 360/370

#l (97.3%) IRD b, WINNORETRRE

o % L OBRIERIZTRD L BY Tholk,

% 5 DPhAORTREEAN 5%l OBIHER

(KEYNOTE-590 2XE2) (ﬁé&ﬁﬂﬁﬁ%ﬁél)
(E BB '

e, AFBEC BV CRTE Mz S 22 1 (5. 9%)

KIG#x - AMBEK - HEO TR 20 $i (5. 4%) . BlfE

F45 - PR 4 - FRARAERESE - T4 - BR(LMEIRE 45 45

Bl (12, 2%) . BEEERRE (RAIEREEBRSE, &




BRICERE) 18 B (4.9%), THEMEREEE 3 f

(0. 8%) . FAIRAREERREEE 50 fi] (13.5%). EIFEH#

BefEE 4 f) (1.1%) . 1 FUEERRYE 1 Al (0.3%).

| 5% - RECER I RIE 1 A (0.3%). FE% 2 4

(0.5%) . #HREE (F7 > - NL—EREFE) 32

1 (8. 6%) . Bz - #EREZE 1 5 (0. 3%) & TF infusion
reaction 6 %l (1.6%) MR@Hbhk, k. E¥
5Bk, BEORERE (it BRI,
B ERERAR AR R, KB, HXEES), HIE
RiEAIE, LR, EELMKREE (FEHEM MR

BN . Wit E i, FRIFERE ., MERERIERE

) hBEafRERRUERERD AL
To. ABIEASTURIIIBIEES (BAREER
BEEEST) 2 ESTEIREY TR,

16 _—3

5. BE5RB L DBE

[ § 5 51H]
DOFEZRBEEIB W TABI OIS BRIEI N T
W5,

* DAALSERIERICIEE L PD-L1 B (CPSz
10) OIRIGEIRAREREIT - BRERORERE LK
O BE_CRRIEMmES)

¥ AHD DL N A BWEEL LT, IS4 P |

L1 THC 22C3 pharmDx [# =] BREABIh T3,

11 _—

5. WG L HBE

(BB 2 EE] .
DR IEFE 5 5-PD-L1 BiE (CPS=10) DiR
REIRARRE R T - BRORERFE LEEORSE

[~




|  ALFFRIERE D 2\ IRIGYIBR R BE 2R AT - B3O | OTRICHMYTEEFCHT ZEAFORER O

BlEEBE Al 5-FU RV AFZF U O0H | AFEIZOWTE, ARAOFESREELINTE
25) . B9, AFIOJREREE 2B,

ﬂg.u-? ‘%i‘%@@éél 3‘%%
O TF DI YT B BE T B AR DR LK O | - FHF O BYREL:

AFEZOWTHE., ARIOFHEIEL I TR A D HHREIEGF - DS
oF. ARORERRLRBRY, '
 FHTOMBEE




B A RS
N_RATu ) X (EETFHEBEZ)
(BR5%E4 : ¥ A M —F SFEE 100 mg)
~RIERE~
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Eﬁmwﬁﬁﬁ ﬁéﬁﬁﬁ%®tbkﬁ %Hi%%h%dwtﬁEﬁﬁﬁ#*b%
B, Sblz, SEEEORSHFOEHFIZL Y, FikEER &awﬁﬁ%&ﬁﬂﬁmﬁfE
PR ENDP T, ThODEEMEZRIDVERBIHICIRUNT 5 2 L SEEROBRER L 72
- TR, BEMECEE & BEoEALE 2016 (ER284E6 H 2 A BIZHRE) 2BV ThH,
BEHOERDREDOEMHOTBEIEELHD Z & L EhTVD,

PR (EFMSFFESR NI, B ERAR RSN 7 7 A AR EEOERES S HO N RR S
TEBBB, ZOd, EIMERESICET B IERS ST S E TOM, YUMER
EOBEER BRI EBHFSNIBETH LU THERT S & & iz, BIERARE
Lo nBad g & 52 AR —EOEM S B TEREECEAT 22 R
BEETHD,

: L7ehoT, KIA K74 T, BARERPINETEELR TV HEFERFEN -
- BEFERHRMIcESE | DT OEREROEERFEAEHET IBANLSNEREY, EX15
ROEESEHEEY T, S

RIS, BHA RT A AL, MAITEIE A GG ERERA S, Ak A B AL
RIEETS. ~h&@&kBK%%WﬂEx&Uﬁﬁ#“ﬂﬁﬁﬁkﬁﬁﬁﬁ DN
Db LB LTz, '

NELRBERS | ¥4 M—F RHEHEI0 g (—if4 1 RAT B Y XeT (BET
‘ MR Z)) :
HBLRAPRIIHE « IRIETIRTRE R HEST « BROREE
HBERBMERVAE : 240 7T VARV RATSF L OHICBWT, BE,
A, fa7e) A<y REFEKZ) LT, 1E
200 mgZ 338 R[] 33 1 [E1400 mg % 638 1 T304 [ T aa
FEET B, PAERERITEE L PD-L1 B4 OIRIB IR
FRERHET - BROMERTE LEBIZE LCTik, AREE BB
_ 5455 TEA,
i R 5t ¥ F  MSDHRSH
(&%)
IAAu I UAOMENITE, BERUVRE
ZHHE SIS - uToﬁﬁﬁﬁhﬂiémmﬁﬁﬁﬁﬁﬁ&@ﬁm%&
, BREAENE. ROERE
FERUCRR  hoPiEEEER L OfFRREBEICRVNT, B, BARRTZAARY I L LT
' 181000mg/m? (EREH) £ T, A~SAMEA THESRT 5. BEEZEVET
BRI R & bIEMU EORIEE H ﬁj‘f?&“%ﬂ‘é A ﬁéﬂ&%@%ﬁAk [

HERKRFRIZHET B,
iRl i, BEOREREICLVEERET S,

VATTF L OPRIIIDE. AERVCHEE
ZHRE X IIZNE - BEfR
RERCHE  REBICE, BEPEEGAE - AEL L, BEOREBIZLVAKBELBIRT 5,



Al VAT T F L LTI5~20mg/m* ((AREFE) %1H1E., 5HMERREL.
LI L HLEAMKET B, ThRl1Z—NE L, BEREYIET,

Bi : VAT T F L LT50~T0mg/m? ({KFRER) %151@&“%1., Hipd & h3
BT D, Zhzl1r—A e L, &R IRT,

k. BR, BRIV ETHEET S, :

%%%ﬁ%ﬁk%ﬁ‘é%%ﬁ'@ﬂi& R 3. Eﬁﬁkﬁﬁf‘ﬂ DIE P5~) R



2. FH|OR. 1EREFR

Fof N—F EEHE 100 mg (ka7 R X7 @EFHER). BT K
H) &5, ) 1%, PD-1 (programmed cell death-1) & %D VY H> KTH3B PD-L1 KX PD-
L2 L ORESEEEMET S, b M 1664 € 7 o—FAHHETH B,

PD-1 $REE T MR RIS RN B 7o Iz 234 MIBRASHI I 5 L7 Sl
AA yF T, PD-1 i, REDRECEOUEEE T fOMRREICRR L, BEk
EREESDANEX BRI AERGEHET S, 7205, PD-L XY RERE
L ETBI LRI VHERREKICE B VST EERARHIET 5%k TH B, PD-LI
DIEFHEI BT 2B BRITD T THIP, £< OBAMITTIE THIROMSE 2L 21
CBREICHAL TV B, BAMIEICIST B PD-L1 OBFHRIL. TS, Wk, AT
. DREE, FE/NHIAMIREEL K oix RPATTERREFTH Y., BVAETEER L O
MR SN TV B, | |

BEONADIERIT# L PD-L1 FHOMBAMN S, PD-1 & PD-L1 ORBIIEE D
FIEEREC BV THEERBE 2 Z L TRBENTEY ., PR ABROEKE L
THIFEh TV 5,

AFNiL, PD-1 & PD-LI RO PD-L2 iU H i FofERE2EETBZ LTV, EE
WUNERBEH OIEE I RACHIARESH: T U o SREE LS8, FBEESELEREEET 2
T & THERHRERET D,

AAN OV R IC S GBEORER ST L BEERSERH bbh, BEXIRTR
EAARMN DB, FFOBEPRUBERICIE, BEOBEEL M. BESE
BAIHAITIE, BB LIS U BRI 7 5Ek & R 2 OIEAT & i L e
ERBM T, BEORERISNIC X 2BEANEDN A HAIIL. BIBRE LT A
DEFLEOERRINEEIT 5 BERDH B,



3. BESREE
OB AALEIRIERIT R L 7 PD-LI B O IR IGEI IR R B 2 14T - BRORERFE
B R OO L RIBE O 2V IRIGEIR AR IEST « HRORMMOKBRF 2T

- e ERBERAROKEE Y.

[FatE] _
OEFELRFIFARE (KEYNOTE-18178) .

— W & L CEHER L EIRIERE O &5 IRIAYIR R AR IETT - BRORERF LK
BROBERERE 628 il (AAAN 152 flaate) 3z, 4% 200 mg 3 BRERME
(AT TQ3wW] &5, ) BE5OFHEROEEEDR, {bFEEE (2 V&N, F
EHFREARIIAY I THY) ERBLE LTRN SR, 2B, gl CREETH
2 BB AIT, FRETZRTERNED bLRVEORKREIEEL TV BBET
i, REICAEOESTHE TRARITIRD b £ TARIOR S LT 2 L SR
AN, TETMEBITSAEETH CITF o8] &), ) L&h, idsie LT
F|ESIN () PD-L1 BiE (CPS'210) £M., (i) RELEEEERT i) ITT 4£H
BB 0S OFRIEE 1 OLBYTHY, WILOSEICRN T ERCEES N

HEELW -3 ahote, .
*: PD-L1 #RB Ll (R, <7077 —UERY %8R 2RESMRE L, 100
%5& [:T:ﬁu



F1 TEFAHRL Shi-BEEEICBITS 0S DR (KEYNOTE-181 3#5k)

| T_UTE PRE N — FIE P&
BEER @ RS i (%) [95%CI] [95%CI] (A0
‘ . (#A)
AH 200mg 88 93 [66,12.5]
ceszi0. OV (82.2) 0.70 [0.52,0.94] ™  0.00855%
baesErE 115 103 6.7 [5.1,8.2]
(89.6)
AK0 200mg g0 166 82 [6.7,10.3] _
R¥Ers Q3w (238) 0.77 [0.63,0.96] ™  0.00894"
(b2egE 203 182 7.1 [6.1,8.2]
(89.7)
AH200mg 4, 271 7.1 [6.2,8.1] |
T Q3W (86.3) 0.89 [0.75,1.05] ™  0.08431%

284 71 [63,8.0]
(90.4)

(b2 314

CL: {EfAREM. *1: Hugk (77, Tof) ROHWMAR (RFELER, RE) 2EET & LER Cox EI5,
o (FPT, 20M) EUHESTE (RSELBE. RE). #BHETFE LB logrank #IE. EAKHE (A
) 0.00853, *3: Mk (77, Fofh) FERIET-& LB Cox EIIE, *4: Hi (77, Fofth) %58
MET& L7=BY logrank BE, BAEASE (FAD 0.00766. *5: #ik (FI¥7. 2oih) RUKEER (RELE
. 1) #2BRET & LER maximum weighted log-rank #R7E, AEA¥E (A1) 000772



—7J5, PD-L1 BfE (CPS=10) zm%qzj:&fﬁ@%%‘ 167 8 (AAN 77 HZET) I
BOTUTOEMMERENEDAE (E2RURE 1) , BB, YrEmTEiEE
= n_f:ﬁ@%ﬁﬁ%tﬁ'ﬂi 7‘; <., BERERMLEITERTH S,

%2 AIHRE (KEYNOTE-18138)
(PD-L1 BBt (CPS=10) Do RELERMORBE, BRERNDBATES

FF200 mg b SRR
Q3IW '
(85 #1) . {82 )
FofE (A) 10.3 6.7
[95%CI] (7.0, 13.5] . [4.8,8.6]
o8 A= 0.64 _
[95%C1] - [0.46, 0.90]

CI: (BHXH, *: BRI Cox FbfilH'— REFNAT L HLEFEHE L Dbk

O ———F 7T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

Numberatrisk ' " Time in Months S

AFI200mg Q3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0

LRI 82 74 54 42 34 23 18 14 08 4 4 3 2 2 1

1 OS® Kaplan-Meier ﬂfﬁ (KEYNOTE-lsiaﬁ)
(PD-L1 Btk (CPS210) »oRELEBOBE . BFEWRTHESE)



Q@EEEHEMFENHARE (KEYNOTE-5903R8k)

{LFEFHERR D2V BIAUIBRTREREST - B OREBEE749 (AARN4IF1ZZT0)
ER&IC, FH, 5ot wuFior BT I5FUI 209, ) ROVARTTF R
EROEDER BREMR, 7S8R, SFURVYATSFLHREER LR E LT
HEhl, YAPSFUORFIIER6I—RETE L, R0, EHEIHE TRAETA
B LNEEAI, KEAETERTERAED bRV EORKINICEZE L TWABRE
TiL, REISAEOEZFM TERETHRD bR L TEAI L SFUR RV AT T F D
PER®RESIAF 0BG 2t 52 Z EBFEE L ST, FEFHMESE IX0S B UME
WMEAEHH T [PFS) &3, ) L &h, FHl, SFURVT AT T F -HRATRER

(AT TAKIBE 20D, ) BT8R, SFURVGV AT SFHRAKERE CF 17
SEREE] LVWD, ) LHEELT, OSRUPFSEFAEICER Lz (33, FRRUES) .
*| SR 0 R L BOE B OB R O A H A E (SiewertSy Hitype 1) 0D B 3 Mﬁz}: &
hiz,
*2: FHI200 mg, VRTT %yso mg/m? & T'5-FU 800 mg/m*/day (5 A BIFHEARRE) DIRICQIW
Te— R EHE, EH200 mgRk IN5-FU 800 mg/m¥day (5B MEESLERRE) 2QwTeHEER
.
#3: 7SR, YRATTFF 80 mgmE S-FU 800 mg/m¥day (5B RIEEEEHERE) OIEICQIWTE
a—2EEH%, 7T ERRUS-FU 800 mg/m¥day (5HMFEERARRE) 2QWTHRESh=,

#3  AUMERE (KEYNOTE-590 38)

AHIRE TR
(373%)) (376f5])
thaefiE (H) 12.4 9.8
[95%CI] [10.5, 14.0] [8.8,10.8]
0S| PR 0.73
[95%CI] [0.62, 0.86] —
P{E" <0.0001 :
hofE (A) 6.3 5.8
[95%CI] [6.2,6.9] (5.0, 6.0]
PFS*! AP — L 0.65
[95%C1] [0.55, 0.76] —
P{ 3 <0.0001
Cl: BHEM. *1: 202067828 » A7 (PFSIERECIST L1 & AW iFBRELENIC & Zamﬁﬁ) .

*2 : JEH Cox L‘t{ﬂf\'ﬂ'* REFIZL DS T2 RBE L DB

$:BRE ST IRE




100 ~

- 40 -

Overall Swvival (%)
3
I

30 -
20 -

10

i) 3 6 9 12 15 18 21 24 27 30 33 36
Time in Months

Number at risk

A 373 348 295 235 187 151 118 68 36 17 7 2 0
TSR 36 3 W4 200 147 08 B2 51 28 15 4 i 0

2 OSD EIJF'ﬂﬁHR%@Kap]an-Melerﬁﬁ (KEYNOTE-5903%8% |
2020627 H2R 0 v b A7)

100 -
90
80 -
704
60 -
50

40+

Progression-Free Survival (3)

30+

e

109 75 g ey
i . Ty b
0 1 ¥ ¥ v L] ¥ v [} ] ¥ [ 14 v 1 v ¥ E

4 3 6 9 1z 15 18 . 21 24 27 30 33

Time in Months

Number at risk .
KR , : 373 280 2100 9 79 55 45 25 1T 4 2 0
75 R 36 278 173 62 3% 22 14 6 2 1 o 0

X3 RECIST 11 RV B Y ERMOFEMITE S PFS @%r’f&ﬁﬁﬁﬂ#@mplan-Melerfﬁa
# (KEYNOTE-5903U8R, 2020E7A28 0 v h47)

9



[#Z 2]
OEEREFFBNERAE (KEYNOTE-181508%)

PD-L1 £ (CPS210) 2 oRELEBOEEFICRNT, AEFRITAHE 81/85 7
(95.3%) . {LZEHREERE 78/82 il (95.1%) FRW LI, FREL ODRREBENRTETE
RWEEETSIE. ThEh 5585 51 (64.7%) RO 67/82 6] (81.7%) kKb b, W
TROOBTRHEEER UL LOBIERIRTROLBY Thot,

#& 4VWThIORTHARGH 5% EORHER (KEYNOTE-181 BB)  (RSHMMIT N Sl

mERIRSE (SoC: A% (%) -
System Organ Class) A T [tz
FEAEE (PT: Preferred Term) 85 51 82 4
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade Grade3-4 ° Grade5
2B 55 22.4) (1.2) 67 32 (39.0) 2 (24
AEEEOTTRE . e e R
A 4 4.7 2 4 0 22

BB TR

=PI 3 (3.5)
Ly 2amE B LURERolE
E=HIE - 5 (5.9) 0
g 10 (11.8) 0
1B 7 3.2 0
0

s
b IUeRRE
BEREIE

= = — 1 ST 1 (1.2) 0 0, 5 6.1) 1 1.2 . 0
R = a1 /9 '
(MRS MRS L OMRRE
. Mk

| WA ESE .l. (L2 0 0 28 (341 0 0

BB : 4 “4.7 0 0 6 7.3) 0 0
ROk BRI 2 24 0 0 6 (1.3) 0 0

10



. AKIBHCRBOCREMMERER 8 6 (94%) . BEEOHEEEE (PEikREEE
BUfRAE, FEREFOIEAREIRRE, AR, BREESE) 16 (12%) . HRESE (X7 -2
L —IEMREEEE) 20 (04%) | FHEHERESE o #1 (10.6%) . FRIRBEREREE 7 41 (82%) . 1 BUbE
Rm 18 (1.2%) . 5 - BREUHRMRE 1 4] (1.2%) RTF infusion reaction 1 #1 (1.2%)
BEED LIV, e, KIBS - NB - EEOTH., FEEAREREE, BISHiERE, BH
REREE (RHE MR RS | Bk, EEGEE, Bk - #iRg. S5k, Uik,
HELMBEES (GEEL/ MR EREDR, BhMEam, RFERE, EENENES) | M

- HRAEREGRR GRS b o7, FEHERRIRIRIUIBESESR (FRRREER Y
FED) 2EDEHERETT.

OE LR FEMHERE (KEYNOTE-59074R)
{LFPPRIERE O RV RTAYIBR A BB 2R AT - ﬁ%@ﬁﬁraﬁa_m\—c HEHERIAA
F370/37081 (100.0%) . 7F EREEIESBTON (99.5%) D b, TREBRE L 0KRE
- BBTEETERVWETERIL, ThEN364/37001 (98.4%) RU360/3706] (97.3%) 1278
Do, WTRHOBETRATANISUALOBERIITROLEBY Thot,

# 5 VThPOR TREFEH 5% EOBHER (KEYNOTE-500 BBr) (et mirt&am)
BEH RS (S8OC: System Organ Class)

FA3E (PT: Preferred Term) ol o0 .
(MedDRA ver.23.0} A FE 7T R
37045 370 1
. % Grade Grade3-4 - Grade 5 4= Grade Grade 3-4 Grade 5
éﬁﬂﬂzfﬂ . 364 (984) 261 (70.5) 9 (24) 360 (973) 248 (67.0) 5 (14

e a3 e 46 (124) 162 (438) 54 (14.6)

0 0
B dnER e AE 24 (65 6 (L6) 0 28 (7.6 11 (3.0 0
T BkEE - 96 (259) 53 (14.3) 0 88 (23.8) 60 (l6.2) 0
0 33 @B% W0 @27 0

NS 25 68 5 (4

Hﬂﬂcnﬂwﬁﬁmﬁaﬁ 19 G0 0 0 2 (0.5) 0 0

HER ML S T IE 38 (103) 0 0 2 (59) 0 0
ﬁﬂﬁlﬁf@: PR PR P |

T 50  (13.5) ] 0 63 (17.0) ] 0

T ) 97 (26.2) 11 (3.0) 1 (0.3) 85 (23.0) 7. (1.9 0

Bols 233 (63.0) 26 (1.0) 0 220 (59:5) 24 (6.5 0

96 (259) 21 D 0 93 (251) 14 (38 0

1o @on 23 .62 0 To9 (268) 18 (49) 0

0 0

135 (365) 23 (6.2) 0 107 (289) 20 (54) 0

. 43 (11.6) 2 (0.5) 0 39 (l0.5) 4 (1.1} 0

FEEL D SE5E 59 (159 12 (3.3) 0 65 .(17.6) 13 (3.5 0
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BEBIKSIE (SOC: System Organ Class)

HAEFE (PT: Preferred Term) Pigi ()
(MedDRA ver.23.0) AR B 7T R
. 370 ] 370 f5l
_ 4= Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5

[ Rk ] i | | , . e
TAASXLBT I AT =F—EHM 18 (49 3 (0.8) 0 19 G 2 (0.5 0
Iy L7 F = i 67 (181 5 (1.4 0 70 (189) 1 (0.3) 0
U o SEflipk 21 (57 7 (1.9) 0 200 (54) 5 (1.4 0
R B A 135 (365 84 (22.7) 0 109 (29.5) 62 (16.8) 0
thn AR Sk 61 (165 7 {1.9) 0 56 (151 17 (4.6) ]
HHEERA 43 (118 4 (4. 0 47 (12 8 (2.2) 0
l‘:‘lﬂui‘vﬁ#{?ﬁi’) 89 (241) 32 (8.6) 0 69 (186) 18 (49 0

145 (39.2) 13

19 (322) 16

4.3) 0

20 G4 8 16 43 & (22 0

& ) o Al fE 4 0 17 41 gL 19 B0 0

&~ #7327 AfiE 21 (57 2 14 (3.8) 3 (0.8) 0

BFrry mumr 32 (86 20 40 (10.8) 20 (5.4) 0

P R " e

BRH 2 14 2 (8.6 ¢

ﬂstﬁﬂh— a—r s iF— 32 32 (3.6 i} 0

B RUE TS
REE 51 (138) 0 0 3% (10.5) ] 0
% 5 FHIE 23 62 1 (03) 0 I )] 0 0
R 29 (7.8) 0 0 15 @ 1 (03 0
i, AFBECIWTREMEMERE 22 #] (59%) . KiBE - /NIBK - HEOTH 20 {7l

(5.4%)

PR 50 ] (13.5%) .
FABUHREARAE 1 6] (0.3%) .
© O (8.6%) .

RS | EEMREIE.
M, AREFERES, EERBIERAES)

Bk 2 Bl (0.5%)

. BUEERTZ - FFA2 - FFHSGERRSE - FFE - B EIEREE 2 45 f1) (12.2%)
= (RAETHAEMERE, ARETLE) 18 6 @9%) .
BIEREEE 4 41 (1.1%)

. ErgaEr
THEAEEERE 3 ) (08%) . B
1 BUBERRIA 141 (0.3%) . sk -

Wﬁ[‘ﬁi (S« NL—SEERE) D
s « RS 141 (03%) K Ulinfusion reaction 6 i (1.6%) ASE3® bz, Ei-,
SESER, EEOKEEES (PEERIEERMEE, FERIREEE, £
TN

SRLEE, R

HRQMBEEE (GftEi/MRIBAERIDR, BhitEE

v MERERIEFRER CIEZIER O bhvied o . ARIERSE
BRIUTEEESR (RRREEREZE0) 220EHERETT.
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[Hik - HE)

AR OREMEYEEEFAZFARLEY I al—Ya ik b, A4 200 mg %
Q3W, 400 mg % 6 MMM (LLF TQew] &3, ) Xk 10 mgke (KHE) % 2@EMH
B (LT TQawi k), ) TERELZBORFOMFFRESRN S, O
F. AH 400 mg F Q6W T E L BROAH O EEREBICBIT 2 nEPRE AT

[Cavgss] EVV3, ) FE AF 200 mg & Q3W THRE LTZBED Cuypss SHALIT 2 & THIE.
iz (T . /2. % 400 mg &2 Q6W TS5 L-BoAFOEEREBICB T A EH
MFEFEE (BT Coumssl &390 ) & 45| 200 mg % Q3W THRE L72BED Craxss &

KB LTCEEEZTRTETFRHEANEZLOO, BAABFICBOCRERSHEE S WA
I« HETHAAA 10 mgkg (KE) & Q2W TRE LIEED Cuxss & B UTEMEZ
R ETFRIERE (TR) . b0, BUHERAIEEEZIRITAH 400 mg # Q6W T
5 L= YpA BIHERER (KEYNOTE-555 SUER) & V%5 EREIC &5 < REhik <7
A—HFiL, VIal—ia ek D FRILEEmERE T A—F LEN LE (F#), Mz
T, EOBIEIT BT ABERBEIC RS . AROBRER L ATt D
EE BT PRBERISTT MRS, 4 200 mg & Q3W X 400 mg #Q6W TH#
HUBEORER L Ao TR et L OBFEIC OV TR EhaBR, EFRoMEk -
AEOM TEIER CEREMICHRER T2V E TRl R E,

# 6 FROERYEIR N TF A —F

. . Crnax C.wg Canin Cnmx,ss C:wg,ss C—min.ss
k- A (ug/mL) {pg/mL) {ng/mL) {pg/mL) {ng/mL) {pg/mL)
200 o 0BT 50.1 279 18.1 928 504 309
mgQ (58.5,59.7) (27.7,28.1) (17.8, 18.3) (91.7, 94.1) (49.8, 51.0) (30.5, 31.4)
123 24 106 148 50.7 203
. o
400mg Q6WT | (155 1a4) | (320,327 | (104,108 | (146,149) | (50.1,51.3) |. (19.8,20.9)
200 mg Q6W 136.0¢ 1498
(GAME) | (135.6,1364) | A (14.4, 15.4) NA NA NA
20  © 144 119 23 779 197
-
10 mghkg QIWH (55 293) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

+:0n=2,993, 100 EDY I 2l —a il D EHESNBMESEDRRE (2.5%K,97.5%8)  Cux : FIEIHE
S5HOREEHMFEFIEE. Cw : PEESEOEMFEFIEE, Con: FIEEREHR (470 2 850 OKRLHE

TIREE, Coess * EFARIBIZIBT D50

BT B BRI PR
§: S6 PIOBTIIE (95%(FHIKR)
§ : 41 PIOBTTHNE (95%{FIE )

NA: YA L
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4. HERIZOWT .

AFI G HEE R BE B - SFEL, 7&%4103%?5% & Y EEPRIEA 23T LB
XIS 5 Z ERRRRD, BTOO~@DT X TEML RSBV THEAT 5~
ETH 5,

® Eﬂk-@b\f

D1 FED (1) ~ (5) OWPRICHEET IR THE &,

(1) BEFEAEREET DB ALFOEEEILANRIRS (BRI 28 A RO I mwREE.
HIAR A S RS HLARR, MRS A B BRI &)

(2) HEHAERRR

(3) HREITRAEAIEET B AADIGERIRL (BADRCESIS R, A A DI
BhFE. A BFOEEHEERR &) | _

(4) SRALIRIERLARE L, Sk SRNE | I/ bRk 2 ok i
IR BB AT » TV B iR -

(5) HUEMEREAL T S EINE ORI R R EIT - TV BHEEE

O-2 BREEOHRER CRIERRERR O TL 28 ERREFOEM (TRO
WFRANTRE YT B ER A5, Eﬁa’)ﬁﬂ@ﬂiﬁﬂhﬁﬁﬁ‘éibaﬁ@ﬁﬁ%‘k LTEEsh
TNW5ZE,

= :

«  [ERIGFFRESE2EOGHERET LR IZSEL EORB A BROBRKITER
ToTWBZE, 95, 2L R, 73%%4%%&75:5& L BRRIEEE OB &%
fTToTnAIZ L,

o [EHIRFFEREEAEOMUFERET Lickiz, ﬁ{taﬁﬁ@ﬁw%ﬂr@ﬁf%ﬁm
EPY FOMEBAREOEREToTWA L,

. Eﬁfﬁﬁaaﬂ&@r?&zﬂi@m%ﬁﬁﬂ%&ﬂ%TLf:&&uéﬁuimﬁﬁﬁefﬁﬁﬁ%?ﬁ
LTwWaZ e, 96, 3FELEE, BILBEBEORAEDEREZ S ML
%ﬁ#@ﬁ%ﬁ%ﬁ}ﬂ%%ﬁorwa:&a

@ EAOEEMFEREROEHRIZONT

ERAERE RIS 5 RIS s, %%ﬁ%iﬁ LOFHRED, At - B2
HEERFRITROBTERCEMFICN T DIEHE, AEFRPRLE LIREORERE,
SN TN BHBIF T THB I L,
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@ BHERE~OHRRIZ2WT

@-1 HEss felic B3 B E4E :

| EEEMERZEOESREIERSRA LRI, 24 BEDREHO T, MR
ESHERICRBNT, BB ULEWERIUSC TABREERRY CT FORIfER O@INIHER
BEORRESYBATZELN, EBIHETEREFPES-TWDL L,

@-2 BRUEEE L 2 BFSHRCHET B4

WARFICEHL S HMAN R MBE VSRR F T 3EREEENBIERE=F U 7
EEOEERORY ) —=0 TRITVWERE L FRE T TE 57— AERGHI2E
shTnsZ e, 28, BREERIZOVT, PAUBE LEZORRICHSICARS T,
&,

@-3 BIfERORBEPXIRIZB LT

BIfER (MEMMRRINA, KBk - DB - EEOTH, BUHEFE - fFFre -« IF
BRREREE « AT « BRMEMEARAR R, EHEREE (RMEREMEETRSE. RREFRE) . A
SWBEE (FEAHEEREE, FIRIREERE, BITEEREE) . | THERA, SEIRE,
Rk - DRBUBTRIARIE, BEgt, EEOMMEE (TEEREERAME, [REHIRIREETE.
ZTHLBE, EUEES) . infusion reaction, X4 - BEES, BEMFENE, HREE (¥7
v NU—EFRRE) | Dk, ERQMERE (St MR, MR,
TREFBRES, SETRAIBRAES) | MBR A FIEMRRE, M) Ot LT, SRR MU
BOFMEL A THEMLEE L (BHEROBRT-CXISICHE L TRERUXEERIT L
NEFFCHD L) | EHICHEHWRAERTE SEHBE-THD L, '
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5. BExHLHLBE

[A 40 B 5 3] |
O FRICHST BBEBNT, FHADEREIRIES LTS,

o BACFIREBEHRICHE LEPD-LIHE (CPSZ10) ORIGIRTHELET - BROR
ERELEEOBRE CRHIHEMES)
Y ARHIO T A A B . LT, EFE4 : PD-LIIHC 2203 pharmDx T4 2] BEBEATV A,
o APFRIEROR2VRIGIIRTERET - BROREERE (FH., 5FURTGYVATTF
OBFR®RSE)
@ FTRIEZYTIEFRNTIRFOBE R OERFEICONTIE, AFIOF MR
WX ENTELT, KR OFSGHRLERBIR,

o FTOMBIEE

[&2ticFd 5 5H]
O TRICEYTIBECOVWTHAFOREVERLEZINTVA I G, BE2{Th -
RNT L,
o BADORESICH LIRBUHEOBEROH 5 BE
@ WBERIOFTMEICBWTTRICEYS T2 AFITON TR, AHIOFEIIHELE X v,
L DTEFENER RVBEIZRY . EEICAREZERATHIZ LE2EETE S,
 MHEMHREADCEX F:S:EHIGD HB B
o WEEGRECHEZEZRD 5HRERUESD ECDBI%T%%EWYHE%%@?& P Rt 2%
S ORI RIEMEZ(LD I Bff’bé B
s BOARRBOEHE UHBMRLRE L IIFEREEDE E@Eﬁ BOFEED
HERE
«  [HESEBHERE (GLBilinBiEEE2 ST OhsH8E
s MREOBEIITERATIAE
*  ECOG Performance Status 3-4 ®/' o83

. () ECOG @ Performance Stats (PS)
Score | EER
0 2] MBERCENTE D, FHEAER L AFAERESHIRLE T2,
BRI LV IRENI SR S 58, BITHHEC, RIER-CH-> TORERTHI Z LT 6
L BT, HIk{ER
BTARETESOHOE D O LT~ TARENERZTER . AF0 50%L Eidy b%f:@ T
BohiESOHoEID O E LyTERy, ARO 50%HEE~Ny FIKFGEIST,
<R, BAOFDEY I LiEed TERY, 2eliy FABTFTEIT,

[ Y -

W

+
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6. BECELTHETXEH
D FATUELINE, BEREEE RIS 2 @RI S AR ORER UETESSRA
DI DI NERERE TR L THADERT B2 L, :
@ WBERIATEI L. BEITOFECEIMER YRS OBE L, REEET
L hbBETBIL,
@ FERBEUWERD=RP A Y MZ2WT
. BEERMEERHLPNEZERHEOT, REOBEI Do T, IR
W (BT, FEREEE, W) ORREUINE X BHREOERS, Bset+
HATH Z &, FTo, MBEIUGCTHWE CT. MiE~—7—S0OREx Kl
5ok, |
s+ infusion reaction 233 HI B = LB, infusion reaction HSERD Bi’bti’fﬁ‘&k
i, REARAERITS L L bl ERNEET S THREOREL I8
Tk,
o FURBEERIE. TEAWERERUVRIBRERERSLDIEZ EBDHEDT,
AH| OB 5 BEARTR O 5 HR S RSO M ISR E (TSH, BEET,
BET4, ACTH, M oF ' —nEofiE) 2EMTHZ L, ,
o BUERTR. FPRL. FRMEERE. T, BULLEERRHODNEZ LRBHED
T, AR OF LGSR RS T B FFERRE (AST. ALT. y-GTP.
AP, BUAYEOREIE) 2EETDI L,
. sgaﬁﬁ(H%ﬁ&oﬂ%%ﬁwﬁ&Aa)%@E%@ﬁ@iﬁ%%bnaz
ERHBOT, EYMCIROREOFELMRTZ 2L, £, RORHENE
BN AITIL, BN EREE A SR T L BE LRI A L,
o AHOBREIL D, BEORERISICERT S &% 2 bV igc RERCRIEN
LB LN BB, REFEDDNEHEICIT, R UERIE CiEM
72 SRS & AR D BT & WS L OB IR E RIS ATV, BEE OSBRI
L ARWERSEE PN BT, AFIOKREZHIE, RUBIERERLT A
@ﬁ%%%%@#é*kcﬁﬁ\ﬂ%ﬁﬁm»%ywﬁﬁtibﬁﬁﬁwﬁﬁﬁ
b&ﬂ&w%Ahm B BB RNE A ORIEMRAIOEM L EET 5 2
aa '
o BEATH, SRS LE BB L TOLEERARRT A L BHE D, &
FOBE/RTRICHBEUERORBRIZ+HIcEET A &,
o1 BB (BUE 1 BERRRET) Bbbbh, EREES FT Y R-UR
K%%:kﬁ&éwﬁ\D%\%b\%&%@ﬁﬁ@%ﬁ@mﬁﬁ®iﬁﬂ+ﬁ
E+prl, | BEREREDLZBAITRERRIEL, £ R ) L H
®&E%®EWEME%ﬁ5_& :
@ AFKIOHRRBRIZRENT, &%%#m69ﬁﬁﬁhfﬁﬁﬁmﬁﬁ% STWEE
L EBEI, FERS PILEHEERE THR O 175 2 L,
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