KEFEHEETA KA v
RaTn) <7 (BIETFHEBEZ)
(B354 : %A hA—4 SR 100 mg)
~BRSAERIE ~

SRTE1 28 (G248 AWET)
B4 B




ER/N

1. LI P2
2. ARHIOFHE, TERBET P3
3. ERIRRGE P4
4. FEFRIZHOWT P12
5. BHXHRLLHEE P14
6. HEHEICELTHETRXHIRA P16



1. IXC®IC

=S5 DH I « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, IEORFEHNOEAIZ LY | FUREIKS 22 & OFHH 7o Frll/F A%
FFEIMPEKRBINLH T, 2O DOEEKLZFEICHLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERLEOMFHORKE(LHEEZXNL Z L &S TWn5,

FORE R E ST, SRR BT 0 7 7 A VDS EDEIK L LB S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN D BFICK L THERT 2 & &b, BIFE
PN U= B 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 R B < fdi
THZLENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 MR 2R 5 2
FROEEFRREZRT,

B ARITA RT A %, MNATEBUE NEE S EREE R S, A tHEAR AR
BRRIE s . — M RTE N B ARERIRNEES . — A EEAN AR F SR 7 kO
NasfEHEN AR ORI 20106 EERR LT,

RIG L IR HEISL A b L—F EEERE 100mg (— R4 a7 X~vT (Eis
FHEHER))

R ERDMEXIAE « R XL =EREES 2 A 9 5 S

NEERHRMEROAE - @, AL, Xa7n) X~7 (Bisrdfz) LT 1
[a] 200 mg % 3 WA HIFE XX 1 18] 400 mg 2 6 J HI[F R T 30 47 [H
T TRIEFRET D,

il 3 B 58 ¥ #F  MSD Rt




2. AF DK, 1ERBERF

XA M —H REEHE 100mg (— 4 - RXaT7n ) X~v7 (@ z) . BLT TR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) & %D U %> K Td 5 PD-L1 & T PD-
L2 L DOfEEZEHZMEET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 1T T MAR S0 G GLREHE D> & 84 5 72 OIS DY AR DS FI 9 5 T2 70 S0 2 il 4
AA w F T, PD-1 1, RIS TEER T MifuoMinLmIcBELL, B %
P SO % B e A Tl 72 S0 OS2 3%, 7ebBH, PD-1 (XU T2 R EfH
ATHZ LKV PURSZERICL D v VT VinEZAICHIET 2% B&KTH 5, PD-LI
DIEFFMRIC B T 2HBUT DTN TH LI, Z< OBRAMBTIE T M@ 2z
HIFCEENIH L TWD, DAMBIZIIT D PD-L1 O &38RI, BN . BENE
MR IRELRE . FE/NMRATE R & O A e AU TTHRARRE - TH Y | RVVEFR
& DM HRE STV D,

BEE DD DGR T & PD-L1 FBEOFEEEMED S PD-1 & PD-L1 OB ILNEE O
TR R B W CEHEEREE 2 ) Z LAURBR SN TE Y BN ARIROER L L
THIfF STV 5,

AFNZ, PD-1 & PD-L1 X OXPD-L2 Oifj ) > ROfEGEET L Z Lk, EE
W NBREE T OISR B ENE T U v SERATEMA L &, HUEE S 4 FHE b
T 52 L CHEENRARET D,

ARFNOVE I35 < E OSRE ROSC X 2RISR & b oh, BESUIELTIC
EDLAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEH
D BTG EITIE, FEH LT FRITE U R 22 ik & BBk 2 Ff DRl & dig L Cl
BN 8RR W 2 ATV B DSERISIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 MER D D,



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

[G2hE]
[ BRI [R5 MAHRAER  (KEYNOTE-048 #U5%)

L RERE D 72 TR S (U, R - TUHER J ONWEEE OO 38 R fRis 2 A5

5 BHS R - B R R 882 Bl (H AN 67 flagle) xR, BYXv~7 (B
R z) (LR TeYyxo~=7) 2nwo,), ZrdrruZin (BLF [5-FU) &
9.) RO 7 FFRAIOHHEE (LFRIER) 223t LT, 5-FU &7 o758
FIOPEH T TARAN G (RANOF A G-HE) = K OAH] 200 mg 2 3 B IR (LT TQ3W
LW ,) BE (RAIEMBEGR) OAIMEE LSRG Sz, FEFHMEEE O
=D L SN REAHI (LT TOS) &W9,) 120\, ITT £FHICBW T, KAIGF
ﬁHT«?Yf HMEFRE L i L CTHEICIER Lo, £70, AFIBIMEE I L FIRTE & i L

T, ITTHE£HICEBWT, OS 1ZFEHMEE R L, combined positive score™ (ELF [CPS) &
W) N1 UL EDOBEEMIZBWT, OS OFERIEENFED b,

1 JRPTRZICH T DR & L TEERIE A B I N F4l S LTV /B3 Tk, M4E%TA
FOBMIGHE R H6H HLL LR L T2 5A1%, lAARREE Shi- (272 L
WMELIRWSE T 61 A LANICIRBHETT L7235 813BR <),

Y X~ T7 (FIEI400 mg/m?, 2[E1H LAFE250 mg/m?) . AT T F 100 mg/m? XL
VAT ZF 2 AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H W$&ee S0 5

DIEIZ Q3W (BY v ~T7 DA LRI THRK6=—AEEH, Y F 1 ~7250
mg/m*% LR FIR CT& 5 LTz,

*3 : KHK200mg, A7 T F L 100mg/m? XTI H/NVAR T T F > AUCS (mg = min/mL) K O85-
FU 1,000 mg/m?%day (4 H e G) DIEIC Q3W T K67 — A 5% AF1200
mg % Q3W TH:H L7,

*4 : PD-L1& R8I LMl (M, ~2 a7 7 —Y RO U o58ER) ZREEMTnsk
FRL. 100% 3 U 7= 5K 0E,

£1 AROHABREOEDMERE (KEYNOTE-048 35R)

AKIOF e 51 (bR ikt
(2814) (278%1)
ol (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 : PREMITEREOT —% (Q0184F6H 138 U » b A7), *2: @RI Cox Ll N —
RETF N L DACFRIERE L DL, *3 @ @Wlla 7' o 7 e



A F#1200mg Q3W., 7 T FF HiHI K US-FU

AR (%)
8

/--nﬂ|ﬂ~|

30 —

0+ vvxv~7, 75T WHEUE-FU Jri"m’|||‘1|"'——||—||‘i,‘

10- Wt |

0 I I I I I I I I I

0 5 10 15 20 25 30 35 40
A LA ]

at risk#
AF1200mg Q3W,
5 FFE G O5-FU 281 227 169 122 75 40 10 1 0
;Z; ;;;{J%& sy 278 227 147 100 51 20 5 1 0

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

2 AFEMBEDOEMEEE (KEYNOTE-048 35R)

AR Hh P - (bR
%5 30141 30041
hoefiE (H) 11.6 10.7
\ o | [95% CIl [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]
AR NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

CL: RHXE, *1 : HEAEITREOT — 5 (201846 H13A U v b A7) *2 2 J&@hil Cox Hfl ¥ —
RET M L DALFIRIERE L O, *3 : @hln 7T v 7 /g GEREPE) . *4: @hiln 77
YU RUE (R P )



A #1200mg Q3W

A (o)
&

.

D puxs~7, 75FFHAKUSFU ! IiH“‘H""'H'H

I e e e LA |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AR [H]
at risk#
AF1200mg Q3W 301 225 172 125 81 37 18 2 0
BYXU<T,

7 5 FF 8K O5-FU 300 245 158 107 57 26 10 1 0

A F1200mg Q3W

ELFE (%)
?

- / »»H"“i‘rv|‘||

: iy
2 YR T T TFF WK UE-FU I H""ﬂfﬂ -
10 P |
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 2 0 3% 0
G e UILDEN

at risk#x
AF(1200mg Q3W 257 196 152 110 74 4 17 2 0
tYRTwT, 255 207 131 89 47 21 9 1 0

7'Z I 8K L O5-FU

M2 AH|BMEE 50D OS DO HREEHTERD Kaplan-Meier #if# (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS= 10 BEER)



(PD-L1 FEBLR IR D A %0 1H)

] PR IE R 25 M AHRAER (KEYNOTE-048 3UR) ([CHAAN DT BEOT —ZIZHED x|
CPS BT 24T o T2 A 20 (BRERA 2T 2 5 de) M OVZEMEORERIZU T O LB Y
ThoT-,

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

AR EMBEE OGRS L T, CPS 2MEW T SRR IERE IS 69 5 AR B 50
DAY — RN K E L 2 DEANFRD B, CPS A3 1 K DGFAITII AT — RN 1 %
kFEl>72 (R4 KUK 4),

723, PD-LIOFBLRBUZ L 6T, RFORZEMET 17 7 A VIFFEKRTH -T2,

# 3 KEYNOTE-048 3RERIZ 1T B K EOF A#ED CPS B 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 L0 o

CI: EHEXM. *1 : REEITEEOT —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox LN — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) X OVHPV J&Z: (B4, [atk) ZBRIKF & L7- Cox Hfiil

— RET L
100 100
g)* w,
80 80

A H1200mg Q3W, 7T FHEAI LOSAU

30 ’ m
20 / tll'"H'Iﬂ'im

Y X owT TTFFRAIKROSFU

EArER (%)
2

A (%)
&

o] TYEv~T ToFrmmRosFU 1""i”"*H'jmf,wmi 10| A AI200mg QAW 75 FHUAIESRY
S (S U N E o
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30 35
s AR (1] - AAEIIT (]
f@g@gﬁfgﬁw 242 97 4 109 67 3 9 1 0 f’j i”io‘_’)mgé&vi"%m 39 30 2 13 8 4 1 0
E; i@ém sy B8 122 83 m 16 5 1 0 f;f};% s ® 36 % 17 9 4 0 0

X3 KEYNOTE-048 3B 35T 3 &K BEH 58D CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cpsz1 oFEFER. A : CPS< 1 0EFEH)



# 4 KEYNOTE-048 FABRIZ I3 1T 5 AF| B 5.0 CPS BT 0S*

PD-LI %5 T I T B o s
crs<t Mlvmrn s s lorise 1370862200

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

CI: {ZHEXE], *1 : PRIMITREDT — 4% (Q018F6H 1384 v b4 7) *2: JE@RICoxtL BN — KTV (I3
SRIWIMEAT) . *3 : ECOGPS (0, 1) M OHPVEY: (B, FBatk) ZERIN T & LizCoxbbfii ¥ — RET L

100
g) .
w .
R —
> o
§ 60 A #l200mg Q3W 8\/
B 7 3
& it
@ e «
i g
2 Hi""’rlw
0 Y X7 7T F AR OSFU H"}"'lurriﬂwﬂi
—
0 T T T T T T T T T 0 T T T T T T T
0 5 10 15 2 % 0 % ) 0 5 10 15 2 % 0 3%
o AR (A » I (A ]
at risk %% at risk %%
% #1 200mg Q3W 257 19 152 110 7 % 17 2 0 A #1200mg Q3W “ 2 20 15 7 3 1 0
VXIS, Y F T,
7o FrwgposRy B O Wm0 S S s ® s 0

X 4 KEYNOTE-048 3B I51T 5 AF BB 5D CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cps21 DEFELEF., £ : CPS< 1 DEEFHEM)



[Ze21k]
OEBILFEFH MR (KEYNOTE-048 #5)

BEFGIIAFIG A GHE 271/276 51 (98.2%) . AFKI B SR 290/300 1] (96.7%)
J OLSERIERE 286/287 Bl (99.7%) IZFRD B, TRBREE & ORERGENGTE TE 20
HERGIT, TNE 263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WITNDORETREEIS D 5% L EORIERIZTRDO LB THHoT-,

£5 WIhLOBTRIAFISS 5% EOBIEM (KEYNOTE-048 3BR) (R2MET X RER)

FEERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 bR
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
EIEH 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
2 133 (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 fE 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
Hi L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IS 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 (178) 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
REAES 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 (1.7) 0
—f% - BHEER L OB GENLORE
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 (26.5) 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JRYIE RS L O A BUE
JIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, hER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
g 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
/N 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 BRI 36 (13.0) 15  (5.4) 0 2 (0.7 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIGEE 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 U T AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY i 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
KR =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 AFH BB G (LR IERE
JEARGFE (PT: Preferred Term) 276 51 300 f31) 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
T R 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 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
Fe g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7) 0
;ﬁ FREREFFEASIE )y 0 0 1 (0.3) 0 0 20 (70 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, ARG GRICRB WO CHREMEMZER 13 61 (4.7%) . KIBX - /MK - EED
THT9 B (3.3%) ., MRS (57 2 « N —IEBERESE) 9 (3.3%). AFHEREREE 27 31
(9.8%) . FLIRAREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

A REVE MR REE) 21 #1 (7.6%) . D4 141 (0.4%) KON infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (REBEIRERTE, SAEE, BEREIES) .
BB R RERR . 1 BUBE IR, R, AR - BRBUTIRAEE, BEAEAL M0, M - SIS,

SE DS, EERMERREE (S i MRS VESR RN, IR L, ARIFERR, B
FERIERAESE) | MERE RAEBRE L O EZ TR o7,

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

/NGS - BEED T 4

RIBHERERE S 1 61 (0.3%) . EiRelmEs (RAEHEMEBRE) 56 (1.7%) . MKk - 5
B2 161 (0.3%) . 5&E DR 1] (0.3%). B 261 (0.7%) K TN infusion reaction £l
(0.3%) DO LN, T, MREE (X7 « NU—ERERS) . 1 BBERKB.
K- BT RUARIE, BER R, Ok, EER MRS (M MO MR 5T
. WML ML, REFERES . MERERIEKIESE) | MERE BIEEE K O ZITER O Hivle s

D72,

AREWERZEHR DI EF S (AREERE 25 250EIRETT,

10



(At - HE]

KB OREEFSEYBIREET LV EZFH L7-v I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHMMHE (LT TQeW]) &9, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P Mg iR (LA
T [Cagss) &9, ) 1E. AHI200mg Z Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . 72, AH400mg % QBW TH G- L 7=BROARHKI D EHIRREIZ I 1T 5 %
EIE IR (LLF TChmaxss) &9, ) X, &Kl 200mg 2 Q3W THEH L 72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR FHER I AT
HRE - HETH 5% 10 mglkg (RE) % Q2W THH: LTZERD Craxss & Ll L TIK
EERTETHEINT (FFR) . SO, EERAERE 2 X5ICAKA] 400mg % QW
TG L2/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC IS < EiyHhhe
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILT- (FR),
Mz T, BEOREIEIZBIT 2 BRI D & | ARFIORE R & Ao UIE M
& DER#EZMRFTT DIRBESST T VDL S L, AH 200 mg 2 Q3W X% 400 mg %
Q6W THH L7-BROMEGTE & & AME T L2 L OREIZ O W TIRFT S /R, b
LD - HEOM THEINE L OVREVEICAME R 2RI 0w & PRl Sz,

&6 FAOEMBRL T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL) (pg/mL)
200mgQW' | (coivon | raoen | (7888 | (o174 | 4ossio) | (208 81
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.10;6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (213,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

t:n=2,993, 100 BN I = L—3 3 U2 X 0 R S SESEO Il (2.5%8, 97.5%5) | Cmex : #IEIHE
%O MIERIRE, Cag : PIEHEGHOFEMIEFIE, Cmin : FIEEKGE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGE T IREE, Cavgss : EFIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
B B el i 375 e

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5HE X M)

NA : 47 L

11




4. FEFRIZOWT

AR OG- 72 BE 22 W - FrE L, AR OB EHIZL Y BEELRBIER 2RI LT
BRICKHEST 2 Z ENMERTED, LFOO~QD TN T &z il W THERT 5
RETH D,

@ #EHRIZHOWT

D1 Fieo (1) ~ (5) OWVWTNNTENT I THDHZ L,

(1) EAEFBREDEET D05 A BEEERLS RS (BRE RS A S HE B S 5T
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁr&@&>

(2) FrEREREFRRT

(3) HBENFRAENFRE T DA BIEEEFRT (DS A BIEEEE TR, S A B
W 1IEBE. 2 AR R e &)

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

(5) BrEEMERES AL E BUINR OfERR FEUEITAR D | 21T - TV B Jitigk

O-2  SHIFERE DAL FIIE S ORIE I FEHINE OIS +53 70 Fiak & BEBR % D BE Al 3
TEBHEM (FROWTNIIEZ Y T D EMUTEBIER) 25, Y% OAFIZE
TOWRFEOEME L LTRHESNTND Z &,

eSS

o [ERNRFFEUGE 2 FOYMIIHEZE T L72ZIC 5 LA EO D AT D ERIRIHE %
ToTVDHI &, Hb, 24EM T, BSASMIREE £ L U BRI OMHE 4
ToTWHBZ &,

o [ERRFFIAGER 2 FOMWIHEAZE T L7cRIZ 4 L1 L0 B SRR EE O IR
WHEZIT-> TR, 26, 242 R, 2N AFEMIREZ & OISR G 2R O
FRRIHE 21T > T D Z &,

o [ERNARFF SUTHEFHEANRFFIUGZ OMEMHE 2 T L7212 5 4ELL o O ESE
DEFRMHEZIT>TH 0, 9 b, 2FL I, DAIEYIFRIEEZ ST ORI O A
BIEDHRAIHEZIT>TWNH Z &,

&% AFN L DERICBWTCIREIERSE OGN E 2 BT 5720, BE ORI
\ZY 72 2 HRHERMIZ EOROWT IR TR 273 =T (BESE I O{bF%
1R OBRIWE R B O REIG +53 72 ik & 1B & FF O fT) & OBRE/E#ED ) &
WZRETH &,
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@ BENDOEH. fﬁ%’iﬂmﬁwﬁiﬂ%ﬂ ZDWNWT
=28 5': THAE BT 2 EE D ELE S v, BURESEDN L OFHRE D, A2t - &
Eoiia 8o i %?&@@E%&U\Eﬁﬂiﬁ A D IRt AEFRNRAE LIS OWE
. FEDEHLNIATON D BRI E->TWD 2 &,

@ BUERAA~DIISIZHNT
@-1 HEER AR 4 % B

VMNP B O B R RIEM S A LI2BRIS, 24 BFEIR2IRIAHIO T, 2i%htiax X
FEEE R VT, JEEL L7 RITERNZIE U CABRE B O CT S ORIEMH ORI
LIRABDORERDY BRI S, EDICHISTREREHI A E -~ TnD Z &,

@-2 EFEREHRICLH>AFEFSNCET I EH

AR DM 2 R M O e 2 B T 2 ERIEEE DRIERE=2 1V v 7
EHEOIFRDOAT ) —= T EITOERE &R Z A TE 5 F— AERIRH 23
S Tns Z L, ok, BEAHIZOWT, BDABE LZOFBEITHHIZEmE T
Wb Z &,

@-3 BIfEROBETCAITITE LT

BIER (RYEMEMR BN A, RIBZR - /MEJ - BEEEO TR, HJ?%A':B%%'@M@HE
CE NIV © [‘a:. (R RV EVER RS . WNmbES (T BAPREERE T HUIRIRRRE
PR, BIEAERERETE) . 1 RUBEIRA, S & D IRR, Mk *ﬁn’*)ﬁﬂmﬁﬁ#f HX . HEDR
ek (s ii‘%&%ﬁﬁrﬂﬁﬁ“ B FERERRARIE A . ZIRLBE, FRIE S ) infusion
reaction, M%K% - BESE, BEAEFGMESIE, MRERET (%7 >« NU—EMRIESE) | DR,
BB R MEPES (PR MR D PESETER . PR L, PRIFERES . MERERIERAESE) |
MERE BAEGRE, RiZSE) (X LT, HRkhs ST BB O RV 2 A9~ 5 Al
SHE L (RITEH ORZBH-ORISICE L TRERUEZ T ONOR/MFICH D T &),

(YR ALE D T E DIRHI - TS Z L,
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5. BEXB LR HRE

[B2h B3 % 1]

O AL D 72 WA U TR RS 2 3 2 S R B ROE BE 2B\ T AR
B Gl NZARA] 5-FU KO FFRFIO PR GOFMEN R I TN 5,

@ AFNIEFESILFESEIFEZE (KEYNOTE-0483E) 23\ T, &ERICBWTE
YR ~T | 5-FU KOV T FFRFI O L i LT, AKHL 5-FU KO F
FFHIKN OO G OARF MG OG MR RENTWAS, 7277 L, PD-LI%
B (CPS) 12X W HIWEN R D2 BIA N RS NSERENE LN TNDZE (p7
~8Z M) 126 CPS" bR L7c L CAAIR G- ORI G OHW 2325 Z L NHEE LV,
CPS MR TH D Z & PHER SN BE IO T, AFILSOTERERIK S5
B35,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (R5E4) 2VER ST
%,

@ TREICEZYU T 2 BB T AR OFR G K OERITIEZ SV TIE, AFIOAZPED
WESLSNTELT, AFDEREGXIR LB,
o fiTERAHIIRIE
o OTHIMENR SN TWRW i OHFEEMEREE I & O OF A5
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[ZzVEICBE 4 2 FI1A]

O TRICEYTLIEEICOVWTIAFORENEZRE SN TNWD I b, AT
oY AN
o KAIDOBS IR LIBEUE DBEEED & % B3

@ 1BFEATOFEIZ BT FREICE S T 5 BFIC OV TE, AFOFEITHERE S e

D, AOIRFRPUR A 2 NGEITIRY | HEICAHIZEH T2 2L 2BETE D,

o MEMMZEEROEI IIMEOH 5 BHE

o iR CRIVE R A R D B I ONE B D HUR BT 2 <0 i e fifi 2¢
FEOMIZRIEMZE N A LN D BE

o HCOAERBOED, UTEMERZRE L < ITFERMED B R E OO
b5 B

o BB (Em@MaBEELST) Ob b EE

o OB IIBEEE T HRE

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

(D BCOG ? Performance Status (PS)

Score EFR

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

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

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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BECBRLTHEREIREHE

WA SCEZRITIN 2, BUEIRGEER DM T 2 BRME 2 3D & ARHF O Fei Je O 1E

DT OIZ B HZ I L TR 5 2 &

TRIEBRAAIZ e D | B XX Z OFEICHINE L OERR M2+ L, RE 215

ThoEETHZ L,

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

XRWEEITIE, AR OO Z @O L ETERETH L,

FERBEIER O~ A MZONT

o HEMREENRDLOND Z ENH DD T, AFOEEIZHT-->TiL, PIHIE
e (BGIv, PR IR, k) O OO X S O %, Blggs 1
SITATH 2k, F7o, REIZS UTHIE CT, Mg~ — 7 —%OMA 4% FhE 3
5L,

e infusionreaction 3% H I D = & 23 5, infusion reaction NFR D H IV AT
(%, WEIRALE 21T O & &b, SRR EIE T D £ TREOREBEL 0Bl
THZ L,

o FLIRHRFEREREE. T EMAHREREE L OCRIBHERENH O ENH DD
T ARAIOEG-BIHART R O 5 M P I X ESIIC N e (TSH, b2
T3. #EHE T4, ACTH, ML = /F Y —/VEOHIE) 2FEhid 52 &,

o JIFHREREDE ., WLMENEE RN D HbILD Z B DH DT, AFIOE5-HMbRT &
O 5P I Efmicsmefm 4 (AST. ALT, y-GTP, Al-P, BV LB %
DORE) % FEhad 5 Z &,

o HEIER (MERKMMLEERAERREEGT) FORERERIREENH DD
ZENHLOT, EHINCIROEFOFEAMERT D52 L, £z, ROEF R
O LNTHEITIE, HONICEREBEEZ 2T 0 L) BEZIEETHZ &,

o AHKIOEEIZLY BEORIERISITEINT D EE 2 BN DA R IRBSTE
NHOLDLNDIENH D, BENPFEDOLNTHEITIE, BEALE-FLRIILLT
BEF) 72 5k & SR A FE O [ AT & U CEUIZRERE W A1 T ) R E ok
BOGIZ X B EWER D St 2 35-5101%, AFIOKRIES T Ik, & ORIE R R
NEVHOBRGE2ZBET S L, B, BIREEFRLVE L ORGIZXVEIE
R OUGENRFRD B WIGEIZIL, B RE AR VE LSO il &l oEm
LBETDHZ L,

o B THEEMNLED AR L COHrLRWERNRERT L2 RN D720,
AFNOEEHETHRICHRIER OB 2ITHEET 52 &,

o 1 EUMEIRYE (BUE 1 BUBEIR A2 S i) Nd bbb, HERFMES TV R—T X
IZEDLZENHLOT, Al Fl, TRHFEOER OB M ED FH- 2+
SERETHZ L, 1 BERE NN GaIIR G 2L, AR ) il
Hl OB HEOWEYRNEETITH Z &,

AFNOEGRRBICB N T, BG5GNL 9B, UMIZ1FEREToHITE, 0D

#% 9T L ITHEIMEDFM AT > T\ 2 & 2B E|T ARFIE G- 30E B g

16



RACRRDOMER %

4

j—_‘

?

ek
N— o

17



