B A I 1125 55 3 &
SF 34 11 A 25 H

#woE R
| REERTRE N (WmAETEN (R) B K
Booal K

JEAETBAR RS - AR RE G FA TR
C~ H & )

Roa7n Y RXv7 GBIEFHEEZ) RF O sEEAHEET A K74
> (RIER) O—HBUIEIZ SN T

R I BOE = & O D HEA T EE 2016 (R 284 6 H 2 A BIEERE) IZHB W\ T,
HH RIS O A ORECHEELZ XD Z EREVIAENT-Z L 2% T,
B E IR & B LB 7 B IR T 2 7= O IS i i AHEE T A R 714 v & 1F
BT bHZ s L TnET,

NRA7r Y XvT (BIEFEf L) JEZEREICS L TERT 2o ES
HIZOWTIE, RA7 e ) X7 (Bis ) RHOREEHHEET A R
TA v (FLE) OV Ol e T A R A > GE/NEIiiE, EeERa
. AR % U oNIE RIE BECE, MR~ A 7 v T T A N RENE
(MS I-H i gh) a3 2ERE, Bk, BESEMELOEERE) O
BIEIZDWT) (B 348 A 256 HfHITIASKIEI 0825 4 5 BEATEAE
B ATEH AR ERLBEEE R ICLVRLTELLE AT,

S, RaTv ) AvT (B z) AN OW T, BEEIcEs T 5 ahhe
XIIZhE. AER OHEO AR NERINT Z LTV Y%A KT A v
ERRRD LBV IEW LE LD T, EENOERER KOS/ 258
MEBENLET, 2k, WEZOKEMERHEET A R7 A4 0%, BIRESED L
BH T,



RIS

TNAa Y7 IVOMRE TR, HEAOHE
NEE TN F - DL ORI I3 Do FiiE
PR A & DDA

SHSHIE . BB

BN OH & hoFUEMIEEA] & O G REIC

BWT lE, fAIZZ LA T30 LT
H 1000mg/m* ((AFK HifH) £ T4, 4~5 Hfj#HH T

RIEFE OFEERHELET A R T A > OWETREAT CorIExEZ)
beli |8
Y- (FHEERD) 2= R A (BHAREHIBR)
2= KGR & 72 B hRE TR 2= ﬂ%kﬁéﬂ [ES5IE
RIGUIBRARE R AT - TR ORIEN S AR PDIRIAOIBR
RHETLHELT « PR D BB f
®Gr L7 5 HEROHE
INFa TN RKR R AT TF U EOERICE R L7 D RHEROVHE
W i, AICIE, a7 e ) X~7 (&s T W AT, RAaT el w7 GBS TR
M z) & LT, 11200 mg % 3 MR XIE 1 %) & LT, 1[a 200 mg % 3 3 R RIE S 1 [E] 400
[B] 400 mg Z 6 M[EEIFE T 30 43 [IHN T C Al ghiE mg % 6 W PR T 30 43D THRIEFHET 5,
T 5o DAALFIRIES ICEE L2 PD-L1 DR
EUIBRABE 72 1T - B OBER T LR EIZR L
Td, AEAPEMBELHT22 L TX5,
2= (%) 2= (&% B




P mdi 9 %, &5 2#Y IRTHEICIFDR E

t 3 L EOMEZ &I TERE53 5, AKIHEIM

BE OGP GRHCHE L B,
¥, Filiv, B OWRRER EIC XY BEREE T D,

VAT T T DRNEE
EE TR - BiEds
FER OV & BRI, BiEA R HE - H

IR, HEAOHE

E-.k L/\ /'%\%‘@’H(;m\ \—-J: D A /ﬁ%@?ﬂ—gﬂéo
AWV ATFT5F L LT 156~20mg/m* (AKX HIE)

Z 108 10, 5 AfERekE- L, Delld 2
MREST S, Thax 17—t L, 528K
7.

Bik: VAT TF L LT 50~70mg/m2 (AR FfE)
Z1H1EHEEGL, Dl et 3FEMKREST S,
IhE1r7—nEL, BH5EEYIRT,

2B, R EIRIC XV BT S,

AR B 2 A AN O YA - & 13, FRIK

BAEl DOIE P5~) B

5<—y

3. BRARRKRE

ON AL FFRIER I L 7= PD-L1 B ARIEY)

PRAREZR AT - RO EIERY LA L OO

4=

3. BEEREAE
DS AACFIRIEL ICHHE U 7= PD-L1 Bt ORI UI%
REERELT « TR O EE R - B O KGR FF




PRAEIE D 72 O RIRUIBR AN RE 22 4T - FFFE D R fE

DGR G 21T - 72 T 722 BE IR BR 0 plif 2o
7T

[ 2]

OFE B[R 2 MAEER  (KEYNOTE-181 5A5R)

filh 247 - 72 F 72 B IRABR D BUAR 2 7”7,
[ %]
IS IL[F 45 MAHABR  (KEYNOTE-181 345R)

g ~—

@ HE B I EF MARER  (KEYNOTE-590 3ER)

(L FIRIERE O 22 O RIGUIBR AN BEZR AT - OB
EFRAE 1749 ) (AARAN 141 A ETe) Z%kt5
2 AHL -7 A uay v (LIF [65-FUj vy
Do) RO AT T F APHARE” OE RO
MR, TR, 5-FU KBV AT T F PR
EP xR e U TR SN VAT T TF o h
Tk K 6 a—AFTE Lz, 2B, MBIl CE
BT DN AT, REEIT 2 /R ek
DD HNRWVEDRKMICEZE L TWHEET
(X, WREICARE O i ETEATT CHEBET RO b LD
FCAHKIE 5-FU KUV AT TF 05X
FAF OB MG 2 ki 4 5 2 LA AEE & S
7o, EEEHMIE H L 0S K ORI A G (UL
[PFS| W 5,) &, KAl 5-FU KDL AT
7 FOPFRERIERE (DL TRFIRE] bWvWoH,) 137
TR, 5-FU KNV AT TF U PRARERE CAT
(7 Z AR LWH,) L T, 0S KTOPFS

(@ B




ZEEIGER L (33, K2 KUK 3),

*1 BB O B RO R OV B N BE
BATE (Siewert 537%H type 1) DOREEZ XIS
LI,

*2 1 AAI 200 mg, AT T F 80 mg/m* K O 5-FU
800 mg/m*/day (5 HIFFFe A S) DIEIZ Q3W
T 6 a—AEHH. AK 200 mg KU 5-FU 800
mg/m*/day (5 H [HIFHFE s & 5) % Q3W THE- =
i,

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

# 3 HEhMEREE (KEYNOTE-590 FXER)
(£ W)

(4 W)

2 0S @ FEEMN D Kaplan-Meier kR
(KEYNOTE-590 2Bk . 202047 H 2 H B~ h A7)

(W)




[X] 3 RECIST 1.1 Z FV 7= iBBRTH Y ERH 0 Rl 12 ik
3 < PES O RN D Kaplan-Meier Hi#R
(KEYNOTE-590 Bk, 202047 H 2 H B v h A7)

10 ~— [Ze4E] 6 X— [Zz4:1E]
OE BRI MARER  (KEYNOTE-181 3X5k) E BRI R ZE MAHARER  (KEYNOTE-181 #iR)
11— QE B L [E S MAEEER  (KEYNOTE-590 345R) (@ B85

(L FIRIERE O 22 O RIBUIBR AN BE 2R AT - OB
BRI ICB W T, AEFEGUIARAIRE 370/370 4

(100.0%) . 7 & AEE 368/370 5] (99.5%) IZzR
Do, BRI L ORRERPBETERWESE

T FHER 364/370 1 (98. 4%) K IR 360/370

Bl (97.3%) IZaBd bz, WD ORECHILE]

GBS EORWEIEITED LBV THo T2,

* 5 WPENHOORETIBEIA A 5%L o RIE

(KEYNOTE-590 7)) (Z2 Mt kG 4E )
(F W)

7ok AFIREIC B W CHIEMEEE 22 1 (5. 9%) .

K9 - /N7« BEO TR 20 1 (5. 4%) . BIE

HF% - BFAS 2 - TR RE R - AT 2% - AL PEARAE R 45

Bl (12.2%) . BEERERE T URAEAEMERE RS, K




ERIRRE 22 %5) 18 il (4.9%) . FIEIREEREREE 3 f
(0.8%) . HURARBERERSE 50 5] (13.5%) . FI'EHE
REFEEE 4 1) (1.1%). 1 ZUBESRYE 1 1 (0.3%) .
e - RERUBBRIE 1 B (0.3%) . BER 2
(0.5%) . fifREEE (X7 « N —JEERE) 32
151 (8. 6%) , biZs - B 1 41 (0. 3%) & TN infusion
reaction 6 5] (1.6%) RO HNT-, F/-. 5&
O gk, DRSS (IR S A AR E |
PR REREIRAE (e . ZIALEE, FREIES) . HIE
2 7 iE GO E . EEE 2 il R (G i/ M
WU PESRPENS . TR AREFERE . SETERERSE
). MEREBIEMEREL O IERO b o
7oo AREWERZBURDUII BT S (AR R e 52
Hrate) P EUEHERERT,

16—

5. hHXIG LI HHBHE

[H 2z B3 % F1H]
OFFLDBFEIT BV TAAN O AN MHEDREE S 41T
W5,

DS AACFEERER ZHEE U7 PD-L1 BAtE® (CPS=
10) ORIRUIRABEZRHEST - RO RERF L
i D B (KA B E 5-)

x ARH DO R=A PR L LT MkRGE4 - PD-
L1 IHC 22C3 pharmDx [ =] AEFEIN TV 5,

11—

5. ®\hHXR LD EBE

[HEIC B3 % 1]

Dk 2 3 2 PD-1.1 B (CPS=10) DR
TRUIRRBE 2R AT - R OBER Y LR BE
B B




AL HRIEIE D 70 WIRIG YIBR A GE 22 1T - FE3E D

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

&h)

@ TR Y T 2 BE KT D ARK O 5 L O

HHEIZOWTIL, KA OGIMEDFESL SN TE
5T, RFNOEGXRE LB,
FT O MBI L

@ FRCIZEZE Y T D BB T A2 A O 5 K OfFE
RO T, REIOBMENHESL S TR
59, AFNOBEXIHRE B0,
— AR R D IR

T DR EE
— DR A L D OE




EERAMEET A T4
RATnl) XA<w7 (Bl H#Z)
(BR584 © A hL—& sJlERE 100 mg)
~ i~

A28 H (5F3411HUET)
JELAE S A
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1. ZLoHIC

RIS OF N - REMEOHEROTZDIZIE, BMISCEEIZE Sl B2 ARk 5
N5, oI, EORFHIGOENRC L0 | FUREIK e & O E A=
HIMDHEGRIND T, T ODOEELE BV BT TRT 5 2 L BROE & 72
STEY ., BRFEMBOEE L SEEORARTTEE 2016 CERL284E6 A2 HBEEIE) ICBWTh,
FHER S EOMHORELHEEZX D Z L L SR TnD,

FHRERS R ESR L, SRRSO M7 0 7 7 A DB FDOESS & B S0 i e 5
ZEWRHDH, DD, AIMEROZEMICET D WA+ ERET 5 £ TOM, YrkEI
e DREZRL ZIT 5 Z ERFIRE SN BT L TEHAT 5 & &b, BWERDSEEL
Lt%_ﬁﬁﬁﬁm%ké_&ﬂﬂb@ m@%#%ﬁt#iﬁ%%fﬁﬁ#é:&ﬁ
HETHD,

L7eRoT, BRIFA RT A4 TlE, BBEESINE TITEOLN TV DIEFRFN -
ﬂ?%ﬁﬂ’%dﬁ LLF O3 O Feitd 72 2 e~ 2 8Lai O MEE R B B2 )

OB FHE T,

@k ARHA RT A E, MSTATEE NE SR R AR AR, A HE AN B AR

PRI 2, —AtSiE N B AREERNEHE S K ORFEIEE FIREERNE N B ARBIEFS O/
D EER LT,

KR LI DESE, © ¥ A MV—F SEEEI00 mg (k4 e T e ) X~T GBI T
HHHAZ )

R ERDMEITR - ARIGEIFRARREZR LT - PRI DO RIER

MEERDMERORAE : 70 F a3 VN ATTF L OfEHICBWT, @,
BACIE, a7 nr Y X~ G z) & LT, 1E
200 mg 7% 33 [ fEIBE 5213 1151400 mg % 630 [ [ R T304 i 2> 1 T
LT Do D AALFIRER ITHEE L 72 PD-L1 G O R IE U R
REEZRHEST « R ORIER T LEEIox U Cid, AREZ FmE
5z TED,

B 3E IR 58 ¥ #F  MSD Rt

(%)

TNFAu T T IV OMEEXITER, HELK O &

BHRE ST« AT OREMEIEG 6T 5 th O HrEPE g A & o OF FF L

GHSEE . RE
FELROHE - o PuEMEESA] & OPFRFRIEICB W T, @%., RAiEZ7vdiaer ol LT
1 H1000mg/m?> (AR mEFE) £ T%. 4~5SHMEHEH CRAMT 5, &5 280 KT
i3 ELEMU EOMEE & TG T 5, AFIEME S OLEI2IE
PEHBRGRFIZHET 5,
¥, Fln, BEORER SICIVEERET D,

VAT TF U ORE NI, HEK O E

HRE TR R - BB

FEROHE « BEEICIE, BIEAEENAE - &L L, BEOREBICLVAEZSRINT 5,
2



AVE VAT T F L LTI5~20mg/m? ((KFREFE) A 1H1E], 5HMERES L,
e EL2BMMAET S, Tkl — bt L, &EEBRDIKT,

Bit : VAT T F L LT50~T0mg/m? (RREME) Z1H1EERE L, D7 &3
AT 5, &1 — e L., H55280 RS,

B R ERIC K v EEEET S,

I

BRRFBRIZ 1 A AN O L - EIE 13, ERIREGE O P5~) &



2. AAHIOFHE ERET

XA M—FESEEHE 100 mg (4 XA7r ) X7 (Eia ), IR IR
#lI WS, ) &, PD-1 (programmed cell death-1) & Z®D VU 7 R Coh % PD-L1 X PD-
L2 & OfAZEHEAET S, v Mb 1gG4 £/ 7 v —F AHKTH 5,

PD-1 #RF&IEL T AL BSOS 2> & AL D 72 01T D3 AR ANHI FH 9~ 5 T 70 522 il 1)
AA T T, PD-1 I, (EE/RREBICRBW RS T MOMEREICHEE L, Bom
P S % B e AR B X R R 2R S Z il 35, 37 h, PD-1 XY H o REfE
ATHZEICXVPRESRIRICE DV 7P VBREZAICHIEIT 2% B/ IKTH D, PD-LI
DIEFHRKICB T 2FBUTDOT N TH L2, Z< OBRAMILTIE THOB = 2z 51%
RN L TS, DAMIIZIT S PD-L1 OEZEIL, B, B, FHma
FE, ONELE. FEINIBRATE 2R & ORE & RIS AU TTPRARIK - TH Y | RVWVEFRE OB
HERHEINTND,

BN DRI T4 & PD-L1 FEBLOFBINMEN G, PD-1 & PD-L1 OB ITEE D
FPE BRI B W CHE R KB ZH ) Z EAURB SN TEY . HiizeRNATBRROER L L
T STV a,

A#KNX, PD-1 & PD-L1 KON PD-L2 Oili U > ROfEE#AET LS Z LIk v, EE
8 NBREE R DR OGRS =M T U L SERA TR b &8, HUEEGE 2 FiEM T %
Z L THUEER R 2T S,

ARFNOVEFREFF LS B E DB RS X 2 BWERSE N & B, EEIIETIC
BELAREMENR B D, AFIOEG R OBG#ZIZIE, BEOBE A 012170, BE RO
SANTEAITIR, B L HSI 0 U B 7 etk & 8B & FF- o BE AT & dis U Gyl /s
BRI ATV B ORPERISIZ X 2 BWERR SO L2561, B EARLE Al
DFEHLE DY) e E 21T O LERH D,



3. ERRERAE

O A FHIER TG U 72 PD-L1BGME O RIG IR R HE 70 4T - RO IER - E
R T OOAL PR R E D 72 OARTRYIBR R RE 72 AT « 8 O RIE S O /K GRIEE IR/ 2 17
> 1= R EERRBR OS2 R T,

(G 2]
OFE IR FIFERE (KEYNOTE-18175%)

— IR & U CTHEER 2L ERIERE O & DRI UIBRABE 28T - RO RER T EK
L OVEEME RS 628 5l (HARN 152 flZzEde) ZXt8HT, AKI 200 mg 3 ¥ KR
(LLF TQ3W) &9, ) BEOFEMER OV ZEMN, (b5E X7 ) 2%, R
YHEXRAIIA) T H) ERBE LTRSS, B, BIGRHL TR AR T
B NG EIT, BT 2 R 3R DR LR WVEDRFRMNCZE L CWHEBET
(X, RIBILAE O R TR BHEITHARD HL D £ TAAIOR G- 2kt = & 23 Al e
Eni, FESHMmER XA FEHE (BLF ToS) &Wwo, ) &k, TfratgL LT
BRESIHZ () PD-L1 BtE (CPS*=10) 4B,  Gi) WP ERosERI LT (i) ITT 4£H]
IZBITD OS OFERIFER 1 DLEBV THY, WTNOERMIBWTHERICHIE Iz

HAELNGT- S 7o T,
* . PD-L1 5B L-filakk (g, ~7n 77— k0N 35K A RiEERRE Cl L. 100
U H,



#£1 EErRE SN-EBEEMICBIT S 0S Ol (KEYNOTE-181 it5R)

AR H i NP — R p fiE
HFAE] BERE fiK (%) [95%C1] [95%CI] CAH )
(B A)
AF 200mg - 88 9.3 [6.6,12.5]
CPS=10 BW (82.2) 0.70 [0.52,0.94] *  0.00855"

RPN 103 . 1, 8.
s s 6.7 [5.1,82]

(89.6)
AF 200mg g 166 8.2 [6.7,10.3]
R Q3W (83.8) 0.77 [0.63,0.96] ™  0.00894™

182 7.1 [6.1,8.2]
(89.7)

{biE 203

AH 200 mg 271 7.1 [6.2,8.1]
314 . .
ITT Q3W (86.3) 0.89 [0.75,1.05] "' 0.08431°

284 7.1 [6.3,8.0]
(90.4)

b8 314

Cl: EEXH, *1: gk (77, Zoft) KOHEMES (R¥ LB, e BRI & LzEhl Cox BlJF.,
0 HuE (7 U7, FofM) KOWERS (R ERCE, B 2J@RlRT & L72ER] log-rank B, AEAE (F
M) 0.00853, *3 : gk (727, Zofth) ZERIETF & LRl Cox [HF., *4: Hufk (77, Zofh) Z/E
BIKF & L72JER log-rank #E. AEAKUE (D 0.00766. *5: #ush (727, Tofh) ROWEE (R EE
. e ZERlRT- & L7-/E5 maximum weighted log-rank ¥ 7E, HE/AK%E (FA) 0.00772



—7J7. PD-L1 G (CPS=10) 2o LEzmoEE 167 6l (AARN 77 2 &) I
BOWTUTOFEMMEREN S ONT- (2 KO 1) o 728, Uiy ER X Faile
ST AT RIGEEF Tl < . BRBINRENTHER TH 5,

#2 ARMAGE (KEYNOTE-181 i5R)
(PD-L1 51t (CPS=10) 2O LR O B TRERWI IR fRATHE FL)

AF1200 mg #2230
Q3W
(85 i) (82 1))
FfE (H) 10.3 6.7
[95%CI] [7.0,13.5] [4.8,8.6]
05 AN — KL 0.64
[95%CI] [0.46, 0.90]

Cl: BHEXM. *: @R Cox LB NP — RET T L DALFHFRE & OLLEL

110 -

100 - "-‘Lflq

90 \
2\,

80— \ ;1

70 L

60 - \\ e AH| 200 mg Q3W

Qverall Survival (%)
3
L
" o
’.J
J

30 - H%
(LR 1

0 0 4 U T T 0 &t 1 1 & & U 1 T 4

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AFH200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0

(eE==375 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS @ Kaplan-Meier Hi## (KEYNOTE-181 35#)
(PD-L1 5% (CPS=10) H o B BE . BRERI e fRATHRE )



@EBEHLFFIHERE (KEYNOTE-590751)

{EZFRERE D 72 RIAUIBR AN RE 2T - TR O REREEE 174901 (A AR N14181 25 Te)
BRI, AH, 5-onFdar T (LUF [5FU EWd, ) KOV AT T F %
E2OFIER NLZEMEN, 778K, SSFUKNV AT T F U FREIES 25 E LTR
MNENT, VAT TFUOFREIIRKT—AETE Lz, 2B, g TR AT
O HLNTGAEIT, ERETEZRTIERDFE D G N RWEORRIICZE L TV 5 BE
TIE, WRIEILIEO B FHE CREETNREO b ND ETERALESFULNV AT T F D
OERBE G SUIARF OB 52 ket 32 Z L FRE & Sz, FEFHNIE H 13 0S K UV
HEEALFHIRG (LR TPFS) &9, ) L&, KA SFURWY AT T F U 0f kLR

(LLF TARAIRE W), ) X7 78R, SFURDV AT T F UEREERE (LT [
TEREE] VD, ) EHEEL T, OSKUPFSEAEICMER Lz (383, K2KO3) |

*1 B O R R K O B I NS R E B AT (Siewertsy$Htype 1) OREEFE N R & I
i,

*2 : AHI200 mg, AT T F 180 mg/m2k (N5-FU 800 mg/m¥/day (5H RIFHzE M BE) DIEIZQIW
Toa— A 5% AKI200 mghk O°5-FU 800 mg/m¥day (5 H EErpEAEESE) 2QWTHRESh
7=

*3 . TR, VAT T F 80 mg/m2 M N5-FU 800 mg/m¥day (5 A BEHE S 5) DOIEIZQ3WT6
a—2EH4%, 77 'R KL OS-FU 800 mg/m¥day (5 H RIFHGERERG) QW TG Shiz,

#3 ARG (KEYNOTE-590 #5k)
AFHE 75w AR
(373%1) (376%1)
e (H) 12.4 9.8
[95%CI] [10.5, 14.0] [8.8,10.8]
OSs™! NP — K% 0.73
[95%CT] [0.62, 0.86] -
P fE" <0.0001
gL () 6.3 5.8
[95%CI] [6.2,6.9] (5.0, 6.0]
PFS™ INY— N2 0.65
[95%CI] [0.55, 0.76] —
P fE" <0.0001

CIl: MKW, *1 :20204£7H20 % > b4 7 (PFSIZRECIST 1.1%& AW /-1 Y ERGIC L 5 3E4H) .

¥ ¢ JER Cox il Y — RET M X2 7 T REEL DR, *3 : J@Rln 7 Z v 7 BE




100
90—-
80—-

70—-

60—-

50—-

40

Overall Survival (%)

30
20

10

Number at risk
A
7T REE

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

373 348 295 235 187 151 118 68 36 17 7 2 0

376 338 274 200 147 108 82 51 28 15 4 1 0

[X12 OS D 1 [EIfi#ATHE O Kaplan-Meier #5%  (KEYNOTE-59075%

20204E7H2B 1~ b A7)

100
90
. 80 -
g i
= 70 <
2 J
E 60 -
m -
8
& 50 +
P i
qo‘-)‘o -
8 30
[=%] o
20 +
071 7SR ———_
] - i T S
0 1 ' I o 1 = I L I o 1 = I > 1 1 . 1 1 I
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
ANFIRE 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

43 RECIST 1.1% FV N7 1RBRAHE Y B2 Al O R 2 2D < PFSO f & fifAT IRF 0O Kaplan-Meier i
# (KEYNOTE-590:45%. 20209:7H2H B v F47)

9



[Z241]
OFE IR FIFERE (KEYNOTE-1817-5%)

PD-L1 Bt (CPS=10) 2>/ EREDEEICB W T, AEFHGIIAFIEE 81/85 i
(953%) | fLSIRIERE 78/82 il (95.1%) T3R8 B, JRERIK L ORI EEUENEE TE
RWEEREGIL, EE 55/85 B (64.7%) KUY 67/82 B (81.7%) IZHEH L, W
PTHNORETHBEEDN 5% EORWERIZTERDO LB TH o7,

£ ANTNOORETRIE SN 5% EORIER (KEYNOTE-181 #5r)  (ZZ2MEMNT xS 4EM])

FEHIRHE (SOC: B (%)

System Organ Class) AFHE (b AFRIERE

FAEE (PT: Preferred Term) 85 il 82 i

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4= Grade Srade 3-4 Grade 5
EIEM 55 (647) 19 (24) 1 (12) 67 (817 32  (39.0) 2 (24)
MR LY v 3R EE

2 ifi. 4 @7 2 (2.4) 0 22 (26.8) 7 (8.5) 0
FEENME LT BRI A 0 0 0 8 9.8) 8 9.8) 0
A BRI A iE 0 0 0 6 (7.3) 5 6.1) 0
PN 3 i e

R IR A RE AR TE 7 (8.2) 0 0 0 0 0
B e E

TH 4 4.7 0 0 13 (15.9) 0 0
G 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0
ERA P 3 (3.5) 0 0 11 (13.4) 0 0
—i% - RHEER L OB SEALORRE

) hE 5 (5.9 0 0 9 (11.0) 1 (1.2) 0
i 10 (11.8) 0 0 16 (19.5) 0 0
liy=y=3 7 (8.2) 0 0 5 6.1) 0 0
FEEL 5 (5.9) 0 0 (11.0) 0 0
R AR AR AT

Uit HRER R 1 (1.2) 1 (1.2) 0 17 (20.7) 7 85 0

I 1 BRE R 0 0 0 22 (268) 10 (122) 0
R L Ok EE

i S BIES 10 (11.8) 1 (1.2) 0 16 (19.5) 0 0
B RS RS & OV Rk 55

i PR 0 0 0 8 9.8) 0 0
AR IR S

TR B 0 0 0 6 (7.3) 0 0
K= 2 —m RF— 1 (1.2) 0 0 5 (6.1 1 (1.2) 0
KR = 2 — 15— 0 0 0 22 (26.8) 1 (1.2) 0
LRNEN IS SR ]

Jitiig 2 7 (8.2) 0 1 (12 0 0 0
FEIE R X OV T AR

it B 1 (1.2) 0 0 28 (34.1) 0 0
S ] 4 4.7 0 0 6 (7.3) 0 0
R INITRZ NS E 2 2 (2.4) 0 0 6 (7.3) 0 0
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7ok, ARFBECHBWCRIEMEMER 8 B (9.4%) . HEEORKERE (FhiEMER L
FME, R REREISIRIEMERE, SIALEE, FERRIESS) 161 (12%) | ffkkEE (F7 2 - N
U—EERESE) 261 (24%) . HFHEREREE 9 1] (10.6%) . HUIRAREERERE 7 151 (82%) . 1 ZilpE
PRI 16 (1.2%) | sk - REEUimaiEieE 1 61 (1.2%) MO8 infusion reaction 1 1 (1.2%)
DD BT, £z, KIBK - /DMER - BEOTHI, TEREKEERS, BIEEERES, B
nefEs (RAE MVEMERERSE) | Bk, EEMIEIE, MK - B, 5E K, LK.
S MmElEDE (o Ml B PEER BT . IR MR I, JRIFERES, MERRRIERAESS) | I
ERE IR OFEZ IR b o 7o, REWERRSBURILIXB E S S (FRAR R A 5
ote) EETERRERE T,

Q@EBELFRIFE AR (KEYNOTE-5907457)

(L FHIEIE D 72 OARIREIBR R RE 70 AT « B O RIERAET ICB W T, AFHGITIAH
370370641 (100.0%) . 77 & HREE368/370%1 (99.5%) (ZF8H Hiv, TRERIE & DK FES
BNEETEXRWVAERZIL, TNEN364/37001 (98.4%) KTR360/370%1 (97.3%) 123
OOz, WT I ORETHREEIE 5% EORIERIZTROEBY THHo T2,

ESWTNLORETREIAEGD 5%ULORITES (KEYNOTE-590 i5R) (Vi i S4EH)

#EBIR5348 (SOC: System Organ Class)

JLARFE (PT: Preferred Term) B (%)
(MedDRA ver.23.0) ARFKIEE 75 REE
370 151 370 5
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

RIEH 364 (98.4) 261 (705) 9  (24) 360 (97.3) 248 (67.0) 5 (14)
MRE F VY v R kEE

i, 143 (386) 46 (12.4) 0 162 (43.8) 54  (14.6) 0

I ER A i 24 (6.5) 6 (1.6) 0 28 (76) 11 (3.0) 0

I A BRI 96 (259) 53 (14.3) 0 88 (23.8) 60 (16.2) 0

Ifi NS E 25 (6.8) 5 (1.4) 0 33 (8.9) 10 27 0
Hi L OBk EE

Hng 33 (8.9 2 (0.5) 0 25 (6.8) 0 0
N WA

RO A e TTHEE 19 (5.1 0 0 2 (0.5) 0 0

FRR I REAR E 38 (103) 0 0 2 (5.9 0
B GRS

K 50 (13.5) 0 0 63 (17.0) 0 0

T 97  (262) 11 (3.0) 1 (03 8 (23.00 7 (1.9) 0

FIT 233 (63.0) 26 (7.0 0 220 (59.5) 24 (6.5) 0

mEEAS 96 (259) 21 (57 0 93  (25.1) 14  (3.8) 0

& i 110 (297) 23 (6.2) 0 99  (26.8) 18  (4.9) 0
—fik - 2EEER X OGN ORE

77 i 45 (122) 12 (3.2) 0 35 (9.5) 4 (1.1) 0

W F 135 (36.5) 23 (6.2) 0 107 (289) 20  (5.4) 0

R 43 (11.6) 2 (0.5) 0 39 (105) 4 (1.1) 0

RSN DG SE 59 (159 12 (32 0 65 (17.6) 13 (3.5 0
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BIK43%E (SOC: System Organ Class)

W w0
JLARFE (PT: Preferred Term) Bl %)

(MedDRA ver.23.0) ARANEE 7w AREE
370 {1 370 31
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
BRIR AR AR
TARGXUMT I FFL AT =T —PHM 18 (4.9) 3 (0.8) 0 19 (5.1 2 (0.5) 0
gz L7 F = 67 (181) 5 (1.4) 0 70 (189) 1 0.3) 0
U 2o SERER D 21 (5.7) 7 (1.9) 0 20 (54) 5 (1.4) 0
I v ER B 135 (36.5) 84 (22.7) 0 109  (29.5) 62  (16.8) 0
iSRRG D 61 (165 7 (1.9) 0 56 (15.1) 17 (4.6) 0
IR 43 (116) 4 1.1) 0 47 (127) 8 (2.2) 0
F i ERHR 89 (24.1) 32 (8.6) 0 69 (18.6) 18  (4.9) 0
R L OeaEREE
BHER 145 (392) 13 (3.5 0 119 (322) 16  (4.3) 0
fii Ak 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 (LD 19 (5.1 0
I~ 7 %> 7 A 21 (5.7) 2 (0.5) 0 14 (3.8) 3 (0.8) 0
K U 7 A MGE 32 86) 20 (54 0 40  (10.8) 20 (5.4) 0
PR R IR
R A 34 (9.2) 0 0 32 (8.6) 0
K= 2 —m/RF— 32 (8.6) 1 0.3) 0 32 (8.6) 0 0
R = 2 — 1 /3F— 34 (9.2) 1 0.3) 0 29  (7.8) 1 0.3) 0
FEDR g, MoEhds K OVithRiE =
Leo< b 40 (10.8) 0 0 33 (8.9 0 0
fitiligk ¢ 20 (5.4) 6 (1.6) 1 (03) 0 0 0
g ¥ KOV TR RRbEE
BB 51 (13.8) 0 0 39 (10.5) 0 0
% 9 FEIE 23 (6.2) 1 0.3) 0 8 (2.2) 0 0
Bt 29 (7.8) 0 0 18 (4.9 1 0.3) 0

2B, ABIBECRBWCTRIEMEMEE 22 §1 (5.9%) . KIEK - /NG - HEO TH 20 4
(5.4%) . BIERTZR « FFA4E - FPHRRERE - AT - i LMERRAE 2R 45 f1 (122%) | B pknEks
= (RAE IR, REREBELRSE) 18 ] 49%) . FEMHERERE 3 4] (08%) . H
RAFSRERE 50 1] (13.5%) . EIEAEREREE 4 1 (1.1%) . 1 ZBEIRA 161 (0.3%) . fHse -
BERUTRRE 11 (0.3%) . BER 2 61 (0.5%) . #hEE (T2 « SN LU—EEERS) 2
5 (8.6%) . HXZE « BHIEZR 141 (0.3%) K Ninfusion reaction 6 5 (1.6%) 235388 Hbivi-, F7-.
SEIER, EEORERESE (PR BRARIE, FERIEIRIEERE, ZIABE, R
RIESE) | EIEMEIE, Ok, EE MRS (SNl MRS SE B . R
i, FRIFEREE, MEMERIERESS) | MERE R OWERIIRD bien -T2, REWER S

BURDUIEE S S (FRRMEEEE 2 51) 25 0EERERT,
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(AL - HE]

AR OREREYERETT L EZRHA LY I 2 —Y a2k, K&Kl 200 mg %
Q3W, 400 mg % 6 JMMIE (LLF TQeW) &5, ) T 10 mgkg (KEH) % 2 M
Mk (AT TQ2W1 &9, ) TEE LZBEOARF O MG P EENHG SN, F Ok
H. Al 400 mg & Q6W THG: L 7RO ARFN D& FARREIZ I 1T 2 4 Mg HiRE (LT

[Cavgss) EVVD, ) 1E, AFHI 200 mg 2 Q3W TG L7ZFRD Cavgss EHELIT 5 & Tl S
iz (F#) ., F7=. AAl 400 mg 2 Q6W TH G- L7=BEOARKF O EFIRREIZI 1T D e
MIEFIRE (LLF [Cmaxss) VM6 ) 1E AHI 200 mg & Q3W TG L7ZFED Couxss &
L CEfEZz R e TRIENZb 00, BARNEEICBO TERENHE SN WD
% HETHAHAAK] 10 mgkg (KHE) & QW THRE L7ZEED Cuass & HElE LTI %
AT ETRIESNTE (FR) o SHIC, EIERANHRBE ZXEUIAA] 400 mg & Q6W TH
B U7 ygsh 55 14EER (KEYNOTE-555 &) L V15 b 72 ERNEIZ LS < EipdEhfe < Z
A—HE, YIalb—Ta ik TFILTSERE T A —2 LRI LT (F&R), Nz
T, HEEOFIEICE T DR AGE CS & . AAIORTE & & AoWE T2 et & o
HZRRETT DIBESSTE T A DMEE S, AA] 200 mg & Q3W XL 400 mg 2 Q6W T
5 LU= OBRGE R & A TR et & oIz W TR SR, ERRo Ak -
FH O R CTH N OV 22 P S AR /R 22 BT 2 & PRI S Tz,

£ 6 AHNOEYEHE T X —X

FivE - B Cmax Cavg Chmin Chmax,ss Cavg,ss Chmin,ss
(ng/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 me Q3W (58-55?29-7) (27~27?§8~1) <17;f'11 8.3) (91.97?'984.1) (49;(,)? 1.0) (30.35(,)'391.4)
400 mg QOW! (12%24) (32.?)??2.7) (10.1&(,).160.8) (14221349) (50.51(,)‘57 13) (19.?;?50.9)
40(0%%?@6)\)\] (1351.2,6.10;6.4) NA (14.1:.?;4) NA NA NA
0meke @V 000 | s | amien | wadsm | @reas | (0390

t:n=2,993, 100 [H(DY I = b — 3 Nk W EH SN EAEEEO PR (2.5%4,97.5%8) | Comax : #[E1H
H%OREMIBTIRE, Cug : PIEIHEEEOFEMIEFIRE, Con : HIEIEGHE (A 20 2 £5E0) ORARME
HIRIE, Coaxss : EHFCIRIBIZIT 2 RmMIEFIRE . Cags : EFRIEICIST 2 MIE TR, Cuminss © EHOIRIBIC
U B B 1% R B

T o 56 Bl Sl Al
§ 41 Bl DT E

NA : #4722 L

(95%(EHH X [E])
(95%(E #E X )
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4. Jigklz oW T

AFN OGP B 22 W - FrE L, AFIO®RGIZ X0 EERRIER 25388 L7 B
XSS 5 Z ENMERTD, LFOO~@DT X TEW T MiIZB W THEHT 5
T ThD,

O Mgz oW T

DO-1 Fied (1) ~ (5) OWTNNITHELT DR THDHZ L,

(1) BEAFBRENEET 503 A BFEEILURES (BREI RS AR EEIL SR B
HUEDS AR R EEHLSRPE . HUEk S A2 iilbe7e &)

(2) FrEREREIRPL

(3) HEAMRFFENTET 203 AR EEEERET (DS ABRIEEETE EWRPL, 25 s
W1, 23 ARSI HERERE 70 &)

(4) ISRALFRERZFHE L, SSR-MEFEREINE 1 OISR EFREINE 2 Ofiak FLUE
IZER D B EIT > TV D itk

(5) PUEMEIEEAI S E BN OFEsE EHEILR D B H &2 1T > T D ik

-2 Bl DL HRIE L ORIVE AR OIS 53 7o fnik & R 2 Ff S ERT (TR D
WIS T D ERN) 23, SR OARARICET HEROBMEE L LTREI N
TWsZ L,

*

o [ERiIFRSH2UEDHMINHE Z1E T L2 ICSELL EO D ATRIR O BERHE 2
[ToTWBZ &, 95, 2EL BT, DNAFEYIREAR £ UT-BRIERSOHE %2
fToTWBHZ L,

o [ERNRIFESHRUEDWIHANHE ZE T L2512, LS O A YR IE A2 & 105
FLL ORIV S DIER A T > TV Z &

o EMATFIRASR2EONUPMEZE T LRICIEL LOBIKERZ A
LTWaZ &, 956, 3L LT, L& O » A EYIRIEZ G T
I FOBKMEZITT> TWVWD Z &,

© BENOBEZEGIFERE B OAKHNIZ- >N T

AL IERE BRI 2 BT D Sy, BERBEND OFRE N, A%t - Z4
PRSP AIE RO E B ONERNSR 0T A IHHRIRIE, A HEFRDRAE LT E Ot 5.
NN AT O A IEHINE S TND Z &,
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@ RIEH~DOXIRIZ DN T
@-1 fEgk AR B4 2 Bk

WV MEAR RS O S e BIVER 233848 L72BRIC, 24 BERTR2HRIAHIO T, Ykl XX
BRI ISR T, BB LZBHERIIS U CABREFL A O CT 2D BIWEH ORIV e
BRAEOFER Y H PG DI, EHISHISATREZRIRHI S E > T D Z Ly

@-2 [EEMEFEHIC L DA EFSHCICBE T 5 B

DAIRICEED 2 MM L O 2 AT 2 EREEENEERE=42 1V 7
EEHOITIROA T ) —= T EITOEIRE EE#REZ A TE 5 F— AEFRRH] 235
flEShTnDHZ L, kB, BEAEHIZOWT, BARE EZOFEICHIZBmsiiTn
HT &,

@-3 BITEH OZWr-extSIZBI LT

RIWER (BYEMMZEEICIZ . KK - /MEK - BEO M, BUEFR - IFAE - I
PEREREE - FJ¢ - B LMENRAE 2%, BHRelEE (RMEEMER &5, REREBERE) . N
kS CFERAERERE, FRIREERES . BIBHREREE) . 1| AERE. 5 & 95K,
% - BERUTRMRIE, WEk, EEDORERE (haEtEREBIERARIE, S RIRARE L,
ZICHLEE, FERIIESS) . infusion reaction, % - BflEsc, EEIEANMEIE, kRS (X7
v NU—IEGREE) . Ok, BEERMEIEE (GfEM MRS MEESEEN ., Wi rER .,
IRIFERDS ., HERERERES) | MERERIEGRE, FiE%) (T LT Mighisx SUTTBRE
BEIOBEMMEEZE T HEAE HE L (BIEH OB INCE L THRE L O E 22T 5
NHEHICHDHZ L) | EDHICHEY)RAEN TE RGN ES TS Z &,
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5. RS LIRDBE
EEEI L NE S P Y |
O TFRISZYUTLEEITBN T, AFOAZENREES LTV D,

o NAALFEIRIER ITHE L 7-PD-L1GE" (CPS=10) ORIAUIFRAREEZR LT « HROR

B EROEORE ORFI B 5
*RKEIO o R=A B E LT, BR5E4 : PD-L1 THC 22C3 pharmDx [ & =1] AEEEH TV 5,

o ALFEFRIBERED 72 MBRIGUIBRRREZRETT - RO EEEE (KA, 5-FUK N AT T

> OHHES)

@ TRICEEY T 2 B KT DAF O G K O A TIEIZ SV TR, AFIOFIEN

ML SN TEDLT ., AFOREXR L RER20,

o FlvoonfiBhis

AP % FH]

[Z
O FRICHEYTLEEICONVTIAFNOFREN LD L SN TNDHZ Enb, &E52{Th

RN b
o RHID RS KT UIRBUE OB ERE D & 5 B

@ HRATOFHHICIB W T RIS ST 2 BB IOV TE, AFIOEGIIHERE SR8,

L OTEFERPTUE DN e WGEIZIR Y | HEICAAZEH T2 2 2B ETE D,

o MEMMEBOEI UIBEDH 5 BE

o MaEnE iR A CHE R 258D 2 B K OVE B ME O KU B il <0 gu e it 2
LD RIEMEZEALD T B D B

o BHOEEBOED, XITEMRZRE L ITERMED B O E B OBHEREO &
%

o ERERBAE (GRS ERE L ST Db 5B

o MBORRYEUIBE A AT HBE

e ECOG Performance Status 3-4 Vo> i

(ED ECOG @ Performance Status (PS)

Score | TEF%
0 AL MERIERTE S, BHaiE R U B EAEENHIRR<ITZ 2,
I AARIICEE LUVEENIHIIR S DS, BITATHE T, BRI TOEEIIITO 2 LN TE D,
Bl mNFE, EEEE
2 BATARETHOHE DEID O Z LI T N TAMRELEDEERILTE RV, HHFO 50%LL BT~y Tl 29,
3 ROENTZEHSOEDEY DZ L LnTE7Ry, HFO 50%LL LAy KT Cild 27,
4 2LET RV, BOOHEORD OZ LTl TERY, By RhKRTF-TId,
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6. BHICEEL THHETREHIHA
O WASGEEITN A, BOERTEER DIRUET 2 ERVEIZ IS & ARH O Rt KON E

D= DI B RE H3 I L T LEHT S Z &,

@ IBEBIRICENI D, B UEE OFHECH MR Okt z 0B L. REE5ET

NoEGTHZ L,

® FREWEHO~XRT AL MZ2NT

o  [HEMEENRDL LN ZENHDHDT, KFIOTRGIZHT- - Tix, WIHIE
W (BGIdL, PRRIAREE, ks OB L O X MRA O F S, Bz +
AT H T &, Eo, REUIS U THES CT. i~ — 7 —FOM& % FEhid
HT &,

* infusion reaction 3% HILH Z & A3 5, infusion reaction 23FE D HALTZHE T
IE, WEIZRMEZAT O & &I, ERDEE T 5 F TREOREBE o Blgg
5Tk,

o HURIRHRERETE. PEREAKEEETKCRIBHEREEERNO DN Z ENHDHD T,
AAFNOFEG-FAAERT & OB G-I I E I N Wi se A (TSH, EBET3., i
HET4, ACTH, Moo —VEOREIE) 2Eiid s &,

o BPENTR. IFAE, ITHEESE. TR, B{LEBERDHSDOND ZLRH LD
T, AA|OFEBIAERT K& O G-I I E IS BER A (AST. ALT, y-GTP,
Al-P, BU LB VEHORE) HFEMmETDH L,

o HEIER (IERLKMCEEHKERZGT) FOHEERIREENH Hbid Z
ERBHLOT, EHICIRORFE OREAZfEET 52 &, o, IROEFENFED
DAV EITIE, BN EFERAL 2T 0 L O BELIRETH 2 L,

o AHNOFHIZLY | BEDOREKISITERT 5 & B X LDk A IR ESCHIEN
bobiVdZENDH D, BEDRD LNIZGEITIE, B LI FRITL U725
70 Rk & AR 2 FE-O R AN & adlfs U ClE bl e iR Wi 217V, 8 DR RIS
K DRWERA DN D 5E 1T, AFIORIEIHIE, K OEIEE R /VE
DEGEZZBETHZ &, 2B, BIBREARNVE L ORGICE Y BIEHOUGEN
B HIRWGAITIE., BB E AR LA OGREMHIRIOBM G ZET 5 2
&

o RHEMT%, BOAMNOHE I ARGBE L COLREIWERNEIRT L2 ERHDH7-0, K
A OBEHE TR S EWER OB mIEET 5 2 &,

o L RUBEIRIE (BPE 1 BBERPI A ET) Db Sbiv, BERWES N7V R—v R
IZEDHZENHLHDOT, Ag, El, EHEFEOIEROFBCMAEED FHIZ+5
FETDHZ &, 1 BERENEONZGAICIIRGEZRIE L, A2 HH|
DEGFEDOFEYREZITH Z &,

@ AHFNOEERREBICINT, BE5HEG 9 HEMMRE TAMMEDOF M Z21T> T\ e Z

EEBEBIT, AFEGPIXEMICEGRE COHROMREIT Z &,
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