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| REFTRET |BEEEH R & B
B K

FAFBEER - ERELERERLEEETERE
(& B #F K )

RATBY AT (RETRRL) WAORBEREEN S K54
v (REE) O—HHEIZONT

BB BOEE L REOEARLE 2016 (ER 28456 A 2 A MBRE) 0BT,
EHNERROEROREEEL RS - LBV AT L3S F T, &
FRERR F EICGERBE RS 2 I RBEREET A FT 1 2k
RTBHZE L LTWVET, _

RATEY AT (BEFRBEL) BAEAEECH LTERTAROEES
HIZOWTHE, RATrY X (BETHEHEL) MEIOREHEREET A 1
SAY (I OERRVEBERSETA RS540 GE/NERE. ERe
B, EROSVX ) N8, RE LR, BEEA 7 0T 54 PREER
(MS I-High) 2F75EHRE, SHE, BEESEROAERE) O—%
WIEIZDWT] (FFn34E8H 25 AHITERARKER 0825 &5 EEARBEE
K AREERERAEESERERN) LV RLTERL ST,

SR, RATRY X7 (BEFEBEL) BAICOVT, AEEICRT 558
XIIHR, AERCHEEO—HEEREB I LT, YA K54
EREDO L BYVHENWWZLELEDT, BEENOERBERUVERIIHT 3 E
MEBEOLET, 2B, RERORBEEAEES A FT 1 11, BREED L
B8O T,
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AEBEOFEERIEETA T4 L ORFTEFHR GHIRR)
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Y-y (THERBE) BY—-T (RISARERHIER)
2~ = B L2 BERIIBR - 2= ﬂ%&&émmxmﬂ%
BT AT - BROAEE ' A 24
K%&@ﬁ E%@ﬁﬁﬁ$£§ﬁ
N E2dRERVHE 1
TINFARTFIARBVATTIF 2 OHHITE NBRLBRDZAERVAR :
VT, BE, AR, Ra7r) X7 (BETF | BE. BRARIE, Ra7u) X~v7 (BIEFRE
Wz) LT, LE200 mg % 3BEREMRILL z) & LT, 1[E200 mg % 3 BFEFERXI 1[5 400
Bl 400 mg % 6 BRIRFAT 30 2R T TRIFTHE ng % 6 BT 30 2F» ) CRIFEET 5.
"5, BALPERKGICHEEL I PD-LL BHEOR
GHRARLET - BEECRERFLEBICR L
Tid, AEFBEMPETDLHTEXD,
(BE) ' 2R—=Y (& Bam

2=

7w#uv7/»®%?2mﬁ% HERCHE

PERBER) & OB
B, AEE
PR UAE ; ONBHIEHER L OOREC

BT OBE BAREIAVFR YT IALLTE

B 1000mg/m’ (EFEEHE) £ T, 4~b BEEAT




FERET 5. BERBYIRTHREIZEZDRL
b 3 BN EOMEEH T TIREST S, AHIEM
BREOBEICIHARERIZEL D,

B, Ff BEORERVICIVEERET S,

VRAZSSFLOBERIIHR. BERVEE
FEEIIBHE : AR
BERUCHE - &¥BIZiE B2 EENRAE - B
L, BEOREIZLY AEFBRTS,
AV RFFF UL LT 15~20me/n’ (RREH)
Z1H1H, 5afEHEREL, Pt b 20
BHETZ, thz17—n1el. B#EZEVIR
3,

B U RAFSF & LT 50~T0mg/n2 ((ERER)
ZI1A1EEEL, Sl Ed 3 BEKETS,
hE1s—pnll, BEFBYIET,

2k, KB, BRIV EETHERT 3.

FEERRBRIC R AEEFN O - BRI 3. B
B 0E Ps~) B
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3. BERARE
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RIEREO RVWRISIR R LT - BEROAEE
OB ITTIMEIT- T RERARBROREET
T,

[&FhE] :
OEBLRSMIERAR (KEYNOTE-181 3AR)

%AT o e LR ERABROBEE T
[AEE]
Elps3tFIE MAEAR (KEYNOTE-181 BA8%)

g _—

OEEF S MAERE (KEYNOTE-590 5RER)
(ERREE O 2\ RIG IR T RE 2T - BROE
EEEEY 1749 5l (HAA M1 FAEET) FXHER
iz, AR, 5-IAFuarI o (BF [5-FUj &V
5.) ROV RTIFF L BERBRE? OFMERUR
LWR,. FFEER, 5-FURUVRATTF AR
EYERBE LTHRHNEhE VAT TFORE
R 6 I—AETE Lir, 2B, ERFETE
BETARD ONEEAR, KEETERTER
REDHLNAEVEOBEENICEELTVWEIBRET
i3, KEEQESFH CREETIEDOND
¥ TAHL 5-FU BUOVATZSFrOHBEREX
RARIOBMIFE RG-S S L REERE Eh
fr. TEFMERT S RUMEMEAFENE LT
[PFS]_2VV5.) k&, &l -FIRVYRT
SFUGHRRER UT AR &vW5.) B
SR, 5-FURBATSF L HERRER OLT
[75EREE| L)) LB T, 08 RIFPFS
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HEEREELE (K3, M2RUES3),

1 BEORFELEEERVBRERETCICRIET
O (Sievert ¥ type 1) DEEBEI &
LEhiz,

%2« K] 200 mg, Y RFFF L 80 mg/m? BT 5-FU
800 mg/m’/day (5 HERHEAKERE) OIEIZ Q3W
T 6 S—ABEH, AH| 200 ng KO 5-FU_800
mg/w’/day (5 ARG ARERE) % 03 TRE X
ni, S

*¥3: 75¥R, YRTFF v 80 mg/v’ BT 5-FU
800 mg/m’/day (5 B ERFEHEAERS) QIEIC 03F
T 6 a—ABEHE, SRRV 5-FU 800
mg/w’/day (5 BREHSGRERS) % QW THRES

| A,

3 HEhERIE (KEYNOTE-590 BABR)
(&_¥)

(B #%) »
K2 0S oPRMEITED Kaplan-Meier BH#R
(KEYNOTE-590 382, 2020 E7T A 2 B h v hA7)

(B _#g)




3 RECIST 1.1 % AV /- 1A5#8 Y ERT O SFic 2
<< PFS DB KRN BE D Kaplan-Meier ifF
(KEYNOTE-590 3388, 20204E7 B2 A v b A7)

0~—y | [=eH] 62— (R4&1E]
OEREFRFEMAAAE (KEYNOTE-181 FER) EEtE S MR (KEYNOTE-181 FRER)
QEREERSMEER (KEYNOTE-590 BABR) (@ Bm

11 _R—

{EERER O 2\VRIGHIR T 2 ST - BROK
BEBEIRBVT, BEERIIAAIRE 370/370 41
(100. 0%) . 77 REE 368/370 1 (99.5%) 58
o, BRELOREBESEETERNWEE
EHIT. FhFh 364/370 41 (98. 4%) K U* 360/370
#il_(97.3%) IZBRDbhic, W OB TR
AU FOBIERIITROLBY Thol,

# 5 WThhOBTHRAER S5 EORIER
(KEYNOTE-590 BB (LSBT X HER)
(E B

2B AFBE BV CEENEMRS 22 51 (5.9%) .

| BB - RSt - BED TR 20 Hi (5. 4%), BIIE

2% FER4 - FTARREE - BT 4% - BR(LIERRE 4% 45

Fil (12.2%) . BREEE REETHREBRE A

-




BRIEEAL) 18 i (4.9%) ., THEEEERE 3 4
(0.8%) . FiRIRiEREREs 50 5] (13.6%). BB
BRI 4 4 (1. 1%). 1 FUEERE 1 ) (0.3%).

Bhdk - MG RARAE 1 Bl (0.3%) . Bk 2 #i
(0.5%), MREEE (X5 « NL—fEEHE) 32
15 (8. 6%) . Bpé7s - BEMESS 1 5 (0. 3%) & TF infusion
reactionﬁ_ Bl (1.6%) A@EHLNE, T B
5B, BEDREEE ((FEtRZETRMERE,
BIEREIREGR, S, EXRES), 85
BEDE, LR, ERERnEEE (SSHEn/ MR
B tEEBEE . W, AR BT ERE
g) nFKEREEREUCEZEIBD LR
., ZBMERZEBERRISEEES FBRREER
EEED) 2EULEHERETRT,

16 ~=—
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nR—v

5. RExtgL2sBE

(B3t BE§ 2 5E]
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1. L»ic

EZEAOBLE - ﬁéﬁ@ﬁ%wtbkm\%ﬁii%;gomtﬁE&ﬁﬁm*bB
n3, &bz, EEOREEROERC LV, FUAERR 2 L OESHNREHIEREFE
EEDERBINAIP T, ThbOEEDZEICVNERBEICRANT 2 = L R OREL 2
STEY ., BREMBOEE L WEDEASE 2016 (ER284E6 A2 B BIEIE) 1B W\ThH,
BHNEERMEOEROREHELZRE L L EATVS,

FRIERTERRIL, BEERPRERT R 7 7 A VBBEEOERR LALMCERS
TLBHB, O, BHERVCEZSMECET IERSTOEET 2L TOM., YUREK
ROBEEBRBT S LA SNABECH LTERT S & L bz, BHERNEE
Lo BN E & B 2 L R — OB 2T EREECHERAT 3N
HEETH 3, '

LB 2T, BHA T4 Tik, ABRBRELINETIRBON TV DIESEFESN -
BERRHICESE, UTOERROKERERZHET 28RN DLEREL, 25
ERUOBEEELRT,

CRB. RAARTA U0 m*”ﬁ&AEimE%%%%A%% ANEEFEREN B AR
Rﬁ%%x\—&&I&AE$ﬁ%ﬂﬂ£x&0ﬁﬁ#“ﬂ%@&kEﬁﬁﬁ =D
DY LERL LT,

KRERHERS : A M—FAFFEI0mg —RE : a7 ) X<=7 GBEF
M z)) '

R LROPEIIISE  RIGEIBRTEELRET - BRORER

HAELRARERVAE : 7AZA U TV VRV AT TF U EOMFRIRBWT, BF
BRAZE, RaT7u ) XeT (EEFEBRL) L LT, 1@
200 mg % 338 FE) T PR XX 1% 181400 mg % 638 1 EIRE T30 it TR
WFFET 5. BAFRERICIEE L PD-L1B%E ORIGEIER
TR EST - BRORERTELEEICN LTIk, AL Bm#k

v BRI L b TED,

B & R T E A MSDHXatHt

(%)

TNZFa YT UNOPREIIIHER. AERVHE

SHEEXIIZNR : LT OBMEBEICR T 2 thOFUBHEER| & O AR

RSN, RERE

FERVHE  thoREEERER & OFRERECZBNT, 8%, BARIEZIAFAT Y5 0E LT

1B1000mg/m? (AERER) T TZ, 4~5AMER CHEARTZ, BREZRVIRT

BEI im&<t%ﬁﬁﬁutwﬁh%%ﬁf&5?5 iﬁimﬁ#w%é [

GrRBRERFIZHET 5,
¥, b, BEORER SICL ) BERET 5,

VRFSF U OBEIHE. RERVRE

ZhREXIIZE : BIERE

BEROAE  AEiciL, B&%ﬁﬁmm& miab\%%@ﬁm C LY ABEBRT 5,
2



A VAT TF UL LTI5~20mgm? (RREE) #1818, 55?‘1@%*3%51,
D7 L H2BRRET S, ThEz17—E L, BEEZBRVIERT, :
Bl : VAT TFLE LT50~T0mgm? ((AREH) #1B1EKEEL, 272 L b3
BREKE TS, chxl1z— e L, REZBRVIET, ‘

2B, EKAR, ERCIVETERT S,

FRERRBRIC R 2 £ FH DM - HEI 3. WS OHF P5~) S



2. FH DK, 1ERBFT -

A M—FRREE 100 mg R4A : A7) <7 (& %fﬂ?ﬁzx) BT &

Al Lvvd, ) 1t PD-1 (programmed cell death-1) & %D Y ¥ F¢H5 PD-L1 KUt PD-
L2 L DA ZEERET S, b ML 1gG4 £/ 7 u—F A Bk TH 5,

PD-1 #RB&IT T MARSRAE SRS D B3k 5 T2 DIC S AR R A+ 5 E 285l
AA v F T, PD-1 i%, BERREBICBWTEEE T MIEOHRREICRIRAL, BOA
BRS & S RBHETBRARERISHIET 5. T72bb, PD-1 Y Hv FLf
BTBHZLICEVHRZRECL RV SV EERARICHET 3 ZR/ETH D, PDLI
DIEFHBICBIT R FUIDTHTH L0, ZLOPAFRTIE THROBEZMADIE
CERICRBEL TS, RAMBICIT 3 PD-L1 OBREIL. BN, B, s
FE. IREE, #¢ﬁﬁ%ﬁ&&@ﬁﬁ&ﬁhf%&$&l%f&b fERWATFR L DFEES
HERFESh T3,

BEROBALOBEKREITH L PD-L1 BEHEOMEEEN S, PD-1 & PD-L1 ORKRIZEED
ﬁf@ﬁ’%wTE%&&%%ﬁﬁ:&ﬁ%@éhfﬁb\%k&ﬁh%ﬁ@%%&b‘
TEfF SN T3,

A#NZ, PD-1 & PD-L1 B! PD-L2 DY H ]*@FA%BHEE?‘%» itk EE
WNEBE P OB BRI EN: T U o BREE LS, #Bﬁ“ﬁ%ﬁﬁ EEELET S
ZE THIBEPR R RET 5,

FHDOEREFICE S BEORERIGIC L DBHERERH bbh, EEXIIELTIC
£5 Tﬁﬁféﬂi% 5, AFIOREFRUEERITIL, BEOBRELZ LTV, EEPED
BRIHAITIE, FER LTSI U B MR 258 & B8R & FFoERD &8s U CEbl2
ﬁ?zﬂﬁ%ﬁ%ﬁb\ BEDRERISIC X RWERD RPN S HAITIE. BIBRERNVE
DEESEDOBEIN LB ZIT O BEEH D,



3. BREREREE

O AALFRERITHEE L2 PD-L1BE O RIBUIBRFERET - BROREREL
I R OO LF LR D 2V RIS YIRR R 22 1T - BR OREE OARRICFHM 21T
ST ERBRAROBBRE T,

[BahiE]

OEBREFRIBIERER (KEYNOTE-18178R) , |
IR E U TR RIRIERE O b S RIE TR RET - BRORERF LK
BROSHEREEE 628 ] (AAN 152 fl2ET) ZRRIC. AF 200 mg 3 BRMRE
(BITF TQ3WI W5, ) BEOFMEROREMES, LBRE (7Y FxEN, F
BEFEAIIAY 7T HY) ERBE LTRSS, 28, BEEFHE CRBETH
2 ONEAIT, BEETEZTRTERIED bWV EDRKHICEEL TVWABET
1. WEEOEEIHE CREBETRRD b £ TARIOREZ RT3 Z L FR L
Xhiz, EEFMEEIZSEENM (ULTF fos] &wi, ) L &h, EEd&e LT
mEShE () PDL1 B (CPs'z10) £M, () RELBEEERC Gi) ITT M
D 0S DRERIIER 1 0LBY THY, WTNOEMRIZBWTHERNICRES L
RIS o T, '

*: PD-L1 2 %H Liciilagt (BEMR, v/ 77 —YRGY V5K) 2REFMEETRL. 100

R U, S



1 IR E SN-BEERICEBITS 0S DR (KEYNOTE-181 3ER)

AR PRIE NF— REE p1E
BEEN R®BERE  FiXK (%) - [95%CI] [95%CI] (hrfan
(FA) -
A%l 200 mg 107 88 9.3 [6.6,12.5]
CPS=10 BW 822) 0.70 [0.52,0.941 *  0.00855"
CEEE 115 103 6.7 [5.1,8.2]
: (89.6)
-  AH200mg (g 166 8.2 [6.7,103]
RYEERE QW (83.8) 0.77 [0.63,0.96] "  0.00894"
(bEemE 203 182, 7.1 [6.1, 8.2]
' (89.7)
AH 200mg 5, 271 7.1 [6.2, 8.1] ‘
ITT Q3W (863) 0.89 [0.75,1.05] "' 0.08431°

284 7.1 [6.3,8.0]

{bZEE 314
' (90.4)

Cl: KM, *1: R (727, 20o4) RUEERE (RFLES, BB 2BIETF & LB Cox HIE,
0 HER (TU7, 2of) ROVEHRE (RELEE, BB 2BRIETFE LER logrank RE, AEKE (F
) 0.00853, .*3 : #uifk (FP7, Zofh) ZEUEFL L2ER Cox HJE, *4: Hk (FUV7., ZoM) 28
BEFE LER logrank #E, FEAIE (FH) 000766, *5: Higt (77, F0i) RUMEBE (BELX
¥, BE) %ERIET L L72BR maximum weighted log-rank #R7E, BEKE (F#) 0.00772



—7%., PD-L1 Bt (CPSZ10) 2 oRFLERBEOBE 167 F1 (AARA 77 FIZED) I
BOTUTOAMEBMABONE (R 2 RUR 1) o 23, UEANHRETFEHE
ENTFRATHBER TId2 <. BENLRMTRRTH D, ‘

%2 AR (KEYNOTE-1813ER)
(PD-L1 (3% (CPS=10) M oRF LEBMOBE, BRERREITRER)

" ARF1200 mg a3
QW .
(85 #1) ‘ (82 1)
FofE (A) 10.3 | 6.7
, [95%CI] [7.0,13.5] [4.8, 8.6]
S T F—F | 0.64 | j
[95%CI] , '[0.46, 0.90]

Cl: {E3EKE. *: BRI Cox Hufil¥F— FEFNMIC X B{LFHEE & QLB

110 1

100 =
90 - 1

2N

704 \\L |
B0 \ \ / A%l 200 mg Q3W

30 I
20 ‘ ﬂﬁ%f?{f ‘
N S i o

¥ ,
10 - e g
. . l...’__.._+

Overall Survival (%)

O—T— T 7T T T T T T T T T T T T T 1

0 2 4 6°8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
A#1200 mg Q3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0

a==-37 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS ® Kaplan-Meier gi#f (KEYNOTE-181 3%
(PD-L1 Bt (CPS=10) »oR¥ LEEOBE, BRI



Q@EELRFIAEREBR (KEYNOTE-590345%)

ESFER O 2\ VRGBT AR IEST « BROREBBE" 17498 (AAANIIBIEET)
ERBIT, AH, S-TAFuy I GUF (5FUL 205, ) RV AT S F U0 mR
EPDORGEROREMR, 77 R, SFURCVRAT ST U HRREPEXRE LTHR
FEni, VAT ITFUDORERRR6I—RAETE Lk, 28, BRI CRBETHS
BOONFEIT, FEETERTERSED bRV EOBEENICREL TV 5 BH
Tid, RECEOEGFME CREETERD bNDEETEARLSFURVNY R T TF oD
G5 IAHK| 0 B 5. 5 fik 3 oy DBAREL SNz, EERHEEE IX0SKk ME
WEAEHE AT (PFS) 25, ) & &h, &H, SFURTS AT S 5 BERRER:

(BLF TREEE W), ) @7 TR, SFURBCY RS FUGrRERER T 7
TEAB &5, ) LHEBILT, OSRUPFSEARICER L (33, BRRUES) .

1 REORVEERBRUBERELCCRETESY (SiewertdfFtype ) OREEERHRL &
iz, . :

*2 : AHI200 mg, ¥ RT7 T F 180 mg/m2 Kk N5-FU 800 mg/m¥day (5 R AEHRS) DONEIZQ3W
To—RFEH, £F200 mghk U5-FU 800 mg/m¥/day (5 HHFERKRE) 2QWTHRESH -
7. /

*3: 758 R, YRTTF 80 mg/m K% U5-FU 800 mg/m/day (5P R AHERE) DIEICQIWTE
a—2#EH 7T R RUS-FU 800 mg/m¥day (5 A BEHEARRE) 2QWTHRE &K,

#3  ADHERE (KEYNOTE-590 2B

A EE 75 REE
- (37341) (37645)
FRfE (B) 12.4 98
' [95%CI] [10.5, 14.0] [8.8,10.8]
0s™! NP — RH2 0.73
- [95%CI] [0.62, 0.86] —
P fE" <0.0001
FiafE (B) 6.3 5.8
[95%CI] [6.2,6.9] [5.0, 6.0]
PFS* NP — R 0.65
[95%CI] [0.55, 0.76] —
P fE" <0.0001

Cl: EHEER. *1: 202087828 % v A7 (PFSIZRECIST 1.1% A\ 7= {484 [zamcctﬁm) .
*2 : BRI Cox AN — FEFMC LB/ T EREELOHE:, =3 : BRI ISV IRE




100
90
80
~ 70 4
8 -
g 60
E, 50
3 .
g 40
3 i
30 4
20
10
0 ] 1 1 1 I ] J I ) i 1 1 )
.0 3 6 9 12 15 18 21 24 27 30 33 36
Time in Months
Number at risk y
AHRE 373 348 295 235 187 151 118 68 36 17 7 2 0
75 REE 376 338 274 200 147 108 8 51 28 15 4 1 ]

2 OSO T EifEHT R D Kaplan-Meier i (KEYNOTE-5903R8%,
20204E7H2B v b 27)

100 -
90
- 80 -
g |
= 70 4
2 J
E 60
m -
8
p-; 50
B 1
.ﬁ 40—
En -
o) 30
&~ i
20
B O, % ,
07 75 uRE —m =t
: . e — —+ ,
0 ]' M 1 M 1 * 1 T M 1 M [] v I v [} v 1 v i v 1
0 3 6 9 12 15 18 21 24 27 30. 33
Time in Months
Number at risk
AKEE 373 289 210 9 79 55 45 25 17 4 2 0
5 R 376 278 172 62 36 22 14 6 2 1 o 0

B3 RECIST 11Z AW iBBa Y EEW@EF%LEG { PFS @%ﬁ*ﬁ?ﬁﬁ@Kaplan-Melerﬂ
b (KEYNOTE-S90$& 20205E7R2B 1 A7)

!

9



[Z4£iE]
OHEERERFEIEFABR (KEYNOTE-1817ER) _

PDL1 B (CPS210) 1o RTELEBOBEICBNT, AEESITAKIEE 81/85
(95.3%) . {LERRERE 78/82 B (95.1%) IKRH b, WKL ORRBERVPBETE
ROEEESIT, FHEN 5585 61 (64.7%) KUY 67/82 1 (81.7%) K@D BT, W
THRODOEETERRABEN 5S%ULDRHERAIRTROLBY ThoT,

#£ 4V ThpORTRERSN 5% LOBWER (KEYNOTE-181 3E) (iﬁﬁﬁw%}ﬁﬁﬁi)

BERIRSE (SOC:. Bl (%)
System Organ Class) AFIRE {LEERERE
EAGE (PT: Preferred Term) 85 4l 82 il
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade Srade 3-4. Grade 5
Z2BHER 55 (647 19 (224) 1 (1.2) 67 (81.7) 32 (39 0) 2 24
Ifll{&ioJ:U*) /,\_f,pﬁ% T R G e FRE
=Y : 4 @n 2 (249 0 22 (268) 7 (s 5) 0
FEEY ﬁﬁ?*ﬁkﬁ/yr 0 0 0 8 9.8 8 9.8 0
FRERBAE , 0 .0 0 6 (7.3) 5 @ . 0
WAURE EEERE TARCO R LR LA SO
FRRBRBREAE T 7 (32 0 0 0 0 0
EBEE : e DRI T T S
TH 4 @.n 0 0 13 (15.9) 0 0
B 5 (5.9 0 0 - 17 (o7 1 (1.2) 0
ARk 3 (3.9 0 0 11 (13 4) 0 0
—it 2HEEBIVCREMEORE . b e G e s
EHE 5 (5.9) 0 0 9 (11 0) 1 1.2) 0
P55 10 (11.8) 0 0 16 (19.5) 0. 0
ek ) 7 8.2 0 0 5 6.1 0 0
FEBL 5 ;5.9 0 0 9  (11.0) 0 0
HFEREED 1 1.2 1 1.2 0 17 @0 7 85 0
H e BR ¥ 0 0 0 22 (268 10 (122 0
REB L USRES o . . : ' e
RAkBIE 10 @118 1 1.2) 0 16  (19.5) 0 0

BREE 0 0 0 6 (1.3) 0 0

K= 2 T 1 1.2) 0 0 5 6.1 1 1.2 0
KEERRE =2 —atF— 0 0 0 22 (26.8) 1 1.2) 0
FEREE, BOERDS X UWERREE : ‘
Bilsds 7 8.2) 0 - 1 12 o0 0 0
BB IR TEBRES , _ o :
BB 1 1.2) 0 0 28 (34.1) 0 0
%5 4 @47 0 0 6 (7.3) 0 0
BIREBRES | 2 (24 0 0 6 (13) 0 0
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B, AEBICBOTCRERRE 86l (94%) . EEORBREE (WHEERKER
BARREE, FREREIRERRE. SHAEE. BREES) 14 12%) . HEES (X7 - R
L—EERES) 201 Q4%) | FFHREREE 9 4 (106%) . FRARMERE Fﬁg 76 (82%) . 1 AUKE
B 16 (12%) | @ik - BRBUHRIARE 1 6] (1.2%) & infusion reaction 1 1 (1.2%)
NED SN, Fio, KBK - IR - EEOTH., TEAEEREE, BITHERE., B
EfEE (RMSUIEMEBLAS) | Kk EEMGENIE, MKk - BRE, 5E5BER. LK.
EEZMKES (GREEn/ MRS, EnEEmn, RIFRE, BERIRES) . m
HRABEGRR ORISR bhiah -7, ARWERRIRIUIEESRS (RRREERT
2ETD) FEUEHERETT,

QEEILFRFE MR (KEYNOTE-5907R)

{LERER O R WVIRTAYIRTEE R ET - BROREBREFTBWVT, AEFRITFH
#£370/370% (100.0%) . 7T & REE368/37061 (99.5%) IR b, BBRELOERRH
BREFETERVEEERIT., #nENh36437061 (98.4%) K U360/370%] (97.3%) IZFR
B oI, VTN OBETREESN%U LOBERIRTRO LB Thotz,

2 5V PRrOETRESSN s%u,J:@E'H’Fﬁ (KEYNOTE-590 BBY) (RESMAITSEE)

BRERASER (SOC: System Organ Class)

HAEE (PT: Preferred Term) iz (%)
(MedDRA ver.23.0) AHEE TSR
370 41 370 1
) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH T 364 (984) 261 (70.5) 9 (24) 360 (97.3) 248 (67.0) S5 (14)
BB LT USREE L I L el T R T e T T R
i ‘ 143 (386) 46 (12.4) 0 162 (43.8) 54 (146) 0
B BRI E 24 (65 6 (1.6) 0 28 (76 11 (3.0 0
FERBE v 96 (259) 53 (14.3) 0 88 (238) 60 (162) 0
d/NERD 25 (68 5 (14) 0 33 89 10 @7 0.
EBXURBES PR PR o ‘ R o
h:) ' o 33 (89 2 (05) 0 25 (6.8) 0 0
PSR IEE | ' ~ ' . : - .
FIR RIS AR TLAESE 19 (5.1) 0 0 2 (05 - 0 0
FUR B ARIS T 38 (10.3) 0 0 2 (59) 0
BBEE _ o
1B . 50 (13.5) 0 0 63 (17.0) 0 0
TH ' 97 (262) 11 (30 1 (03) 8 (2300 7 (19 0
B 233 (63.0) 26 (7.0) 0 220 (595 24 (65) 0
Rk ) 9% (259) 21  (5.7) 0 93  (25.1) 14 (3.8) 0
nEnt 110 (297) 23 (62) 0 99  (268) 18 (4.9 0
—iit - £HEED LUCRETNORE '
®HE 45 (122) 12 (32) 0 35 (95 4 (] 0
S o . 135 (365 23 (62) 0 107 (289) 20 (54) 0
BeE 43 (116) 2 (0.5) 0 39 (105 4 (D 0
SRR ORE 59. (159) 12 (32) 0 65 (176) 13 (3.3) 0
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BENKLE (SOC: System Organ Class)

HAFE (PT: Preferred Term) P (%)
(MedDRA ver.23.0) A TR
370 51 " 37040
£ Grade Grade 3-4 Grade 5 £ Grade . Grade3-4 Grade 5
BBERRRE . oo s T s T Tnn s e i
C TARTEVET I MSUXT7=F—FEM 18 49 3 (0.8) 19 G 2 0
mHZ V7 F=218m 67 (181) 5 (14) 0 70 (189 1 0
Y 3RS 21 57 1 (1.9) 0 20 (54) 5 0
P EREE D 135 (36.5) 84 (22.7) 0 109 (29.5) 62 0
/N RE D 61 (165) 7 (1.9 0 56 (151) 17 ]
HEBS ’ 43 (116 4 (11 0 47 (127) 8 0
A d BREmA 89 (41) 32 (8.6) 0 69 (186) 18 . 0
RERFGE ' 145 (392) 13 (3.5 0 119 (322) 16 (4.3) 0
Bk 20 (54 8 (22) 0 16 @43 8 (22 0
7V 7 AfLAE 34 (92) 17 (46) 0 41 (L) 19 (5.1) 0
B 7 XU Al 21 G 2. (05) 0 14 (38 3 (08 0
EF Y Y afE 32 (86 20 (54 0 40 (108) 20 (5.4) 0
RERL 34 (9.2) 0 0 32 (86) 0
== — ST — 32 @86 1 (03) (0 32 (86) 0 0
KRR == — o F— 34 (92) 1 (0.3) 0 29 (78) 1 (©3) 0
Leo<bY 40 (10.8) 0 0 33 (8.9) 0
i 3 20 (54 6 (16 1 (03) 0
JBBSE 51 (13.8) 0 0 39 (10.5)
%5 v 23 (62) 1 (0.3) 0 g (2 0 - 0
] 29 (7.8) 0 0 18 (49 1 (3 0

B, ABBICB N CTHEERESE 22 6 59%) . KIBK - MNB2K - EEOTH 20 4
(5.4%) | BUERFSE - AR - FPHAERET - IR - BRI R 45 0 (122%) | ‘EHRERE
E (RAAERHEEBRS, REREBRS) 18 Fl 4% . TEAMEESE 3 4] 08%) . H
RAREEREREZE 50 1 (13.5%) | BISHLEEREE 4 41 (1.1%) . 1 BUBERS 141 (0.3%) | £k -
RERURRMRIE 181 (0.3%) . Bk 2 4 (0.5%) . WEEE (XFT v - AU—ERHS) 2
] (8.6%) . M - BEFEAK 14 (03%) JUlinfusion reaction 6 ] (1.6%) 5B biiz, iz,
S ER, BEEOREBES (PEMRTECREE, REHEIRER, S, BX
RS | BEGENE. LHR. BEELMKEE (GEtD/ MRIBAEEIDR, BiiEE
m., FR3FERE. MEERERES) | MEREREFEHER IR D bz o7, REIERAR
BRUIEERES (RAREEREZED) 280EERETT
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(A - AE] .

AROBEREYBBESNERALEY I2b—Ya itk b, A 200 mg &
Q3W. 400 mg % 6 BWREIRIE (BT TQ6W] W5, ) Xik 10 mgkg (KE) % 2BH
B (ST TQewl 25, ) TRE LEBROAROMEHRENMRN SN, TO/R
B &K 400 mg % Q6W. TIRE LBOAFOEEIRIEIZRKT 5 EHMFEFRE LT

[Cavgssl EVVD, ) IE. AHl 200 mg & QBW TRE LTZBED Cuge LERET B & FRIS
Nz (TH) . 7. AF 400 mg & QoW TIRE LIBBROAF O ER IRBIZK T 5 &&
MFEDEE (OUF (Comes V5, ) B AH] 200 mg % Q3W TS LIBED Cuaxes &
WL CEELRTETRSREbOD, BAABE TV TEAFENHR I TV
% HETHAAA 10 mgkg (EE) % QW TERELZED Cus & B L TEES
FTEFRESNE (TR) . &bz, BEMEAEREZEITARA] 400 mg & Q6W TKR
5 LSRR (KEYNOTE-555 BB & 0 & b ic RAMEICES < RMBIR <7
A—FE, V2 b—va k) TRILRYERE T A—F LELI. (TR). MX
T, BEROBECRT 5 WARARBERICESE, AHIOBRBEE L AT REMEL OF
AR ARBERSE S AIESE S, AK 200 mg & Q3W X 400 mg ZQ6W TH
BELEEORER L APEXIIREN L OBEC OV TR ShcR, Lok -
AEORITAEDEROEZEEICHARRZR IRV E FRIS N,

£ 6 ZHORBEMR/ T A —F

}Eﬁ ¥£ . Fﬁ i Crmax ‘ Cavg Conin Cmax,ss .Cavg,ss Cmin,ss
(pg/mL) (pg/ml) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3WH 59.1 279 18.1 92.8 50.4 30.9
mg (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8, 51.0) (30.5,314)
123. 324 10.6 148 50.7 20.3
T
400mg QOW! | (159 124) (320,327 | (104,108) (146,149) | (50.1,513) | (19.8,209)
400 mg Q6W 136.0¢ . 14.9%
(=@ | (135.6,1364) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
t . .
10 mg/kg Q2W (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

¥:n=2993, 100 DY I =l —a iC XD EHENRAEHEOPRIE (2.5%4,97.5%R) « Cra : FIER
E#ORBMEPRE, Cug: AEREEOTHMEFEE, Cu: IERESR (P71 2 REF) OREMLF
EE Coxs | EERBICBT 3 REMETEE, Cues : ERRBICBIT 2 FHMEPRE, Crns : BFIRIRIC
BT B REMFEFIRE ‘
1 : 56 PIOBMEIHE (95%ERKR)
§ : 41 PIDBRMFAME (95%IFHR )

NA : #&%¥%72L
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4. HRIZONT ,
FHIOBEPEEZRBEEZH - FEL, FFOBREICE Y EEREIERZRE LK
Wi d 2 Z EMNERTED, UTOO~@D TR TE2HmIZTHERICBWTERT X
EThd,

@ ﬁﬁ%k"ﬂl‘f

@1 me(nA~6)®w#n#_Vé#5w RThDHI L,

(1) BAFSBRENEET 3 BSADEEELSFRS BERFRSADREER R,
HittEl A3 A RSB HLAURER, MU A RBIRRRE AR &)

(2) FFEHRERBE

(3) EGERFRAMESHEET A BADRERRLE (BARRESETRIE. SADRESE
Bk, BAREEERERER Y)

@) NRIFPREEEZRB L. SR ERREME 1 X iﬂ»;léﬂ:%%{fﬂu% 2 (Db’@.&%ﬁ
KRS BHEEToCWAMESR

(5) PIEMIEEHIAS SERINE O IR B R H % 1T o TV B Higk

O-2 &EE @{E%ﬂ?&&?}ﬁ'ﬂ’ﬁﬁi%ﬁﬁiﬁ@xﬂf W2 L RRE R OER (TRO

WTNNIZE YT A ER) B, Y2ENOARICETABROREE L LTERSN

TW3Z L,

=

. l:ﬁfﬁfﬁnfl‘ﬁi SH2ECHMMEEZET Uitk x-5$19U:0)ﬁ>A/7"*7§0)%‘EEEHIZ%
fToCWBZ L, 5b, 2L EIR, BAERYEREEZE L LEBREBEEZOWEL
ToTnaZ L,

o EMGFRBHEOTEHERET LBIZ, MLSBORARYEELZE DS
FEL FEOHEBARZOEREIToTWB I L, h

s EMATREBE2EONYHEZET LEBTAEU LOBERR 2 F
LTWAZ &, 5B, 35U LI, HIEBBEOVAEYREZSDHEL
BREFEOBERFEEZITo-TWVWAHZ &,

® Bf‘ﬁl"]@[ﬁ%nnﬁﬁ%’ﬂ@ﬂ:ﬁi‘“ LO‘/"C

EELERERIEFTHIHMEENEE S, BERAENDOFRED, ﬁ;dJ P - Be
MEFRFHFROETHERVEMZEICST 2 FRBMH, FEFRBRELILHRORERES.
EPECPIATONDBHIPESTNDH I L, '
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@ BIER~DORISIZOWT

@-1 AR BT 2 BEH: ' o _
RERMRBSOERLREWERNRA LT, 24 FERRERIOT, Mm%

BERRICBWT, BRLZEERIUS L TAREEEV CT £0RIEROERNICLER

BREOKENY BHIZELN, EbiICHihmieRERInEoTnd I L, o

@2 ERREEIC L 2AEESNNIET 2 EH .

BABEICED 2 ERNRMRE CRELE T 2 ERREEREERT =%V 7
EPEDEEFORY ) —=U I BITOERE L ERE{F TE B35 — A ERERIBE
BEshTnaZ e, BB, BEEFICOWT, BABE LZOFRRICTHSICAMEShTY
BTk,

®@-3 BIfERA 0Bt o it L T

EVEF (REMRREICILZ, KB - NB%k - EEO TR, BUER% - FR£ - JF
MeREREE - T4 - B IR 2, BHAEEE (RMERIEMERSE. AREBLS) . W
HWEE (TRAMERS, PRIBEERE, BISRERS). 1| BRERR. 525K,
5 « RPUGRIMRE, Mk, BEEOREEE (TEMERIKEFTHAE. REIRIREGRR .
STHBE, JRFRIES) . infusion reaction, M7t - RIS, EIERFEEAE, MREIEE (¥7
Vo SU—ERRS) . OFK. ERCLEES (et MRS RS, FEiiERm,
FRIFERE, MEERRIERELS) | MERARIERR, %) [Cx LT YURERSUTIEBHE R
BoEMiEz AT 2EMEEE L EEROBECHRICE L THERUXEEZZIT L
NABEHCHBI L) | BELICHIRLESTE 2HRHINEL TSI L,
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5. BENBLRIBE
[F2hikicBE3 2 EE]
@ TRIERYTIBREFCBVT, ARIOFPEPRIES LTV D, o
o BALERERICHEELICPD-LIGE" (CPSZ10) ORIGWRAFEZENT - BREOR
BRELRBOBE (RAEMEE)
* . KFlD = R=AUBHEE LT, BR5E4 : PD-L1THC 22C3 pharmDx [ =] BEBERTWS,
o LERIERE O RV RIGEIRRT ﬁ‘é?‘m’éﬁ BROSERBE (FF. SFURTV AT TF
v DHFARE)

C»Tﬁmﬁéfé%%nﬁ?aﬁﬂw&@&vﬁmﬁ&nomrm\ﬁﬁ@ﬁ%ﬁﬁ
BXENTELT, AFOHFERRE 2B,

o FTOMBIERE

[Z&Miz B3 2 FE] ,
®'Fﬁh&é?é%%;omfiﬁﬂ@ﬁ%#Tukénfwé b, BEETD
RN &,
-'ﬁﬁwﬁﬁmﬁbﬁﬁr@%&ﬁwﬁéﬁﬁ -
@ BEFIOTEICR VT FRICES TIRFIC OV TR, AFIOBREIIHER IRV,
MOIEFERIE B R VEEICRY . HEICAANEERTLILE2ERTES,
o FHEEREREROAHIREOHDBE
. mqﬁﬁﬁﬁfﬁg%%:wa%%&wﬁ@ﬁwm%ﬁ%m%%@%ﬁ%%
SO RERTR 2 ONDBE
o BERERBOA HBERRE L IXEREO B CRRREORERD S
B BE
. BEBEE GCLSWNRBEELSh) OhbHEE
o BEORBIIBREETIARE
»  ECOG Performance Status 3-4 &V DB

#D ECOG ? Performance Status (PS)

Score | EFE

0 | &<HERERTE S, %Fﬁkﬂbﬁﬁiﬁ#ﬁ@&<ﬁzéc

ARRICE LWIEBNIHIR S 5 2%, BITHEE T, BIEEPE- TOEZIITI 2 LR TE S,

U b sy, msiese

BTRRETALOFOEY DI LIXT_XCHREEREERCE 2, BPD 50%UA LIy FATRIT,

BONEELSOEFOERY DL LNTERWN, BRO 50% U EEy RABTFTRIT,

AlwiN

2T, BEHDEOEY DI LT TERY, B2y FIRFRIT,
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6. E#k%bf%ﬁ?«%$ﬁ
O HTEZITNZ. iLmr%%m%#¢5§ﬂ%_gosxﬁoﬁﬁ&oﬁmﬁm
DIDIBERERE FOCER L COABERTS I L,
@ WRBMAICSE, BENIITOFRICAPEROEREEZ AP L, AEEZET
NOBETB L,
@ EREHERDO=XIRAY MZOWT |
- FEEWEREDHLDLNE ZLBHEDT, FHORE S > Tid, MEE
%( B, PEREEE DS ORERUME X SREOEES, BEtt+
AT Z &, Eio, MEGUTHE CT, Mg~ —b —S0hEs £t
5 L. '
*  infusion reaction 3% Bbi’bé ERBHB, mfusmn reaction BFD LITZHAIT
i, EHRLERATS & &bz, ERVEET 5 E CREORER HOERET
5k,
o ERBUSAEREE, TEAKEEERUBIBRERERHLDNEZERHEHDT,
AH OB 5 BE AR BT R UM 5 4R i AR IR0 1T PO A5 s ﬁﬁ(mH\ﬁﬁﬁ\ﬁ
BET4, ACTH, M =anFy—AVE0RE) 2EETD L,
. BIER. FPRE. FRRMRERE. Fl. BCIREAN D bhE D L RS ED
T, A O 5BAET R OR SR IXERRICTAERZE (AST. ALT, y-GTP.
AP, EUAEVEORRE) REHTBIE, |
. BEOBK IIPARMMIZESELLED) SOBERRBERbDIS
 LRHBOT, EHHCIROREOEERHERTB L, £, ROBERED
bNEBAIIE. EOCEREEY 2 TA Lo BB RiRETA L,
o AHEOBREICLY. BEOCAERMCERET 3 L& 2 bh 31 RERORIER
HEbNBIERNH B, BENRDDNBEAITIE. BB LEESITH Ui g
EORAT: LR OIERT & U CE IR ERIRET 21TV BEORESUSIC
L BEHERSRONAHAICE. RAOKRE I, ROBIBEREFRVE LA
OHREERERTI L, 2B, BBERERNVEYOREIZ LY BIEAOKRER
b NARVEAITIL, ﬂQ&ETW%/uﬂDﬁFMﬂﬁwLM%%E?é_
L,
o BEHRTH. BEM»OEY ARBLTHLEWEARKERT R L b B D, &
FOBERTHRICHLBERORRIC A EET B2 &, |
o 1 BUER (BUE 1 BERBE AT Bbbbh, ERREMS TV RV
EZZLBHZOT, N, B, RUHESOEROFEZCMAEED LFIT+577
BETAZL, 1| BERRRRDNZSESIIRELTIEL, R Y K
. OREEOENRMERITIZ L, | |
@ AFOHEERABICE T, REEMEAD 9 BARIBR CAEDTMEIT> T2l
LEBE, AARE DI ERRE CHEORREIT) I L,
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