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1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MNATEBUE N ESE S ERES R G, A tHEANR AR
BRIRME s . —MERTEN B ARERIRNEES . —MFEEEAN AR H SR 7 kO
NasfEHEN AR ORI 20106 EERR LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 e T X~vT (Ein
THAHL %))

R ERDMENIHE - R XITIERERR & F 9 5 B

RNEERHRMEROCAE - @, AL, Xa7n ) X~7 (B rdfz) LT 1
[a] 200 mg % 3 A A HIFE XX 1 (5] 400 mg z 6 ¥ [ [# kR T 30 47 [H
DT T RTEFET 5,

il 3 B 58 3 #F  MSD Rt




2. AFOKK, {ERBERF

XA M —F RTEEHE 100mg (—fi4 - RXa7nr ) X~v7 (@ z) ., LT TR
Fl w5 ,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 1T T MRS G CLRERE ) & 84 5 72 OIS A AR DS FI FH 9° 5 T2 70 S0 2 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P SO % B e A Tl 72 e OS2 %, T7ebBH, PD-1 (XU T2 REfH
ATHZ LKV PURSERICL DV VT VinE 2 AICHIET %Ak TH 5, PD-LI
DIEFFFRIC B T 2 HBUT DTN TH LI, Z< OBRAMIETIE T M@ 2z
HIFCEENCIH L TWD, DAMBIZIIT S PD-L1 O &38RI, BN . BENE
MR IRELRE ., FE/NMRATE R & O A e R TTHRARRE - TH Y, RVVEER
& OB HRE STV D,

BEL DD DGR T & PD-L1 BEOFEEEMED S PD-1 & PD-L1 OB ILNEE O
TR R B W CEEREE 29 Z LAURBR SN TE Y BN ARIROER L L
THIfF STV 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Oitj ) > ROfEGEET L Z Lk, 5
W NBREE T OISR BRI ENE T U v SERATEMA L &, HUEE G 4 FE (b
T 52 L CHUEENRARET D,

ARFNOVERE 2D < E O RN X 2RISR S b oh, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BTG EITIE, FEH LT FRITE U RPN 22 ik & BBk 2 Ff O PRl & i L Cl
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. BRERAE
R L R ER R & A 9 5 BESHEE O KGRI 31T 2 4T - 72 22 B AR R BR 0 pli i &
N B

[G2hE]
[ BRI [R5 MAHRAER  (KEYNOTE-048 #45%)

(L RERE D 72 TR S (U, R - TUEER M ONWEEE OO 38 R fRiss 2 A5

5 UHS R - B Rz R 882 Bl (HAN 67 flagle) xR, BYXv~7 (B
R z) (LR ey o~<=7) 2nwo,), Zrdry 70 (BLF [5-FU) &
9.) RO 7 FFRAIOHHEE (LFRIER) 223t LT, 5-FU & 7T 58
FIOPEH T TAAN G (RANOF A G-HE) = K OAH] 200mg 2 3 B IR (LT TQ3W
LW ,) BE (RAIEMBEGR) OB IER LSRG Sz, FEFHMEEE O
=L SN REAII (LT TOS) &W9,) 12T, ITT £FHICBW T, KAIGF
ﬁHT«?Yf HMEFRE L i U CTHEICIER Lo, £70, AFIBMEE I L FIRTE & i L

T, ITT HE£FICEBWT, 0S 1ZFEH ML~ L, combined positive score™ (ELF [CPS) &
W) N1 UL EDOBEFEEMIZBWT, OS OFERIEENFED b,

*1: JRPTRZICH T DR & U TERRIE A2 B eI F2l S LTV B3 Tk, M4E%IA
ROBMIGHE R H6H HLL R L T2 HA1F, AARREE Shi (2720
WMELIRIRTE T %67 H LINICER BT L2 58136R <),

Y F~T (FEI400 mg/m?, 2[ETH LIFE250 mg/m?) . ¥ AT T F 100 mg/m? XX
VAT ZF 2 AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H $&#ee S35

DIEIZ Q3W (BY <=7 DA MM THRK6=—AEEH, Y F 1 ~7250
mg/m*% LI [F IR TG LTz,

*3 : KHK200mg, A7 T F L 100mg/m? XTI HNAR T T F > AUCS (mg = min/mL) K ON5-
FU 1,000 mg/m?%day (4 H fFFHEATRG) DIEIC Q3W T K67 — A 5% AFH1200
mg % Q3W TH:H L7,

*4 0 PD-L1%& R 8 L7- Mg (ESAIIE, ~27 a7 7 — YKk Vo%ER) 2 RIES M T
FRL. 100% 3 U 7= 5K 0E,

£1 AROHABREOEDMERE (KEYNOTE-048 35R)

AKIOF B 51 bR ikt
(2814) (278%1)
hoefE (A) 13.0 10.7
[95% CI1] [10.9, 14.7] [9.3, 11.7]
0S™ N — K™ 0.77
[95% CI] [0.63,0.93] —
P " 0.00335

Cl: EHEXM. *1 : PREITREOT —% (Q0184F6H 138 U » b A7), *2: BRI Cox Ll N —
RETF N L DACFRIERE L DL, *3 : @Wlla 7' o 7 e



K F1200mg Q3W, 7 T FF #HI K U-FU

AR (%)
8

P

20 wvdvwT, 7 FFFRARO5FU HTHHH‘H"'

Ay,
10- il [ ERE. |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AT LA

at risk3
AF1200mg Q3W,
75 F K| 4 (N5-FU 281 227 169 122 75 40 10 1 0
EYx~T, 278 227 147 100 51 20 5 1 0
7" 7 FF 8K K OB-FU

X1 AFBEHEERED 0S OHPEETE D Kaplan-Meier Bi#f (KEYNOTE-048 3RER)

# 2 AFEMBEDOHEMEE (KEYNOTE-048 35R)

AR H P - (bR
%5 30141 30041
R (H) 11.6 10.7
\ o | [95% CI] [10.5,13.6] [9.3,11.7]
ITT S84 05 NH— R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25713 25543
o (H) 12.3 10.3
cPs=10 | o [95% C1] [10.8,14.9] [9.0, 11.5]
B AEMH] NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

CL: RHXR, *1 : HEAEITRE O T — 5 (201846 H13A U v b A7) *2 2 J&hill Cox Hfl ¥ —
RET M L DALFIRERE L O, *3: @hln 7T v 7 /g GERMEP ), *4: @hiln 77
YU RUE (R P )



A #1200mg Q3W

A1 (o)
&

/ X\“"“'ﬂiul—++~ I

D9 wvx~7 7 FFFRAKUSFU | HHH’H""’H’H}H,,J‘W}L )

10| | ’rﬂﬂ”r? 777777 I
0
0 5 10 15 20 25 30 35 40
AELFEAR [H ]
at risk#
AF200mg Q3W 301 225 172 125 81 37 18 2 0
X~ 300 245 158 107 57 2 10 1 0

77 F 7 W % OB-FU

100 -|
% -
&) —
70|
g 60 4 #1200mg Q3W
< 50|
B
& 40
27 e My
¥y E LT 7 5FF WAL U5-FU l "ﬂ‘rr}—Hﬁ}wiu o
10 FHE =
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 2 0 35 4
AAFIR LA ]
at risk3
AF1200mg Q3W 257 196 152 110 74 34 17 2 0
tYXovT, 255 207 131 89 47 21 9 1 0

7'Z I BH L OB-FU

M2 AH|BME S50 OS O HEEHTERD Kaplan-Meier i} (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS= 10 BEER)



(PD-L1 FEBLR IR D A %)

] PR IE R 25 M AHRAER (KEYNOTE-048 #UR) (CHAAN DI BEOT —ZIZHED x|
CPS BT 24T o T2 G20 (BRERA 2T 2 5 de) M OVZEMEORERIZU T O LB Y
ThoT-,

AANZEBIEGEH OAZIMEIZES LT, CPS 28 1 Riii DA AL SARIERE S IRIEFEED
RTH-oT- (F3, K3,

AR EMBEE OGRS L T, CPS 2MEW T SRR IEREIC 69 5 AR B 50
DAY — RN K E 2 BEANFRD Hiv, CPS A 1 K DFAITII AN — RN 1 %
kFEl>72 (R4 KO 4),

723, PD-LIOFIBLRBUC L 6T, RFORZEMNET 17 7 A VIFFEKRTH -T2,

# 3 KEYNOTE-048 BRERIZ 1T B K EOF A#ED CPS Bl TD 0S™

PDLI %5 EEs gy PRI DeeCH e e
o R e e

1=<CPS<20 2&{%{;@2?;% gi 1;; [[89:’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss PMBEEE D0 TI0INTo

CI: EHEXM. *1 : REEITEEO T —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox Ll N — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) R OVHPV J&Z: (M. [atk) ZBRIKF & L7- Cox Hffil
— KET L

100 - 100
90+ 90
80 80|
70 701 . \
3 A F200mg Q3W, 7T T I KOSRU 2 YR ovT | 7T FFEIROSFU
N> 60 S 60y -
M 50 / 5 50 H) /
Itk 40 40
H 30 i #H 04
Hﬂ” ,,,,,,,,
20 L m 20
ol TrEv~T rmrrmmrosey’ 10| A AI200mg QAW 75 F KSR
.
0-— T T T T T T T T 0 T T T T T T
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30
i AL (A ] . AEAFIR (]
7‘5@“ 3@;&%}’(\’% o 197 144 109 67 % 9 1 0 f’j i” io‘_’)m;gé&vi" s 30 % 13 8 4 1
TYEI~T, 25 191 122 83 ) 16 5 1 0 EYFI~VT, 3 % 25 17 9 4 0

77 F IR U-RJ

7 7 FF 8| K U5-RU
X3 KEYNOTE-048 3B I51F 3 &K BB E#ED CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cpsz1 FEFER. A : CPS< 1 0EFEF)



# 4 KEYNOTE-048 FABRIZI3 1T 5 AF| B 5.0 CPS BT 0S*

PD-LI 55 T I T I o s
crs<t Mlvmrn s s lorise 170862200

1=CPS<20 K?gigigﬁ 1;;‘. ig? %2(7): i;?% 0.90 [0.68,1.18] ™ 0.028
A T

CI: {ZHEXRE], *1 : PRIMITREDT — 4% (Q018F6H 138 4 v b4 7) *2: JE@RICoxL BN — KTV (I
SRWIMEAT) . *3 : ECOGPS (0, 1) KM OHPVIEY: (Bt Faftk) ZBERIN T & LizCoxbbfii ¥ — RET L

100+
20
80
0 —_
= o
R 4 71 200mg Q3W S
w0 #
B S Rl
H 30 / H"ﬂ—ﬂu H
1 i
2 i ‘ -4,
0] BV FYST LTI TIRAROSFY -t
=
0-— T T T T T T T T 0 T T T T T T
0 5 10 15 2 2 30 3B 40 0 5 10 15 20 i) 30 35
o AR (A » I (A
at risk %% at risk %%
% #1 200mg Q3W 257 19 152 110 7 % 17 2 0 77 200mg Q3W 4“4 29 20 15 7 3 1 0
Ly~ % 07 13 8 4 21 9 1 o EYET=T. » z7 18 10 5 1 0

75 F AR UB-R 77 7 ainose

X 4 KEYNOTE-048 3B CI51T 3 AF BB 5D CPS B TD 0S D H T D Kaplan-Meier Hif
(£ : cps21 DEFEEF., £ : CPS< 1 DEEFHEM)



[Ze21E]
OEBILFEFH MRS (KEYNOTE-048 #5)

BEFGIIAFIG AR GHE 271/276 51 (98.2%) . AFKI B £ H-7E 290/300 1] (96.7%)
S OLSERIERE 286/287 Bl (99.7%) (23D B, 1RBREE & ORERGENGTE TE 2
HERGIT, TNE 263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WITNDORETREEIS D 5% L EORIERIZTERDO LB TH-oT-,

£5 WIhLOBETRIAFISS 5% EOBIEM (KEYNOTE-048 3BR) (R2MENT X RER)

FERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 ee=-375 e
FAFE (PT: Preferred Term) 276 fi] 300 1 287 Bl
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EIFEH 263 (95.3) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiRIs LV > R bEE
21 133 (482) 52 (18.8) 0 12 40 2 (07 0 118 (41.1) 42 (14.6) 0
TEENE LT BRI 21 (7.6) 21 (7.6 0 0 0 0 12 42 12 @42 0
i Bk SE 34 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16  (5.6) 0
I BRI E 91 (33.0) 50 (18.1) 0 3 (1.0 0 0 90 (31.4) 59 (20.6) 0
i/ MR E 75 (272) 24 (8.7) 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
i L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IR REAR T iE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H ke
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (17.8) 3 (1) 0 16 (53) 1 (03) 0 75 (26.1) 5 (L.7) 0
L 124 (449) 15 (5.4) 0 12 (4.0 0 0 131 (45.6) 16 (5.6) 0
A A% 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
Mgt 75 (272) 7 (2.5 0 7 (23) 0 0 64 (223) 5 (L.7) 0
—f% - BHEFR L OB GENLOREE
A7) i 33 (1200 8 (29 0 7 @23 1 (03 0 30 (105 6 (2.1 0
95 84 (304) 19 (6.9) 0 43 (143) 3 (1.0) 0 83 (289) 11  (3.8) 0
(a9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
KD S SE 77 (27.9) 26 (9.4) 0 8 @27 2 (0.7) 0 76 (265 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JYIE RS L O A BUE
PIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, fER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
PR A
ALT #4)0 10 (3.6) 2 (0.7) 0 7 (2.3) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =80 30 (10.9) 1 (0.4) 0 2 (0.7) 0 0 15 (5.2) 0 0
I v BRSO 46 (16.7) 28 (10.1) 0 1 (0.3) 0 0 54 (18.8) 35 (12.2) 0
VAN = el 51 (185) 14 (5.1) 0 1 (0.3) 0 0 46 (16.0) 9 (3. 0
R 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
i BRE 36 (13.0) 15 (5.4) 0 2 (0.7) 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIEE 62 (22.5) 12 (43) 0 16 (53) 1 (03) 0 62 (21.6) 8 (2.8) 0
KH Y 7 A 16 (5.8) 8  (2.9) 0 4 (13) 1  (03) 0 36 (125) 11 (3.8) 0
K~ 7% 7 A fE 209 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R Y T AfE 23 (83) 10 (3.6) 0 9 (B.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY >R 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6 5 (1.7 0
PhR R P
USOE Y 16 (5.8) 0 0 6 (2.0) 0 0 15 (5.2) 0 0
KRR =a—aF— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

Bi%x (%)

Organ Class) AFIOF B 51 ASFH BB 5 (bR IERE
JLARGFE (PT: Preferred Term) 276 141 300 1) 287 5
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
BB X OUREEREE
Felias i 15 (5.4) 4 (1.4 0 4 (1.3) 1 (03) 0 6 (2.1) 1 (0.3) 0
J2 R KOV TRk E
SUERRR R 5 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
R g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7 0
;ﬁ FREREFFEASIE 4y 0 0 1 (0.3) 0 0 20 (0 2 07 0
& D PEIE 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
% 22 (8.0) 1 (04 0 25 (83) 2 (0.7) 0 101 (352) 17 (5.9) 0
B2 €2 2 (0.7) 0 0 0 0 36 (12.5) 0

7ok, AFNGFRHBGREICRB WO CTHREMEMZER 13 61 (4.7%) . KIBX - /Mg - EED
THI9 B (3.3%) ., MR E (57 2 « N —JEBERESE) 9 (3.3%). AFHEREREE 27 31
(9.8%) . FLIRMIREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

HAE VR MR REE) 21 #1 (7.6%) . OyF4% 141 (0.4%) K O infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (REREIRERTE, AR, HEREIES) .
BB R RERR . 1 BUBE PRI, R, AR - BRBUTIBAAE, BEEAL M0, M - BRI,

SE DS, HERMERREE (oM MRS VESRBERN, IR L, ARIFERRE, B
FERIERIESE) | MERE RAEBRE S O EZ TR S rino T,

ARFN B SR B W TRV EMEZE AR 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (FERMBEIEERE, 2B, EREES) 161 (0.3%) .
RS 15 1] (5.0%) . ALK IBRSRERE S 42 f51] (14.0%) . T HE(ARERERESE 1 451 (0.3%) .

/NES - BEED T 4

RIBHERERE S 1 61 (0.3%) . BikmelmEs (RAEHEMEBRE) 56 (1.7%) . MKk - §E
B2 161 (0.3%) . S &E DR 1] (0.3%). B 261 (0.7%) K TN infusion reaction 4l
(0.3%) DO LN, T, MREE (X7 « NU—ERERS) . 1 BBERKB.
K- BT RUARE, BIER R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIERIESE) | MERE BIEEEE K O ITEER O Hiv/e s

272,

AREWERZEHR DI EF S (AREERE 2 E) 25 0EIRETT,

10



[FHik - AE]

AR OREEFEYBREET L ZFIH L= I 2b—32 a2k v, KK 200 mg %
Q3W, 400mg % 6 Bk (LUK TQeW] & 95, ) XiF 10mglkg ((AHE) % 2 JHfH
Mk (BLF TQ2W] &9, ) THE L7ZBROARA D Mg T EN S S, &Rk
F. KK 400 mg & Q6W TH 5 L 7B OARKI O EHIRREIZ I 5 FH Mg PRk (LA
T [Cagss] V9. ) 1E. AHI200mg Z Q3W THeE L7=FED Cavgss & FHILLT 5 & T
Shiz (FF) . 7. &K 400mg % Q6W TH G- L 7=BRDOARHKI D EHIRBEIZ I 1T 5 %
REMIEFIRE (LA [Chaxss) &V, ) 1. AHI200mg & Q3W THH L72BED Craxss
L CTEEZ T E TSN OO, BARANBFIZEWD CTEARERHER I T
HHE - HETHHAH 10 mglkg ((RHE) % Q2W THEEH- L72BED Craxss & Lt L TIK
fEzrmdEFHENT (FR) , &I, BEMERAMEBEZ 552K 400mg %2 Q6W
TG L7 S IAERER (KEYNOTE-555 #tBR) X 0 15 5= SERIMEIZ 35 < 3@ ke
RIA=BFT v Ialb—va Al PRI LICEDERE ST A —& LHELILTE (FKR),
MMz T, BEOREEIZI T 2 BRRBAEIC LD & | AR ORE & & B X T2 etk
& OREZ MRETT D IRET LS TE T VAMEE 4, AKI 200 mg & Q3W XX 400 mg %
Q6W THE L7ZBROgEE & Ao XTI R et L OB O W ORGSR, E
FLOHE - AEOM THEIMER R EMEICHAMERZR TV & PRI S,

K6 FHNORMBE T A —F

v - A Crax Cavg Chmin Crmaxss Cavgss Chmin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
20mgQW' | (coivon | raoen | (78 i8s) | (o174 | 4ossio) | (208 814
400 mg QW (12;,2i24> (32.3(,)??2.7) (10.%1(,).?0.8) (142,4?49) (SO.i?gl.S) (19.?'2?0.9)
40(07%%%\/\/ (1351.2(,5.10;6.4) NA ( 14.1: i§5 4) NA NA NA
10 mglkg Q2w (21;2223) (142?41145) (11%,1221) (421,2?133) (272,7282) (19;9;00)

+:n=2993, 100[HDY I = L—y a3 LY EH SN KAEIEO T IE (2.5%4, 97.5%40) | Crax : #IEIHE
B Ol m MIETIREE, Cavg @ FIEHR G4 OFHIMIE TIRE, Cmin @ FIEHREHE (FA 702 &EHD) ORKilE
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGEHIREE, Cavgss : EHIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
BT 2 IR i i

1 1 56 BIDRATE-EIE  (95%(EHH X [H])

§ ¢ 41 B DRATTEIE (95%(SHHIX [H)

NA : %272 L

11




4. FEFRIZOUWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIER 2RI LT
BRI T D Z ERMERTED, LFOO~QD TN T &z sl W THEHT 5
RETH 5,

@ #EHRIZHOWT

D1 Fito (1) ~ (5) OWTNNTENT I THDHZ L,

(1) EEFBREDEET D05 ABHEERLS RS (BRE RS A SR EE L SR
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁr&@&>

(2) FrEREREFRRT

(3) HBENFRAENIRE T DA BHEEEFRL (DS A BREEEE TR, S A SR
W 1IEBE. 2 AR R e &)

(4) ARACFREEZRE L, SRAEHREINE 1 XU R FHIEINER 2 O it a% FL
R D 21T - TV B fitiak

(5) BrEEMERES AL E BUINR OfE FEAEITAR D | 21T - TV B Jitigk

O-2  SHSHERE DAL FIIE S ORINE I FEHINE OIS +53 70 Fiak & BEBR 2 D BE Al 3
TEBHEM (FROWTNIIEZ ST D EMIUIEBER) 25, Y% O AN
TOWFEOEME L LTRHESINTND Z &,

eSS

o [ERNRFFEUGE 2 FOYMIIHEZE T L72ZIC 5 LA EO D AT D ERIRIHE %
ToTWDHI &, Hb, 24N T, SASMIREE £ L U BRI OMHE 4
ToTnBZ &,

o [ERRFFIGER 2 FOMMIHEAZE T L7cRIZ 4 L1 Lo B SRR EE O R
WHEZIT-> TR, 25, 242 R, 2N AFEMREZ & CESE RS2 R O
FRRIHE 21T > T D Z &,

o [ERNARFF SUTHEFHEALFFIUSZ OMENHE 2 T L7212 5 4ELL Eo 0 ESE
DEFRMHEZIT>TH V. 9B, 2FL I, DAIEYIFRIEEZ ST OEARI O A
BIEDBAIHEZIT>TWNH Z &,

&% AFN L DERICBWTCIREIERSE OGN E A2 BT 5720, BE DOIRE
(ZY 72 2 HRHEMIZ EOROWT IR TR 2573 =T (BESE I 0L 5%
1R ORIWE R B DO REIG +53 70 ik & 1B & FF AT & OBRE/E#ED ) &
WZRETH &,
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@ BENDOEHR. fﬁ%’iﬂmﬁwﬁiﬂ%ﬂ ZDWNWT
=5 5': TEAE BT 2 EE DB E S v, BURESEN D OFHRE D, A2t - &2
Eoti 8o o] %?&@@E%&U\Eﬁﬂiﬁ X DRt AEFRNRAE LIS OWE
. FEDHLNIATON D BRI E->TWD 2 &,

@ BUWEAA~DIISIZOWT
@-1 HEER AR 4 % Bl

VMNP R O B R RIEM S A LTI2BRIS, 24 BFEIR2IRIAHIO T, 2i%htiag X
FEEE R VT FEEL L7 RITERNZIE U CABRE B O CT S ORIEMH OB
LILRABDORERDY B PICHE S, EDICHISTTREREHI A E -~ TnD Z &,

@-2 EFEREHRICLH>AFEFSNCET I EH

AR DM 2 R M OB 2 B T 5 ERIEEE PRIERE=2 1Y v 7
EHEOIFRDOAT ) —= T EITOERE &R Z A TE 5 F— AERIRH 23
S Tns 2 L, ok, BEAHFIZOWT, BDABE LZOFBEITHSIZEmE T
Wb Z &,

@-3 BIEROBETCAITITE LT

BIER (RYEMEMR BN A, RIBZK - /IMEJ - BEEEO TR, HJFH%AEB%%-@E{I:THE
G NIV © [‘a:. (R RV EVER RS . NS (T EmAPREERE T HUIRIRREE
PETE . BIEAERERTE) . 1 RUBEIRA, S & D IRR, Mk *ﬁan’*)ﬁﬂm&ﬁ#f HX . HEDR
fEREE (@&ﬁi‘%&%ﬁlﬁﬂ%f PLFERERRARIE A . ZIALBE, FRIE S ) infusion
reaction, AM# - BESE, BEAEFGMESIE, MRERETE (7 2« N —EMRIESE) . DR,
B R MEPEE (R PE il Mg D PESEDER . PR L, PRIFERES . MERERIERAESE) |
MERE BAEGRE, RiZS) (X LT, SRkl ST BB O REFIM: 2 A9~ 5 Al
SHE L (RITEH ORZBH-ORISICE L TIRERUEZZ T ONOR/HFICH D T &),

(Y 7R ALE D T E DIRHI - TS 2 L,
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5. BEXB LR DRE

[(B2h B3 % 1]

O ALFFRIERE D 72 VR U TR RS 2 3 2 S R EROE B 2B\ T ARH
B 53l NZARA] 5-FU KO FFRFIO PR G- OFMER R TN 5,

@ AFNIEFESILFESIFEZE (KEYNOTE-0483E) 23\ T, &RERICBWTE
YR~ T 5-FU KOV T FFRFI O E L i LT, AKHL 5-FU KO F
FFHIKN O OF G OARF B G-OG IR R ENTWAS, 7277 L. PD-L1%
B (CPS) 12X W AHIMENE 2 D BIA N RR I NSERENE LN TNDZ L (p7
~8Z M) 16 CPS" bR L7c L CAAIR G- ORI GOHW 2325 Z L NHEE LUy,
CPS MR TH D Z & PHER SN BE IO T, AFILSOIERERIK S5
B35,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (JR5E4) V&R ST
%,

@ TREICEZYU T 2 BB T AR OFR G K OERITIEZOWTIE, AFIOFZPED
MESLSNTELT, AFIDEREGIR LB,
o fiTERAHIIRIE
o OTHIMENR SN TV W i OHFEEMEREE 7 & OOF A5
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[ZzVEICBE 4 2 F1A]

O TRICEYTLIEEIZOVTIAFORENEZRE SN TNWDHZ b, AT
DNz by
o KAIOBS IR LIBEUE DBEEED & 2% B3

@ 1BFEATOFEIZ VT RIS S T 5 BFIC OV TE, AFOFEITHERE S e

D, AOIRFRPUR A 2 NGEITIRY | HEREICAHZEHT 22 L 2BETE D,

o MEMMZEEROEI IO H 5 BH

o iR A CRIVE R A R D B M ONE B D HUR BT <0 e fifi 2¢
FEOMMIZRIEMEZE N A BN D BE

o HOMAERBOAED, UTEMERZRHE L < ITFERMED B R E OO
b5 B

o BB (Em@MaBEELST) Ob b EE

o BB IIMEEE T HRE

*  ECOG Performance Status 3-4 "™V o 4

(D BCOG 0 Performance Status (PS)

Score ER

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARETH A O OEY O Z LT F N THEEIZBERTTE 2V, HHPD 50%Lh Eid~y R Tild 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,
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6.
@
@
®
@

BECBRLTHEREIREHE

IS SCEZRIIIN 2, BUEIRGEER DM T 2 BRHE 2 3D & ARH 0 et Je O 1E i

DT OIZ LB HZ T L TR 5 2 &,

TRIEBRABICHENE D | B XX 2 OFIEICHIME L OERM %2+ L, RE 215

ThoEETHZ L,

CPS H gl L7z BT, AFNOEG AR ZHW T 5 Z LN FE LAY, CPS D3RR T

XRWEEITIE, AR OO Z @Ol L ECERETHZ L,

FERBIERO~RT A MZONT

o HEMREENDLOND Z ENH DD T, AEFOEEIZHT-->TiL, PIHIE
W (BGI, PR R, k) O OO X S O k%, Blggs 1
SITATH 2k, F7o, REEIZS UTHIE CT, Mg~ —7 —%OMA 4 FhE 3
5k,

* infusionreaction 3% H I D = & 23 5, infusion reaction R D H AL AT
(F. WEIRAE 2T O & &b, SRR EE T D F TREOREBE 0Bl
THZE,

o FLIRHRFEREREE. T EMAHREREE L ORIBHERENH HONDLZ ENH DD
T ARAIOEE-BIRART R O G- M P I X ESIIC N sre A (TSH, e
T3. #EHE T4, ACTH, ML =5 —/VEOHIE) 2FEhid 52 &,

o JIFHEREREDE ., WLMEIE RN D HLbILD Z B DD T, AFIOE5-MbRT &
O 5P I Efmic e aE (AST. ALT, y-GTP, Al-P, BV LB %
DORE) % FEhad 52 &,

o HEIER (MERKMMLEERAERREEGT) FORERERIREE NS DD
ZENRHLDOT, EHHNCIROEF OFEAMHRT D52 L, £z, ROEF R
RO LNTHEITIE, HONICEREBEEZZ2 T 0 L) BEZIEETHZ &,

o AHKIOEEIZLY BEORIERISITEINT D EE 2 BN DA R RBSCHTE
NHOLDOLNDZENH D, BENPREDONTHEIZIE, BELE-FLRIIL LT
BRI 70 ik & SR A FE O [ AT & s U CE IR R A 1TV R E ok
BOSIZ X B EWER D St 2 35-5101%, AFIOKRIES T Ik, & ORIE E R
NEVHOBRGE2BET D2 L, B, BIREEFRLVE L ORGIZXYEIE
R OUBGEDRFRD B WIGEIZIL, B RE AR VE LSO il &l oEmn
LBETDHZ L,

o B THEEMNLEI AR L COHrOLRWERNRERT L2 ER"H 5720,
AFNOBEHETHRICHRIER OB 2ITHEET 52 &,

o 1 EUMEIRYE (BUE 1 BUBEIRG A2 S de) Nd bbb, HERFMES TV R—T X
IZEDLZENHLOT, Al ol TRHFEOEROREL M ED F&-I2+
SERETHZ L, 1 BERE RSN GaII G2 L, A2 ) il
RO HEOWEYI R NEETITH Z &,

AFNOEGRRBICB N T, BG5GND 9B, UMIZ1FEREToHIT L, 0D

#% 9T L ITHEIMEDFM AT > T2 2 & 2B E| T KRG 30E B g
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