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e HEE T A R T A
RAT7 vl XA<v7 (B z)
(W5E4 « A b—F fiiliiE 20 mg, ¥4 bL— & fiil#E 100 mg)
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1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IWEORFEHNOEAIZ LY | FUREIKS 22 & OFH 72 Frli/F A%
FFEIMPERBINLH T, 2O DOEEKLZFEICLERET RIS 5 2 L BRED
AR L 72 o TR REMBGEE & O AT #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERL SO ORKE(LEEZXNL Z L L ShTnb,

HORE R FF ST, SRR L M7 0 7 7 A VBEEFEOES L &7 5 R
RHZENRNHD, ZOh, HMEROLEEVEICET A ERN oS T 5 E TOR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEE U= B e kb & & D 2 & DS ARE 72— 8 O B &3 7 9 B B <t A
THLENEETHD,

L7eRoT, KA KT A TiE, BIFEERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O 7o H 2 HEET 2880 6 B R 8 35 2
FROEEFRREZ T,

B ARITA BT A %, MNATEBHE N EE S ERES R G, A8 HEAR AR
BRIRIE s . — M RTEN B ARERIRNFE S . — AR HEAN AR B SR kO
NESAERTEN AR OPESIVRI 2O o b & ER L T2,

RGe L 7 HEIS, A b V— & S 20mg, A b L— & S EE 100mg (—
W4 s NaTvnl) X~v7 (G Z))

WG ERDMENIAE B X TIE RS & A9 D SESEE S

MNEERDAEROHE : @, AL, a7 n ) X~7 (Eiar#kz) LTl
[ 200 mg % 3 ¥ MR T 30 42 CAEEES 5,

& W 78 ¥ & MSD Rt




2. KEIOFE. (ERBET

XA hV— X g EE 20 mg 2 ONELETEEE 100mg (— %4 : RXA7 v ) X~7 (&
i z) . LR TARAl Euvvo,) 1%, PD-1 (programmed cell death-1) & Z DU 7
R Td& % PD-L1 XU PD-L2 & D& EAZRET S, & Mk 1gG4 £/ 7 v —F L hufk
Tbh b,

PD-1 #REIE T A S0 B AR AEAE 7> WAL D 72 D12 28 AR A3 4~ 5 3= 72 e g il 40
AA »F T, PD-1 1, EFRREBICEWDCEER T MildoMia£mic BB L, 3%
P I s % B o AR LB STl R 72 50 RS 2 95, 37 H, PD-1 (XU W REfE
ATHZ LK VHURZRIRCE D v 7P VBEZ AICHIET 2% 8K CThH %5, PD-LI
DIEFMHMEIZIB T 2HBUT DTN TH LD, ZLOBAMIETIE T Mlao@ s 2Mmz
HIFCEENCIH L TWD, DNAMBIZIIT S PD-L1 O &38RI, BN . s
JfAasE . SO, FE/ NI IE 7 & OB A Ze A TTHRARK 7 TH Y | KW ALFE
& OMBEERRE I TWD,

BEL DD A DGR T & PD-L1 RBEOFEEMED S PD-1 & PD-L1 OB ILNEE O
TP AR C BV CEHEE AR RE 2 H ) Z EAURB SN TEY iR ARROEN L L
THIfFF SN TV 5,

AFNZ, PD-1 & PD-L1 X OXPD-L2 Ot B> ROfEGEET L Z Lk, 5
WU NBREE T OISR A ENE T U L SERATEM L &8, HUEE % 2 BE (b
T 52 L THEGNRARET D,

ARHNO VE BT 35 < B DSHERUSIC £ B RITERSR B & b, T XFE I
5 AR B B, AAIOR 5 R OB 5511, B OBRE AT, R R
& TS AIC T, FEHL LT BRI U 72 BRI 72 Sl & S 2 F5 D BERT & 34 L C i
OV BRI A ATV B RIESISIT & 5 RIERAEDN D AT, BB RE L
LU FN DR G E OB INE LT D BERD 5,



3.%#%%
P8 T R AR & T 5 BHSEGRIE O KGR I3l 2 17 - 72 £ 22 B R BR O plois %
T,

[G2E]

] BRI R 25 T AHRRER  (KEYNOTE-048 ##%)

(L FRERE D 72 TR S (e, R - TUHER M ONWEEE OO 38 TR fRiss 2 A5
5 UHS R - B R R 882 Bl (HAN 67 flagle) AXIRTIC, BV Xy ~7 (B
i z) (UT eYyXo~<7) Lnwd,), Zrtuv i (LUK I5-FUl &
9.) RO 7 FFRAIOHHEE (LFRIER) 223t LT, 5-FU & 7T 58
FIOPEH T TAAN G (RANOF A G-HE) ° R OAH] 200mg 2 3 @R (LT TQ3W
LW ,) BE (RAIEMMBEGR) OAIMER LSRG Sz, FEFHMEEE O
—O & INTAEFAHME (LT ToS) &v9,) IZOWT, ITT T\ T, KA
ﬁﬁfé% HMEFRE L R L CTHEICIER Lo, £70, AFIBMEE I L FIRTE & ik L

T, ITT E£FICHB W T, OS 1TFHELMEZLZ R L, combined positive score™ (LLF TCPS) &
W) N1 UL EDOBREFEEMIZBWT, OS ODFERIEENFED b,

*1 o RPFTRZICKHT DR & L TUEFIRIEZ S T0IREN E i STV BE Tl 4#%is
BEOBRAIRE RN H 6 AL ERGE L TV A A1, MAANAREE Shviz (7272 L
YELIRWTE T %61 A INICERBHETT L7 35813BR <),

#:EYF~T7 (FIEI400 mg/m?, 2[E1H LAFE250 mg/m?) . AT T F 100 mg/m? XL
NVARTZF > AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 B $&ee S0 3% 5

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

*3 . AKAFI200mg, AT F 100 mgm> XX VR T T F 2 AUCS (mg - min/mL) K O5-
FU 1,000 mg/m?%day (4 H fFFHEATR G DIEIZ Q3W T K67 — A 5% AF#1200
mg % Q3W THH L7,

*4 JEEHARRIC I D PD-L1 2 %88 U 7 A L O fiie (w777 — VKON
IRER) OECE RIS TR L, 1007 3 U 72 5,

#1 AFIGEHES O (KEYNOTE-048 745%)

AKIOFH e G- bR LRt
(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 : PREMITEREOT —% (Q0184F6H 138 D » M4 7). *2: @RI Cox Ll N —
REF T L AAFEIERE L Olg . *3 : J@Rlla 75 o 7 e



AR (%)

40
AT LA
at risk#&
AH200mg Q3W,
75 %%@%U&U\S-FU 281 227 169 122 75 40 10 1 0
YR~ T,
278 227 147 100 51 20 5 1 0

77 FFHRIH| K ONS5-FU

1 AFIPFRES 0 08 O FRIfENTIF O Kaplan-Meier #i# (KEYNOTE-048 35%)

72 AFIBME G OIS (KEYNOTE-048 #X5R)

ARH B P - (b LR
%5 30141 30041
houfiE (H) 11.6 10.7
\ o | [95% CI] [10.5,13.6] [9.3,11.7]
ITT S84 05 N — R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25743 25543
hoefiE (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 il 0.0086

Cl: EHEXM. *1 : PREMITEREOT —% (Q0184F6 A 138~ M4 7). *2: @i Cox Hufil N —
RET WA L DLFHERE L oLk, *3 . Billu 77 o 7iE GELHEPHE) . *4: Bhla /2
VU RRE (R PE)



A #1200mg Q3W

AR (%)
2

w -
D wuxs~7. 75FFWAKUSFU tH it
10 - ’r; ______ I
0 T T T T T T T T T
0 5 10 15 20 25 30 35 40
IR LA
at risk#
AFI200mg Q3W 301 225 172 125 81 37 18 2 0
Y% g
JXT~T 300 245 158 107 57 2 10 1 0

7' Z F B & O5-FU

A #1200mg Q3W

R (%)
5

by,
LT

D1 wvxser 7o rmARUSIU -
10 HH _____ 1
0" T T T T T T ; |
0 5 10 15 20 % 0 35 0
AFHIE (A

at risk3%
AF#1200mg Q3W 257 196 152 110 74 4 17 2 0
ML SV AN 255 207 131 89 47 21 9 1 0

7'Z FF 8K L O5-FU

X2 AAFIHEMBEED OS O FREENTE O Kaplan-Meier #ifi (KEYNOTE-0485X5%)
(L ITT £, FX : CPS= 10 EBHER)



(PD-L1 FEBLR IR D A5 1H)

] B IL R 25 TAHRASR (KEYNOTE-048 3UR) ([CHAAN DI BEOT —ZIZHED X
CPS BT 24T o T2 A 20 (BRERA 2T 2 5 de) M OVZEMEORERIZUL TO LB Y
ThoT-,

AAUZERIEGEH OAZIEIZES LT, CPS 28 1 Rii DA AL RIERE L IRIEFEED
RTH-o7- (F3, K3,

AFNEMBEE DG ZMEIZES LT, CPS 2MEW T SRR EREIC 69 D AR B 55
DAY — RN K E < AR D DAL, CPS 28 | K DH AT — RS 1 %
kREl>72 (4 KO 4),

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

7 3 KEYNOTE-048 350 k51T B AK ULk HfE D CPS B To 08™

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

1=<CPS<20 ﬁ{%{gzgi;ﬁ gi 1;; [[89'2’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss | PMBEEE Do T L0 IT o

Cl: fEHEXM. *1 : BEEITEREO T —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox LN — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) R OVHPV J&Z: (k. [fatk) ZBRIKF & L7~ Cox Hfiil

—FETV
100 1009 2
90 90
80 804
70 n4

AFI200mg Q3W, 7T F A LISFU Y Xv~T | TTFHUAIKROSFU

L
L
B
H /

EfrE (%)
i

HETER (%)
2

30 > "\'ﬂ
20 / m"ﬁﬂw

204
o] TYFYT IIFrRmECSIU 1.“'1H"J’T"'1---’r"'T"T"’r"“g 10
04— ; . ; ; ; ! ,* ! 04— ; ; . ; ; ; ;
0 5 10 15 20 2 30 35 40 0 5 10 15 20 25 30 35
ik EAEIIR (A ) . AEAEIR (A )
7‘5 i;“ 309;1;32“3;@5 U 197 144 109 67 3 9 1 0 Zfi” ;0‘;‘“5%%3};‘&” rsau 2 30 2 13 8 4 1 0
g ; ifr;;m sy 28 191 122 83 Y] 16 5 1 0 f;ﬂ;;% P 43 36 25 17 9 4 0 0

3 KEYNOTE-048 BRI 51 5 AHKIGEHEE5#ED CPS B TD 0S O HFf#ENT ;O Kaplan-Meier Hifi
(£ : cPS=1 O EE LR, HX - CPS< 1 DEELE)



# 4 KEYNOTE-048 35123517 2 AFK|EM & 5 0> CPS BT 0OS™

PD-LI %5 T S A s
crs<t Mlmrn s s lorise 17 (0862200

1=CPS<20 $f£§j§i§;ﬁ 1;: 18? %zg: i;?% 0.90 [0.68,1.18] ™2 0.028
o I T

CI: {ZHEXE], *1 : PRIITREDT — 4% (Q018F6H 138 4 v A7) *2: JE@RICox LI N — KTV (I
SRWIMEAT) . *3 : ECOGPS (0. 1) KM UHPVEY: (BitE, Faftk) Z2BRINT & LizCoxbbfi ¥ — RET L

100
m -
m -
70 T ~
/a =
é 60 \ A F200mg QAW 3\4
# A\ B
21 \ LT
o] €7 FT~7 7 FIROsEU LU .
O T T T T T T T T T 0 T T T T T T T T
0 5 10 15 2 2 30 3B 40 0 5 10 15 20 25 30 35
o AR (A ] o IR (A ]
at risk£% at risk 4%
712 00mg Q3W 257 19 152 10 7 u 17 2 0 A #I200mg Q3W 4“4 2 20 15 7 3 1 0
EYFRT, 207 131 89 r 21 9 1 0 EYEZ<T. 4 3 27 18 10 5 1 0

75 FruR s 2 77 7T RAIRUS-FU

4 KEYNOTE-048 B IZ 1) D AHKI B 5#ED CPS B TD 0S O HFf#ENT ;O Kaplan-Meier Hif}
(£ - CPS=1 DBEEM, HK : CPS< 1 DEFHEM)



[Ze 2]
OE B I FEFH MR (KEYNOTE-048 #5R)

BEFGIIAFIG AR GHE 271/276 51 (98.2%) . AFKI B L H-7E 290/300 1] (96.7%)
S ObSERIERE 286/287 Bl (99.7%) IZFRD B, TRERIE & OREREATE TE 2
HERERGT, TNE 263/276 1] (95.3%) . 175/300 1] (58.3%) K X 278/287 il (96.9%)
IR BTz, WTNDORETREEIE D 5% L EORIERIZTERO LB TH-oT-,

K5 VIR ORETHEARIED 5% EOEIEN (KEYNOTE-048 il5k) (2 AT SAEHD

FHERIKRSHE (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
EEH 263 (953) 196 (71.0) 10 (3.6) 175 (58.3) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiKE LY 2 RkEEE
i 133 (482) 52 (18.8) 0 12 40 2 (07 0 118 (41.1) 42 (14.6) 0
ST BRI E 21 (7.6) 21 (7.6) 0 0 0 0 12 42 12 @42 0
i BR YR 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
Hi L OBk EEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOR IR RE AR T 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H b
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (17.8) 3 (11 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 (456) 16 (5.6 0
HN% 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 OGN ORE
A7) i 33 (120) 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
(EIs9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
HEISE D SR AE 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
JYIE RS L O A BUE
PIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, fER L OWEAIHE
AL S i 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
R PR A
ALT #4)0 10 (3.6) 2 (0.7) 0 7 (23) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =8N 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 (3.1 0
RE D 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
M ifn BR s 36 (13.0) 15 (5.4) 0 2 (0.7) 0 0 43 (15.0) 22 (1.7) 0
R L Ok EE
BARIRGEE 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 29 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R U U AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY i E 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6 5 (1.7 0
PhiR R PR
TRTE LR 16 (5.8) 0 0 6 (2.0 0 0 15 (5.2) 0 0
KRR =2 —n"F— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

Btk (%)

Organ Class) AHINGE & 51 AHI BB 51 ee=-375 1E
FEAGE (PT: Preferred Term) 276 300 1 287 i
(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
B L OURKREE
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
SUERRBE & 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
%@i " REFEARIIEA SIE 4 (14) 0 0 1 (0.3) 0 0 20 (7.0) 2 (0.7) 0
& D FEIE 14 (5.1 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
5 22 (8.0) 1 (04 0 25 (83) 2 (0.7) 0 101 (352) 17 (5.9 0
g RE 2 (0.7) 0 0 0 0 36 (12.5) 0

7k, ARFIGFHBGRECR W CRIEMEIEE 13 6] (4.7%) . KB « /MG - EED
THT9 B (3.3%) . MR E (57 2 « N —JEBRES) 96 (3.3%). FFHEREREE 27 3
(9.8%) . HLIRMREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

A VMR REE) 21 #1 (7.6%) . D45 141 (0.4%) KON infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (RERBEIRERT, B, HEREIES) .
BB AR 1 BUBE IR, AR, AR - BRBUTIRAAE, EAEAG M0, M - BRI,

SE DR, EELMERES (R MR TESREER, iR, ARIFERRE,
FERIERAESE) | MERE RAEBRE S O EL TR S rino T,

ARFN B ERE B CTHVE MR A 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (BERBIEERE, 2B, HREIES) 161 (0.3%) .
P RERE 22 15 1 (5.0%) . HUIRIRESBERE 2 42 4] (14.0%) . T EEEEREREE 1 451 (0.3%) .

/NG -

HED THI 4

RIBHERERE S 1 61 (0.3%) . EiRelmE (RAEREMEBRE) 56 (1.7%) . MKk - §
B 161 (0.3%) . 5&E DR 1] (0.3%). BEK 261 (0.7%) K TN infusion reactionl 4l
(0.3%) DO LNT, T, MREE (X7 « NU—ERERS) . 1 BBERF.
K- BT RARE, BAER R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIEKIESE) | MERE BIEEEE K O ZITEE O Hivie s

D72,

AREIWERZEHRIIIEEF S (AREERE 2 E5) 250EIRETT,

10



4. JEHRIZOWT

ARFN OG- RO 72 B35 22 W - FFE L, AFIOFHIC LY EEREWEHZRIL L
BRI T D Z ENMERTED, LFOO~QD T X T &z il W THEHT 5
REXTHhHD,

O MiRIcHWT

D-1 FTred (1) ~ (5) OWVWTINITHY T HiExTHDHZ &,

(1) BEATGEBKEDEET 503 AR EERLURRES (BRIE IR S A S G HEIL AR R
%ﬁﬁh%ﬁ@%%ﬁ%%\%ﬁﬂhﬁﬁfh&&(%ﬁm$7ﬂlﬁﬁﬁ:%6

i)

(2) HrErERERPE CERK 31454 H 1 HEFA @ 86 Jitink

(3) FENFRFNF DR E T D03 AR EEEERPE (D3 A2 HGEEER EWRPL. 7S A2
W RBE, 3 AR EEHERE B e &)

(4) IRALFREIERZFRE L, SRR 1 U LB 2 Oftigk 5L
AR DR AEIT > T Dliiag (CER 2947 H 1 HIRFA - %M%i

(5) PUEMNESE AL E IR Ol IR D B 21T > T A liag CEEk 29 4 7
H 1 HIRFA : 1287 sk

-2 ﬁ?%ﬁ@k?%%&@ﬁ@%%ﬁﬁ®ﬂmK+%&ﬁﬁkV%%ﬁOE%X
TERHER (FROWTNANIEL Y T D EASUIEBHER) 25, YL R OAHNIZ B
TOREOEME L LTRESNTND Z &,

*

o [EEMFFESE 2 FOUMIMHEZE T L7212 5 FELLEDO D AUTRE DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAFEWEEZ £ & LUEERIES S ONHE 2
IToTCWBHZ L,

o [EENCFFEUERL 2 FFOPIMMHE ZE T L7121 4 4ELL o B SR aE ik o R
WHEZIT->THEY ., 95, 240 FiX, DAIKYRRE A2 & te ESHE MRS 2 O
FERHHE 21T > TN D Z &y

o [ERNARFFSUTHEFHERIOFFEUS % OMBNHE Z2& T L7z 5 4ELL Eo o ESAE
DEFRMHEZ1T>TE Y, 55, 24EL EiX, DAL E & OEANE OB A
IRREDOERIHE 21T > T\ 5D Z &,
7B AFNC L DIERICBWTCEEWERZ O FER L ET 5720, BEDIRE

(272 D RHERNT EOROWNT NIRRT G272 TR (SESER I Db
&&U@@%%ﬁﬁ@ﬁm Ty iR Gk b RRBR A RO ERN) & OEREIEEED S &
WZET 5 &,

11




© BN O [ 5L AE EE B O ARHIZ DOV T

PR S A BT 2 B R E S, RS OFRAE O, Ao - &7
VIR O BB NEAREE 25 D I ittt AEFRNRE LG5 0HE
EH, ENHCNITAT DN D RHINE S TWE Z L,

@ BWERA~OXHRIZ DN T
@-1 SR ARHNZ B 2 Zet:

VR PR RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, ik X
VB R (23N T, BB L BERICIE U CABRE B L O CT O RIVER ORI 4
B EDORERN Y HHRIZE LI, EHICRIGCATRRRAEHINE > TWnWD Z &,

@-2 BEREEEICLDAEFEZISICET 524

8 AR I 0 5 B e s M OB RE 2 A T S IERICFE D EE e =2 U 7
EEDITEROA Y ) == 7 2ATOERE L F# A2 A TE 5 F— AERKH 2
fEShTWD Z L, B, BERICOWT, DABELEZDOFEIZHSIZEAMmESNT
WwWnHZ &,

@-3 RIEFH OBE-CRGIZE LT
RITER (RIEMEMEBICIN A . KIG% - /M5JE - B T, IFaeRas - i
. EREREREE ORAERIEMEE K% . NS (T IRACHRERE . ATRIERE
. FIEHEREREE) | 1 ALBERE . 5 E D IS ik - BREUTIRMIBRE . k. B DR
REbEE (R REIEARIEGERE . AT, $ERIES) | infusion reaction, % « BESZE,
EIEGEERE, FRIEE (X0 - NU—IEREES) . DR, B MRS (S
PR/ PESEBIENS . VAR L, JRIFERES, MEMERRIERESE) | MERE BAEGERE,
KE4E) 1Tk LT, MR S B R B O BRI M & A B A & s L (RIVE
PRSI L TSR OXBAZ T b A &M H D 2 L), B HICHET AR LR N
TELEHAESTND I L,

12



5. B LR DEE

[B2h B3 % 1]

O AL D 70\ VR U TR RS 2 3 2 SHSE R F EROE B 2B\ T ARH
B Gl NZARA] 5-FU L O FFRFIO PR GOBFMEN R TV 5,

@ AFNIERESILFE S IFEZE (KEYNOTE-0483E) 23\ T, &FERICBWTE
YR < T 5-FU KO 7 FFRFIOHHES & i LT, KAl 5-FU KOTZ
FFRFN OO G L OARF B G- OFIEN RSN TN D, 7272 L, TEEHG
(2B DR IES RS x5 PD-L1Z& 388l L 7= fE M e & Qe g fiiin (w27 a >
7=V KON LoRER) OFIE (CPS) 1L 0 AHRMED R DHM 2SRRS4 5 G R
DRFHITWNDS Z L (p7~8Z/) D, CPS"bfEsd L7 B CTAAIR G- w & DH|
Wrzd 252 ENREELLV, CPS BIRMTHDZ ENHRINTEFITBON TR,
ARFNIS OGRS B ET 5,
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