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SH 34 11 A 25 H
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| REERTRE S (WmAEEEN (R) B K
ool K

JFAETBAREI - AR REE R FAEERE
(.~ H A& W)

NRa7n Y RXvT7 GBIEFHEEZ) RF O SEEAHEET A K74
> (RIERE) O—HUIEIZ >N T

TR T BOE B & SR D AR TTEE2016 (R 28 426 A 2 H REIRE) 12BN T,
HH RIS O A ORECHEELZ XD Z EREVIAENT-Z L 2T,
B ESR S 2 B LB A B IR T D o O IS i R HERE T A KT A % 1E
T HZ s L TnET,

NRAT7 Y AvT Eia il z) fAZ BRI L TERT 2O ES
HIZOWTIE, RA7r ) XA~v7 (Bia ) [WHOREEENHEEDT R
TA v (G OV Ol e T A R A > GE/NEIiiE, EeERa
B, ARG % U oRJE, RIE BECEE, SmBE~ A 7 T T A S AREENE
(MS I-H i gh) a7 2ERE, Bk, BESEMELOEERE) O
BIEIZDWT) (B398 A 256 HfFHITIASKEIR 0825 4 5 BEATHAE
3« RN R ER M EAE R E®RM) ICLVRLTEEEZATT,

S, NATRY X7 (BIEFHELZ) BANCOWT, BIEREIZHIT 2206
XIIZhE. AER OHEO —HERNERBINTZ Z LIV Y%A RTA v
RO LBV BIENWTE LE LD T, EFNOERERE N NIRRT 5 JEH
HMEBENLET, 2k, WEZOKEMERHEET A R7 A4 0%, BIREED L
BH T,



AL

A 7T IOV ORBEITIEh R, HEAOHE
EE IR - UL F o BEVEESE I3 Do HiE
PEREEA & O OF L

BESER, R

%&&U%i.m@# PEREIEF & OO EEIC

BWT EE, AZIZZ eyl LT

H 1000mg/m* ((KFHFfE) £ T%, 4~5 HRE#EH T

RIEFE OFEERHELET A R T A > OWETREAT CHrIExEZ)
beli |8
Y=Y @ SHISERR) Y R— (BHEARETHIBR)
2= PO R AT B A ESSIE 2= ﬂ%kﬁéﬂ ES5IE
RIGYIBR REE 72 AT - FRORIER S AR PDIRIARBIBR
REEIRHEST - FR OB IE RS
®Gr L7 b HEROHE
INF BTNV E R AT T EOHEHICE KL 72 D HEROVHE
W i, AICIE, a7 el X~=7 (&s T W AT, RAaT e w7 GBS TR
M z) & LT, 111200 mg % 3 HFRREXIE 1 %) & LT, 1[a 200 mg % 3 3 R RIESLIE 1 [=] 400
[[] 400 mg % 6 BB T 30 432 C AT mg % 6 JEH MR T 30 22T CTAREHET 5,
T Do DAALFIERES ICHE Lz PD-L1 DR
EUIBRABE 72 1T - B OBER T LR EIZR L
Td, AEEFEMBELHST22 L TX5,
2= (%) 2= (&% B




P mdi 9 %, &5 280 IRTHEIZIFDR e

b 3 AEM EORIEZ S TREGT 5, AFIHEM

BEOSGAIFIPHHER GRHCHE L B,
¥k, Fliv, B OWRRER EIC XY FEREE T D,

VAT T F U ORREXITIRIE., HEAOHE
EE TR - BiEds

REK O & fEFEICIE, BIEE RIS -

%k l./\ /%%@”j(;m\ \—-J: D A /ﬁ%@?ﬂ—gﬂéo
AWV ATFF5F L LT 156~20mg/m’> (K&K HIE)

Z 1 A8 10, 5 ARG L, Deld 2
MREST D, hax 17—t L, 528D IK
7

Bik: VAT TF L LT 50~T70mg/m2 (1K FfE)
Z1H1E#EEGL, Dt 3FEEKREST S,
IhE1r7—nEL, B5EEEYIRT,

2B, R EIRIC XV BT S,

AR B 2 A REAN O YA - & 13, FRR

piAE ] DI Po~) ZM

5<— v

3. WK AkRE

OMAACFRRIERR I THEE L7 PD-L1 O RIGY)

FPRANEEZ2HELT « B O EE RO B & 0@k

4=

3. ERIRAAR
DS AV SRR \CHTE U 72 PD-L1 B DR IR YRR
REE7LHETT « B O RIE R R O FKGRIREIZ R




PRIEIE D 72 RIR UIBR AN RE 22 4T - FEFE D Al

D AGBEE I FA 21T - 72 72 MR R R BR O pliig 2 7R~
e
[H2hk]

OFEFEILFFH AR (KEYNOTE-181 745R)

filh 247 - 72 F 72 BRIR R D BUAR 2 7”7,
[ 2h:)
EBSIL[EE M AERBR (KEYNOTE-181 #XER)

g ~—

O EBHEEMAFERER (KEYNOTE-590 3ER)
L FIRIERE D 72 ORI UIBR A BE 72 1T - O &

EFEEET 1749 ] (AARAN 141 Bl & Ede) X5

W ARAL 5= AueryF 0 (LLF I5-FUj &

9o) MOV AT T F U PEHIRIE” O A RWE R 0%

DHEN . TR, 5-FU MOV AT T F L PFRE

BB E L RS SN VAT TF U ORE

TR 6 a—RETL L, ARB. B T%

BT GO b IH BT REETT 2R 3R

NIRO LN WVEDIKRIICEE L TWHHERET

(. WRIEICARE O E{g Rl TRAEEIT RO 5N D

FCAHE 5-FU KO AT TF O E X

FIAANO G 2 fkHid 5 2 LS AREL S

o, EREHMRTE A 13 0S K ORI (LA T

[PFS| W9 ,) &, AAlLL 5-FU LD AT

7 F OGP RREERE (LLF TARARE) EVvWo,) 3T

TR, 5-FU KN AT T F O HEERE CLE

(7T ®vAREE] 2o ) LT, 0S XOPFS

(@ B




ZEBIGER L (33, K2 KUK 3),

*1 BB O B RO R OV B N BE
AT (Siewert 597%H type 1) DOREEZ VXIS
LI,

*2 1 AAI 200 mg, AT T F 2 80 mg/m* K Y 5-FU
800 mg/m*/day (5 HHIFFFe A S) DIEIZ Q3W
T 6 a—AEHH%. AK 200 mg KU 5-FU 800
mg/m’/day (5 HIEFHEAEE L) % QW THRE
i,

¥3 . TR, VAT TTF L 80 mg/m* LN 5-FU
800 mg/m*/day (5 H HIFFFe A S) DIEIZ Q3W
T 6 a—x2&5%. 77 AR KT 5-FU 800
mg/m*/day (5 H IR A& 5) % Q3W TH G-
iz,

# 3 AhMERkEE (KEYNOTE-590 AER)
(F_ W)

(4 mg)

2 0S @ F I fEMN D Kaplan-Meier R
(KEYNOTE-590 k. 2020 4E7 H 2 H B~ h A7)

(W)




[X] 3 RECIST 1.1 Z FV 7= iBBRTH Y ERH O Rl 12 ik
3 < PES O fx #&fEMT HE @D Kaplan—-Meier AR
(KEYNOTE-590 &R, 2020 £ 7 H 2 A~ hA7)

10 ~— [Z24:E] 62— [Zz4:1E]
OEBEILFEZ MFEFER (KEYNOTE-181 #5k) [ B[R] 25 AR AR (KEYNOTE-181 5AER)
11— QHE B LA MR (KEYNOTE-590 345R) (@ B85

(L FIRIERE O 72 O RIBUIBR AN BEZR AT - OB
EREBFNZIBWT, HEFSIIARAIEE 370/370 4
(100.0%) . 77 &AREE 368/370 5] (99.5%) TR
Do, BRI L ORRERPBETERWESE
HBIL T 364/370 11 (98. 4%) K X 360/370
B (97.3%) IZaBd bz, W IDORECHIVE]
EMN WA EDRIERIZTERDOEBY THhotz,

F 5 WD ORETHIEIE D 5%LL EORIE
(KEYNOTE-590 7)) (Z2 Mg kG 4E )
(F )

7ok AFIFEIC B W CHIEMEMEE 22 1 (5. 9%) .
KIBK - /NIGSE - EE DO TH 20 B (5. 4%) . BIE

HF9% - BEAS 2 - BTSRRI - AT 2% - AL PEARAE R 45

Bl (12.2%) . BEERER T URAEAEMEE RS, K




ERIREAR%E) 18 Bl (4.9%) . FHEIREEREREDE 3
(0.8%) . HURARBEREREE 50 5] (13.5%) . BB
REFEEE 4 1) (1.1%). 1 ZUBESRYE 1 1 (0.3%) .
2%« RERUHERAE 1 B (0.3%) . BER 2 B
(0.5%) . fhfRpEDE (¥ - N —JEERESE) 32
151 (8. 6%) , biZs - B 1 41 (0. 3%) TN infusion
reaction 6 il (1.6%) iR Hillz, Flo, S E
O gk, DR REIEE (IR S A A ARE |
FeRGRERRARE(GERE . ZIDALBE, JERHIESE) . HiE
A7) i o8 EEE e il R (G /N
PSRBT . A MR I, ARIEEREE | SERER BRI
) IMEREAIEGERE R OFEEIZRD b o
2o ABWEAZRIBURIUIE RS (AR ER
HEEly) FETEEREERT,

16 ~—3

5. hHXIG LI HHBHE

[H 2z B3 % F1H]
OFELDBFEIT BV TAAN O A D REE S 41T
W5,

« WDAALTERIER TSI L7 PD-L1 B (CPS=
10) ORIAUIRABEZRMEIT - RO BERF LKL
i D B (RHI BN E 5-)

x ARH DO R=F PR L LT, WkRGE4  PD-
L1 IHC 22C3 pharmDx [ =] APEFEIN T\ 5,

11—

5. ®\hHXR LMD EBE

[H2EIC B3 % 1]
Dkl 2 3 2 PD-11 B (CPS=10) DR
TRUIRARBE 2R AT - R OBER Y LR BE
B S e L




ALEAFRIEIE D 70\ MRIGYIBR A BE 7R 14T - FEIED

B EA (KAl 5-FU ROV AT T F D

&h)

@ TR Y T 2 BEF KT D ARK O 5 L O
HFEIZOWTIL, KA OGIMEDRFESL SN TE
5T AKHNOEGXRE LB,

- FiT O MBI IE

@ FRCIZEZE Y T D BB T DA O 5 K OMFE
R OWTIE, REIOBMENHESL SN TE
59, AFNOBEXIHE B0,
R D 20N R

- BT OMBhIE A

— DR L D OE




REFERHEET A FFA
RATrY A<= (BizFHE#Z)
(BR74 : A b —& 8§ 100 mg)
~BIEFE~

SR24E8H (FFfn3E11LALET)
B A FrEE
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1. ZL®ic
2. AFIOKFE, TEREF

3. FRIRRHE

4, JERZHOWT

5. BHXIGR LI DHEE

6. WEHICERL CTHET REHIE

P2
P4
P5
P14
P16
P17



1. IIC®IZ

RIS DA - ZEMEOHEROTZDIZIE, BISCEEIZE SOl B2 ARk 5
N5, I, HEORFHIROERRC L0 | FUREI e & O/ E A=
HIMDHEGRINDHF T, T ODOEENLZ BV B ITRET 5 Z L BROE & 72
S>TEY, BFEMBOEE L SEEORA T #2016 (CEL284E6 A 2 HBEE) ICBWTh,
N ER N EOE A OREHEEEZX D Z & &SN TVn5,

FHRVER R ESR X, SRRSO 27 1 7 7 A DB FDESS & B S0 e 5
ZEWRHDH, DD, AIMEROZEMICET D W& T 5 £ TOM, YakEI
rnDREZ R ZIT 5 Z ERFIRF SN BT L THEHAT 5 & &b, BWERDIEEL
Ltﬁ_%%@ﬁm%&é_&ﬂT%@ m@%#%%t#iﬁ%%fﬁ%#é:&ﬁ
BHETHD,

L7eRoT, BRIFA RT A4 TlE, BBEESLSINE TITELON TV D IEFRFN -
ﬂ%%ﬁﬂ’%d% LU D3RS O feitd 72 2 e~ 2 8Ll O B2 B B2l

OB FHE T,

&k ARHA RTA %, MSTATEE NE SR R AR A, A HEN B AR

PRI 2 — SN B ARERRNEHE S K ORFEIEE FIREERE N B ARBIEFS O/
DH LR LT,

WG & 7R DESEL - XA PV —F EEEELI00 mg (—i%4 e T ) X~ (Ein T
HHHAZ )

REERDMEITANR - RIGEIRARREZR LT - PRI D RIER

HEERDMEROHE : 74 A 07 VKRN RATTF o EOFRICBWT, .
BACIE, a7 nr Y X~ G z) & LT, 1F
200 mg 7 33 &1 [ X 121151400 mg % 638 [ TR T304 M 2T T A
HFHET 5, D AALFIRIER ITHE L 72 PD-L1BG M ORI UIER
REEZRELT « R ORIER T LRI LTk, AR E B
E4pZ b TED,

Bl K 5¢ ¥ & 0 MSD RSt

(%)

TN u DT IV OMEEXITR, HELK O &

BhRESUTN AR« AT OREMEIEG 6T 5 th O HrEPE g A & o Of FR L

SHSHE S, RIENE
B OH & hoBEMEEER & Ot FRIEICS VT, BE, RAIKEZv4dae 7o e LT
1H1000mg/m? ({KFXmfE) £ T4, 4~5HME H CReali 45, HHE2&0 KT
ZiFA R L EMLL EOREE H I TRET D, AFIEMEZESOEAITIX
OF A GHRFIZHEL 5,
7B, i, BEORER SICLVEERET S,

VAT TF U ORENIER., HEK O E

HRE TR R - BEE

FEROHE - BiEEICIE, BIEAEEN AL - &L L, BFEOREBICLVAEZSEINT 5,
2



Ak VAT ZF L LT15~20mg/m? (ff&RmifE) A 1H1[REl, 5HMEFERE L.,
e EL2BMMAIET S, Tkl — b L, &EEBRD KT,

Bik : VAT F & LTE0~70mg/m? ({AFRmfE) Z1H1REEG L, 27e< & 83
WEARIET 2, chxklr— e L, #5480 KT,

¥, AL EIRIC X 0 E R S,

Wik

BRRFBRIZ 1 A AN O 1L - MEIE 13, ERIREG) DIE P5~) &



2. AHNOKE. 1ERBFE

XA ML—FSHFHE 100 mg (4 XA e AT B z) . DR IR
9, ) X PD-1 (programmed cell death-1) & 2DV H> KToHh5D PD-L1 T PD-
L2 L OfsAEZEHERET S, B ME 19G4£/ 7 ua—F Lk TH 5,

PD-1 #RF&IE T MRS AR ORI 2 72 OIS AR D3RI FH - 5 2 72 S il £
AA T T, PD-1 i, (EE/RREBICRBW RS T MoMEREICHEE L, 3Em
P2 SOt % B D AR E ST R 22 e OIS ZHIH T 5, 378 h, PD-1IXY Y R EfE
AT D LKV HURZRIRICE D v 7P vinEsE AT 2% /K CTH 5, PD-L1
DIEFHRKI BT 2FBUTDO TN TH L2, Z< OBNAMILTIE THOB = 2z 51%
RN L TS, DAMIICIT S PD-L1 & ZEIL, B, B, Hmia
FE. SNEGRE, FE/NHIRAIRE 72 & O e S AT T HRARKFTH Y . ARWEFERE ORI
PERHE ST D,

BN ADERRI T4 & PD-LL FEBLOFEBIMEN G, PD-1 & PD-L1 OB ITAEE D
FPEEREEC B W CHERKZEIZH ) Z EAURB SN TEY . Fiize RN ATBRROER L L
T ST\ a,

AFNL, PD-1 & PD-L1 XX PD-L2 Offi U Ho ROFEEEAET S Z Llck v, EE
8 NBREE P DR OGRS =N T U L SERA TR b &8, HUEEGE 2 ST %
Z L CHUBE AR A S 5,

AFNONE IR M EDOSIE RN X 2 RWERED & &b, EE LTS
ELARENEDR DD, AFIOEGH R OEGZIZIT, BEOBSRE 2TV, BEDRO
LITHEITIE, FEH LIRS TS MR 7 amak & i BR A RO E Rl &g L Tt
BRI 2TV, IBEORIZPISC X DEWER DN 255121, BB EE AT Al
DEGLEDTFEY) 2 ILE 21T 9 B D



3. BREREE

O AL FHEERL T HEEE U 72 PD-L1GME ORI UIBR R RE 72 81T - B ORBER T L
R g S OO PR EEE D 72 WMB TR YIBR AR RE 722 HEAT « FFIE O &l O A& SRR IS 3 2 17
o To F R IR R O RGE & R,

[B2h]

OFE IR FIFERE (KEYNOTE-1815-5%)

—RIEHE L L CHEREN 72 L HRIERE O & D ARTR VIR AR/ YT - R ORIER - L&
JiE e QMBI B 628 5] (HAN 152 filz&Te) ZXI4Uc, A 200 mg 3 J#E [
(LLF TQ3W) £, ) #EOHMMER OVZEERN, (b5EE (X7 ) X%k, K
Y HEXRAIIAN T H) ERBE LTRSS, B, BIGEHE TR AT
PR BNTZHEIT, BT 2 R 3R DR LR WVEDRFRIICZE L CWDHBET
(X, RIBILRE O BT CHRBHET T80 DD F TARAIOFR 52kt 325 = & A alhe
X7, TESMEEB XA (CLF T0S) Lwo, ) & &h. TfErsts L LT
RESIIZ (1) PD-L1 BhtE (CPS™=10) B, (i) M ERomsERIL T (i) ITT 4£H]
IZBITD 0S OFRIFER 1L DLBY THY, WTNOERMIBWTHERICHIE I

HAELGT- X 7o T,
* . PD-L1 ZFE Lot (BEMia, ~27 o7 »— RO v o88k) s miai kL. 100
3 U,



F1 FHEIRRE SNT-BELEMAICBIT S 0S DK (KEYNOTE-181 3BR)

PRV Hh | NP— Rt pfE
BREHEE BRERE K (%) [95%Cl] [95%Cl] (a0
(B A)
AF 200mg - 88 9.3 [6.6,12.5]
Q3W . .
CPS=10 (82.2) 0.70 [0.52,0.94] "  0.00855%

(g 115 103 6.7 [5.1,8.2]

(89.6)
AF 200mg g0 166 8.2 [6.7,10.3]
it BRCHE Q3W (83.8) 0.77 [0.63,0.96] "  0.00894"

182 7.1 [6.1,8.2]
(89.7)

b1k 203

A 200mg 4, 271 7.1 [6.2,81]
T Q3w (86.3) 0.89 [0.75,1.05] ™  0.08431°

284 7.1 [6.3,8.0]
(90.4)

{b591E 314

Cl: EEXH, *1: gk (77, Zoft) KOHEMEN (R¥ OB, e ZEhlRET & Lzghl Cox BlJF.,
2 Hilk (TU7 Fofh) RO (R¥ LS. W) ZRERlR1-& L7Ehl log-rank &, AEAKE (Fr
8) 0.00853, *3: Huik (77, o) ZERIAT & LRI Cox Bl)F, *4: Hilk (77, Tofh) %8
BIRT-& LT8R log-rank #7E, AE/AKUE () 0.00766, *5: #um (77, T M) KO (R L
5. ) 2RI & L7 maximum weighted log-rank 7€, A &K% (A1) 0.00772



—7J7. PD-L1 5 (CPS=10) o Lzmofds 167 5l (AAN 77 iz &) I
BOWTUTOFEIMEREN G ONT- (2 KO 1) o 728, Uiy EN X Faile
ST FRNTRIGEE R Tl < . BRBEINRENTHER TH 5,

72 FiME (KEYNOTE-181 #Bk)
(PD-L1 Bt (CPS=10) 2 oREEEEDOERE, BEOZEITHER)

71200 mg 9== 37
Q3W
(85 i) (82 f31)
e (H) 10.3 6.7
[95%Cl] [7.0,13.5] [4.8,8.6]
03 NP — R 0.64
[95%Cl] [0.46, 0.90]

Cl: FHX, *: J&@h Cox Hf N — RET M L DALFHRIE & DI

110
100 - "-\,L‘]Q
90 - Py
L\
227 \\ N
—E el L‘H‘ “"u_
2 B0 - \\ T A%l 200 mg Q3W
2 50 \‘\1 x"—\,_ /
)
D 40 - a S A
o \l‘ ‘H1
o TV T [Tl
20 ee=)=305 e 4+
g | Tt
fi iy | MY
li _.+
0 1 | | 1 1 | 1 I I | 1 I | I | ]
O 2 4 6 8 10 1214 16 18 20 22 24 26 28 3D
Number at risk Time in Months
AFI200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
=35 82 74 54 42 34 23 18 14 100 8 4 4 3 2 2 1

K 1 OS® Kaplan-Meier Bi#g (KEYNOTE-181 35%)
(PD-L1 Bt (CPS=10) moRFLEEBOBE. BRI ER)



@E B FZFIHERER (KEYNOTE-590751)

(L FIRIERE D 72 O RIEUISR AR GE 20T - B O RE R A ™74901 (A ARAN141614%4 &)
ERIGIT, AH, -7 vAnm T o0 (BLF [5FU) 09, ) KR T F K
E2OEINER MR, 7 78R, SSFUKN AT T F U RIES 2R E LT
MNENTZ, VAT TFUOFKEIIRK6T—AETE Lz, 2B, Hi{gHl CREAME TN
O HNTGAEIT, ERETEZ R TIERDFE O 5N WEORIRIICZE L TV 5 BE
TIE, KB O BRI CREETNREO b ND ETERA LSFUL TNV AT T F D
PERFE G NIARF| O BB G- A2 ki35 Z L3 AIHE & STz, FERHNSE H 130S & OV
HEEALFHIRG (LR TPFS) &9, ) L&, RAI SFUR N AT T F U f kLR

(LF TARFIRE W), ) X7 78R, 5SFURDV AT T F U EREERE (LT T
TEREE VD, ) EHEEL T, OSKUPFSE A EICHER Lz (383, K2KOX3) |

*1 BB O R RO R OV B I ONC AT A (Siewertsy Htype 1) DR BE NG L X
iz,

*2 : A#I200 mg. A 7T F 180 mg/m2k ON5-FU 800 mg/m?day (5 H RHwe i #5-) DIEIZQ3W
T — A 544, AHKI200 mglk '5-FU 800 mg/m2/day (5 H EErpEAiEHEE) Z2Q3WTHRE Sh
77

*3: 7 TRR, VAT TF 80 mg/m2 ON5-FU 800 mg/m?/day (5B Rt A 5) DNEIZQ3WTE
a—2¥ 5%, 77 2R K O5-FU 800 mg/m¥/day (5H R aiEiS) 2Q3WTHRE I,

#3  AuiMEREE (KEYNOTE-590 3Bk)

AFHE 7T R
(3734) (3764)
e (H) 12.4 9.8
[95%Cl] [10.5, 14.0] [8.8,10.8]
os™ N — R 72 0.73
[95%CI] [0.62, 0.86] —
P " <0.0001
g () 6.3 5.8
[95%Cl] [6.2,6.9] (5.0, 6.0]
PFS™ NHY— K2 0.65
[95%CI] [0.55, 0.76] —
PE"™ <0.0001

Cl : {EHHX M. *1:20204£7H 20 % v b4 7 (PFSIZRECIST 1.1% AW /- I1GEBR#E Y ERHIC Xk 5 3E4H) .
*2 - J&@R| Cox il Y — RETF ML BT T REEL DG, *3: @Rllue 75 v 7 e




100
90—_
80—-

70—_

60—-

50

Overall Survival (%)

40
30
20

10

0 3 6 9 12 15 18 21 24 27 30 33 36

Time in Months

Number at risk

AR 373 348 295 235 187 151 118 68 36 17 7 2 0
7T REE 376 338 274 200 147 108 8 51 28 15 4 1 0

X2 OSD FEfEAr R D Kaplan-Meieri#f (KEYNOTE-5903R8%
20204E7H2B B v v A7)

100 S
90 —
= 80 —
&\i _
= 70 +
2 |
E 60 —
m -
8
& 50 +
Z i
E -
g 30 ~
Ay 4
20 +
10
0 1 1 1 1 1 I 1 1 1 1 1 1
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
AFIRE 373 289 210 96 79 55 45 25 17 4 2 0
75t R 376 278 172 62 36 22 14 6 2 1 0 0

X3 RECIST 1.1% FV 7= 1R BR824 EE B D 3EAM 2 255 < PFSD B A ARMTBF D Kaplan-Meier g
# (KEYNOTE-5903Bk, 20205E7H2B v b4 7)

9



[Zc4=tt]

OEERLFFIERE (KEYNOTE-181:K5R)
PD-L1 5t (CPS=10) 7o FREDBEEICB W T, AERESIIAKIEE 81/85

(95.3%) . fbFRIERE 78/82 1] (95.1%) (TFR& Hiv, TREAHK & DRRRRNEETE

IRWHEFRGT, T 55/85 Bl (64.7%) MUY 67/82 il (81.7%) 2R Bz, W
THNDORETIBEIS N 5%LL FORIERIZ TRO LB ThoT-,

R A VTHIOETREESH 5% LOBNWEF (KEYNOTE-181 #B) (REMMTXISEH)

FENIRSHE (SOC: Bl (%)
System Organ Class) AFIEE ee=-30= it
JEAEE (PT: Preferred Term) 85 17 82 13l

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4> Grade Srade 3-4 Grade 5
EIEH] 55 (64.7) 19 (22.4) (1.2) 67 (8L7) 32 (39.0) 2 (24)
MR LY R REE

i 4 @47 2 (2.4) 0 22 (268) 7 (8.5) 0

FE ML P BRI 0 0 0 8 9.8) 8 (9.8) 0

A ER A iE 0 0 0 6 (7.3) 5 (6.1) 0
N W REE

AR I RE A T 7 (8.2) 0 0 0 0 0
B IBhEE

T 4 4.7) 0 0 13 (15.9) 0 0

I 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0

M4 3 (3.5) 0 0 11 (134) 0 0
—f% - EEEFER L OB G OREE

HE)NE 5 (5.9) 0 0 9 (11.0) 1 1.2) 0

5 10 (11.8) 0 0 16 (19.5) 0 0

ly=NR 7 8.2) 0 0 5 (6.1) 0 0

FEEN 5 (5.9) 0 0 9 (11.0) 0 0
PR

A A ER SR 1 (1.2) 1 1.2) 0 17 (20.7) 7 85 0

I 1 BR AR 0 0 0 22 (268) 10 (122) ©
R L Ok EE

i S BIES 10 (11.8) 1 (1.2) 0 16 (19.5) 0 0
B R L O A LRk

PR 0 0 0 8 (9.8) 0 0
PRIR R R

BB L 0 0 0 6 (7.3) 0 0

K= 2 —m R — 1 (1.2) 0 0 5 (6.1) 1 1.2) 0

KR = 2 — 1/ F— 0 0 0 22 (26.8) 1 (1.2) 0
LR E NS SRy 1 ] e

Jitiligie 7 (8.2) 0 1 (12) 0 0 0
FEJE ¥ KOV TRk b

it i 1 (1.2) 0 0 28 (34.1) 0 0

95 4.7) 0 0 6 (7.3) 0 0

BUIR Bk 5 2 (2.4) 0 0 6 (7.3) 0 0
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2B AAFECB O CREMEMEE 8 B (9.4%) | FHEOLEE (Pt
RMARIE, R RREIRARIEGERE, SZIUREE, FRAES) 161 (1.2%) | #hfdkeEE (F72 - N
U—EERESS) 20 (24%) | JIFHERERESE O 1 (10.6%) . HIRIREREREE 7 1] (8.20%) . 1 ApE
PRI 1B (1.2%) . fhoe - AEEOTHAAEAE 131 (1.2%) MO infusion reaction 1 5] (1.2%)
DO LI, o, KK - /MK - BEO TR, FEAKIERE, BRI, B
REFRE (RMIEFIVEVERI RS | Mk, EIEMEIE, M - BlEK, SE K, D%,
B MR (G OB SR BT . AR I, AREFERES, MEERTERAESS) | ML
ERE IR OFE 2GR b o 7o, REWERRSBURDLIXE E S S (BRI A 5
EEte) EUEMERETT,

Q@EBELFRIFE AR (KEYNOTE-5907457)

(LS HETE D 72 ORIREIBR R RE 70 AT « B O BRIER AT ICB W T, AFHSGITIAH
#¥370/37045] (100.0%) . 77 & AREE368/370%1 (99.5%) Z#&D HAL, 6B & oK FE
BREETEXRWVAEREGIL, 2NN 364/370%1 (98.4%) K 1r360/370%1 (97.3%) (23
HHNTZ, WTNORE CTRIFEIE %L EORIEMIZITED LB ThoT-,

K 5 WVWTHADHE TREAF SN 5% LOEIEA (KEYNOTE-590 3ER) (MM M)

FRERIKHE (SOC: System Organ Class)

JEAGE (PT: Preferred Term) B (%)
(MedDRA ver.23.0) ARFKIHE 75 REE
370 f3 370
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EIEH 364 (984) 261 (705) 9  (24) 360 (97.3) 248 (67.0) 5 (1.4)
Mg E VY o SR kEE
2. 143 (38.6) 46  (12.4) 0 162 (43.8) 54  (14.6) 0
I I ER e S 24 (6.5) 6 (1.6) 0 28 (76) 11 (3.0 0
I BRI 96 (25.9) 53 (14.3) 0 88 (238) 60 (16.2) 0
i/ NI E 25  (6.8) 5 (1.4) 0 33 (89 10 (27 0
HiB L OBk EE
Hg 33 (8.9) 2 (0.5) 0 25  (6.8) 0 0
N WA
R R TO A E 19 (5.1) 0 0 2 (0.5) 0 0
R BB AR T RE 38 (10.3) 0 0 22 (5.9 0
B GRS
o 50 (13.5) 0 0 63  (17.0) 0 0
T 97 (262) 11 (3.0) 1 (03 8 (2300 7 (1.9) 0
BT 233 (63.0) 26 (7.0 0 220 (595) 24  (6.5) 0
7S 9% (259) 21 (5.7) 0 93 (25.1) 14  (3.8) 0
W 110 (29.7) 23 (6.2) 0 99 (26.8) 18  (4.9) 0
— % - EHEER L OGO ORRE
770 45 (122) 12 (32 0 35 (95) 4 (1.1) 0
W F 135 (365) 23  (6.2) 0 107 (289) 20 (5.4) 0
TR 43 (116) 2 (0.5) 0 39 (105 4 (1.1) 0
RN DS SE 59  (159) 12 (3.2) 0 65 (17.6) 13 (3.5 0
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B BIKS¥E (SOC: System Organ Class)

JEAGE (PT: Preferred Term) e

(MedDRA ver.23.0) AFIHE 75 v ARRE
370 1 370 f31]
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

BRIR AR AR

TARGRURT I Ny AT =T—PHMN 18 (4.9) 3 (0.8) 0 19 (5.1) 2 (0.5) 0

gz L7 F =0 67 (181) 5 (1.4) 0 70 (189 1 0.3) 0

U 2o SERE D 21 (5.7) 7 (1.9) 0 20 (5.4) 5 1.4) 0

I v ER R 135 (365) 84 (22.7) 0 109 (295) 62 (16.8) 0

NN el 2 61 (165) 7 (1.9) 0 56 (15.1) 17  (4.6) 0

IR 43  (118) 4 (1.1) 0 47  (127) 8 2.2) 0

F i ERHR 89 (241) 32 (8.6) 0 69 (18.6) 18 (4.9 0
R L OEREE

BHEIR 145 (39.2) 13 (3.5) 0 119 (322) 16  (4.3) 0

WK 20 (5.4) 8 (2.2) 0 16 (4.3) 8 2.2) 0

KA Y v A e 34 (92 17  (4.6) 0 41  (11.1) 19  (5.1) 0

K~ 727 AlUiE 21 (5.7) 2 (0.5) 0 14  (3.8) 3 (0.8) 0

&) b U 7 AfufE 32 (86) 20 (5.4 0 40 (10.8) 20 (5.4) 0
PR R IR

AL 34 (9.2 0 0 32 (8.6) 0

K= 2 —m T — 32  (8.6) 1 (0.3) 0 32 (8.6) 0 0

KM = 2 — 1 X — 34 (9.2 1 0.3) 0 29  (7.8) 1 0.3) 0
LR E N TS SRR O ] e

Leo< b 40  (10.8) 0 0 33 (8.9 0 0

fitiligt ¢ 20 (5.4) 6 (1.6) 1 (03) 0 0 0
R ¥ KOV TR RRbE

Wi B 51  (13.8) 0 0 39  (10.5) 0 0

Z O FEIE 23 (6.2 1 0.3) 0 8 2.2) 0 0

B 29 (7.8) 0 0 18 (4.9 1 0.3) 0

7ok, ARFBEZRB W CRHREMEMZERE 22 i (5.9%) . KIEK - /MK - HEDO FF 20 1
(5.4%) . BIENFZ% « A4 « IFHSRERESS - 2% - BELPEIRE R 45 i (122%) | BHERERE
= (RS AR R, RERIARE %) 18 ] (49%) . FEAHEREREE 3 1 (08%) . H
RIRERE S 50 51 (135%) | RIEFERERES 4 6 (1.1%) . 1 AUBEIRI 161 (0.3%) . fHk -
R RIE 1 1 (0.3%) . MER 2 5] (0.5%) . FEEFEE (X7 v « NL—JEfERES) 2
il (8.6%) . Axze - BEMESE 141 (0.3%) M Ninfusion reaction 6 1] (1.6%) 72338 b=, £7=.
SEIER, EEOLERE (TR ESERAE, SRR, A, K
IES) | EIEMEIE, O, BEERMEIEE (M MR SR TR
i, JREFERE:, MERRIERESE) | MERERIEGRE N OFEEE I35 b > 7o, ARRIVER %
BURTLIIBEE S S (BRRMAEERT 251 25 0EiHERE =T,
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[HE - AE]

AR OREREYERETT L EZRA LY I 2 —Y a2k, K&Kl 200 mg &
Q3W, 400mg % 6 H[FMME (LT QW) & 5, ) XX 10 mg/kg (fRE) % 2 JEfH]
WikE (LLF TQ2WJ L9, ) TG L7ZBEOAF O MG TR E SRS S -, F Ok
H. A 400 mg & QW THG: L7 BROARFN O FARREIZ 31T 2 4 Mg HiRE (LT

[Cavgss] EVVD, ) 1. AHI 200 mg %2 Q3W THH- L7ZBRD Cavgss & FARIT 5 & T &
ni= (F#) . £7=. &K 400 mg % Q6W THeh: L7=BROAA|D EHIREEIC BT 5 A
MIEFIRE (LLF [Chaxss) &VM9o ) 1E A 200 mg % Q3W THG- LTZFED Crnaxss &
L CEEZ R T E TRIENZ 00, BARNBEICBOTERENHEE SN WD
% HETHHAA 10 mglkg ((AHE) %2 Q2W TG L72FED Chraxss & ELiE L TIRAE %
AT ETRIENTE (FR) , 612, EERAHREE ZX5UTAKH] 400 mg 2 Q6W T
G U7 S TARSR (KEYNOTE-555 #dlR) L 0 15 bav7c FERIEIZE S < FEyEhe <
A—HE, Yalb—Ta il TILTERE T A —2 LHELI LT (F&R), Nk
T, BEOEIEICHT 2R RBRE IS S E . ARIOBRE R &AM 3 et & o
2 FRETT DEELUGCTE T VS S 4L, AAI 200 mg & Q3W XX 400 mg #Q6W TH
B UT-BE O & & Ao T2 et & OREIC OV TR SRR, EiRo s -
OB THNE R M AR 7E R 1T e & FRIE -,

& 6 FAORYBERR N T A —F

Fiv: - B Crax Cavg Chmin Crmax,ss Cavgss Chin,ss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (ug/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%3?-118.3) (91.3?'984.1) (49.%(,);11.0) (30.?3(,)31.4)
400 mg QEW' (12;,2;4) (32.%?';2.7) (10.11(,)'50.8) (14613,481349) (SO.i?gl.S) (19.?3(,)'230.9)
40(0%?1BQJJ%W (1351.2?'10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W* (215,2223) (14%,41145) (11%,1221) (42?1,2233) (272,7282) (19%,9;00)

+:n=2993, 100 [HDY' I =2 b — 3 Nk D EE SN EMAEEO FRAE (2.5%4, 97.5%4) | Crax : #[E14
B4 O Em MG IR, Cayg @ MBI G- O MIEHIREE, Crin : PIEIE G (A 270 2 5480 OFARiLE
HRIE, Craxss : EHCIRIBIZIT 2 @ MIEHIRE. Cags 1 EFRIEICIST 2 MIE FIRE . Crinss © EHOIRIRIC
BT D A AR i
I 56 GO AT (95%(EHE X [H)
§ : AL BT (95%(FHE X))

NA : %3472 L
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4 ﬁﬁnx \_OII\T
AFN OB G- 2 B3 2 2Wr - FrE L, AFIo#FK G2 X0 EE @%%ﬁﬁbt
(RIS 5 2 L ISR T2, uT®®~®@¢~T%%t¢m BWTHEHT 5
%T%&

D HERIZDOWT

O-1 Fitd 1) ~ B) OWVTIMNITEYT DR THDHZ &,

(1) EAEFEREIEET 2 A BREEEEIL SRS (BRE AT IR DS A S FGE LR BT
HiEAS A B2 L R . HIIES AURSIRRE 70 &)

(2) FrEt&RETRRT

() FEMFRAMENIEET DB ABEEE b (DS ABEEERERbE. BSARIEERE
W I1IRRE. D3 ARSI HEE R 7R &)

(4) AFALFRIERE 2 RE L, SR EFRENE 1 X3S R bR ENE 2 Oliisk 5L
IZFR D B EIT > TV D itk

(5) PUEBMERES AL & BINE O Rist FEIZ LR 5 i H 21T > TV Dk

-2 s OLFRIE M ORIVE IS BLR O IS 4y 70 Jnidk & BR 2 RO ERT (TR
WL G T DIER) 25, UESIRFOAFNE T DIBROBEE & L TRESh
TWsZ L,

*

o [ERGIFESR22EDOWINHE ZIE T L2 1% IC5ELL EO ) ATRIR DB IRHE %
{ToTCWBHZ L, 9h, 2L Fid, DNAEYIREAS T L LRSS OHE %
ITHoTWAHZ L,

o [EEIRFFEUSEAEDOPINHE ZE T L7-1RIT, THILESHE D2 A SYIRIE 2 & Teb
FELU LTSI FLDEMZ T > TND Z &,

o EMATFIRASR2EONUPMELZE T LRICAEL LOBIKERZ A
LTWaZ &, 956, 3L LT, L& O R A EYIREZ G T
I FOBKMEZTT > TWVWE Z &,

@ BENOEXKBFREEOMEHIZ OV T
A IERE PR T 5 BT D Sy, BERBEND OFRE N, A% - Z4
PRSP AYIE RO B ONERNIZ 0T D IR, A HE IR LG OSSR
RN AT O D IEHINE S TND Z &,
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® EWER~DORIERIZOWNT
@-1 Mgk AeHl i B3 5 B

BV B O EE R BIEM N TRA LB, 24 FERIRHAHIO T, Mikhisx T
HHERERR IRV T, R LZRIERNZIS U CABEE R Y CT E O RWEH ORI 237
FRAEDFRERDY B HIZHE LIV, B HITHHL TR IKH] 23 > TN D Z &

@-2 EFREEERIC L 5FEFSNICET HE S

DAIRICEED 2 MR ML O L2 AT 2 EREEENEERE=42 1V 7
EEHOIEIROA T ) —= T EITOEIRE SR EZ A TE 5 F— AEFRRH] 235
fEShTnDZ L, ok, BEAERIZOWT, BARE EZOFEI I BmsiiTn
HT &,

@-3 BIfER oZWroxtin i B LT

BIER (MEMMREEMZ, KR - MG - EEO TFL, BIERZ « FFR4 - IF
PERERREE - FJ¢ - B LPENRAE 2%, BReREE (R EMER &5, REREBERE) . N
SRR (FRAMRERE ., FURIERERE, RIBEREREE) . 1 ARG, 5E 9K,
e - BEBUTRMRIE, e, BEDORERE (hEtEREBIERARIE, B RIRARERE,
ZICHLEE, FERIRIESE) . infusion reaction, 7% - Bfilssc, EEIEAEEIE, kRS (X7
Vo NUIEGEREE) | DR, BEEARMIRREE (e MEi MBI ESRBER . AT i,
IREFERES . MERRRIERIESS) | MEK B AEMERE, RS (CxF LT, Mkl ST Rz
BADEMM: A A 2 EA L W L (BHWEHOZK-eRHSICE L CHE R VB 2% 1T 5
NHEMEICHDHZ L) | EHHICEYIRAENTE DGR E S TWND 2 &,

15



5. REMRLIRDBE
(AR B3 % FIH]
O TRICHY T 2EEIZBN T, AFOENESHEES LTV D,
o DAALTFRIERIZHEE LU /ZPD-L1GM" (CPS=10) DOIRIGUIFRAREZRETT -« IO R
B ERCE DR (ORFIHM 5
* o KB DO L R=F Bk L LT, B5E4 : PD-L1IHC 22C3 pharmDx [ 4 =1 23&GR ST\ 5,
o ALFRIEE DR WIRIGUISRARE LT « IO RIEREE (BH S-FUR DN AT T F
> ORtS)
@ TREICEEY T 2 B ICKT 2 ARAN O G K OMEH FIEIC DWW T, RAIOF 2D
LS TELT ., RADOELGHR LR,

o FivoonfiBhis

[“ZztEI B3 % FIH]
O TRUACEEN T HRBEEICOWTIIARF OB GENEER E SNTNWDL Z b, 5% 1Th
AJANGPN
o KANDRGIT KT UBE DB TR D & % B
@ IRERTOFHMIZI VT FREICEEY T 2 BE T OV TR, RAIDOFEEGITHELE 4172003,
L OIRFERINIE S 2 WIGEIZIRY | HEICAFIZEHT 2 2 L 2B TE D,
o [WEMMEROAI UIBED & 5 BE
o HaEnE iR A CHE R 258D 2 B K OVE B ME O KU B il oe <0 i gu e it 2
LD RIEMEZEALD I B D B
o ACAEEBOAOE TR L XSO B O R B OB EREO &
%R
o EERBAE (GEmMEMIRBHELZ ST Obo-RE
o FEMOEGIIBEEE AT D HBE
*  ECOG Performance Status 3-4 Vo i

(£ ECOG @ Performance Status (PS)

Score | EFE

0 ELMERIERTE S, BHaiE R U B EAEENHIRR<ITZ 2,

1 PIARAGIZ IS LWEENIHIR S A 23, BITAHET, BAEEMHE - TOMEEIITHI 2 &N TE 5,

Bl NFE, EEEE

BATARETHOH DEID O Z LT N TRARELEDERILTE RV, HHF O 5008, BT~y Tl 29,
RONTZESOEDEY DZ L LnTE7Rn, HFO 50%LL LAy KT Cild 29,

2LET RV, BOOHEORD OZ LiFae TERY, By RhRT-Tid,

Alw|IN
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6. HEICBLTEE T REEE

O WASCEEITN A, BOERTEER DRUET 2 ERMEIZ IS & ARH O R KON E
DI=DIZ B E R+ TR L TR T 2 2 &,

© JRIEBRMRIZIENL D B XUETE OFBA MR a2+ L, RIEZ1GT
NoE5THZ L,

@ FEREWEHO~FY A MZONT

o  [HEMIEERDL LN ZENHDHLDT, KFIOTREIZHT- - Tix, #WIHIE
W (BGIdL, PRRIAREE, ke OffE L O X MR A o F s, Bz +
AT H T &, Eo, MEUIS U THRES CT. i~ — 7 —F D&% FEhi§
5Tk,

* infusion reaction 3% HiLH Z L A3 %, infusion reaction 2358 BT HE T
IE, WEIZRAEZAT O & & bIZ, EREET 5 F TREOREBE o Blgg
5Tk,

o HURIRHRERETE. PERAKEEETEK CRIBHEREEERNL DN Z ENH LD T,
ARFN D B 5-BAGHT M O G- HR TP X E IS N IS RE R A (TSH, IEBET3, i
BET4, ACTH, =T —VEORE) 35 &,

o BPENTR. AL, ITHEEESE. TR, B{LEBERPHSDOND Z LR H LD
T, AFNOFEBHAARHT K OG- M X E eI AT ERM A (AST. ALT. y-GTP,
Al-P, B UL E S EORE) 2FEMT DHZ L,

o HEIER (IEREMTEEHKERZGT) FOEERIREENH Hbid Z
ERBHLOT, EHMWICIRORFE OREAZfEET 22 &, o, IROEFERFD
DN AITIE, ORI EZ %270 L) BE AR ETH 2 &,

o AFIOFHIZX Y WEOFRIESISTRINT D & B 2 HILDHEEA IR ESORREN
bobiVdZ ENDH D, BEDRD LNIZGEITIE, BB LI FRITL U5
70 Rk & KR 2 FEO R AN & adlfs U ClEbl e iR 2 Wi 2170, 8 O RIS
K DREWERM DN D 5E 1T, AFIORIETHIE, K OEIEE R /VE
DOEGEZZBET L&, 2B, BIBREARNVE ORI X BIEHOUGEEN
PO HNRWEAITIE, BIRRE R L LS OSIEHEIFIO BN S BES 5D 2
&

o BHKTHR., BN OHEIARE L TOLRIERAPRHT 2 Z 08365720, K
A OG- TR EWER OB mIIEET 5 2 &,

o 1 RUBEIRNN (BME 1 ARBERPI A ST Db bbiv, PERWES N7V R—v R
IZEBDHZENHLHDOT, Ag, El, EEFEOIEROFBLMAEED A2+
FETLHZ &, 1 BBERWNEONTGAICIIRGZRIE L, A R HH|
DEGEDOHEREZITH Z &,

@  AFIOEEHKFREERIZIWN T, #&5RA S 9 B CHIMEORMEATIT > Tz Z

EEBEBIT AFEGPIXEMICHEEBRE COHROMREIT Z &,
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