EFERHEETA N7
Rh7u ) X<w7 (EisFHBZ)
(BR5E4 : ¥4 h—F EE#E 100 mg)
~ P e ~

SFTEEL 2 (Ff449 A%ED
JEA S B
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AHNOFFE, (ERET
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1. IXL®»Ic

RIS DB  ZEMEOMERO T2 DITIE, WS SCEEITIES W2 7 AR D
BND, 6T, IEOREHRFOEARIZ LY | FUREIRS 72 & OHHN 72 5 R MR
FFREEGENARINDLH T, 2D DEKTZ BN E B TR 2 2 L BB
ML 2o TR Y RFEMEBGER & AT #2016 CFAL 28 4 6 A 2 HEERE)
ICBWThH, HEHNERLEOMHORE(LHEEZX S Z & L ShTna,

AR AR ESR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDD, TS, HIWEROLZEMICET 2 ERN+0ERT 5 £ TOR,
MHEEGLOBELEZT D ERIREEINDBHICH L THEAT D & &bz, BlfE
FMREE LTI LB 2t e & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B ¢ A
THILENWEETH D,

LR o T, ATA RT4 0 TlE, BIRBEESSINE TITHE LN TV A EFIRFR -
BHER R EED & | LU O E IR O feii 708 2 HEE 3 2 8LA & B 2 g B %
F RO EFREERT,

RE. RHA BT A 0%, MSIATBAE NESR G ERE R O, 28BN AR
BRARNEE oy —MAERTE N B ARERIR B 2 e O AL RTE A A ARG IREFH 2 O 1
HoH EAERR LT,

KB E TR HEIES XA MV— X BEERE 100mg (— 4 RAaTr Y X7 (B
T Z) )

G L RDEXTNE « ARIGEIBRARE X XHER M D B R f e
AR L 3 1T D IR B IR IE

HELRHMELROHE « <MBIGUIBRASEE S THERAE 0O Bl el g >
DO FUEMIEEA] & OFFHICEB W T, WE, AT, a7 e
VAX<7 (BiafH#z) & LT, 18200 mg % 3 i IR
I3 1 [8] 400 mg % 6 3 fEIfEIRE C 30 43 F T TRl ERET 5,
<TEMARE L 35 T D IR Al B s >
BE., KA, Xa7nr) Xv7 (B fHfiz) LT, 1
[7] 200 mg Z 3 3 [H AT 313 1 111 400 mg % 6 3 ] [l & C 30 57 fH]
T TR 5, BEGWIRIZ 12 VAWM ETET 2,

B & W ¢ % & MSD Rttt




2. ARIOFK, 1EREF

XA M—F RIEEHE 100mg (— 4 - RaT7n ) X7 (B z) ., LT TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) & Z DY #> K CT&H 5 PD-L1 K O PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 #REIE T M50 B AR AR 7> WAL D 72 D12 28 A A3 4= 5 T2 72 e g il 40
AA »F T, PD-1 (&, fEFERREBICE WD CEER T MilgoMia£mic BB L, 3om
P& SO % B e A X Tl 72 e g OS & HlE %, 72, PD-1 13U > R EfE
ATHZ LK VHURZRIRCE S v 7P VBEZ AICHIET 2% 8K CTh 5, PD-LI
DIEFMHMEIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@E 2Mmz
HIF EWENCFHBL TV D, DAFIICEIT D PD-L1 OEREBUL, B, TR .
A . SO, FE/INIRTE 7 & OB x Ze WA TTFRARK - TH YD | IRV AAFE
& OMBEERRE I TVWD,

BED D A DEGIRI T4 & PD-L1 FEBLOFEIM: A& . PD-1 & PD-L1 O ITEE D
TS AR C BV CEHEARRE 2 H ) Z EAURB SN TEY | iR ARROEN L L
TSN TV 5,

AFNZ, PD-1 & PD-L1 X O'PD-L2 Ojij Y > ROFEGEET 22 Lk, 5
WU NBREE T OIS A ENE T U Vo SERATEM L &8, HUEE % 2 FE (b
T2 Z L THEGNRARET D,

AFNOVEFRSFFIC 3 < BEE DS RURIC £ BRIER %M & &b, BT
L AREMN DD, AFIOEE DR OB GBI, BEOBEE ST/, BHERH
5V HAIT I, FEHL L7 ST U7 S A A 0tk & R A B O [T & S L
G122 BRI 24T\, B D SERURIC K B RIER N D BB, BB RE AR L
£ RO 55 DY) R IE 54T 5 LN D B,



3. EEPRARE
RIBYIFRANHE XX EAFE M 0D B B Jes Ko OVEF AR AR JEE |2 35 T 2 i 1% i B Tk D AR IR 12
Sl 24T o 7o 72 FE R EER D pliE & 7~ 9,

[ 5h]

O EFEEFRZFE IR (KEYNOTE-426 #5)

(LRI O 72 WRTRYIBR AN HE S THA R ™ oD s B A Bk s F8 8 861 51 (H A
N9 flzgte) xR, A=F=7 Y Ay (ULF [ RA=F=7] Lo, ) 2%
KHE LT ARANET X F =7 LD HEE (LT IRB/ TR F=71 205, ) =
DA INE R VM RET Sivle, FEFHIE BT 24 (BLF ToS) w9, )
F O EALFHIE (LU TPFS) W9, ) &3, AFI/THF L F=71F, A=F=
T LT, OS KU'PFS ZARIZIER L7 (F1l, K1KLKV ?2) |

*] : American Joint Committee on Cancer %% 8553512 553 < SR HATV

*2:50mg 1 H 1[0 4 5% 2 BEEIREE

*3 : A 200 mg 3EMMNE (BLF TQ3W) &), ) THARNELG L, 7% F=7%5
mgl H2[E (LLF TBID) &\WH, ) @OhE L, THFF=7 058X, 5mgl
H2ETifd s 2a—A (6HM) UELAEERNHY, Grade 2 X 57 F =
T ORIERNZRD ST, ol E2S 150/90 mm Hg DL FIZEHE S =84, 7mgBID
~OWEELZAREE L, E2FBROEHEL AV, 10mgBID ~O#i&E s Alg s Liz, 7
XU F=7E, BERAOMER, BEEESICG U TARE IEE (3 mg BID, &iZ2mg
BID) & rEEL LTz,

#1 ARk (KEYNOTE-426 3ER)

KEN) T xFF=TRE A=F =T R
(43241) (42951))
o (H) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | n¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P{E™ 0.00005
o (H) 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PFS™ ™| HF— REp™ 0.69
[95%CI] [0.56, 0.84] —
P fil* 0.00012

Cl: (E4EX[H. NE: R, *1: PRNTEF DT — & (20184E8H248 0~ v A7) | *2: )3
B Cox LN — RET ML D A=F = TREE OB, *3: Jg@hn 75 7 MiE. *4: RECIST
HA RTALARICEHS K S FSL R yef &



AF200 mgIWR UV 7 XL F=T
/

0 4 8 12 16 20 24
at risk#g SR (8]

A#1200mg Q3W RY
ol & 432 417 378 256 136 18 0
Z=F=7 429 401 341 211 110 20 0

X1 OS®HEfENrEEDKaplan-Meierfi#f (KEYNOTE-42638%)

100
90 1
80 1
& 701
B 60
50 1

EIREE R (A]

at risk#%
ZA1200mg Q3W 432 357 251 140 42 3 0

RUO7Fx9F=0
A=F=7 429 302 193 &89 29 1 0

X2 PFSOHEENTR: D Kaplan-Meier#i#R (KEYNOTE-426345%)



QEER L [F M ARRER (E7080-307,”KEYNOTE-581 #&f5R)

{LZRIRIESE D 72\ MRIG YIRS BE TR 0 s BRI A A s AR 712 1) (B
N T3 BlEEde) 2RI, A=F=T2ERRE LT, ARE LY ARF=T XU LEE
B RAF TvongF=7) Lo, ) OfffEEE CLT TREl/LAR"F=T] Lo, )
S OE MR VLMD F ST A/ Lo ANF =7 %, BEIEEE & Siu7- PFS,
BIVGHEER D—>o & SN 0S &2, A=F =7 LR L THBEICERE L (3 2,
IRV 4)

1 BEEEARARIC 3 R A SRR 2R BT IR A R S T R xR & S iz,
*2:50mg 1 H 1 [7] 4 38 4 5-1% 2 RS
*3 1 A 200 mg QAW THEIRINFZR G- L., Lo AR"F=7%20mgl H 1 [FEFEAFKS LT,

F2 HEMEAE (E7080-307,/KEYNOTE-581 34E%)

AF|/ L R_RTF =T R A=F=TRE
(355%) (35761)
o (H) 23.9 9.2
[95%CI] [20.8, 27.7] (6.0, 11.0]
PFS™ "2 N — K™ 0.39
[95%CI] [0.32, 0.49] —
P ™ <0.0001
e (H) NE NE
[95%CI] [33.6, NE] [NE, NE]
0S™ AN RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049
Cl: EFEXM. NE : #EEAA. *1: RECIST HA F7 A LIFZIES S G/ ML P IAE

%) 20204E8 H28H 1~ hA T, *3 : @RI Cox NP — RET ML DA =F =7 &L DIk,

*4: ERln 77 7 BEC X D PAE (W) |

F7)

*5 : RfEdTRE O 7 — % (20204E8 H28H 71 v b




(l).g | — RH 200mg QAW RUL LNF T
08 ol R e e e e i S s e [ Az=Fz=T
07 .
¥ 06 - ‘
& 05 -
& 04
H 03 A
02
ol
0 -
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
F¥H (H)
atnisk ¥ g
A 200mg GSWRY 355 342 338 327 313 280 263 222 188 129 66 26 10 2 0
i n 357 332 307 280 264 236 207 186 160 112 60 25 7 2 2 1 0
A=mFoT
X3 OS?dKaplan-Meiergiifk (E7080-307,”KEYNOTE-581345%)
0 2 4 6 8 101214161820 224 26 28 30 32 34 36 38 40
#M (H)
atnsk ¥
M 200me PBWRY 355 321 200 276 250 205 213 186 160 16 125106 80 56 0 U 6 3 1 1 0
;:’3;7 BT K228 145 124107 85 69 62 49 42 R 5 16 9 3 2 1 0

4 PFS @ Kaplan-Meier gt (E7080-307,” KEYNOTE-581 #5%)



QEBEIL[FZE MAHRER (KEYNOTE-564 #kl#)

BRI ST B SR UIBRIT 2 O PR U A 7 73 i\ 98 B A e 254 Rl e s £ 994 31 (A
ARNBY Bl Eite) ZXtGIT, MR miBhEls & L TAHK 200 mg Q3W #5-OHNMEKL O}
BAEVEN, 77 R EXRE UTHRE S, EEFHGIE B (3 85m A7 HH (LT TDFS)
EWIH, ) ES, AR TR L TCDFS 2 H BEICIER Lz (3 KO 5) ,

LR (1) XE (i) OBEMEAAN LN,

(1) OB F W X 0 TROWT NI Y T % FBF (Grade 1X Fuhrman 5345)
- pT2. Grade 4 JUFHIELRZ LA ES . NO 7>D MO
- pT3/4, Grade [f]7>3°, NO 7>> MO
« pT 7, Grade 3", NI 2>> MO
(ii) MI no evidence of disease (M1 NED) TH V., JFUEE K VRBIEBEE & b2, BRI
F A U BRI 1 RN O WD DORE S TREYIRTEETH - 1B

#3 HOMERE (KEYNOTE-564 3ER)

AFHE 75 AR
(496%1) (498%1)
e (A) NE NE
[95% CI] [NE, NE] [NE, NE]
24 DFS % (%) 77.3 68.1
DFS™ [95% CI] [72.8, 81.1] [63.5,72.2]
N — R 0.68
[95% CI] [0.53, 0.87] —
P fE" 0.0010

Cl: {2#EXM. NE : i B4, *1 : PRGOS —4% 2020412 7 14 B v b4~ (DFS
IRIRBRFH Y AR L A 5EM) . *2 : B3I Cox el Y — RET L B 7T vR & DR,
*3: @Rl 7T U RE

100 1

a—
90{ bwatnay
80 - L M T
70 iy o S
50 -
ﬂm-
B 30
20 — H200mg Q3W
10 ] o= s5ex
0
0O 5 10 15 20 25 30 35 40 45
at risk24 EREFHR(A]
A#200mg Q3W 496 457 414 371 233 151 61 21 1 O
IStk 498 436 389 341 209 145 5 19 1 0

XI5 DFS ® Kaplan-Meier #i## (KEYNOTE-564 3X5%)

8



[Zz421E]
OE BRI R NS (KEYNOTE-426 ##)

BERGIIARA/ T X T =T 422/429 ] (98.4%) K ONA=F =T Ff 423/425
(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, TN T 413/429
B (96.3%) JZO* 415/425 {3 (97.6%) IZFE® Lz, WITINORECTHRILEN 5%LL E
DEWERIZTEDOERBY ThoTz,

#z4 WDTNLORETHRERD 5% EOEIER (KEYNOTE-426 REr) (RIS EH)

BRI B (%)
(SOC: System Organ Class) KHN/ T ¥ F =T A=F =Tk
JEAGE (PT: Preferred Term) 429 {31 425 15
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
EEIEN 413 (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (1.8)
Mg LY v R kEE
2 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i Bk S 5  (L2) 0 0 37 (87) 6 (1.4) 0
I BRI E 6 (1.4 1 (02 0 79 (186) 28 (6.6) 0
1IN 8 (1.9 0 0 94 (221) 22 (5.2) 0
WU
R IR RETTHESE 52 (12.1) 4 (0.9) 0 14 (3.3) 0
R B R AR T 135  (315) 1 (0.2) 0 119  (28.0) 0
H b
-0 23 (5.4) 3 (0.7) 0 16 (3.8) 0 0
{5 %% 31 (7.2 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175  (41.2) 19 4.5) 0
(mEL R 17 (4.0) 0 0 22 (52 0 0
LR R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
B RE MR R 6  (14) 0 0 34 (8.0 3 0.7) 0
B 91 (212 2 (05) 0 111 (26.1) 4 (0.9) 0
A% 61  (14.2) 3 (07 0 86  (20.2) 9 (2.1) 0
Mgt 34 (7.9 1 (0.2) 0 56  (13.2) 3 0.7) 0
— % - EHEER KOG ORRE
S 9E 50 (11.7) 6 (14) 0 54  (127) 12 (2.8) 0
955 130 (303) 10 (2.3) 0 142 (334) 21 4.9) 0
SR D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
FEEL 16 3.7 0 0 24 (5.6) 0 0
(YR g
ALT 8800 102 (238) 52 (12.1) 0 54  (127) 11 (2.6) 0
AST H#40 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 =1 24 (5.6) 0 0 30 (7)) 1 0.2) 0
i H R I AR L N 22 (5.1) 0 0 2 (5.2 0 0
I v BRSO 3 (07 1 (0.2) 0 48  (11.3) 29 (6.8) 0
1 IR 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
NG % 41 (9.6) 6 (14) 0 36 (85) 0 0
i BRI 1 (02 0 0 37 (8.7) 11 (2.6) 0
B L O BRE
AARIBOR 94  (21.9) 9  (21) 0 106 (24.9) 2 (0.5)
KV RgIfiE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
WA RS &L OV A kLR e
RAER 52 (12.1) 3 (07) 0 15 (3.5 2 (0.5) 0
i AR 23 (5.4) 0 0 16 (3.8) 0 0
PR R R
TRTE L 40  (9.3) 1 (02 0 129 (30.4) 0 0
GIEVE] 35 (8.2 3 (0.7) 0 33 (7.8) 1 (0.2) 0



BRI B%% (%)

(SOC: System Organ Class) KHEN/ T ¥ F =T A=F =T
JEAFE (PT: Preferred Term) 429 {31 425 Bl
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
B ¥ L ORI E
EHENTS 66 (154) 11  (2.6) 0 39 (9.2 6 (1.4) 0
MR, MoEhds K OithmRiE =
5k 32 (75 1 (0.2) 0 12 (28) 0 0
FEFEE 98  (22.8) 1 (0.2) 0 12 (28) 0 0
IEF-J% R 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.5) 0
St 1 19  (4.4) 0 0 32 (75) 0 0
R B X O TR kb
B2 R 27 (6.3) 1 (02 0 35 (8.2 0 0
FE - BRI ASIEGER 119 (27.7) 22 (5.1) 0 168 (39.5) 15 (3.5) 0
9 FEE 53 (124) 1 (02 0 18 (4.2 0 0
12 46  (10.7) 1 (0.2) 0 38 (8.9) 1 0.2) 0
IR
& 1T 179  (41.7) 91 (21.2) 0 184 (433) 78  (18.4) 0

¥, REN/ T X UF =T HICB O TR MEMER 12 6] (2.8%) . KIHE - Mk -
FHED THI 40 1] (9.3%) | FRREREE (X7« N —JEERES) 2 61 (0.5%) . HFHERE
T (ALT KOV AST 8078 EORFHSEEMR A M 2 5 ¢0) 150 f (35.0%) . FLIRIRKE
REFSE 165 1] (38.5%) . T IE(AREAEREE 51 (1.2%) . FIFEHEREREE 10 6 (2.3%) .
1EERIE 11 (0.2%) . BIFEREREE (RAETEMER RS 96l (2.1%) . sk - A4
KU ALARIE 4 61 (0.9%) | FIEFHIESE 4 B (0.9%) | B2 2 B (0.5%) . &9
2 15 (0.2%) KON infusion reaction 2 3] (0.5%) 23388 b7z, £7-. BEED R EEE
(B RPREIRARE R . ZTEALEE, FARMIES) |« BER. Mk - BB, R kbR E
(s M VRS PESEBENS . VMR- L, JREFERES ., MEERIERAESE) | MERE RNERE
BN OSERZITFRD B hy o T, REIMEFAZBLIRILIT B F 5 (BRI A 5 &2 5 i)
rE TR R T T,

10



QEER [ M ARRER (E7080-307,”KEYNOTE-581 #&f5R)
HERGIIARK/ L o XTF =78 351/352 ] (99.7%) K ONA=F=7Ff 335/340 f
(98.5%) (2R HAL, 1R L ORI RN EE TERWAEFRIT, T2 341/352
B (96.9%) JZOF313/340 3] (92.1%) IZFE®H LTz, WITINORETHRILEN 5%LL E
DOEIWERITTFTERDO BV ThHoTe,

F5 WTNLDOEETHRERN 5% EORIYER (E7080-307,”KEYNOTE-581 38%)

(R MM RE)
AE BRI B (%)
(SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JAFE (PT: Preferred Term) 352 {3 340 £
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2EIVEH 341 (96.9) 252 (716) 4  (1.1) 313 (921) 200 (58.8) 0
IR ESPRONVINTAEA i
2 20 7)) 3 (09 0 44 (129) 11 (3.2 0
i BRI 4 (L1 0 0 21 (6.2 7 (2.1) 0
I ERIB A 8 (23) 1 (03) 0 42 (124) 18 (5.3) 0
1/ INERE D 13 @37 1 (0.3 0 51 (15.0) 18 (5.3) 0
W WREE
R IR AE TUHENE 22 (6.3) 0 0 8  (24) 0
FR IR AE (R T E 150 (426) 4 (1.1) 0 79 (23.2) 0
H ke
i 39 @111y 4 (11 0 12 (35) 1 (0.3) 0
15 24 (6.8 1 (0.3 0 20 (5.9) 0 0
T 192 (545) 29 (82 0 151 (444) 15 (4.4) 0
H Nz 28 (8.0 0 0 10 (2.9 0 0
HWERR 26 (7.4) 0 0 42 (12.4) 0 0
HAE M R 8 (2.3) 0 0 26 (7.6) 0 0
G 94 (267) 6  (L7) 0 94 (278) 2  (0.6) 0
HNZ 13 (321 6  (17) 0 127 (374) 7 (21 0
AL 56 (159) 5 (1.4) 0 45 (132) 3 (0.9) 0
—f% - 2EEEER L OG- ORE
e )9 71 (202) 16 (4.5 0 54 (159) 11 (3.2 0
95 57 113 (321) 11 (3.1) 0 109 (321) 13  (3.8) 0
RAY MR 17 (48 1 (0.3) 0 17 (5.0) 0 0
P 16 (4.5) 0 0 18  (5.3) 1 (0.3) 0
IR IR A
ALT H/n 34 (97 11 @31 0 30 (88 6  (L8) 0
7 X7 —EHhn 53 (151) 26 (7.4) 0 26 (76) 9  (26) 0
AST #4J0 33 (94 9 (26) 0 30 (88 2 (0.6) 0
Mz V7 I =8 23 (65 1 (0.3 1 (03) 17 (5.0 0 0
ifiL H R SR AR L N 38 (10.8) 0 0 17 (5.0) 0 0
U S—B N 50 (14.2) 34 (9.7) 0 34  (100) 24 (7.1) 0
T ERECE D 8 (23 6 (17 0 39 (115 19 (5.6) 0
/R 20 (7)) 3 (0.9 0 57 (16.8) 18 (5.3) 0
(LNEEN 70 (199) 21 (6.0) 0 19 (5.6 0 0
i BRHE 10 (8 1 (0.3) 0 30 (8.8) 6 (1.8) 0
R L O RE
ot Bl 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
oL AT a— LIfE 18 (1) 1 (0.3 0 2 (06 1 (03 0
AmRUZUEY FAE 30 (85 10 (28) 0 23 (68) 14 (41) 0
B #E R L OV ARk
RAEIR 60 (1700 4 (11) 0 22 (6.5) 0 0
k] 38 (108) 3  (0.9) 0 8 (24 0 0
R SR P 7

11



BRI B%% (%)
(

SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JLAGE (PT: Preferred Term) 352 {4 340 f)

(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
CRRES 38 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
BE) 38 (10.8) 0 0 28 82 1 (03) 0

BB kL QIR KR E
HAR 97 (276) 26 (7.4) 0 41 (121) 10 (2.9) 0
MR SR, MR K OVtREE
Ik 19 (5.4) 0 0 8 (24) 0 0
FEFEE 87 (24.7) 0 0 9  (26) 0 0
I % 1K) 23 (65) 4 (11 0 1 (32 1 (03) 0
S 1. 18 (5.1) 0 0 30 (8.8) 0 0
Jiliig 7% 18 (51) 6 1.7 1 (0.3) 0 0 0
K& ¥ KL O TR RRREE
B Sz 17 (4.8) 0 0 21 (6.2) 0 0
FH - BERFRAERSEGRE 99 (281) 14 (4.0) 0 122 (359) 11  (3.2) 0
Z 9 BHIE 47 (134) 1 (0.3) 0 19  (5.6) 1 (0.3) 0
95 77 (219) 12 (34) 0 37 (109 2 (0.6) 0
BER B R e 24 (6.8) 4 (1.2) 0 5 (1.5) 0 0
HORRE 0 0 0 31 (9.) 0 0
I R
[EIINER 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

RE. ARAEN/ VR TF = TR B O TR MR 19 61 (5.4%) . KB - N -
RO THI36 1] (10.2%) . HEEORERE (PEIEREEERARIE ., SR RRARE #
B, ZIRALEE, FREIES) 261 (0.6%) . BPEMR - A4 - IFgeemE - ik - 6
{EPERRAE R 79 1] (22.4%) . FARIRERREFET 156 1 (44.3%) . FEE(AHEGERET 3 £

(0.9%) . FIEHEAERES 18 # (5.1%) . 1 AUBERIE 1 61 (0.3%) . BHERErEE (R
ERVEMER S, SRERIRBRS) 861 (2.3%) . S 86 (2.3%) . Ahdk - MU AARIE
3 (0.9%) . HAEMMESE 1 1] (0.3%) . MMk - BEEER 3 45 (0.9%) . Lffizk 3 4

(0.9%) K Urinfusionreaction5 f5] (1.4%) 723:8® vz, £7-. FEMEE (FF7 2« A
U—EERERE) | S E I IREK, EE e MmRESE (G Ml MRS PSRBT, T
i, FRIFFERES, MERRIERESE) | MEKE REMEE L OFIERD b v o 1o, KREIE
RFEBLRDUIBIE RS (BAMRAERE 2 5T) 23 0EHHRE T,

12



OEBEIL A MAHFER (KEYNOTE-564 #f#)

HEREGIIARKIRE 470/488 B (96.3%) KON 7 & AREE 452/496 ] (91.1%) 2788 5
o, BB & ORI EBMRNEE CTERVEERGIL, T 386/488 i (79.1%) &
265/496 il (53.4%) ZFBD BTz, WL ORETRIELERN 5%l EORWERIZ RO
EBDThHoTz,

£6 WTNOLOBETREERN 5% EORIERA (KEYNOTE-564 ) (REMMITHRER)

FEBIRHE Bk (%)
(SOC: System Organ Class) AHIHE 7T AR
FEAGE (PT: Preferred Term) 488 15 496 131
(MedDRA ver.23.1) 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

2RIEA 386 (79.1) 92 (18.9) 0 265 (534) 6 (1.2) 0
W WREE

FOR B RE TS 50 (102) 1 (0.2 0 0 0 0

FOR IR REAR T 8 (176) 1 (0.2 0 13 (2.6) 0 0
H ke

T 77 (158) 8  (1.6) 0 51 (10.3) 0 0

D 39 (8.0 0 0 23 (4.6) 0 0
—fk - EHEER X OGO IRRE

1 7 5E 28 (57) 1 (02 0 23 (4.6) 0 0

I8 57 99 (203) 4  (0.8) 0 71 (14.3) 0 0
B R S L OV ARk

RAEfiR 46 (94 1 (0.2 0 43 (8.7) 0 0

i PO 30 61 1 (02 0 20 (4.0 0 0
R ¥ L OV TRk E

Z 9 BEE 91 (186) 1 (0.2 0 57  (115) 0 0

W% 73 (150) 4  (0.8) 0 36 (7.3) 0 0

¥, AAFEC IV CRIEM MRS 1161 (2.3%) . K%k - /MBS - EEO T 15
Bl (3.1%) . HEORGE (PEERAESRAIE, FRPRIREIRIE R, ZIEALEE,
HRRIES) 16 (0.2%) . PREEE (X7 - SNU—EERS) 16 (0.2%) . BE
FF48 « FAR4S « ITHERERE S « T4 - LR 25 45 ] (9.2%) . MR IRFERERE 2 106 {3
(21.7%) . TIEAHERERETE 2 61 (0.4%) | EIEHHERE 10 1 (2.0%) . 1 BUBERHE 9
Bl (1.8%) . BHgaElEE (RAEFMEMEER, RERIERRSE) 86 (1.6%) . ik - £
BUHRMEIE 2 6] (0.4%) . EJEMFMESE 2 1 (0.4%) . fixse - BlMESE 2 6 (0.4%) | >
45 14 (0.2%) . infusionreaction7 i (1.4%) M OV MRS (St i/ MR
DPESREER . TR, JRIFERES, MERRRIERIESE) 161 (0.2%) MO L, 2,
g, SE DR, MERERIEGERE R OFERZITRE D DAL o 7o, ANEWEFAFBLRIIX
Bl g (BRRMAEMAER 2 58) 28 0EiERE R,
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(M- AE]

KB OFREFFEYEREET AL EZFMA LY I 2 b— 3 02XV, KKl 200 mg %
Q3W, 400mg % 6 FMMHE (LT TQeW) & 95, ) XiX10mgkyg (AHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF oI g PR ESRG Sz, ok
H. KA 400 mg & QEW THEE: L 72BROARFN O E FARREIZ 31T 2 Mg hiE (L
T Cavgss) &9, ) 1%, AHAlI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg & Q6W TG L 7= ARHK D EHIRAEIZ I 1T 5
EIEFIRE (LAT [Chaxss) &V ) X, AKI200mg % Q3W THEH: L72EED Craxss
R L CREAZ R T E TSN DO, HARNBEIZB O THEEDRHER I LT
LR - HETH 544K 10 mglkg (RHE) 2 Q2W THE: L72EED Craxss & Ll L TIK
EERTETFRHENE (FR) . S50, EEROHERE 23R I2R4A] 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) 1 0 5 7= 34 HE-S < RpydEhne
WNIA=2T VI ab—ra AZED FHILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERHABREGE IS D& | AFI DR & & A XL et
& OE#EZ T DIRESST T VDR S, Kl 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7-ROMRE & & A UT 2 ett & O #EIZ DWW THRET SRR, bk
SEORE - HEOM THME R ORI e 22 BT v &Pl &Sz,

R1 AROEYBE T A —F

[ Comr Cove Coni Corass Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vior | (77981 | (76183 | (017 041) | 4985100 | (308 314)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | g ay | i | i | wmam | e | sy

$:n=2993, 100 BID ¥ I = b—3 3 IS K0 BEH S 8 FE O YL (2.5%045, 97.5%45) | Cmax @ FIEIE
H#OEEIMIEFIRE. Cag : PIEIER 5% O MIEFRE, Cmin: PIEIRGH% (A 702 EHHD) OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ#f(’ﬁgﬁl%”’éﬂzi@m{ﬁqj/%g\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARum i i

T : 56 BIOREEIE (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L
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4. FEFRITOWT

RIS U X 7 EHEEHE (RMP) (ZE-D & | AN 53 5 22 MBS TG B~ O 15 /Al
N DIiEx T - T, AFNOEG N7 BE Z2W - FrE L, AFOFKGIZL 0 EE
7RBEIMER ZRBL L 72BRISx T 5 Z E DB 7272 LLF OO~@ D3 T & 7= 7
FHIZBWTHEATH2RETH D,

D MRRITOWT

DO-1 Fio (1) ~ (5) OWTFNNITHELTHIMHTHDHZ L,

(1) EAFBREDEET 20 A FR LR FES (BB RS A2 R LSRR
Ml A3 A RSB ML SURRE . HUES AR 72 &)

(2) FrEMSHERRE

(3) ABENFIAE T ET 203 AHEEHRIE (D ARREEEE B, 23 AR
W 19mRE. 23 AR EEHEE R 2 &)

(4) HRACFERIERE A2 % E L, S SRIEE L2 RER R 1 USSR IR b A e st
2 OfiFk FEHEIZAR D M 21T > T B fitgk

(5) PUEMEREZ AL S BUINE O g% FAE AR 5w H 21T > TV D s

D-2 B Db RE K OEIWE RSB O RS+ 57 7o ik & B & FEo =R (T
RONWTIDNTEL YT HER) 2, Y2 BB OARFNCET HIREOEMLE & L CRE
INTWbZ L,

#*

o [EREFTFEGE 2 FOWMHE Z(E T L7212 5 FLLEO N VIRRDEIRIHE 2
IToTWBHZ L, 95, 24 EIX, NAEYREZ T L L-RKREESOHME %
ToTWNWAZ L,

o [ERNEFEUSE 2 FOYIANHE ZE T L721RIC 4 LI EOWIREEV O REIRHE 217
STEY., 55, 24E0 Bl BN O N A SEMERE 2 & TN ATRIRORIRIHE 21T
STWAH I L,

@ PBENODEREBEREEDEHNITONT

PSR BB BT 2 BEE DR E S, BRI OFRAE D, Aotk - &2
PRSP RGO E B OERZE ST 2 @i, AEFFGIBAE LI2GE0oWE
¥, FERERLIATON DGR ESTWND Z Lk,
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® EIER~DOXHRIZONT
@-1 MERRARHNCEET 2 EH

MR B EOBEEZRBIER N RA LB, 24 REREIREI O T, Yikhast X
IR 1B T, BEL L -RWER IS U CARBEE B L O CT EORIVEH ORI &4
BB OFERNY B FICES, BEHICHG A REREHINE->T\nD 2 &,

@2 EERFEHICLI2AFEFSAMNISICET HEH

N ARSI 2 B 2 sk R OB RE 2 A T D IR FE DNEER =XV v 7
EEHEOIEIROA T ) —= T EITOERE L E#REZ G TE 5 F— AEFRRH] 235
fiE S TnWbZ L, 2B, BiAHICOWT, RABRE EZOFBEICHTITAMmENT
WhHZ L,

@-3 BIfERADOZW LRI LT

RIWER (FEMEMEBIZINZ, KX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - IF2% - BLMERRAR 2. BEREREE RS HRIEMER R, RERKEBRE) . N
Sk E (TEARRERE S, FURIRERE R E . BB HEREREE) | 1 BUBEIRIE . 5 & 9 Rk,
Mo - BEBURIARIE . e, EE O REREE (hEPER R EEIERIARIE, BRI ARE %
e, ZIPALEE, BERKJIESE) . infusionreaction, AMZE - BAMEAS, FIEMNMEJTAE, APtk E

(7 v« NU—EBRESE) . Ok, BB MEEE (G Vi MR YESE BT |
el rEg i, JRIFERE;, MEREKIES) . EEOH R, MERERIEGRE, %) 1ot
U C, Yekhias ST BB O B 25 9 2 Al & s U (RITEH OZWroxtit
W L THREL O REZZ T ONLGMHICH D L) | EHITHET) 72L& TE DA
MNESTWNWH I L,
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5. BeGxHR LI BE
(2B % 4 1H]
@© AHAI O OFUENERELEH & O PR GIE TROBE B W THRME /RS AT

60
« TERVFET BV UNF =T L OGHREE ACERERO 22 ORI YIR A AE
ST D B B

@ AFNOHMP G TRROBE BN THMEN RSN TN D,

1R A7 OB Ok EE

® FRICHMS T BAA DGR CHR TN T, AHIOABERHES ST

€3

59, RENOEGRZRE 725720,
o W AREICKHT DM oPUEMELA] & O HERSE
o T HRIUF=T NI UAF =T LS OFHEME RS & O PRS-

(ZRB89 % $H]
ﬁ_§é¢é$%_waiKﬁ@&%#ﬁ%kéhfv%:kﬂ%\&ﬁ%ﬁ
bpunz b
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

TRIERT O REAM kwTTﬁ_&é¢5$%_omfi,$ﬂ@%5iﬁ BV ARAAA

D, AOIRFERPUR A 2 NGEITIRY | HEICAHZEHT 22 2BETE D,

. %/@%f%®AﬁXi%E®%é$%

o JfaEE AR A CRE R 258 5 B K ONE B o il B i gt 2¢ <0l e M Aiti 2%
%@%K%E@ﬁM#ﬁ%m5%%

o HOMERBOAE, SUTEBMER I L IXHRMED B O KR OBEERE O
% BE

o MBI (GEmEMRBREELET) ObbERE

o FEEORBYSUIMEEAT D EE

17



o RVBUIBRABE U THSB M O & M 12 35 1T 5 Karnofsky Performance Status 70% A

{Iﬂ.'fﬁ‘ (1) @‘%%

@1 Karmofsky Performance Status (PS)

Score | E 3%

100 |1EH, AT HBREOHF LNV, BHRERZ L,
B OTEE A ATRE, HPIeFEN LT\, 90 |BRWERIRIESR TS D8, IERTEB) A fE

80 |/ 72 0 EEARSER B 208, ) L CIEE OIEB) Al HE
FET D LIIARFRE, BHETHEETE T, & 70 |[HOHHOMIHITE 508, EF OGS - 545 Z L3R
HITF LA EBAHRERIZE DD TH S, | 60 |HVITKHERZ LT TEXAR, & EXNBNLE
Bea REEEONZLE LT 5, 50 PRIRE BB LR #ER X OENNRERITADLE

40 (BT, WU E LOFE#ES LT
HOEIYDZ EEASTTERY, fiZdHH0| 30 |[2<ETT . ABNSLEEDITII LEE > TR
WO EH# L FSOFELMLE LT 5, RKE| 20 FEFICEE, ABSKLE CREANRIREN LI
MNEGHIZHEIT L CTW B ATREEN S 5, 10 [FEHIASE > TV D

0 |4t
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6. REICELTHET NEHFH

@

@

®

I SCERITIN 2, BUEIRTEER MR35 ERMEIZ I & ARA| O Feik Je ONiE IEff

RO olicn B tERe +oIc 8 L Cr AT 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER EREEZ +o3 L, RSx5S

ThoEETHZ L,

FREWEH O~ %Y A MZONWT

o [MEMMEENSLDLND Z ENRH DD T, KAIOEEIZHT- > TL, YIHIE
W (280, PRURIREE, Wmkes) OfER & O X MRfeds o i, BlEz+
FWATH 2 b, Fo, REIDS U THE CT, My~ —7 —%FDOMmA % T3
HZ L,

e infusionreaction 23&% 5L 5 Z £ 23 5, infusionreaction 23588 B ILIZ A IZ
X, WYIRAE AT O &L BT, JERNEE T 5 & THREOIRIEZ /0108152
THI L,

o HRIBERERETE ., TPEAEEREE X CRIBHREREENH DN ZERH LD
T, AREIOF5-BRLART & 0P 5B I E IS N WS RE A (TSH, 78
T3. EHE T4, ACTH, L =/ F Y —/VEOHEIE) &FEid 52 &,

o BUENTSR. P, IFHEREREE . TR, B{LMERE RPN L bND Z 0 H D
DT, AKAIO BB AGRT R O G- M S i3 E IR T BEsEfMR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2ET 52 &,

o SEIER (MR MMLEEREREET) FOHEEREEENH LD
ZERHDLZOT, EMCIROBE OFEEMRT 5 &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2 T2 L )BEFELRET L L,

o KENOEEIZLY | BEORIEICIIRINT 5 £ E 2 BNDHEE L IR BHRNIE
NHLPONDZENH D, RENBD NG, B LEERIILN U
B 72 sk & ARk 2 Re D Rl & il U Cli bl A BB RIS W 21TV, IR DS
FONZ & 2 BWER DB 2561215, AR ORESUIH 1L, K ORIE B R
NEVRIOBRGEEEBRTHZ L, B, BIBRERLVEOEREIZEYEIE
HOYGENFRD B2 WIGEIZIE, BIE RE AR VE LSO & i Fl o e hn
LEETDHZ L,

o BERKRTH., BEMMNSEIARGE L THrORIERANRET D Z 8B D70,
AFN OB TZRICHRIERORBUZHSITHEET H 2 &,

o 1 AUBERRIE (BUE 1 AUBEIRIE 2 Ede) bbb, BERFMES N7V R—U R
IZEBLHZENRHLHOT, Ag, Fl, EHFEDEROFEELCMBEEDO LA+
DEETHZ &, 1 AERFN O ZGE &R EERIEL, AR Ul
Hl OB GHEDOEY)7REEITO Z &,

AHNOEEERERIZ BT, KEYNOTE-426 B T3 5504625 12 B . LI

S4B FEFCoMIT L, D% 12 T &, E7080-307,”KEYNOTE-581 #kli& T3 5-

BAE D 8 WM Z L AZH DR 21T > T2 2 & 2 BE I ARAIE G I3 EH

AZ BRI A COROMEREITO Z &)

I A7 O@EmWE IR RSB T 2% mBhEE & L TERT 2B,

KEYNOTE-564 ABR I W C, 12 Bl Z L IcAME0f i 217> T2 L 25%
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(2 AFN OB G HITEBHN D ROMERR 2T O Z &, B, AANOHREHIRIZT 12 7
HETETDI L,
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REEHHEETA KT4 v
RaTn) <7 (BIETFHEBEZ)
(K554 : %A h—4 SRETE 100 mg)
~ R SAERIE ~

SRTE1 28 (G449 AWET)
JEA S EE




SN

1. LI P2
2. ARHIOFHE, TERBET P3
3. ERIRAGE P4
4. FEFRIZHOWT P12
5. BHXHRLELHEE P14
6. HEHEICELTHETRXHRA P16



1. IXC®IC

=S5 DF N « B RMEORER DT OIZIL, I SCEFIZE S W2 Ee AR D
B, 6T, IEORFEHINOEAIZ LY | FUREIKS 22 & OFH 72 Hrlil/F A%
FFEIMPERINHGH T, 2O DOEE L ZFEICLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & OO FEAR T #2016 CEAL 28 4F 6 H 2 H BRI E)
IZBWTH, EHMERLEOFHORKE(LHEEZXNL Z L L ShTWn5,

HRE R PP ST, SRR L M7 0 7 7 A VBEEFEOES L &I 5 R
RHZENRNHD, ZOh, HMEROEZEVEICET A ERNH0EMT 5 E TOR,
WELEIL DO BE LR ZIT 5 2 EPHIRE SN BFICK L THERT 2 & &bz, BIfE
FDFEEL U= B 72 kb & & D 2 & DS ARE 72— 8 O B &3 7 9 A B < fdi F
THZLENEETHD,

L7eRoT, KA KT A4 TiE, BB ZNE TITE LN TV A EFLIH -
BHEf R S & | DUTF ORI O e H 2 HEEST 28800 b B R85 2
TR OEEFHE RT,

B ARITA BT A %, MNATEBUE N EE S ERESE R G, A HEANR AR
BRIRIE s . — M EEN B ARERIRNEES . — A EAN BARF SR 7 kO
NasftHEN AR AR 20106 EERR LT,

RG L IR B EENL A b L—F ETEERE 100mg (— R4 Na T ) X~vT (Eis
THAHL %))

RGBT - R XL ERERR & F 9 5 B

NEERHRMEROAE - @, A, Xa7n) X~7 (B rdEfz) LT 1
[a] 200 mg % 3 WA HIFE XX 1[5 400 mg 2 6 J H[F R T 30 47 fH
DT T RIEFET 5,

il 3E B 58 3 #F  MSD R tt




2. AFOKK, 1ERBERF

XA M—F HEEHE 100mg (— 4 a7 n ) X< a8 z) . LT TR
Fll w5 ,) 1%, PD-1 (programmed cell death-1) &%= ®D VU %> KT 5 PD-L1 LT PD-
L2 O EZEHZMET S, B MEilgG4 £/ 7 v —T LHURTH 5,

PD-1 1T T MAR S0 G RERE D & 284 5 72 OIS A AR AN FI - 5 2 70 S0 2 il 4
AA wF T, PD-1 I, EFEZRREBICI WD TEER T MifuoMin L mIcBELL, B %
P SO % B e A Tl 72 S0 OS2 %, 7ebBH, PD-1 (XU > REfH
ATHZ IRV PURSZEBRICL D V7T VinEZAICHIET %8k TH 5, PD-LI
DIEFFFEIZ B T 2HBUTDOT N TH LI, Z<OBRAMIBTIE T M@ 2z
HIFEBWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
JEfmAaEE. JREE. FE/NRARIE 7 E Ok 2 7oA TP R ARR-TH Y | fRWAEGFE
& OB HRE STV D,

BEE DD DGR T & PD-L1 FBEOFEEENMED S, PD-1 & PD-L1 OB IZNEE O
TR R B W CEEREE 29 Z LAURBR SN TE Y BN ARIROER L L
THIfFF SN TV 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Oitj ) > ROfEGEET L Z Lk, 5
W NBREE T O ISR B ENE T U v SERATEMA L &, HUEE G 4 FHE b
T 52 L CHIEENRARET D,

ARFNOVERIBE D < E O RS X 28IERFEN & b oh, BESUIELTIC
EOWREMDN 5 5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, BEDH
D BTG EITIE, FEH LT F RIS U R 22 ik & BBk 2 Ff O PRl & i L Coil
BN 8RR W 22 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GFEDWY) IRALE 24T 9 WER D D,



3. Eﬁrﬂiﬁ%‘*
P8 Tz R RS & T 5 BHSEGRE O KGR I 3T 2 17 - 72 £ 722 B R R BR O plois %
N I

[G2hE]

[ BRI [R5 MAHRABR  (KEYNOTE-048 #U5%)

(L FRERE D 72 RIS (U, R - FUEER J ONWEEE OO 38 TR fRis 2 A3
5 BHS R - B Rz R 882 Bl (HAN 67 flagle) AXIRTIC, BYXFv~7 (B
b z) (UT eYyXo~7) Lnwd,), Zrduv i (LUK I5-FUl &
9.) RO 7 FFRANOHHEE (LFRIER) 223t LT, 5-FU & 7o 58
FIOPEH T TAAN G (KA O G-HE) = K OAH] 200mg % 3 H IR (LT TQ3W
LW ,) BE (RAIEAMBEGR) OBAIMER LSRG Sz, FEFHMEEE O
—O & INTAAEEER (LT TOS) v o,) 1220V T, ITT £ W T, KA
ﬁﬁ‘fé% HMEFRE L i L CTHEICIER Lo, F70, AFIBMEE I L FIRE & i L

T, ITT HE£FICEBWT, OS 1ZFEH AR L, combined positive score™ (BLF [CPS) &
W) N1 UL EDOBREFEEMIZBWT, OS OFERIEENFED LI,

*1 o REFTRZICKHT DR & L TEFIRIELZ S TOIREN FZ i STV BE Tl 4#%is
BEOBRAIREH B 6 AL ERGE L TV A 5A1E, MAANAREE Shviz (7272 L
YELTAIR T T 460 H LINIZR BT L7258 136k <),

Y X~ T (FEI400 mg/m?, 2[E1H LAFE250 mg/m?) . ¥ AT T F 2100 mg/m? XX
JVARTZF > AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H $&#ee S0 5-)

DIEIZ Q3W (BY ¥ ~T7 DA MM THRK6=—AEH, Y F 1 ~7250
mg/m*% LR FIR T& G LTz,

*3 . AKAFI200mg, AT F 100 mg/m? XX H VR T F 2 AUCS (mg = min/mL) K O5-
FU 1,000 mg/m?%day (4 H fIFFHEATRG) DIEIZ Q3W T K67 — A 5% AH1200
mg % Q3W TH:H L7,

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

1 FAAPFREGOFEMESRE (KEYNOTE-048 35k)

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 : PREMITREOT —% (20184F6H 138 D » b A7), *2: @RI Cox Ll N —
RETF N L DA FRIERE L DL, *3 : @Wlla 7' v 7 e



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

AR (%)
5

/"‘”"“‘Wliﬂlll—~ t

HAH
04 vvxevr. 7orrmmposey M [T

Iy,
0] M |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AAFHIM (A ]

at risk%x
AF1200mg Q3W,
75 %T@%U&US-FU 281 227 169 122 75 40 10 1 0
Eyxy~ 7\ 278 227 147 100 51 20 5 1 0
77 F I8 K O%5-FU

X1 AHBEHEERED 0S O EETE D Kaplan-Meier Bi#f (KEYNOTE-048 3ER)

£2 FHIHEMREGOHZMERAE (KEYNOTE-048 35R)

AR B - (bR
%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 fiE™ 0.0086

CL: BHXR, *1 : HREfEITRE O T — & (201846 H13A U v b A7) *2 2 J&hil Cox Hfl ¥ —
RET M L DALFIRIERE & O, *3 : J@hln 7T v 7 g GEREP ), *4: @hiln 77
YU RUE (BEREE P )



100 |
% —
w —
70
S e A #1200mg Q3W
40
H 30 / ""‘IH"“H‘l"m
D9 wvxs~T, 7 FFFEHRUSFU IH’"”Ii’li‘}ﬂ,,,'W}L L
10| | HiH’Q 777777 I
O I I I I I I I I I
0 5 10 15 20 25 30 35 40
AELFAR [H]
at risk#
AF1200mg Q3W 301 225 172 125 81 37 18 2 0
BYX<T,

7S5 FFHIH| % O5-FU 300 245 158 107 57 26 10 1 0

100+
% —
80 —
70 —
g 60 A #1200mg Q3W
o 50+
3
& 40
30 /// mmf
1 T,
2 Y F vV T T TF T AR UE-FU I It ‘*ﬂiﬂﬂ -
10 - B |
0— \ \ \ T ‘ ‘ | |
0 5 10 15 20 25 30 35 40
M (A
at risk%x
AF200mg Q3W 257 196 152 110 74 4 17 2 0
ML SV AN 255 207 131 89 47 21 9 1 0

7'Z I BH L OB-FU

X2 AH|BMEE 5D OS D HEEHTERD Kaplan-Meier i} (KEYNOTE-048335%)
(BB : ITT £, TR : CPS2 10 BEER)



(PD-L1 FEBLR IR D A5 1)

] PR IL R 25 T AHRAER (KEYNOTE-048 3UR) ([CHAAN DI BEOT —ZIZHED x|
CPS JNZIRHT 24T o T2 A 20 (BRERAV 2T 2 5 de) M OVZEMEORERIZU T O LB Y
Th-oT-,

AAUZERIEGEH OAZIEIZES LT, CPS 28 1 Riii DA AL RIERE S IRIEFEED
ERThHoT (F3, K3),

AR EM B E OGRS LT, CPS 2MEW T SRR IEREIC 69~ D AR B 50
DAY — RN K E L 2 EANFRD B, CPS 2 1 K DGFAITII AT — R 1 %
kFl>72 (R4 KUK 4),

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

# 3 KEYNOTE-048 BRERIZ 31T B K L0 A#ED CPS Bl TD 0S™

PDLI %5 158 gy PRI DeeCH e e
o R e e
1=<CPS<20 2&{%{;@2?;% gi 1;; g;éff;j 0.75 [0.57,1.01] ™ 0.25
sz PMBERE D0 T o

Cl: EHEXM. *1 : BEEITEEO T —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox LY — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) R OVHPV J&Z: (B, [fatk) ZBRIKF & L7- Cox Hfiil

—FETV
100 100
%0 90
80-| &0-|
70 70 ‘ \
3 A5 200mg Q3W, 7T FHUAI KUSFU 2 YR ovT | 7T FFEIROSFU
< e SR T
PRY / PR B /
Itk 40 & 40
#H o ox My #Ho w4 e
20 L m 20
ol wrEv~T rrrrmmroseu’ 10| A AI200mg QAW 75 FHUAIESRY
=
0-— T T T T T T T T 0-— \ \ \ \ \ \ \
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30 35
s AR (] . AEAEIR (]
7‘5 i;“ 3@;&%}’(\’% % w6 3 9 1 0 f’ji” io‘_’)mggﬂ’i" hsru 30 % 13 8 4 1 0
TYERI~T, EYELCT,
S inose B 2 8 @ 16 5 1 O s ® B 17 9 4 0 0

X3 KEYNOTE-048 3B I51T 2 AKBEH B E#ED CPS B TD 0S D T D Kaplan-Meier Hif
(£ : cpsz1 oFEFER., A : CPS< 1 0EFEF)



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

PD-LI %5 T I I o s
crs<t Mlmrn s s lorise 17086220

1=CPS<20 Ztifgij;ji;ﬁ 1;;‘. ig? %2(7): ii?% 0.90 [0.68,1.18] ™ 0.028
T AT

CI: {ZHEXRE], *1 : PRIMITEEDT —4% (Q018F6H 138 4 v A7) *2: JE@RICoxL BN — KTV (I3
SRWIMEAT) . *3 : ECOGPS (0, 1) M UHPVEY: (B, k) Z2BRINT & LizCoxbbfi ¥ — RET L

100
m .
m .
. 704 —
> =)
§ 60 A #l200mg Q3W 8\/
B 7 3
& o {t
@ e <
i iy
2 i ‘ LT
o] TYFRIIT L TIFIRRRUSFU LUy Ry .
e
0-— T T T T T T T T 0 T T T T T T
0 5 10 15 2 % 0 3% ) 0 5 10 15 2 % 0 3%
o AR (A ] o IR (A
at risk %% at risk %
7 71 200mg Q3W 257 1% 152 10 7 u 17 2 0 7 200mg Q3W “ 29 2 15 7 3 1 0
YRS, vVE e,
AR TANSNNS - B 89 g 21 9 1 LS ARA AN 3 7 18 10 5 1 0

X 4 KEYNOTE-048 3B CI51T 3 AF BB 5D CPS B TD 0S D HEf#EHT# D Kaplan-Meier Hif#
(£ : cps21 DEFELEF., £ : CPS< 1 DEEFEM)



[Ze 2]
OE B I FEFH MRS (KEYNOTE-048 75R)

BEFGIIAFIG AR GHE 271/276 B (98.2%) . AFKI B L SR 290/300 1] (96.7%)
S ObSERIERE 286/287 il (99.7%) IZFRD B, 1RBREE & ORERGEAGTE TE 2
HERERGT, TNEN 263/276 1] (95.3%) . 175/300 1] (58.3%) KX 278/287 il (96.9%)
IR BTz, WITNDORETREEIS D 5% L EORIERIZTERDO LB TH-oT-,

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

FEERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI B P 51 bR
FAFE (PT: Preferred Term) 276 5] 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 (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
A ifn. 133 (482) 52 (18.8) 0 12 40 2 (0.7 0 118 (41.1) 42 (14.6) 0
BT T BRI E 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 ORKBKEREE
g 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 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
A% 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
gt 75 (272) 7 (2.5 0 7 (23) 0 0 64 (223) 5 (L.7) 0
—f% - BHEFR L OGN ORE
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
(Es9 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 (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
JIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, fER L OWEAIHE
HEALLE S i 2 (0.7) 0 0 1 (03) 0 0 16  (5.6) 3 (1.0 0
R AR AT
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 (03) 0 30 (105 1 (0.3) 0
M ifn EREs b 36 (13.0) 15 (5.4) 0 2 (0.7) 0 0 43 (1500 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 (1250 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 7 AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (2.0 0 20 (7.0) 9 @3 0
1KY R 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6 5 (1.7 0
PR R P
TRTE LR 16 (5.8) 0 0 6 (2.0 0 0 15 (5.2) 0 0
KR =a—a/F— 15 (54) 3 (LD 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

BiEx (%)

Organ Class) AFNOF 58 A EA R A (b FFRIERE
FAGE (PT: Preferred Term) 276 i 300 £ 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 ORI REE
kT R 15 (5.4 4 (1.4 0 4 (1.3) 1 (03) 0 6 (2.1 1 (03) 0
J2 R KOV TRk E
SUERRBIE & 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
B2 R 5 (1.8) 0 0 6 (2.0) 0 0 27 (9.4) 2 (0.7 0
Ei FREREFHIEASIE 4y 0 0 1 (03) 0 0 20 (700 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
FERs 2 (0.7) 0 0 0 0 36 (12.5) 0 0

7k, ARFIOFHBGRECR W CRIEMEIEE 13 41 (4.7%) . KB « /MG - EED
THT9 B (3.3%) ., kRS (57 2 « N —JEBERES) 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 (REREIRERETE, B, HEREIESE) .
BB AR E . 1 UM PRI . AR, AR « RRBUT BAAE . EEAE A M0, KA -

il

SE DR, EELMERES (i MR TESREER, IR L, ARIFERRE,
FERIERIESE) | MERE RAEBAE S O EZ TR S rin-o T,

ARFN B 5B TRV EMEZE AR 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (FERMBEIMERRE, 2R, HREIES) 161 (0.3%) .
P RERE 22 15 1 (5.0%) . HUIRIRSBERE 2 42 (4] (14.0%) . T EE{SFEREREE 1451 (0.3%) .

/NS - BEED T 4

RIBHERERE S 1 61 (0.3%) . EimelmEs (RAEHEMBRE) 56 (1.7%) . MKk - §
B2 161 (0.3%) . 5 & IBEK 141 (0.3%). B 261 (0.7%) K& T infusion reactionl 51
(03%) MO BN, £, MRREE (72 « SU—JEEES) . 1 BFERE.
K- BT BARE, BER R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIEKESE) | MERE BIEEEE K OWEZITEER O Hivie s

72,

AREWERZEHR I EF S (AREERE 2 E) 250RIHERETT,
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(At - HE]

AR OREREYEETT L EZFIH LY I 2 —v 3 12k, AHl 200 mg %
Q3W, 400 mg % 6 FHMMHE (LT TQeW]) & o5, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &9, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEROARHF O EFIRREIZ IS 1T 2 MG i (LA
T Cagss) &9, ) 1E. AHI200mg Z Q3W THeLH- L72FED Cavgss & LT 5 & T
Ehitz (FF) . £/, AH400mg % QBW TH G- L 7=BROARHKI D EHIRREIC I 1T 5 %
AEMIEFIREE (PAT [Chaxss) &9 ) 1, AHI200mg 2 Q3W TG L7ZEED Craxss
g L CEEZ R T E TSN OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (RE) % Q2W THH: LTZFRD Craxss & Ll U TIK
EERTETRHENTE (FFR) . SOIC, EERAERE 2 X5ICAKA] 400mg % Q6W
TESG LA EIERER (KEYNOTE-555 iklik) 1 0 455 7= FEHIMEIC H-S < 3y Ehhe
RITA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILT (FR),
Mz T, ORI BIT D BRI & | AF ORGER & AoME xZe et
& DER#EZMFTT DIRBESST T VDL S L. AH 200 mg 2 Q3W X% 400 mg %
Q6W THH L7-BROMEFTE & & AME I L2 L OREIZ O W TIRFT S /R, k
LD - HEOM THINEL OVREVEICAME R 2RI 0w & PRl Sz,

&6 FAOEMBERR T A —F

v - B Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (oivon | raoen | (78188 | (o174 | Gossio) | (208 814
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' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

$:n=2993, 100[HDY I = L—y 3 LY EHEINTKAEIEO T IAE (2.5%4, 97.5%40) | Crax : FIEIHE
HHOREMIERIRE, Cag : PIEHEGHOFEMIEFIE, Cmin : FIEFEGE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGETIREE, Cavgss : EFIRBEIZH T 2 FHMIEF IR, Crinss : EFIRREIZ
BT D Bl i i

T : 56 Bl DT EIIME  (95%(5 HEIX[H])

§ : 41 BT (95%(5 4 X [H)

NA : 47 L
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4. FERIZTDOWT

ARHNOB G- w70 BE 2 2Wr - FFE L, AFOFGIZ L HELRBEHZREL L=
BRI T D Z ERMERTED, LFOO~QD T T &z sl W THEHT 5
REXThD,

@O #EHRIZTHOWT

D1 Fid (1) ~ (5) OVWTIIHEY T IR THD Z &,

(1) BAEFBRENTRET 20 V2 EEHEN SRS EE R AR L S5 bt
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂwﬁﬁﬁh@&>

(2) FrEHEREIHPT

(3) HEAFIRAFENFRET 203 A HEEERFE (DS AR WL, 23 Al
W EBE, 3 ARSI EEHERE B e &)

(4) AHALFIIEEZFHE L, SRS L PRI | OIS RIS bR IE 2 R B
2 OfEak FEEITLR D B H 21T > TV 5 fiak

(5) PUEEMEREBL AL BN O R R FEHEI AR D 24T > TV D ftiek

O-2  SHSHERE DAL FIIE S ORIE I FESLIE OIS +53 70 Fiak & BEBR 2 5D BE Al 3
TEBHEM (FROWTNANIEZ Y T D EMUIEBIER) 25, YiZ2 R OAFNIZE
TOHWFEOEME L LTRHESNTND Z &,

eSS

o [ERRFFEUTE 2 FOYMFHEZE T LI2RIC 5 L LD VIR O BERIHE %
fToTWbHZ L, 5b, 24U EIE, BASEWIRIEE 3 & URRIERFOFE %
7o TND T &,

o [ERRFFIAGER 2 FOMWIHEAZE T L7cRIZ 4 L1 Lo B SRR EE O IR
WHEZ1T> TR . 95, 24ELLRIE, 23 ABRMIRIE 4 3 Lo B S AR IR I 2 0% D
FRRIHE 21T > T D Z &,

o ERNARFF SUTHEFHEALFFIUSZ OMBNHE 2 T L7212 5 4ELL o O ESE
DEFFRIHMEZIT-> TR, 5 b, 2HEL I, DAL Z ST OEARIO R A
BIEDBAIHEZIT>TWNH Z &,

&% AFN L DERICBWTCIREERSE OGN E 2 BT 5720, BE ORI
(ZY 72 2 HRHEMIT EOROWT IR TR 273 =T (BESE I 0L 5%
1R ORIWE R B DO REIG+53 72 ik & 1B A F5 O RT) & OBRE/E#ED ) &
WZET 5 &,
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@ BENDOEHR. fﬁﬁimﬁwﬁiﬂ%ﬂ ZOWNWT
=5 5': THE BT 2 EE DB E S v, BURESEDN D OFHE D, A2 - &
Eotia 8o i T%?&O)@E%&Uliﬁﬂi%‘? A D IE et A HEFRNRAE LIS OWE
. FEDHLDIATON D EHIAE->TWD 2 &,

® EBEWERA~DOXRIRIZOWT
@-1 MEFEHICET 2 B4

VMR RS D B E R BIVEA N34 LT2BRIC, 24 FRRIZHIEHIO T, Yakhiak X
VOB R (23T, BB L 2 BERICIS U CABREE L O CT O FIVER O BRIz
AR ORE RN HPICE L, EBICHISTREREHINE > TND Z &,

Q-2 EFEREHRICLH>AFEFSNCET I EH

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

@-3 BIfEAOZBr-oXRCE LT

BIEA (REMEMZEEIN A, KBK - /DMEK - BEO TF, BUERX « IFA%2 - I
MEREREE - JHF2E - AL PERRAE 25, B RElE (@fmﬁ’sﬁaﬁ%ﬁﬁ K. REKIEBRE) . N
SrublEE CFEEABRRERRE S . FUR IR AR . B PR RERREES) | 1’*”#*‘)75% SE ISR,
e - BEESCTRARIE, TER . EEDRERE (P ii‘%&iﬁ?ﬁrﬂﬁﬁﬂh\ B & Hh R ARE (%
BE. ZIEALEE, JAKHIESS) . infusionreaction, JMZS « BEMRAS, EJEMNMEJJAE, fhikfEE
(FT 2« NU—IEGERES) DR, E’%iﬁﬁﬂ%ﬂ‘ﬁg (G M i B R MR SR B
Wit g i, JRIFERRE:, MERIEIES) . EEOBH K, MEKERMEGER, M%) (X
U C, ekt a% S 3 B 12 e BE oD B Y- i%ﬁﬁ‘él:ﬁﬂﬂ:@?*b (RIVEH D2 Wrokt it
B L TIHRERVOSIR AT ONLIEMEICH L Z L), BHHICHEY) 72 ALE N T 5 A
NESTWNWH I L,
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5. BEXB LR HRE

[B2h B3 % 1]

O AL D 70\ VR U TR RS 2 3 2 S R EROE BE 2B\ T ARH
B 53l NZARA] 5-FU KO FFRFIO PR GOFMENREII TN 5,

@ AFNIEFESILFESIFERE (KEYNOTE-0483E) 23\ T, &fERICBWTE
YR ~T | 5-FU KOV T FFRFI O L i LT, AKHL 5-FU KO F
FFHIKN O OF G- OARF MG OG MR R ENTWAS, 7277 L. PD-L1%
B (CPS) 12X W HIWEN R BN RS NSERENE LN TNDZ L (p7
~8Z M) 16 CPS" bR L7c L CAAIR G- ORI GOYW 2325 Z L NHEE LV,
CPS MR TH D Z & PHER SN BEF TRV TE, AFILSOIERERIK S5
B35,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (JR5E4) 2VERR STV
%,

@ TREICEZYU T 2 BB T AR OFRE K OERITIEC SV TR, AFIOAZPED
MESLSNTELY, AAOHREHR LRG0,
o IiTERAIIRIE
o OTHYIMENR SN TWRW i OHFEEMEREE I & OOF A5
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(ZaECB+ 2 FH]

O TRICEYTLIEEICOVWTIAFORENEZRE SN TNWDLZ b, AT
bipnz b
o KAIDRSY WBUE O BEEED & 5 3

@ 1BFEATOFEIZ BT RIS S T 5 BFIT OV TE, AFOFEITHERE S e
D, AOIRFERPUR A 2 NGEITIRY | HEICAHIZEH T2 2L 2BETE D,
o MEMEMZEEREDOEN X i%EO) b5 B
o JESE R A CHRIE R 2 7B 5 B K ONEBYME O U KA lsi 2 <0 G M i ¢
FEOMMIZRIEMZE LN HA BN D BE
o HCOAEREBOED, UTEMERZRHE L < ITFERMED B R E OO
b5 EE
o BRI (Em@MaBEELST) Ob b EE
o OB EE AT D BE
e ECOG Performance Status 3-4 "V D HH

(D" BCOG 0 Performance Status (PS)

Score ER

0 | &<MERIEFEHTE S, BHAT&lFE U HEAERPHRZR AT D,

PIRRIZI LUEBNIHIIR S 225, BTAIRE T, B > TOMERITITO LN TE D,
RS N S

ATHRETHA DT DRI O Z L3 S TAFELAERF TE LW, HHD 50%Lh Big~ >y ATl 29,

BHNTZEHSOHEDEY DZE LATERY, HFD 50%LL EE2 Xy ROz 4,

AW

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

BECBRLTHERE I REHE

IS SCEZRIIIN 2, BUEIRGEER MRS 2 BRME 2 3D & ARHK| 0 et Je O 1E

DT OIZ B HE I L TS5 2 &,

TRIEBRABIC SN D | B UL Z OFEICHINE L OERR M2+ L, [RE 215

ThoEETHZ L,

CPS LR L7z BT, AR O GG A2 W32 Z &N E LW, CPS MERT

XRWEEITIE, AR O OGS Z @O L ECRETH L,

FERBEIMERO~RT A MZONT

o HEMREENDLOND I ENH DD T, AFOEEIZHT-->TiL, PIHIE
W (BGIv, PR IREE, k) O OO X S o k%, Blggs 1
SATH Z b, Fio, MBS UK CT, Mg~ —F —%F 0% FEhiid
5 &,

* infusionreaction 3% H LD Z & 23 5, infusion reaction NFRD HAILIZH AT
(X, WURE AT O & &b, FERMPEIE T 5 F TREDOREL 12842
THZE,

o HURIRFEREREE | T RMHAERE R ORIBMERENH SN Z ERHDH D
T ARAIOEE-BIHART R O G- M X ESIIC N e (TSH, i
T3, #EHE T4, ACTH, M = /F Y —VEOHIE) 2FEhid 52 &,

o BUEMZ. AL, RS, FR, S{LMEBEEXN S bND 2 E03h D
DT, AAN DO E-BRIEET & O G-I e IR IS IR RERR & (AST. ALT,
v-GTP, Al-P, B U LVEVEDONIE) 2FEiid 252 &,

o HEIER (MERKMMLEERAERRELEGT) FORERERIREENH DD
ZENRHLOT, EHHNCIROEFOFEAMERT D52 L, £z, ROEF R
RO LNTHEITIE, HONICEREBEEZZ2 T 0 L) BT Z2IEETHZ &,

o AHKIDEEIZLY BEDORIERISITRINT D & E 2 BN DA R RBSCTE
NHOLDLNDIENH D, BENPFEDOLNTHEITIE, BEALE-FLRIILLT
BRI 70 ik & SR A FE O [ AT & U CE IR R AT R E ok
BOSIZ X B EWER D St 2 35-8101%, AFIOKRIES T Ik, & ORIE E R
NELHOBRGE2ZBET S, B, BIREEFRLVE L ORGIZXYEIE
R OUGERFED B WIGEIZIL, B RE R VE LSO il &l oE
LBETLHZ L,

o B TR EEMNLED AR L CHrORWERNRERT L2 LR 5720,
AR OEHHETHIZHEWERORBUC IR T 5 Z &

o 1 EUMEIRIE (BUE 1 BUBEIR A2 S i) N bbb, HERFEMES TV R—T X
WZEDLZENRHLOT, Al Fl, TRHFEOERORBL M ED FF-I12+
SERETHZ L, 1 BERENSEDN ARG 2L, AR ) il
RO HEOWEYIRNEEITH Z &,

AFNOEGRRBICB N T, BG50G10 9B, UMIZ1FEREToHITE, 0

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