HKAEHEEIE 0824 4 &
A F 4 % 8 A 24 H

#woE R
I I

i (AETEES (R & B
oo K

JE A B SR - AR TR A R SR L R A A PR R
(2 H & )

RATa ) X7 BT z) S5 o 5w HHEET 4 54
v GRIaME ., EMERAME, FIRR DX ) oNE, R B
B, mBE~ A7t 7 74 hAZENE MS1-High) 8
32 B R O R - L . B M, BRSREDR . AE . T,
FEARET I Em OGS A RE (TMB-Hi gh) 275
[EHE) O —HBIEIZ DWW T

R 75 I BGH & S8 D FEARTT #2016 (AL 28 4 6 H 2 H BIFERE) I8\ T,
HOMEIE S OFEH OREICHEELZXD Z EDNEVIAENT-Z L2210 T, &
B IR & B LB 7 B IR AT 2 7= O IS i il A HEE T A R 7 A v & 1E
KTz LTVET,

NhT7 ) Av 7 BB R) BA (R4 %A FL— & giiif§#E 100mg)
/N E . MR AR, AR % ) LN E, R B, S~
A0V TI74 MAREZENH MSI-High) 2867 2EERM O « BE5
. BRSEEE I NS ELE LI L TR T 2B OB FHICOWTE, [XAaTnm
U R<7 (BB Z) WA ORmEERREET A K71 2 (L) OIERE DY
ol HEE T A R T 4 > GE/INRatE, B RAE, ff)R % U o
fE, JRIEE R, @EE~A 7Y T 74 AL EE MS1-High) 2FH
T OEEE, B, BESEE R OVEEE) O —HBIEIC W T (B 3 4R
8 H 25 AAPITIEAFEA I 0825 2 5 FIEAJ7 A B - ATEHEREKLFEA
BRI . BEEIC T L CHEAT 2BOBEFHEICO W TR, (RaTr Y



A=7 (BETHE#Z) WA OFMEERHEET A K74 (i) O—HdUE
[ZDOWTY (BFI 34 11 A 25 AT ARSI 1125 5 3 B EA 7 R 3K -
ATERT AR R EIE AT R . FEREICH L THEHT BB EFIHA
IZOWTIE, RAT7 e Y X~vT (BB x) WA OREERHEET A R
A ¥ (FEBEE) OIERIZOWT) (BF1 34 12 A 24 H T A KRS 1224 5
10 BIRA G 3K - AR AR JR e 38 S A0 BRRR R am ) | BRI BE e OV
fEE B A RE (TMB-Hi gh) 23T 2BE@E I L CTHEAT O
HEHIZOWUL, (Rarvn ) X~v7 (Eis - z) $EI 0 fow i e Y
A RI7A4 v (@O EEFERE (TMB-Hi gh) #5795 OfF
B O il HEE T A K7 4 > (i) O—HtEIC >\ T (B4 4

2 A 25 BT ISR 0225 5 6 R AE @A R 3E - ARTRRT AR R E IR AL R A
BHREEmM ICEXVRLTEREZATT,

S, NaTn ) Av 7 (Bio R R) BANZ OV T, BRI 5 4
RE SR N HELR O EO —HEE N AR SN2 & B4 FEDR
IS B D Bt FHHEE T A T A OB HON T (G443 A 31
HAHT HEER) IS X DB ANE U2 EEIEW, Y%A R IA4 v %, %
NENBHRDO LBV EEWT LE LIZDT, EENOEREE N ORIk
LHIEFE BBV LET, B, WEHOFEMSEHHEET A 87 1 1%, RS
DEFYTT,



AL
He/INHHeL e O b IHERE T A R Z A OUGET AT GBI % HER)
Hr

[H
Y= (FRESERD) A= (BUHABRET HI BR)
20 N— | ASRIEBALFEIRIEZIEE 1 XUTISRIEBA L FRIED | 20 X— | S R4S 1 3 e i 2
JEEL 2

BRSO BB HHEED A N T A OUGETEAT G IR )

Gl

H
Y= (FHREBRD) Y= (ByHEARET HIBR)
16 _X— | S SRIEGEA L SR IE R 1 USRI LA | 16 X— | S RSB IISE 1 ST SR S in s 2

Pk 2
WA X U VoNEO B fE HHEE T A KT A > OLETHEPT G IExRER)

Pert &
Y- (FHREBED) B2 R (B AR HIBR)
78— A SRIEBA L ERRIES IR 1 XAk EE L R L2

TR=Y | SRR 1 XU SRR 2
PRk 2




PRI b B O ol HEE T A R T A o OWGETEPT CBrIA X HEER)

Hr IH
ZY =Y (T HREBIERD) L N— (AHBRBHIER)
8§ ~— S SRIEIEAL FHEIREL 1 SUTARIE L PIRIER | 8 X— | Sl R4k i 1 341 ke b 2

Pkt 2

HHE~A 70y T 74 MAREN MS 1-Hi gh) 267 2 EMH&K O - EMEORK

ETRERT CHT IR ER)

W HEE T A B A D

Gl

IH

BHH =D

(FHRErIERD)

LR

(HHAEBHIER)

45—y

SRR FIEZ IR 1 ATH RIS L R IE D

Pkt 2

14—y

S SRAEFSEEIR 1 ST R4 2

e O drci A FHHERE T A BT A o DUGTE T CorIAx IRER)
B IH
ZY =Y (F#EBIGRD) Pl (HRH AR 1 B)
2= B & 7R D ANRE ST 2 = KR L T DNRESITZN R
ARG GIRANRE S THRRE M 0 Tl e ARG GIERARE SRR M 0 Tl e e

B A I L 36 1 D T R A BRI

XL T2 D HTEKR O &
<ARIEUIFRABE XA HERFE 1 0D B Al e

>
o PUEMEEA & OOV T, @E., AL

KR LR DHMEKROHE

L OHUEMEIEE A & OOFHIZIB W T, @, AT
X, RAa7 el Xv7 (BEHHEEEX) & LT, 1E
200 mg % 3 MMM I 1[5 400 mg % 6 HWFFNE




X, N7 n ) XA~v7 EarHifz) LT 1E
200 mg % 3 FRIRINE XX 1 [E] 400 mg % 6 MA[F bR
T 30 I CRTEERET D,

< AR L 35T D it Al B A >

WE L, RACIE, a7 ) X~vT (B z)
& LT, 181200 mg % 3 ARG L 1] 400 mg
% 6 HAREEFE T 30 oM CalEinET 5, &5
WX 12 W AMETET S,

T30 3T TR

AR EHET D,

4= 3. BERERAE 4= 3. &R AORE
FRABHI B ABE AR 0D 55 M e B OV e g 12 FRVE GRS BE S THEFE M 0D BRI 8 0D 7K FR R | 2 2 A
BT D IR BRSO KGRI ISR 24T - 72 F 7 i EAT o T ER R RBR O 2 R,
KRB DO RiE 2 T,

g = O EFE AL [F 5 M AREAER  (KEYNOTE-564 3U5R) GBI

R A5 BRI SV B I BRI 12 O PR3 U X 7 3
5 DA AR A R A e FR R 994 1l (HAR N 59 Bl & &
ip) ZXBIT, IEmBIRIE & U CAHAI 200 mg Q3W
BeH-OHEPER NLZEER, 77 R ERBE LT
Et S nle, EBEEHAMTE B S8R AGFHE (LU
[DFS] & 9H,) i, KANFTF ZEAR L HEEL
TDFS Z#HEICIERE L (3 LUK 5),
¥ LR (i) Xif (i) oBRFEPHAEAN SN,
(i)ﬁ&@r@mﬁim% IZE D FRROWTh
WCi M9 5 HE (Grade iFuhrman 5Y¥R)




- pT2, Grade 4 XUFPEARZE LA S . NO 2> MO
- pT3/4, Grade [f#>3°, NO 2>> MO

- pT R4, Grade Ri>d, N1 2> MO

(ii) Ml no evidence of disease (M1 NED) T®h

Y FOEE N ONERRISE H & B IS, BRI A

BRI 1 LN O WO R S TR

H[RETdh - - B

# 3 HEhMEAEE (KEYNOTE-564 ahER)
(£ W)

(X m%)

[X| 5 DFS ® Kaplan-Meier ghf (KEYNOTE-564 #X5R)

9 R— %4 g R #3
11— | £5 10— | F4
13— | @FEBILEFEMFEZE (KEYNOTE-564 345k) GEN)

HERGIIAKIEE 470/488 ] (96.3%) KON T T &R

£ 452/496 5] (91. 1%) 1258 b, InBRIK & DRIE

BB EETEIRWAEERERRIT. ZZE1L 386/488

B (79. 1%) M X 265/496 51 (53. 4%) ([Za8& HiTz,

WO TRIAEN 592 FORIEAIZTERD

LBV ThHoT,




KEYNOTE-564 #6R) (Z2 e VEfENT X B4 M)
# %)

# 6 WITNDORETIHIEN %L EORIEH
(
(

7R¥5, AAIREZ BV TRV MRS 11 61 (2. 3%)
KNGS - /NG« BRED T 15 i (3.1%) . BED
FeRghEE (Fhaeihae B sr mhARsE . F e R R E i
B, ZIALEE, FREIES) 161 (0.2%) , PHRREEDE
(7 v N U—EfEiESE) 11 (0. 2%) . BPEATIE -
A4 - APBEREREE - T2 - b PEARGE 78 45 {51
(9. 2%) . FUIRARESAEREE 106 451 (21. 7%) . T iR
REFEEE 2 (5] (0.4%) . FIEHREREE 10 ] (2.0%), 1
TUREPRYP 9 B (1. 8%) . EHRREREE (RN M B MR
R, RERIRERE) 861 (1.6%) . fhJe - AEUT Elfiz
i 2 5] (0. 4%) . EIEFIES)NE 2 1] (0. 4%) . AN -
BlAE S 2 61 (0.4%) . UhZ% 141 (0.2%), infusion
reaction 7 f (1.4%) M OVEEZMKIESE (Gt
I/ IR PSR PENS . VAR i, AREFER . S
RIERIESE) 161 (0.2%) 2RO ObNT-, T, R,
S &S MER, M ERE B IEERE R O ITEE 0 b e
profe, AREWEHFRBLRDUIBEFES (Ef AR RAE
REZEL) 2 EUOEIEREZ T,




14— | F#E7 12— | %5

15 = | SRMEEAL PRI L 1 USRS L P ED | 13— | A4 i 1 3 R s 2
HEL 2

17— | QKO HEME 513 TR O BT BV THIMENR | 15 X—Y | @ FRalCii Y 3 2 BFIHFS KA 0 e 5 K& OVE A
ShTwnd, THEIZDWTIE, AR OFRIEDRHEL SN TEB LT,
I U R 7 O\ OB O B KFNDOE GG L IR B,

il

@ FRLCEZE Y T D ARF D5 K O HIEIZ DN T A L e
X, AANOBEIERHESL SN TE LT, AFOEE s T X UF =T IV RN TF =T LS OFUEME
KR E T2 B 720, & OOF G-
- Wt BTt D M O FUEME R A & OPF S
s TR UF =T RII L UNRF =T PSS OHUEM S
& OO G-

18 R— - BB R R BE B MEO B EIC B T D | 15— | - Karnofsky Performance Status 70%Ai 9 oD
Karnofsky Performance Status 70%iH TV doHEH =

19— | O Y R Y D@\ B AR S il b GEm

L L U CEA T BRI, KEYNOTE-564 #ERICES
W 128 L ICEME ORI 21T T e 2 b
BB, AFNOEE P EMIN R OMR AT
Y&, B AFORGHEIL 12 WHETETS
&,




SHSF S O f b IHEE T A BT A o OWGET T CBrIA X HEER)

B IH
ZY =Y (T HREBIERD) L N— (AHBRBHIER)
12— | SRR L S RIEZ R 1 USRI AIRIERDS | 12 X— | SRR 1 ST R R 2
ekt 2
BB DR HEE T A BT A L OWETET Cf [H X6 H3%)
Gl IH
Y=Y (TF#ErIERD) g = (RAHBREDHIER)

12—y

fRRfEEE (5T o« N —JEEREEE) 32 61 (8. 6%)
&N infusion reaction 6 41 (1. 6%)

12 5=y

FRRIEE (X7 v« N —JEERESE) 32 4] (8.6%) <
A= B 1 5] (0. 3%)— ) TN infusion reaction 6
1 (1. 6%)

14—

SRR FRIEZIEL 1 JATA RIS LR
Pk 2

14—

HFRAFFREE AR 1 SIS RS 2

FLR O mE I HEE T A N T A

> OWETERT G I RER)

Gl IH
Y=Y (FHREBIERD) L N— (AR EBHIBR)
ON—Y | SR ERIEZ L 1 AT L SAIRIEDZ | 9 ~— | SRR 1 X3S kA 2

Pkt 2




TR O BB HEE T A R T A4 L OWGETET CBrIA R HEER)

il IH

g N— (T HREBIERD) L N— (AHBRBHIER)

10 =2 | AR SERIEZ R 1 USRS AIRIERDS | 10 X— | SR4AEREIA 1 ST R IR 2
Pkt 2

WG ARE (TMB-Hi gh) 26926 OmEHEAHEEDT A N7 A > OUGETET G IRAHRE)

Hr IH

g N— (TF#ErIERD) P (RAHBREDHIER)

8§ ~— Sl SRRV FRRIEZ R 1 IS RIS LR ES | 8 X— A N4 1 I kA 2
JEEL 2




EFERHEETA N7
Rh7u ) X<w7 (EisFHBZ)
(BR5E4 : ¥4 FL—F EFE#E 100 mg)
~ /N i ~

FRR2 9428 (448 AR
BE A
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FaER 122D T
BhHxtG L 70 D A
BHIZERE L TEET & $HH

o ks 0N
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1. IXTdic

RIS DOF M  ZEMEOMERO T2 DITIE, WS SCEEITIES W 2 7 AR D
BND, 6T, IEOREHRFOMEARICZ LV | FUKREIRS 72 & O 72 3R AR
FPEIMPARINDLH T, 2N O DOEHKNZEIZLEREE IR 5 2 L 3BRED
PE L 72 o TR Y REMEGE S & O IATTEE 2016 (AL 28 42 6 A 2 H BFEERE)
ICBWThH, HEHNERNLEOMHORE(LHEERZX S Z & LS Tn5,

R R S T, KRR 2T 0 7 7 A VB D ESK L & B S MR
RHZENRDD, T, HIWEROEZEMICET D HEHRN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ERIREEINBHICH L THEAT D & & Bz, BlfE
FMFEE LTI B2t & D 2 & AN A fE e — 1 O B 24 7= 3 EE R B ¢ A
THZLENEETH D,

LR T, ATA RT4 0 TlE, BIRBERESSINE TITHE LTV A EFIRFR -
BHER R EED & | LU O E IR O feii 7o FH 2 HEE 3 2 8LA b B2 B B %
F RO EFREEZRT,

RE. RHA RTA 0%, MSIATBOE NEHR G ERE R O, 2B ARAR
BRARIEE . —MAEEE N B AR NEHE S FREFEeFITEENE AN B ARME 72 KO
— it EE N B AR P OO b EER LTz,

KGR L IR BRI - XA F—F EEENE 100mg (— 4 XA T e ) XvT (B
TRz ))

MG L RDMEXTNE - UIBRARREZ2EAT - T33O IE/INHIR e

MBERDAERORE - @BH . AR, XA7nr) XA~v7 (BiarHfiz) LT, 1
[0 200 mg % 3 3 HIF MR XX 1 2] 400 mg % 6 3 [H[FE & T 30 47[H
2T TR RS 2,

B 3E W oE % & MSD Rt




2. ARIOFK, 1ERKERF

XA M—F RIEEE 100mg (—#4 : _AaT7nr ) Xv7 BIEFHEL), DUT IR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> K Toh % PD-L1 KON PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHKTH 5,

PD-1 #8813 T MR S B AR 2> Dk 2 72 D12 2 AR 23 R 9= 2 T2 70 S s il 4
AA »F T, PD-1 1, EFEREBICEWDCEER T MildoMiaRmicgE L, 3%
P& SO % B e A X TRl 72 e e OS2 3%, 7B, PD-1 13U Y R Eff
AT DI LICE Y PURZERICL DV 7P vmiEa AN+ 228K CTH 5, PD-LI
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHBLL TWD, BDARIIZI T 5 PD-L1 O &7 8%, B RbaR. .
A . SO, FE/ NI ATE 7 & O A Ze A TTRARK 7 TH Y | KW AAFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EERREI 2 S Z L OVRIBR ST L F- 7203 ATEIE D, &
LTHIfF ST 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Diifi U T2 ROFERZLESTH Z Ll kv, [EE
WU NBREE T O A ENE T U L S ER A TEM L &8, HUEE % 2 FE (b
T2 L THEGNRARET D,

HAN DI 25 < MBIE DS RISIC & B BIERS R B & b, B UIET IS
5 TS B B, AAIDR G R O EHRICIT, BEOBRE HTT, BENR
0 5 R HEAIT I, IR L7 RIS U 7 R0 7 Rk & BB A R I AT & et LT
OIZRERIRBIN & 1TV B ORIEREIC & % BIEA S EEDN 5 B A IIE, IR AL
L HIOE 5D 5T ) BEN D B,



3. ERPRARE
YIBRASRE 72 1T « FF3E D I/ N itiJes D AGREFIZ 3l 2 17 - 7= E 72 WK RER O iliis &
ZNE IR

(B 2]
OEBILFEFH IR (KEYNOTE-024 #5R)

LFPRIEIED 72\ EGFR B 1n - A ML faE | ALK @G B 15 1-F2t: & O PD-LL Btk (PD-
L1 2388l U7 EEAEs S %G (LR TTPS) &EW9,) =50%) OUIBRAEEZRiE
1T« B OIE IR fities o 305 B (HASAN 40 Bl & de) Zxt8Ic, A 200 mg 3 18
kR (CAF TQ3W] &9, ) HHEDOH R L RMEN, 7T FF 8K 2 & T
b=k (LLF [SOCT &9, ) ZRHRE L TRET SN, 7ed. RN T A
HEITOFRO BV GAIT, BT 2 R T RER 3588 B IR WD RRIRIZZE LTV
% BB CIE, RIBILARE O G FEAT CHR BT DD £ TARAIOER G 2 ikt § 25 2
EAMRE L ST, EEEEHTE H XM EE IR (LLF TPFS) S o, ) | EIREE
I EE A I (BAF TOS) &), ) & &iv, RJNET 7 F 8K %2 & T b
WL LC, PFS, KUNOS (FFfEfiENT) 2 A BEITIER LTz,

*:24 A ECHRESNIEBARAROREEZTIL L, 0%, ERETHRD ONHE
CHEEHBTE L L EANT,

#1 FiRE (KEYNOTE-024 3RE)

A 200 mg Q3W 777 TR
(154 f51) ALtk
(151 1)
R (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ N — R 0.50
(95%CI) (0.37, 0.68) —
P " <0.001
e [H ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ NP R 0.60
(95%CI) (0.41, 0.89) —
P fE" 0.005

Cl: XM, NE: #&ER0A, *1 : RECIST HA FT7A > 1.1 MUTES Sz dfllE, *2
JE5l] Cox eI NV — RET WML DT T FFHRAEI 2 ETefb P RIE L O, *3: @hln s 7 v
T RRE. *4 MR OT — % 201645 H9 ANy AT



100 psc
90 ™ — AF200mg QIW
80 - T5FFHAESOIAEE
&£ 70 -
.ESI-I- 60
50
gﬁé 40 - l-‘
§E 301 v,
20 4 (R Yy
10 - "l——|__*____|
0 3 6 9 12 15 18
at riski HIaBEFHE A]
ZFAI200mg Q3W 154 104 89 44 22 3 1
TSFIRAERCIERE 151 99 70 18 9 1 0

M1 i & B PFSOEKARNTE D Kaplan-Meierdi#f (KEYNOTE-0243R5%)
(PD-L1BEME (TPS=50%) DEHEM)

100 :
90 ] ‘-\1_1\"\.
80 | '"‘x.\._
70 T
—_ ]
£ 60" Wi
ﬁ'!’ 50 . -'."n.m..." o e e ]
L
b 40
30
20 1 —— #m00mg Qaw
10 - TS5 BRSO SRS
0 3 6 9 12 15 18 21
at risk%y EFRRLA]
AE200mg Q3W 154 136 121 82 39 11 0
ISFrEREZOIEELE 151 123 106 64 34 7 1 0

X2 OSOH T DKaplan-Meieri#k (KEYNOTE-024385%)
(PD-L1BME (TPS=50%) D EFHLER)



@IEBEILE S 11 /M AHER (KEYNOTE-010 #5#)

7T F TR ST EFRIERET 2895 PD-L1 B (TPS=1%) OUIBRAHE/ i
1T - RO/ N EEE 1,033 6 (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5T 10 mg/kg Q3W 5 DA MR OVLZatEn, Fe&Xearkfy (LT
DOC] & 9H,) XL L TREIENTZ, Zed. BN TR EETHRD btz
BAIT, REET 2R TIER DD B AR WED KRNI L E LTV 5 G TIE, KE
LI OGN TR BEIT AR B D £ TAAIO B Gk &2 alE & Sz, TEERT
TE B 13X OS XL OVPFS & &4u, AFNEZ DOC Ll LT, OS A EICER L,

*] : EGFR #&fn 12 RGMEE ALK @A BG5BT, 77 F 8K Gk
VLI L DI IEICIN 2. £ E 4 EGFR FHEIEA X% ALK FHEMER 269 2 fuEtt
NEIEANC K DIREEZ AT 2 BEDMAAN LI,

¥ .24 WA ETHREENEZHAIAROE G E2HIE L, 0%, FREETHRD b5
BlIcEEGERTE L &N,

#2 FiIMERE (KEYNOTE-010 3RE%)

AHA| 2 mg/kg AFAl 10 mg/kg DOC
Q3W Q3W
(344 1) (346 1) (343 1)
rhoef (A ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~#F—Fpn 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: ZHEX. *1: B3 Cox bl Y — FEF T LD DOC & DL, *2: @hla 75 7k

E

100 f=
90 - Y ——— &8 2 mg/kg Q3W
80 F#10mg/kg Q3W
70 1 — REFFEIL
& 601
E 50
40 ] ftsgrs ‘lHII (| Il N
30 1
201 i
10
U LAGARLLULALALLLLLLALLLAL) LU LI LA LA LLL LALLM LA L IR LU LLE) LLALLLLLLLLELAARRELLLL) LA LLLLLL}
5 10 15 20 25
at risk# EFEmMA]
F# 2mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
FEFZFtIL 343 212 79 33 1 0

M3 OS DE#MMITED Kaplan-Meier i (KEYNOTE-010 3R5%)
(PD-L1 Bt (TPS=1%) DHBRELER)




QEFRL R MFHEER (KEYNOTE-189 #iR)

{LERIERE D 72\ EGFR A6 A REM K Y ALK @ éE s O UIBR A GE 7otk
17 « H3E ORI LRI/ N aE RS 616 6] (HAN 10 iz &te) ZXI5Ic, KK
200mg (Q3W) | XA hL-FE KT RU T AKX (LLF =AML XER] L9, )
BT T FFHRAF| (AT TF oI HNRTTF ) OPFHEE RAIGEREE) o
BRIER OZEVER, 7T78R, XX L%t KR T FF A OHAES ((LFER
IERE) 2ot L —EHEMRABR ORI SN, Mte b, 77 F AT Y EAL
DB ZTEIG®RIRL, BEIIHRK4 a3 —RAFETE L, BB, B CHREETFR
D O AT R REIT E2 R TIER RO LR WEDRGIKRMIICEE L TN D EBE T
. RIEILARE O EfGEHAN CHREET VRO D ETERA L AX N L3t ROJFHES
ZAkfES D Z EFREE IS, EEFHMIEEE L OS K UVPFS & S, AHl, <A b
Lt REOT 7 FFRFOMHZEGIET 7R, <X Xt REOT T FF8E 0
DFREEE- L e LT, OS K OVPFS # HEIZHER LT,

*1 0 ARHI200mg, <Ak LFE R 500mgim2, AT T F 75 mgim2 XXV T T TF
AUC5 (mg - mL/min) ®OJIEIZ Q3W (#%=2—AD 1 HEIZEE) T4 a—2& 5%, K
#1200 mg e M2 A kLt K 500 mg/m?2 78 Q3W T4 &z,

*2: 7 TR, LA M LFE R B500mg/m2, AT T F 2 15mgim2 xR T T F 2 AUC
5 (mg + mL/min) DJEIZ QAW (%F=—=2m 1 HHIC#KSE) T4a—2HFEE5#%, FI+¢
REOANA N L& R 500 mg/m? A3 Q3W T h &z,

*3:24 WA FTELEINTZHAEEIARFOERG 2T IE L, T0%, REETHRD LY
FlcEGHEHETELZ L E T,

#3 A3 (KEYNOTE-189 35R)

AHKIOFFH#E (bR ibRE
(410 f1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ NP — R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
o (A ] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™ ™ NP — K™ 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEXR], NE: HEEARA], *1 : FRBHIREOT —% (2017 11 A8y AT, *2: 8
B Cox WHINYF—RET ML DT TEBR, XA FLFt REOT T FFRIAGEALFEED
OERRE L oL, *3 @Rl 7' Z 7 BiE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#%
£%200mg Q3W. R
XNUFERRUTSF
TRAGRLEEE
T5tR, RANFE
RRUTSF+EEIHA
1|29

201 —— #F200mg Q3W. ~XRLEERRGTSFHREIGRILERE

10| ——— 75tk AN FERRUTSFFRAIHBILEEE
0 T T T T T T
0 3 6 9 12 15 18 21
S1FHR 8]
410 377 347 278 163 71 18 0

206

183 149 104 59 25 8 0

X 4 OS OHFREENTE D Kaplan-Meier Bi#f (KEYNOTE-189 38%)

at risk®

AR200mg Q3W, A
XRUFERFMIDL
XKMRUTS57 188
TS5k, RANEE
RFMOLKERRY
757 18R

100

90 -
80 -
¥ 70 -
“60~
3] ]
*HSO
g 40
§¢ 1
&30
20
10 A

— ERAE QIW, AANAEEFMOLKEMRUT ST RN
—— TR, RAMNSCRS NDLKIORRUTIF RN

g T
1—9———1—-0——-—1
0 rerrrrrerrrrer S— S— S—— premrrrrree e S——
3 6 9 12 15 18 21

206

140 80 40 16 3 1 0

M5 SHTPRHEREIZES PFS OfEf#ENTEO Kaplan-Meier Bi#f

(KEYNOTE-189 35%)



@EFRL R MRS (KEYNOTE-407 #ER)

{LFRAERED I BIBRARRE 7R LT - FRI8 O R LRI/ N s B 559 5 (AA
A 50 Bl & ETe) xR, AHF200mg (Q3W) . HIARTTF L ROV Y X FE)L
XiF 7Y 2t (A7 I ER) (LT Thab-PTX) v 9H,) OOFH#ES (K
AOFHEE) P OFMER NLERMENR, 7T 8AR, INVKRTIZF RO Y ZF /LY
1% nab-PTX OOFHE G ((LAFER) 2 25 e Le “HEHRRR TRt S, mift
Eb, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZEITERL, F51TH K4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD bATGAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAN T EET N
RO LD ETARANOKG Zikei T2 Z ERAREE S, FEFHMEEE X 0S KT
PFS & &L, KA, WNKRT T F 2 RO Y &2 X8 /L (T nab-PTX OOFRHBEE1X 7 F
YR, DNVRTTF U RORT U Z X80 L nab-PTX OFFHES- & i LT, 0S &
O'PFS # 4 BITIER L7z,

*1: ARAI200mg, 237 U 2+ L 200 mg/m? X i nab-PTX 100 mg/m?, 4 /LR~ Z F > AUC
6 (mg - mL/min) DNEIZ Q3W (KA, /X7 VXL KRANRT T F o A35Ea—R
»1HBICES, nab-PTX Z%a2—AD 1, 8, 15 HHILEKE) T4 a—xEhH%, K
#1200 mg 2% Q3W TG-S h -,

*2:. 7Tk AR, /N7 U HXE/L 200 mg/m? XiE nab-PTX 100 mg/m?, /LR 7 T F 2 AUCE

(mg * mL/min) DJEIZ Q3W (KA, /X7 U XXV N K OHIVRT T F N34 a—AD
1 HEIZHES, nab-PTX (3£ a2—2AD 1, 8, 15 HEIZHKE) T4 a—2xE5%, 77
TR Q3W TG STz,

*3:24 WA ETEREESNIEGAEIIASORGEEZHIEL, £D%,

BlICREHEATEZZ L& AN,

BTN R H T Y

#F4 BuRE (KEYNOTE-407 3E&)

AAIDF L (bR iERE ™
(278 1) (281 1)
o (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ AN R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
R (A ] 6.4 4.8
(95%CI) (6.2, 8.3) (4.2,5.7)
PFS™ ™ N — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl : fZHEX[H, NE : HEEAR A, *1 : FREENTREO T —% 1201844 A3 Ay AT, *2: 8
Bl Cox HeBINY— REFT UL DT TR, WIVRTTF U KROURT U X FE/L T nab-PTX
OOFREIEE Oz, *3: J@hle 7 Z > 7 E, *4 : RECIST A4 K74 > 1.1 fIZE S ER
RS A Y]



100 e
90 - :
80 -
70 -
£ 60 - -
B 50 ] .,
ﬁ 40 1 l.-“1"1++ .
30 __ == H
207 ARG QIW, ALRTSFVRY/IU I+ Rdnab/tTUT+ el
18 1 I5tR muETFUREIY S LIS
0 3 6 9 12 15 18 21
at risk# ErrM LRI
FE200mg Q3W, Ak
T3FIRVINIVIFEI 278 256 188 124 62 17 2 0
RlEnab-1t7U 9%t
T3t ARTS5FY
RUNIUIFEIRIE 281 246 125 93 45 16 4 0

nab-N7VU9%t)l

X 6 OS DH TR D Kaplan-Meier gi#R (KEYNOTE-407 3RER)

100 7
90 |
80 1
:\570—_

— FH200mg Q3W, ALKTSFYRUIN7UT+ IR Enab-I17U 9% I
\‘L ——— T3tk ARTSFIRUITYIF IR IEnab-I17Y9F LI

——|--|-—q__+l
————

at risk#x

AH200mg Q3W. Ak
T5FURGINIVIF I 278
Rdnab-IN7U 9%l

T3ER, hbRTS5FY
RUNTUIF LR 281
nab-IN7U 9%t

T T T T

3 6 9 12 15 18

HEREFHRA]
223 142 57 23 5 0
190 90 26 12 4 0

X7 BERTHPRHEEIZLD PFS OH T D Kaplan-Meier Hig

(KEYNOTE-407 35%)
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GEBEIL R MAEFER (KEYNOTE-042 ##)

{LFEIERE D 72 EGFR A6 T A RFaM, ALK BhE B 5 1M & OV PD-L1 B3t (TPS
=1%) OYIRARERMELT « FIOIE/ NI B 1,274 B (HARN 93 Bl &te) %
RFGT, AH 200 mg Q3W & 5- DA K Ok, 7T FF8A| 2 & b k%
XL L TRET STz, 7eds, BN CHREETARD SN HAI1C, KEEIT2 R
FIEIRAZED BN WVEDFERANCZEE LT D BE T, WRIEILLE O B 3T TR R
TR LN D E TAANOE G 2k 5 2 LN ATHE & S, EEFHEE H 1L 0S
&St ARENLT T F B E ST REE L iR LT, OS #HRICIER LTz,

*: 24 WA ETERG INTGEIIARFORG2H 1L L, 0%, EEEITHZE D b Ga
CEGEBATES L L ENT,

&5 AMHHE (KEYNOTE-042 3E) (PD-L1BBME (TPS=1%) DRBEEM)
7' TR G Te
AF 200 mg Q3W (g
il %k 637 131 637 1]

o e [H] 16.7 12.1
;;S%i% os°! (95%CI) (13.9,19.7) (11.3, 13.3)
(4 ) ANP— R 0.81

(95%CI) (0.71, 0.93) —
P ™ 0.002
il %k 299 % 300
o e [H] 20.0 12.2
OT)PQS_;;Z 0s™ (95%CI) (15.4,24.9) (10.4, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
il% 338 4] 337 f
o e LA 13.4 12.1
Sziggzgéf 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP — REE™ 0.92 B
(95%C1) (0.77, 1.11)

Cl: 1EHEXRE., *1 : PR OT —% 2018 4E2 H 26 H A v b4 7, *2 1 @RI Cox Hufil
— RETNWIZE DT 7 FH A 2 ETALFHIE L O, *3 . Bhln 77 v 7 RE

11




100 1
90 - s — FFI200mg Q3W
80 - \ ——— FSFIEEESLIEEL
70 =
& 60 -
ﬁ 50
# 407
30
20
10
0 : : : : : :
0 6 12 18 24 30 36 42
at risk#% ErERLA]
AEI200mg Q3W 637 463 365 214 112 35 2 0
T5FFERRSOEEE 637 485 316 166 88 24 1 0

X8 OS DFREIENTE D Kaplan-Meier Bi#f (KEYNOTE-042 3{5%)
(PD-L1 B (TPS=1%) DERELEM)
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[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERRIIAFIRE 148/154 5] (96.1%) F O} SOC #f 145/150 ] (96.7%) (258D B, 15
B & ORRBIR NG E T WA FRHRIL, £ 113/154 41 (73.4%) K O¥ 135/150 )
(90.0%) ITFEH BNz, WTNNORETHILERD 5%LL LORIEMIZITERD LB ThHh-o

776

K6 WTNHORETHERED 5%LL LORIEA (KEYNOTE-024 3Bk (REMEMIr £ H)
FRERIKIHE (SOC: System B (%)
Organ Class) AFHIHE SOC B
FEAGE (PT: Preferred Term) 154 1] 150 31
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
ERIEM 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MmEFs LY >R fmE

21 8 (52) 3 (L9 0 66 (44.0) 29 (19.3) 0

A 1 ER A 1 (0.6) 0 0 8 (53) 2 (1.3 0

i R E 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

IR i 0 0 0 17 (11.3) 8 (5.3) 0
PN 3 AR 7

FR A e TOEE 1 (7.2) 0 0 0 0

FCR IR AR AR T JE 12 (7.8) 0 0 1 (0.7) 0 0
IR

5 6 (3.9 0 0 17 (11.3) 0 0

T 22 (143) 6 (3.9) 0 20 (133) 2 (1.3) 0

L 15  (9.7) 0 0 65 (43.3) 3 (2.0) 0

O 4 (2.6) 0 0 18 (120) 2 (1.3) 0

Mg i 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— % - AHEEER L OB G OREE

I 9 5 (32 1 (0.6) 0 1 (73) 2 (1.3 0

955 16 (104) 2 (1.3) 0 43 (287) 5 (3.3 0

TR 1 (0.6) 0 0 9 (6.0 0 0

FE 16 (10.4) 0 0 8 (5.3) 0 0
HRPR IR A

ALT H5/0 10 (6.5) 0 0 7 @47 0 0

AST #4n 8 (52) 2 (13) 0 5 (3.3) 0 0

7 v F = 3 (19 0 0 15 (100) 1 (0.7) 0

A BRSO 0 0 0 20 (133) 6 (4.0) 0

M IR ER A 0 0 0 18 (12.0) 9 (6.0 0

1 BR AR 1 (0.6) 0 0 16 (107) 3 (2.0 0
Rtk L O EE

BAREGR 14 (9.) 0 0 39 (26.0) 4 (27) 0

K~ 7' x> U AE 1 (0.6) 0 0 9 (6.0 0 0
AR X O ARk R

BA &R 13 (8.4) 0 0 4 (2.7) 0 0
TR R P

VS 1 (0.6) 0 0 15 (10.0) 0 0

K= 2 — R — 2 (13) 0 0 9 (6.0) 1 (0.7) 0
RO o, HERRS L OWiEfRREE

filiig 2% 8 (52) 4 (26) 0 1 (7 1 (07 0
B R ¥ & OV TRk R 75

B E 0 0 0 12 (8.0) 0 0

B iz s 8 (5.2) 0 0 1 (0.7) 0 0

& D FERE 12 (7.8) 0 0 3 (2.0 0 0

e 1 (7)) 1 (0.6) 0 3 (2.0) 0 0
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¥, ARFIFEIZI WD CRIE ML 9 6 (5.8%) . KIGZK - HED i 8 i (5.2%) |
PRI (7 v« NL—IEERESE) 261 (1.3%) . IFHEeRE 22 5] (14.3%) . Fk
IRHgRERE S 21 5 (13.6%) . TEEMAHEREREDE 161 (0.6%) . 1 AUHESRIHE 145 (0.6%) .
EREREE (RS TR %5) 161 (0.6%) . MEZE 161 (0.6%) . Ahde - REHCT
fRSEIL 161 (0.6%) K Ninfusionreaction5 1 (3.2%) AiR bz, 7z, BEDKE
frst (R RERERSERAEMERE. SIEALBE, JEREIES) | B MRekEE, EEMEIGE, M
KBRS, SE DR, DR, PRI R VEEREES . R I M OREEER
BEITRRD b o 7o, REWERRBURILIIESESE S (BRREERY 25T) 25T
HEEHERERT,

OIE BEILF 2 /MR (KEYNOTE-010 #5#%)

HEFERIT 2mg/kg Q3W Ff 331/339 5] (97.6%) . 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
KON DOC #£ 297/309 i (96.1%) IZ78& H AL, {RBRIKE & ORREBMERNGE TEX WA E
FRIL, TNE 215/339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IR BTz, WT IO RETIHIELZED 5% EORWERIZ TEDO LB Th o7,

K7 DTN ORETREEDR 5% EOBHER (KEYNOTE-010 3RER)  (REMEMITIIREM)

FRERIKRSHE (SOC: System BilE (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W DOC ##
JAEE (PT: Preferred Term) 339 {3 343 309 i
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade5 4= Grade Grade 3-4 Grade 5
REIEH 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MK LY R fEE

2 1 10 (29) 3 (09 0 14 (41) 1 (03) 0 40 (129) 5 (1.6) O

IR E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) O
PN 3 AR 7

FCR IR AR AR T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B IEmEE

i 24 (71) 2 (06) O 22 (6.4) 0 0 56 (18.1) 7 (23) O

L 37(109) 1 (03) 0 31 90) 2 (06) © 45 (146) 1 (03) O

H % 13 38) 0 0 7 (20) 1 (03) O 43 (139) 3 (1.0) ©

Mg 12 (35 0 0 13 (38) 1 (03) 0O 24 (78) 2 (06) O
—fik - AHEEL L OB GENMORRE

1 5 20 5.9) 1 (03 0 19 (55) 2 (06 0 35(113) 6 (1.99 ©

i 46 (136) 4 (1.2) 0O 49 (143) 6 (1.7) 0 76 (246) 11 (36) O

RN 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEN 10 29) 1 (©03) 0 14 (4.1) 0 0 17 (655) 1 (03) 0
BRI A

I ER B 0 0 0 2 (0.6) 0 0 24 (78) 19 (6.1) O
PR SRR

PR 3 (09 o0 0 3 (0.9) 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk RE 7

=B 3 (0.9) 0 0 2 (0.6) 0 0 101(327) 2 (06 ©

Z 9 FEE 25 (74) 0 0 32 (9.3) 0 0 5 (16) 1 (03) 0

% 29 86) 1 (03) O 44 (128) 1 (03) 0 14 (4.5) 0 0

728, 2 mg/kg Q3W #E & TN 10 mg/kg Q3W BEICBWCENZEH., RV MMz & 15 4
(4.4%) K146 (4.1%) . KRG - EEO FRHIS B (1.5%) KO 24 (0.6%) . =
FE D Rz [ (B2 R RERREIRAE e, 2R BE, JE RIEIESE) 1 41 (0.3%) KON 1 41 (0.3%) .
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PRI (X7 2« N U—IEERES) 2 1 (0.6%) L ON3 6 (0.9%) . AFH§RERES 23 5

(6.8%) KLUr22 f] (6.4%) . HUIRMRFERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 1 (0.3%) KON 1 5] (0.3%) . FIIFEHERERR S 2 1 (0.6%) & O* 1 fi (0.3%) .
1 AUFERRIE 1 B (0.3%) KON 2 5l (0.6%) . BHERERETE (RMEFEMBRSE) 4 4
(1.2%) KO0, WL 161 (0.3%) KON0 B, sk - BREUmaAEE 161 (0.3%) KO
0 #1. infusion reaction 2 f5] (0.6%) MK ON6 5] (1.7%) DD NI, £7-. HIEAHES
SE, W% - B, SE DMK, Ok, N/ MBI PESREER . FE iR M OY
IREFEREF LGRS DR D o T2, ARRIVEAFSBURIXE L EFS (BB AT 2 5 Tr)
EEDERRERE TR,

OE BRI A MAHFER (KEYNOTE-189 #f#)

HEELIIARKIOFHRE 404/405 5] (99.8%) K USkEHE 200/202 5] (99.0%) (Z#8®H &
AU, TREREE & ORI RBIRAEE CTERWEEFEFRIT. Z4E4 372/405 # (91.9%) K&
0r 183/202 5] (90.6%) (ZFB¥ HALIZ, W ORETIEBLRAN 5% EORIMERIT TR
DEEBHTHoT,

K8 VTN DRETREEDR 5% EOBIWER (KEYNOTE-189 3RER) (MM REM)

8B BIIK 4748 (SOC: System % (%)
Organ Class) AFNOF R {bZFFRERE
FEAGE (PT: Preferred Term) 405 5] 202 131
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade5
EIEA 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY R REE
E=yiil 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENE AT P BRI 25 (62) 24 (5.9 0 4 (200 4 (20 0
i Bk iE 22 (5.4) 8 (20 0 12 (59 1 (05) 0
B R ER R i 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M/ A E 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
Rl A e
AR IRER RE AR TE 22 (54 2 (05) 0 3 (15) 0 0
AR i
VRGN 51 (12.6) 0 0 14 (6.9) 0 0
e
(LA 67 (16.5) 0 0 24 (11.9) 0 0
] 78 (19.3) 15 (3.7) 0 22 (109) 4 (2.0 0
TN 187 (46.2) 12 (3.0 0 90 (446) 4 (2.0) 0
mISPN 26 (64) 2 (05) 0 15 (74 1 (05) 0
Mg 74 (183) 7 (L7) 0 39 (193) 4 (2.0 0
—f% - RHREER L OB EEHAOREE
T E 53 (13.1) 16 (4.0) 0 31 (153) 3 (15) 0
P T7 134 (33.1) 20 (4.9 0 62 (30.7) 3 (15 0
FERE DS SiE 30 (74 3 (0.7) 0 14 (69 1 (05) 0
RAG PRV 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (0.2 0 4 (2.0 0 0
JEYE RS £ OV HUE
fEE e 20 (49 1 (0.2 0 10 (5.0 0 0
B AR AR AL
ALT #3n 38 (94 2 (05) 0 16 (790 3 (15 0
AST #571 28 (6.9) 0 0 10 (0) 1 (05) 0
ez vrF=48m 32 (79 1 (0.2 0 12 (5.9) 0 0
I I BRER 22 (G4 7T A7) 0 12 (59 6 (3.0) 0
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B BIK 5348 (SOC: System B (%)

Organ Class) AR RE {bZAFRIERE
HAEE (PT: Preferred Term) 405 4l 202 5
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
Rtk L O EE
EEXD BIES 84 (207) 4 (10 0 42 (208) 1 (0.5) 0
K~ 7 3% v AifE 22 (5.4) 5 (1.2 0 3 (15) 0 0
R
LR R 37 (91 1 (0.2 0 14 (6.9) 0 0
R X OV T ARk
B2 i W 1 27 0 0 12 (5.9) 0 0
9 FEE 37 (9.1) 0 0 12 (5.9 0 0
St 51 (126) 5 (1.2 0 17 (84) 3 (15) 0

7285 ARFIEEZ I CRIVEPEME 16 1] (4.0%)  KAGZE - FEE O T 20 41 (4.9%) |
fREfEE (77 2 N LU—EGIESE) 10 1 (2.5%) . IFHEREREE 62 1 (15.3%) . HIIR
AR REREE 32 5] (7.9%) . FHEEMAHEAEREE 2 61 (0.5%) | EIEFEEEREE 1 51 (0.2%) |
1 ApERRI 15 (0.2%) | BHReRETE (RS HIEMERE KE) 2561 (6.2%) . R 2

(0.5%) K N infusionreaction5 fil (1.2%) RO HNT-, 7o, BEOLEREE (KF
AEEARIE R . ZIALEE, BREIES) . Mk - BRRUTAlARE . BIEM e, MK -
BERBSE . S & DS, DA, SafE M MR PSR B . R IR i e OVIRZFEREE 13
R B otz, REWEARBURDLIIBEE F% (BEMREMRY 25T &5 ieEit
fERERT,

@[EBE LR 2B A RER (KEYNOTE-407 #5R)

HEEGIIARKIRE 273/278 1] (98.2%) I OXFHERE 274/280 1 (97.9%) (258 HAL,
IR & OREBUEDEE CERWVAFFERIL, T 265278 5] (95.3%) KXY
249/280 i (88.9%) (2388 BTz, WTNNORETIILRN 5%LL EORIWERIZ FRD
LB Thoi,

#£9 WTNLOBETREEN 5% EORIER (KEYNOTE-407 REr) (REMEMITrRER)

# B BIR7¥E (SOC: System Bl (%)
Organ Class) AAIE R HE (b EERE
HARZE (PT: Preferred Term) 278 il 280 1]
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
FEIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
21 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEENEAT PRI 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F if Bk s e 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 R ER R i 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ NR A SiE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
Py s Res 5
FHR IR RE TUAESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR RE A T E 16 (5.8) 0 0 3 (1.1) 0 0
B b
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 (21.9) 8 (2.9) 0 47 (168) 4 (1.4) 0
L 85 (30.6) 2 (0.7) 0 71 (25.4) 3 (1.1) 0
& e 36 (129) 1 (0.4) 0 25 (8.9) 3 (L.1) 0
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B BIX¥E (SOC: System % (%)

Organ Class) ARFNOE B H==2-30s
HAREE (PT: Preferred Term) 278 15l 280 i
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
— - RHEER L OGO R

) RE 46 (16.5) 3 (11 0 41 (146) 6 (2.1) 0

it 54 (19.4) 7 (2.5) 0 52 (186) 7 (2.5) 0
R AR AR AT

AST #47 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

Uit R AR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

iR 23 (83) 5 (1.8 0 16 (5.7) 6 (2.1) 0

P i Bk Hak b 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
Rk L OveskhEE

EEXNE BIES 47 (16.9) 5 (1.8) 0 57 (20.4) 4 (1.4) 0

K~ 7 3% v AifE 15 (5.4) 1 (0.4) 0 9 32 2 (0.7 0
B R B L UGB LRk

BA i 36 (129) 1 (0.4) 0 24 (86) 2 (0.7) 0

77 Y98 32 (115) 2 (0.7) 0 26 (93) 1 (0.4) 0
PR E

LR S 23 (8.3) 0 0 7 (2.5) 0 0

K= 2 — R F— 55 (19.8) 3 (1.1) 0 37 (132) 2 (0.7) 0

BERE 15 (5.4) 1 (0.4) 0 13 (46) 1 (0.4) 0

KR E =2 —n3F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

Jii B 126 (45.3) 1 (0.4) 0 100 (35.7) 3 (L.1) 0

% 9 FENE 29 (10.4) 0 0 15 (5.4) 0 0

S 28 (10.1) 0 0 20 (7.1) 0 0

72E. ARAIBEZ IV TRVEMEMIZE R 14 41 (5.0%) . KB - EEEO T 14 1] (5.0%) |
MRS (7 2« N L—JEEAES) 55 6 (19.8%) . JHBERERETE 26 5] (9.4%) . HIR
MRAERERE T 31 61 (11.2%) . TEEMAEHEEERET 2 41 (0.7%) . BEHrEkES (R MEE
BLREE) 6 (2.2%) KON infusionreaction 6 5] (2.2%) MR BiT-, 7=, BEEDKL
JEREE (REREAME GRE, ZIRLEE, FRRIESE) | RIBREREREE . 1 AUMEIRN,
K. ok - MERURLARE . BAERIESE, MR - BEMREAE . 5 E 9 A, DR,
M IR PSRBT . FA P M OVRIFEREF IR B e n o 72, AREIVEHFR BRI
FREER (AMEMERT A2 E5T) 2a0EiERE =T,

GEBRIHFEFHIHERE (KEYNOTE-042 i5k)

HEREGIIAKIRE 610/636 1] (95.9%) K OMbLFHILRE 606/615 1 (98.5%) (2788 &
L. IRBRIE & ORRERA G E TERWAEEFEFRGIL, ZhZ1 399/636 il (62.7%) &
1) 553/615 ffi] (89.9%) (ZFB® HALIZ, W N DORETHBLRAN 5% EORIMEMIT TR
DEEBHTHoT,

17



£ 10 WIFhIA DR TREAREDN 5% LOBIEA (KEYNOTE-042 BER) (ZRMEMITsTEEH)
a B RIRS3 4 (SOC: System % (%)
Organ Class) AHIHE #== 375 it
FARFE (PT: Preferred Term) 636 14l 615 14
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
EEIEH 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MiRF LY R kEE
£yl 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
I BRI E 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
U HR BRI E 5 (0.8 1 (0.2 0 88 (14.3) 46 (7.5 0
1M/ NS SiE 3 (05 1 (0.2 0 56 (9.1) 10 (1.6) 0
i
FRR IR RE TCAESE 37 58 1 (0.2 0 1 (0.2) 0
FOPR BRFS REA T E 69 (10.8) 1 (0.2) 0 2 (0.3 0
B
(A 8 (1.3) 0 0 68 (11.1) 0
i 34 (53) 5 (0.8) 0 46 (75) 1 (0.2 0
L 31 (4.9) 0 0 184 (2990 7 (1.1) 0
A% 7 (11 0 0 31 (5.0) 0
/AR 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f - RFEER L OB G OREE
I 77 iE 27 (42) 3 (05) 0 60 (9.8) 10 (1.6) 0
9 57 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
AR AR AT
ALT 1 45 (71) 9 (14) 0 53 (8.6) 5 (0.8) 0
AST #471 41 (64) 4 (0.6) 0 42 (6.8) 2 (0.3) 0
Uit A R AR D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
1R 2 (0.3) 0 0 64 (104) 20 (3.3) 0
I I ERE e 3 (0.5 0 0 71 (115) 32 (5.2 0
Rt L OGS
AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (15) 0
B R B L O A MRk E
RA i 27 (4.2 0 0 46 (7.5) 0
ik 20 31 1 (0.2 0 50 (8.1) 0
PR RIEE
KM= 2 — 1 R F— 1 (0.2) 0 0 50 (8.1) 5 (0.8) 0
KM = 2 —a " F— 3 (0.5 0 0 41 (67 6 (L0 0
RN IS SRRy 7]
Jitifig e 43 (6.8) 19 (3.00 1 (0.2 0
R X OV T AR
it B 2 (0.3) 0 0 136 (221) 7 (1.1) 0
Z 3 FESE 46 (7.2) 2 (0.3) 0 15 (2.4) 0
5 46 (7.2) 3 (0.5) 0 27 (4.4 0

728 AFIBEZ IS TRV RN B 49 41 (7.7%) . K% - B O i 10 41 (1.6%) |
HE OGRS (REHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(7« NU—EERESE) 1] (0.2%) | [FHEEREETE 76 1 (11.9%) . HRIREEEERE
%02 5] (14.5%) . THE(AFEAEFEE 34511 (0.5%) . BIEHEREREE 341 (0.5%) . EHERE

b (RARE TR 26%) 361 (0.5%)

CER 1B (0.2%) . OB 16 (0.2%) K

N infusion reaction 6 141 (0.9%) 23#8D Bz, £7-. 1 BUBEIRIR ., 2% - BEET Al ARIE .

HOERGBEIE, Mok - BT, 5 & O B,

Se M /RIS PESRBESR YA K

OVRIFERPHIER O b e o To, REWERREBRIUI B F 5 (R MAERE 2 & i)

Za DR R 2T,
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(M- AE]

KB OFREFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KKl 200 mg %
Q3W, 400mg % 6 FEMHE (LT TQeW) & 95, ) XiX 10mgkg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O iE PR E S RG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 A MG P (LA
T MCavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHK D EHIRREIZ I 1T 5 %
EE FIREE (LLF TCrmaxss) & VM9, ) 1, AHAl 200mg 2 Q3W T H- L72BRD Craxss
R L CREAZ R T ETFRISNIZE OO, HARNBEIZB O THEMEDRHER I LT
LR - HETH 5441 10 mglkg (RHE) 2 Q2W THE L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EEROERE 23R I2R4A] 400mg % Q6W
TG L=/ BT ER (KEYNOTE-555 i) 1 0 5 7= 34 HE-S < Ry dhne
WIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREE IS D& | ARFIORER & & A XL et
& OR#EZ R DIRESST T VDR S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7-fROMRE & & A T2 et & O #EIZ DWW THRET SRR, bk
SEORE - HEOM THME R OZ 2RI e 22 BT v &Pl &Sz,

K1 FAOKYEE T A —F

[R— Comn Cave Coni Coras Coss Coninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 941) | 498,510 | (308 3L4)
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 | gy | i | i | wmam | s | sy

+:n=2993, 100 BIDO ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%45) | Cmax @ FIEIE
H#OEEMIEFIRE. Cag : PIEIER 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 17 A

I @ 56 il DRATEIIME  (95%15 HE X [H])

§ : 41 Bl EEIE  (95%(ETHIX[H)

NA : %7 L
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4, FEFRIZOWVWT

AFNO I G1Z%F LT, KBS & U CTHERARERE (SFFE) At s
HZ D, UEGREZEYICEM CTX AR THOILERH D, D LT, EHKM!
A 7 R BGEHE (RMP) (ZHD & | AHI OB G 22 S VERE SE B~ D i )R 23 & 2 Hi i
Tho T, REIOBRGPEE) I BF Z2W - FrE L, AFIORGIC LY BEE2RIWEH%Z
FHLLUTBRCRIET 5 2 BT LT OO~@D TR T A7z I Mgk (2B T
fFHT L& TH D,

O HMEFRIZHOWVT

@1 FReo (1) ~ (5) OWTINITHEYT AR THDH Z &,

(1) JEATBRENRET D03 A RoEEILSRRE S (BB IR A S POEHE LR
HIER 2 AR ISR R . Mtk 2s ARSI e &)

(2) FrErghEsmbE

(3) HBENFIRA TG E T 20 AP (DS AR REEEIE ERPE. 25 A2 RE s
Wb, AN ABIREREHEE R &)

(4) S RACFIEE 2 08 U, ARG LSRR | USRS LRk 2 ikt
2 OJis FEVEIAR D 21T > TV D ek

(5) BrEEMERES AL E BUINR OfER FAEITAR D | 21T - TV B Jitigk

O-2  fifieg DAL SRIE K ORI E R FE S O XIS A543 72 Fnidk & #BR 2 R EAT (FRO
WFINCRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

o [EHihEFFEEE 2 EDOPHIHME ZME T L7212 5 ELL ED D ATRIED B RIHE %
fToTWAHZ &, 95, 28D RIT. PAEMIREAY XL L-BREEZOHHE %2
{ToTWVWBHZ &,

o [ERIRFFIGER 2 FOMPIHEAZE T L72RIZ 4 FLLEOBRKRRZ A L TS
Z&o ob 3ELLRIE, DD AVERYIRE A S e PR GRS D BRIRIHE 21T -
TWnsZ &,

Q@ PBENODEELEREEDEHNIONT

I EHRE BCEE T 2 LA DR E S, BEEBEN O OERED ., BRI - &
EPESEIEFRE RO B L OERMSEIC T 2 IRt A FFRPBAE LG H oS
¥, FERESLIATON DGR ESTWND Z Lk,
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® BIER~DRRIZDNT
@-1 HEREHNICEET 5 E S

WV MER B O BEE R BIERA NI A LZBIC, 24 FRRIZEIEHI O T, Yaklisk X
VEEE SRR 123\ T FEEL L7 RBIEANICS U CARBREE K O CT 25 OFIVEFH ORI &4
BRRADORERIY BHRIZE LI, BEHICRHSTRERERH 2> Tnhs 2 &,

@2 EERFEHRICLI>AFEFSAMISICET HEH

ARSI HE D 2 B 7 sk K OB RE 2 AT D IR RIEFE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRE] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIfEADOZW LRI LT

RIWER (FEMEMEBIZINZ ., KIBX - Mk - BEO N, BUERZX - A2 - 1T
FEREREE - IF2% - LMERRA 2, BEREMRE S RS RIEMERERE) . AWowkEE (T
MABEEIE T, PRI S, RIBEERERETE) . | BUBEIRIA, 5 & MR, filiZk - B
IRMEAE . BER ., B ORREREE (PEMERLZBIERAIE, BRI, ZA
BE, BHRIEIESE) . infusionreaction, MM - §lFsc, HEJEMMESE, MRkEE (F7 0 -
N U—EGREE) | Dk, BRERMIKRES (Gt MR TSR, i tEE i,
REFERES . BERERIERIES) | MEREBIEMRE. M) 13 L. Yikhiak XUTmpEE
JEFSEA DR A2 A3 5 AN & s U (RWEH ORZBr-oXHS IR L CTHRER OS5
TONAEMICHHZ L) | EHIZHEURLENTE KGN ESTND Z b,
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5. EXH LD RE
[H2hEIZ B+ 2% F1A]
O AREIOBEMBEGIL FROBFIZBNTHIMEDN RSN TN 5D,
o ALFRIERE D72 EGFR Bin AR, ALK &8s 12 & O PD-L1 5
P (TPS=1%) OUIBRAREZRHELT - I DI/ Nl R s B
o TITFFHIKEE AL TRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHER
HEAT - TR OB/ NIRRT (735, EGFR Bis 148 BG M X X ALK A8
GO BETIE., FNFN EGFR F 1 20 % F—PHEH T ALK F 1
v —VHER ORI A9 5 BE)
72k, TPSIFRAT7 v ) X~ (BB X)) Oar =42 (54
PD-L1IHC 22C3 pharmDx [# =] ) ZHWTHIET HZ &,
@ AAOMOHEMEEEA] & OFHE ST FTRRORF BV TEER RS T
o
o AR LMUFE REORTZFF8AIL O HEE  ALFEIERED 72, EGFR &
B EREMER D ALK BEE s 1RO UIBRREE/RHEST « BROIER T L
EN Rl e
o HWNRTTFURONT Y ZFENNiEnab--N7 U XX EDOPFHES (b
B O 72 OUIBRARE 7R AT - TS O R R FE /N it B
@ ALFFRIERE D 72\ WHETT - B O IR/ IR MR B3 1X . PD-L1#R 4 C PD-L1BME (TPS
=1%) ThiUL, AAOBEME G2 EET H & Thd, £io, EELEEEITT
T DHARMICRIED 2V EF 2 B 5 B ICx LTIE, PD-LIFBURBLIC D 5
T FNE ORIk U Tt 2R B L FRE & O G2 BET 5 2 &0
TE D, 2B AROERGIZHTIo> TE, 2RI A K74 > (A ARRE2m)
LEBRT L L WY,
@ TFRLICEEY T D BE KT DARA O E G K OE A HIEIZ W Tk, AR OFHPED
ML SN TELT, AAOELGRE RS20,
o INEAHBREL
o QOTAAIDANMEIT S TR ML OFUEMEIEEA] & OHEH#% 5

WD 23 WA R T A (AARBERAR) (SBO T, BT A /ST AR R > o
(DECOG Performance Status 0~1 2 T 75 g% LA . XIZ@ECOG Performance Status 2 2 OB ETiX, %3
HARPUER] (REXXEL%) OBEFIRENPHERINTEY ., 20X 5 REAE T, E bEREICRH
LHARMEICHERHD EEZ NS,
%2 BCOG O Performance Status (PS)

Score EFR

0 | <ML <IEBTE 5, MWl R CHHFAEESHIRZ AT D,

PIREICI LUWEENIHIR S5 28, SITARE T, BAEERH > TOEREIFTH 2N TE D,

U gl o, wimsiee

BATRIRE CH Y OHEDOEY O Z L33 X CTHREEMEEIL TE 220, BHO 50%LL By R Tl =,

ROENTHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l d,

AW

E<BHT RV, ALGOHFOEIY O Z LFE TERY, BRIy R klFTHId,

22




[tz B 4 5 F1E]
O TRICEYTHIREICOWVWTUIAFIOREN LD L SN TWDE Z b, &5 %21T
DN &

@

RFND S35 LIBBUE OBEERED & 5 B

TERATORHMEIZ B W T RIS Y T D BE IOV TR, AR O#F G 13fELE X u 7z

AR

L DOTRFERPUL R R NG EICIRY | HEICAKZEHT 2L 2BETE 5,
MR B OA P UIBE ED & 5 B

b0 1] 5 A A C TR Y & R 00 D BB S OB B 0D i St i it i € <0 S8 Y 1 i ¢
FEOMIZRIEMEZE R A LN D BE

H O ERB OO, SUTEMR A L < IXHEMED B Oz iE B OB ERED
b5 B

e g &M EE A 5Tr) Obh HEHE

TR DB X IBE 2 A3 5 8F

ECOG Performance Status 3-4 2 & 3
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6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEEIZ 3D & ARA| O Feik J ONiE 1Fff

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B XX 2 OFEICHINE L OERR M2+ L, [RE 215

ThoEETHZ L,

FEREWERH O~ R T A MZDOWNT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TiL, YIHIE
W CEEIAL, PR IRIEE, W) ORERR &L O X iR 0SS, #lggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h—%FDOMmA % 3
HZ L,

e infusionreaction 23&% 5L 5 Z L3 5, infusionreaction 23R8 B ILIZ A IZ
L U ALE AT D &L b, IR RIE T S £ TEREDOREE I EE
T5HI L,

o HURERHEREREE. TEAEEREELRORIBEHERENHODONDLZ ENHDHD
T, ARAEIOF5-BRLART & OFe G- I E IS N WS RE MR A (TSH, 78
T3. bEHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 52 L,

o BUENTR. MFARA. IFHRERES . Tk, B{EMERERDR L L bNDL Z 03 H D
DT, AKAEIOBE-BAGRT R O G- M S i3 E IR T BERERR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2Ef+T5Z &,

o SEIER (IERLOILEEHRERLET) EOHERERIREERH b D
ZERHLZOT, EMNCIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,

o KENOBEIZLY | BEORIEICTIRINT S £ E 2 BN DR IR BSHRNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIIS U
RLF Y 72 5k & R BR 2 Re DO Rl &g U Cali bl e BB BIRe W 21TV, JRE Ok
FONZ & 2 BWER BN 2561215 AR ORE I IE, K ORIE B R
NWEVRIOERGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
HOYGENFRD B2 WIGEIZIE, BIE E AR VE LSO & i Fl o e hn
LEETDHZ L,

o BEKRTH. BEMMNSEIARGE L THORIERANRET D Z 0B D70,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

o LAUBEIRI (BUE LRUBEIR A B ) bbb, BERPMES RV R—2
IZELHZENRHLHOT, Alg, Fl, EHFEDEROFEELCMBEEO R+
SEETDH L, 1 AERBREDNT-SGA IR G EHIEL, AR Y Ul
Hl OB GHEOEY)7REEITO Z &,

AR DGRV T, KEYNOTE-024 35 )2 O KEYNOTE-042 7B T3 5-B

W75 9 T L2, KEYNOTE-189 7B Cli& 5Bt 5 6 B KON 12 #HH, LU

BelX 48 B £ TOWMT L, D% 128 2 L2, KEYNOTE-407 3R Tl3#% 5-5A14

Mo 6EE, RBEBLNISHEE, UMIZ4SHEBEBECTORITE, ZOR 12T &

A IEDFA &2 4T > T2 2 & 2 BE10, AFIF 5 I E I migmA coh R

DIEREATH Z &,
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xEFERHEET A FT A4
RA7ul) Xv7 (BIEHEEEX)
(BR7%4 : ¥4 b —F SRERE 100 mg)
~EfEAE~

ERR2 942 A (4Fn 448 AKET)
BE A




SR

1. IL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIKRGE P4
4. FEFRIZHOWT P16
5. BHxtGL e b P18
6. HEHEICELTHETRXHIRA P19



1. IXT®IT

IS OGN < REMEDHEROT-DITIE, WA STEZEITE SVl E el 23R D
Bid, 5T, IEORFAROMEARNC L0 | FUREIRS 22 & OB 72 Hidi/E %
FFEIMPARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAE 28 4F 6 A 2 H BRI E)
IZBWThH, EHERLEOHHORBHEEZXS Z L LS TW5,

HRE RS T SRR M T 0 7 7 A VDB RO EI S, & B S 2
RHZENRNHD, ZOdh, MR OEEMEICET D ERN SR T 5 E TOR,
WHEILORBEEZ R 2T D 2 ENHIRF SN BE IR L THERT S & L i, BIE
FDFEBL LTS LB ekt 2 & D 2 & DN AREZR — 8 O E & i 7= I A% B T A
THZENEETHD,

L7eRoT, KA T A4 Tid, BARBERELZNE TICHELN TV EFITH -
BHER LM EED & | LU O E IR O it 708 ) 2 HEHE 3 2 BLA b B2 g B %
FROEEFRREZRT,

I, ARITA KT A %, MSIATEOE NESE SRR S, A ANR AR
BRR IR oy . — M E A B ARERRNRHE S KON RN B AR ER 2 O )
Db EER LT,

RIG L IR B EINL A b L—F EEEE 100mg (— R4 Na T X~vT (Eis
THAHLZ))

R E R DEIHR - AN R

MELRHOFEROHE . WH . BRAIZIE, XA7r ) XA~v7 (Barfiz) LT 1
[5] 200 mg % 3 3 IR I3 1 5] 400 mg % 6 3 [ R T 30 43 [
DT CTRIEFET 2, 7272 L, i liBRIEOLGE L, &5
T 12 AETET S,

il 3& Ik 58 3¢ & - MSD RSt




2. AAIOKK, 1ERKERF

FA ML—F iEEE 100mg (—4 - AT R U X~ 7 (BisHEfz), LUF TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEHERET S, b MbIgG4 €/ 7 n—FAHKTH 5,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AVKIRE ASFI FH 9 2 3= 7 s 2 il 4
AA »F T, PD-1 (F, fEFEZRREBICEWDCEER T MildoMiamicgE L, 3om
P& SO % B e A X Tl 72 e g OS2 %, 705, PD-1 (XU v R Eff
AETHZ IRV PURSEERICL D v VT VinE 2 AICHIET %A KTH 5, PD-L1
DIEFMHMIZB T 2HBUT DTN TH LD, 2L OBAMITIE T Mlao@ s 2Mmz
HIFEWENCIE L TV D, DAKIICIIT S PD-L1 O & EIL, B, el .
FERMARE ., IRELE, FE/ NIRRT S O 2 A TTPRARRKR T TH Y | IRWAEFR L
OEBEMENRE I TWD,

B OB A DGR T% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
D PERREIC BV CHEERKREZE S Z LRI TR Y iz N ATEROER &
LTHIfF ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Dii U T2 ROFERZILESTH Z Ll kv, [EE
W NBREE T OISR AR ENE T U v SERATEMA L &, HUEE S 4 FHE (b
T2 Z L THEGNRARET D,

AFN OVEFIRE AT IS < M8 O G5 FORIC & 2 BIERSE 2 & b, B XTI
B AN B D, AFIORG R OB GHIIE, BH OB E 0TV, B RE
W BV AITIE, FEBL L7z WIS U 7= B 72 itk & 0B % O AT & s L Col
BI85 B2 24T\ IR EE DR RS K D RITER DN b 256121, BIRKRE RV
L FI OB GE DY L AT S LR D B,



3. ERPRARE
TR Bl O ARG IR 21T o 72 7R BRI R BR O Al 2 R,

(B 2]
OEWNE 1 b fHAER (KEYNOTE-041 #5#)

EFRERE DI UIA BV A~T RGBT CLF AV LA~T 1 E0nD,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4]

(B DR R 52 37 BI) Z x5, K 2 mg/kg 3 BRMRE (BLTF TQ3W) L1 9,)
B 5-OFIER NZRMEDNRET S 7z, 7B, G FEM CREBET RS D HEIT,
PREBHETT 2 R IR 3FR8 B AL 2 W DORFRINIZ R E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DD £ TAAIO B G225 2 LN ATRE & &z, HERT
MHIE B Td 5 MR [RECIST H A R4 > 1.1 BUZHES < ddeflliEic L 5 524:28%h (CR)
SOTERS 2R (PR) ] X, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@i/t NAHRER (KEYNOTE-002 #X5R)

A VY AT X DI AT DRI AR B RAE RS 2 XU, RA 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHIWER L REN | ALTFHRIE (X ANy
Y. TEYOIR, ANVRTTTF XTI VAR NI INR T TF 3T ) H ¥
T, LT TNICCRE) EvH,) X E LTRSS, 728, MM CRAHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEORRICZE L TWSHEE
TUE, WRIEI LA O WG FEAT TR BEIT B0 B D £ TAAIOB S ikt 425 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) M OERE AR AR (L
T IPFS) &9 ,) & &, RANILFREE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3ER)

AH 2 mg/kg AH| 10 mg/kg e==2-30
Q3w Q3W
(180 1) (181 1) (179 1)
rhoefis (A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67,1.10) (0.57, 0.96) —
P fii5™ 0.1173 0.0106
rhofefl (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZHEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHARFHE B ORI 6 B (= . % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o V7 RE




100
90
80
70

& 60
ESD-_
4 40 7
30
20
10

— 39 2mgrkg GBW
——— Z10mg/kg QAW
(R

at risk#
## 2 mg/kg Q3W
##110mg/kg Q3W
{ES8RGE

180
181
179

131
138
115

ekl LU R Rl BULARLALL (LU WL
9 12 15 18 21 2

33 36

27 30

S77R (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

1 OS ® Kaplan-Meier #i# (KEYNOTE-002 35%)

—— 3 2 mg/kg Q3W
——— A 10mg/kg Q3W
eC 3

at riskEy
A 2 mg/kg Q3W
##10mg/kg Q3W
{LZERGE

180
181
179

153
158
128

4 6 8 10 12 14
SRR (A]

74 53 26 9 4 2

82 55 39 15 5 1

43 22 15 - 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 35%)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR 2 T DARTR UIBR A RE 7 B SRl R 2 kRIS A 10 mg/kg Q3W BE 5K
10 mg/kg 2 BRI (LA TQ2WI W9 ,) BHEOFEMER LN, A B A
~ 7 aRRE LTS SN, ks, BEgAHE TRDEITARD b Ga I, Rl
T2 RIIER DT BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G 2k 5 Z L AHE & S v, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH#g LT, OS XO'PFS # HEICHERE L
76

#2 AuhakEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV L~T
Q3W Q2w
(277 f41) (279 1) (278 f31)
tgefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip7 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {5 0.00358 0.00052
HdafE [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | AA— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P i <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox NP — REFMIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A RTA4 2 11U IS < SE U 72 BFHR R E K OB PR 12 X 2 A, *5 : R REfARATRE D 7 —
Z 20149 H3HA By bF7)



B 50

——— F#10mg/kg QIW
#F10mg/kg QW
—_— PuLTT

at risk#} M A]

##10mg/kg QQW 279 266 248 233 219 212
#%10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
11F

X 3 OS @ Kaplan-Meier fi#2 (KEYNOTE-006 :5%)

e e 28 10Mg kg QW
## 10mg/kg QIW
fPULTS

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

2 4 6 8 10 12 14

HREREFEM A

231 147 98 49 7 2 0
235 133 95 53 7 1
186 a8 42 18 2 0 0

—

X 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)



@[E BEIL A 2 MAHRER  (KEYNOTE-054345Rk)

TERUIRGO AT — VI WY o REAEEE (AR ZET) 2XRIC, ik
FIBNFRIE & U TAFI200 mg QAW L-D A MK O 2MN, 7T R ExteE LTH
PN Te, BEFHEE B I EERAGAHIN (BUF TRFS) W9 ,) & &, KFNETZ
AR L LT, RFSEHFITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AA200 mg 7R

Q3W
(514%1) (50531)
e [A] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS™ NP — R 0.57
(98%CI) (0.43,0.74) _
P {3 <0.0001

Cl: 2. NE: #EART, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5l]
CoxlbINYF— RET NI LD T TR EDLRE, *3: Bilue /7 7 BE. Q3W : 33 RikE

¥ 5., NE : Not Estimated

100 -
90 1
80 hh"‘-\“-
;g e \H—-\____._\._.‘-.
# 60 "~y
lI:E|-|I..b 50 A .'.-"-llﬂl-li—i
MR 40
g 30
20 | —— ZAI200mg Q3W
10 ] TStk
0 T 1 T T T T 1
0 3 6 9 12 15 18 21 24
1 H
at risk% ERERELEFHE B8]
ZAF1200mg Q3W 514 438 413 392 313 182 73 15 0
TSt 505 415 363 323 264 157 60 15 0

XI5 RFSMKaplan-Meierfift (KEYNOTE-0547335%)

(U AJCC (American Joint Committee on Cnancer) 12348 (55 7 1) (&S <FHM, A7 — YA TiLY
L ERN DEEREEL)S 1 mm B DA D Ix,
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[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBBENEE TE WA
L, 34/42 5] (81.0%) IZFRW HALTZ, FEBLED 5%LL EOREWERIZT TERD LBY T
HoT-,

#£4 BHEEDN 5%LL EORIER (KEYNOTE-041 3RE)  (RAeMMTxISER)
Bk (%)

2 mg/kg Q3WHE
42131

SRERIARSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
s

AR B RE AR T iE 4 (9.5) 0 0
B ke E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

P IR 5 (11.9) 0 0
R AR AR AT

AST #471 3 (7.1) 0 0

TP BR A5 N 3 (7.1) 0 0
Bl H KO T kb= &

% 9 FEE 6 (14.3) 0 0

R INIR S IN A 6 (14.3) 0 0

R B 3 (7.1) 0 0

. EVERIZRE 1B (2.4%) . Kz - EEO TR 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAHEERE 2 61 (4.8%) . FHRIERERTE 6 61 (14.3%) . infusion
reaction 1 5l (2.4%) KOS E D IER 161 (2.4%) 23580 bz, Eo, PREE (F7
o N LERERESE) | BIRRERRTE (RMAEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREES) | R, HiR - BUUm
e, EUEREEE, Mot - BEIRAR, GDAhZR. SRR PR MRS PESRBER ., YA IR I
K ORIFERBSHIRR D S e o 7o, ARWEMZEBURILIBNESR SR (RRMAMR T 25
) ZELEFRREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESRIT, 2mg/kg Q3W #f 172/178 51| (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC B 167/171 ] (97.7%) (258D DAL, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 # (68.0%) . 133/179 fil (74.3%) M TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th o7,



5 WIN»ORETRERN 5% EOEIEA (KEYNOTE-002 3RBR) (2Nt REH)

% (%)

FREBIKr$E (SOC: System

2 mg/kg Q3WE: 10 mg/kg Q3WH ICCH
Orga”f'aSS) g1798(1257‘IJ i 9178 gﬂJ i 1714?;]
HAGFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
Mg LY R fEE

2 ifi. 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) O
I BRI E 0 0 0 0 (0.0) 0 0 14 (82 6 (35 0
T BRI A E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
M N iE 2 (1.1 0 0 1 (06 1 (06) 0 16 (9.4) 4 (23) 0
PN 3 AR T

AR IR B REAEC T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR E

A 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
M Pt 2 (11) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f% - BREEER LOREENOREE

0 i 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (58) 1 (06 O
957 40 (225) 2 (11) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06 0
PR IR A

1R A 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rtk L O EE

RARIBOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L O%E A Rk S

EfiRnil 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) O 9 (53) 1 (06) ©0
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR TR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) ©
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 6 £ OVEE T ARk R 7

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
B2 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ZIRINIIRZ 3N A2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
M A BE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

728, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICH W TENFh, I VENEE 1 41
(0.6%) KON46] (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 2 6] (1.1%) KO0 fi, AHHEEREE 13 41 (7.3%) M
V15 5] (8.4%) . BHEREEE (RANEMEMEELRE) 161 (0.6%) KU1 H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fiil (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 3, EEEAREE DHE O il Je OV 1 131 (0.6%) . Aide - BRSSO Il K O 1 5] (0.6%) .
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WRCHE 55 0 BIRTH 2 B (119%) AR BITz, Eho, BITHE, 1R,
5% - BRECTHARSE, DAfJ6, SemebEiL MSRAPESRBER, T ILPER R AR 1
Wb B o T, ABWERITRBLI B S (AR 2 61) & aTkdt
AR

@A FEMAHRER (KEYNOTE-006 #X5#)

HEFESIT, 10 mg/kg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B AL, VRS & ORIRBERNA G E TE WA EHESE
Ld. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K X 187/256 1 (73.0%) |
WO BTz, WTIUDORETIBLED 5%l EORIWERIZTED LB THo7-,

K6 WTNADRETREED 5%LL EOBHWER (KEYNOTE-006 #R) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPI#E
O;ga”f'aSS) _ 277451 278451 25613

FEAGE (PT: PreferredTerm)

(MedDRAwver.18.0) 4>Grade Ggra;ie Grade5 #Grade G;aile Grade5 “Grade G?:ajle Grade 5
ERIEM 202 (72.9) 28 (10.1) O 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
iR
FRR B RE TT M E 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
AR B RE AR T iE 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
B N
-0 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (290 5 (18 O 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) 0O

PN R 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (04 0 28 (101) O 0 22 (86) 1 (04 O
M A 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G ORE
1 5 31 (11.2) 0 0 32 (115) 1 (04 0 16 (63) 2 (08 0
9 57 53 (19.1) 1 (04 0 58 (20.9) O 0 39 (152) 3 (1.2) ©
PR AR AR
AST #40 6 (22) 1 (4 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvearEE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk
BA &R 32 (116) 1 (09 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
5 P 6 (22 0 0 19 (68) 1 (04) 0 5 (20) 1 (04) 0
B K OV T ALk RE
Z 9 FEE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
B 37 (134) 0 0 41 (147) O 0 37 (145 2 (0.8) O
0 P BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W Ef M O 10 mg/kg Q2W BHICRBWTENFh, MR B 4 4
(1.4%) KON (0.4%) . KiFZ% « BHEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7 2« NU—IEERESE) 2 61 (0.7%) K ON0 B, ATHREREE 14 61 (5.1%)
J O 23 5 (8.3%) | EFREREREE (JRAE B RSE) 261 (0.7%) KOV 4 (0.4%) |
TEAEEEREE 1 6] (0.4%) KU1 61 (0.4%) . FUIRARAERE S 28 f31] (10.1%) KUY 33
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B (11.9%) . REIBkEESE 161 (0.4%) L2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | L HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (FERREARSE
e, ZTEALEBE, JEHRIEIESE) O 5] L O 1 51 (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
e - BB RARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O 5l Je Y 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) DB bivlz, £7-, EIEMEIGE, L
P, So I N PE SR BN . VAR I B OIRZFER GRS e 1=, AREIE
MFBLRDUIBIE RS (BAMAMERE 2 5T) 230EERE =T,

@EBE LR FH MRS (KEYNOTE-054 #5R)

HEFERIIARAIRETIL 475/509 1] (93.3%) (2, 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIFETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL L=, WFNNORETRILE
M 5%LL EORIERIZTTFRDO LB THoTo,

KT DTN TREED 5%LL EOBIWER (KEYNOTE-054 3RR) (LM REM)

#= B B K & & ( soc: B3 (%)
SystemOrganClass) AFNHE Placeboff
HARFE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

SRIE 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WiBE

FR IR RE TDHERE 49 (96) 1 (02 0 4 (08) 0 0

FRL PR R AL i 73 (14.3) 0 0 13 (26) 0 0
B RS

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0

AT 58  (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE

4 )9 48 (9.4) 0 0 34 (6.8) 0 0

il 143 (281) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
e R A

ALT #4111 26 (51) 3 (06) 0 16 (32 1 (0.2 0
B i R B L OV SRRk &

RE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

A 26 (5.1) 0 0 15 (3.0) 0 0
PR TR P

TS 37 (7.3) 0 0 33 (66) 1 (02 0
MR ER. MOERES KON R P =

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0
FZREF X OV MRk =

= 5P 85 (16.7) 0 0 49  (9.8) 0 0

B 49 (9.6 0 0 32 (6.4)

7p B AFIFEZ BV CRIE MEMIR A 15 61 (2.9%) . K - BE O T 23 6 (4.5%) |
FFFREREE 46 61 (9.0%) | BHEEREREE (RAEMEMEBRLE) 26 (0.4%) . FEAHE
REREE 11 4] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .

12



1 BUBEPRSF 5 51 (1.0%) . 55 & 9k 2 6 (0.4%) | fh *ﬁ% e 1451 (0.2%) .
g 2 B (0.4%) . ESEMESIE 1 ] (0.2%) . DAsZ 1 61 (0.2%) I ONT infusion
reaction 2 5l (0.4%) MFRH LTz, Fiz. ffkkEE (%7/ NU—IEERESE) | EE
DR REEE (B RERERARIEWERE, ZIRLEE, *”ﬁf@g%‘:) o AR - RS SEME L
B PESEBESR  PRIMAME R i M OVIRZEBR S X b%ﬂfmwto AR ZEBLR DR
HESR (BARMRAEMET L E5T) %a@%#ﬁ%%%%
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Uik - HE]

RIGUIBRARE 2 M BB 2 x5 & U= MBs M AR SR (KEYNOTE-002 75k &
O'KEYNOTE-006 i) O#EF. 2 mg/kg Q3W. 10 mg/kg Q2W K O 10 mg/kg Q3W
DT LD L - HEIZB W THARANOF R LRI ZRITRD e o
77
KN O RHE S Eh REfRMT D S, FEMERAEREE 2T 5 200 mg Q3W # H-Kf o
AUCenc GEFIRBBICISIT 2 6 MM D FE-FRef b #R T EAE) O [10% 5, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W FHKED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &Fa{EL L. 10 mg/kg Q3W F 5D AUCqs 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
M RAMEEE 2R & U ARH OWRER ROSNT OFER et S ik & Q2
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
A INE R OV & ORI R BIEIIEER O b o7z,
AHNORHEMRYEEET LV EZFHA LY I 2 b—2 3 280 AH 200 mg %
Q3W, 400mg % 6 MMM (LLT TQeW) & 9,) X 10mgkg (KHEH) % 2
Mk (CLF TQ2W] W5 ,) TEAE LIZBEOARAIOD Mg HIRE P E S iz,
ZDFER., KA 400 mg &2 Q6W TH G- L 7=BOAK| O EH IRREIZ I 5 FH M iE
FIREE (LT [Cavgss) &VM20) 1. A 200 mg 2 Q3W TH L L7ZFRD Cavgss &
T 5L FlEne (FR), £/, AAI400 mg 2 Q6W T L L 7ZBROAHA|D
EHIRRBIZ BT D e m g FIREE (LLT TCmaxss) &V 96) 13, AFAl 200 mg 2 Q3W
TEG LTEBED Chaxss E I L CTEEZ T ETHIESNTZH 0D, BARAANBEIZE
WTHARMENHER SN TWD L - HETH HAH) 10 mgkg (REH) % QW TH
B UTZBED Craxss & I L TIREZ R & Tl Sz (FR), S 6, BERANE
B 2R RITAHK 400 mg % Q6W T 5 L 7=/ B 1AHFAR (KEYNOTE-555 #5%)
L 0N FEREIZE S S EYBEE T A —FF, VI 2 b—T a3 ISk D Tl
L7cEWEhe 7 A —2 LFRIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE IS & | ARFIOMREE & &AM X T2 & OB A2 REH 2B SE
TIVIMEZ XL, AAl 200 mg 2 Q3W X 400 mg 2 Q6W TH 5 L 7-BROIRFE &
AT N & OB OW TR S Lo )Ry EREOE - HEDORTH
SR R OV BRI 7 22 BT 7 & PRl E Tz,
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£8 FHNORMBERE T A —H

[ Cirax Cavg Crnin Crnaxss Cavgss Crinss
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL)
200 mg Q3w (58.55?§9.7) (27.277-38.1) (17.%35,3.118.3) (91.3?.984.1) (49.?3??1.0) (30,2(,)'3?1,4)
400 mg QBW! (12;,2;4) (32.%?';2.7) (10.%1(.).50.8) (14%3%?49) (50.?%1.3) (19.33(,)'230.9)
40(032%%\,\/ (1351.:633?.10;6.4) NA (14_1:: 'i§5.4) NA NA NA
10 mglkg Q2w (21;2223) (14?41‘45) (11%,1221) (42?1,2?133) (27(23,7282) (19;,,9200)

+:n=2993, 100 DI = L—3 =3 02 K 0 B S SEEO hIUE (2.5%45, 97.5%45) . Cmax : A
BEHOREMEFIRE. Cag : FIEHEG%ONEMIEFIRE, Cmin : FIEHEGHE (A 7V 2 5051 OfKin

(%EF'/&%};E\ Crax,ss :

RIS I 1T 2 Bt 17 i B2
11 56 BRI (95%(F FHIX[H])
§ 1 AL BRI (95%(= FHIX[H])

NA : 472 L

15

ﬁiﬂﬁ%ﬁ?(:ﬁ”‘éﬁi%m{jﬁatp/%&f\ Cavg,ss . Eﬁ#ﬂ:ﬁﬁﬁl%ﬁéﬂzi@m{%qﬂfé};‘f\ Cmin,ss . /ﬁiﬂﬁﬂk




4, FEFRIZOWVWT

VG EIBR AR RE 22 M E R B 1253 2 kGRS & U CTHRE G IIE (A1) 2355
BNTWNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M5 & AHI OB G 22 MR ARTE B~ {7 ) (R 238
B HMEE T > T, KRN OG- DEO) e BFELD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTRSS T 2 2 & BB el LT OO~@ DT & il 72 T ik
IZBWTHERTHIRETH D,

@D #EHRIZHOWT

®-1 T%@(nﬁv6)@w?Mﬁ_&éﬁém Y CTHDHI L,

(1) EAFBREDEET D0 AR LR B S (BB RS A2 ROE BE LSRR
%ﬁﬁh%ﬁ@%%ﬁﬁﬁ\ﬂﬁﬂm$%fﬁﬁk)

(2) FrEEREIFLL

(3) HEMFRAFENFRET 203 A HGEEEFFE (DS AR WL, 25 At
Wb, DS ARSIFEEEHEE R e &)

(4) ARACFHIEEZHE L, S RIEE L RER R | USRI b ke et
2 ORig FYEIAR D I 21T - T D ek

(5) PUEEMERERL AL BN O FEHEI AR D 21T > TV D ek

®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%’”’ﬁﬂ%%\éfﬁﬁ%@iﬂi oy i RN & R BR A RO RN
(FROWFTNNITEEY T DER) 23, YEZEROAFICE T 2IGROBMEE & LT
BlESNTNDZ &,

B

o [ERIRFFISR 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIRDOERIRIHE 2
ToTWDHZ &, 96, 2FURIE, DAFMIREL T & UIZBRERG - ONHE %
ToTWHZ &,

o [EEMEFFEUS% 2 FOYMINHEZE T L72RIC 5 FELL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBBEREEDOMEHNICONWT

R HFRE BRI 2 BT N EE S, BB END OFRED, A0 - &2
e ﬁ%ﬁ’ﬂﬁﬁi@”@fi&@\[:ﬁﬂiﬁ X AR, AEERDBAE LGS oS
RS, EDRHESODITON D IEH RS TWNWD Z L,
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® EBIHER~DRRITDNT
@-1 BIERARBRE ORI B35 B

R PEMR B D EE A BITEA N A LT-BRIC, 24 BRRI2IRIRHIO T, Mk X
VEEE R (23U T, FEEL L 2 BIENCS U CABREHE L O CT & O FIVER O BRI 2
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWND Z &,

@2 EERFEHICLHIAEFFSNICET HEH

DN AR 2 B 2 sk B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
s TWbZ L, k. BHEKEIZCOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BEHERADZEr xRN LT

BIER (RVEMEMEEICI X2, KB - Mgk - BEO TH, BUEFX - FFAR4 - I
BERERE T - TR - M LMENR/E 25, BRkREmEE URMEMEMERX%) | WomwEE (T
MAMRERE . FURIRREERE . RIBRREERRESE) | L AUBEIRIN, S & MR, ik - 14
KWORRMEIE . FEJe, B ORIERETE (PR BT, RERMEIRE R, 27
FLBE, FARIEIESE) | infusionreaction, AM4E - BfifJe, EIEANIESIE, MhfkkEE (X7
Vo NL—IEBERESE) | L. B MREEE (R MR PESREEE . Vs ik
i, JRIFERES, MEPRRIERIESE) | MEKERAEGERE. M%) 1Cx LT, YiZhnsx ]
UTHEE R OB FIVE 245 2 AT & L (RIEA OB SIcB L CTHRE L O
BEZTONDOIRCHD L) | BHHITHEYRLEN TE HEGINES>TNDH I L,
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5. B#GxtB Lt BE
(G 2hEcBE§ % 31E]
O TROBEIZBOTAROHEDEN RSN TN D,
o ALTFIERED 720 L OMEHEIERE O & D AR OISR ANRE 70 B A fE s
o ERYIRBOAT -V TV OEMEAREBE BT Dk MBhERE
72%. BRAF BicARZAT5HEICHVTIL, BRAF [LEANC L 160 H EE
THI L,

@  FREICEEY T D ARBIOPEE K OMEFH 5 IEIZ DN TE, ARANI OB ZIMERHESL SN TR
59, AFlOEER LB,
o fhOPUEMREEAIEOPH L TR S EE

(e EIC B4 2% FH]

O FRECEY T HEFICOVTIEAFIORGENEZE SN TWDH Z &b, &5 51T
brpnz &,
o ARHFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THRERTOFHIHIZB W T FRRICEZS T 2 BF IOV TR, AFORGIFHELE I 70 n

D, AOIREERPUR A 2 NGEITIRY | HEICAHZEHT 2L 2BETE D,

o [WEMEMEEOEIUIBED & 5 B

o B AR A CRHVE S 2 AR 6O D A K ONE B 0D FH It 2 <2 R G 1 it 2%
LD RIEMEA LN B D BE

o HORERBOAOF SUTEMR A L IEFEHMEO B o R OB T RED
RN ey

o JEEREE GEMSHIRBHEE L B T) Ob o EE

o MO IIBEE AT HEE

»  ECOG Performance Status 3-4 "2 D EH

(2 ECOG ® Performance Status (PS)

Score EFH

0 |E&SMELIETE 5, BWATE R LA EAERSHIRZ AT D,

PIRENZIE LWEENIHIR S 1525, BTHIRE T, B > TOERIITO 2N TE D,
RS N 2

BITRRETCH Y OHOEY O Z L3N THREZSMEEITI TE 20, BH O 50%LL x> FAACilE 29,

ROENTZESOEDEY DZ L LTEXRY, BHRO 50%L EE2 Xy R+ TimId,

F G VS I O]

ELET RV, BOOHFOEIY O Z L34 TERY, BRIy Rk THIT,
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6. REICELTHET NEHH

® ® ©

IS SCEZIIIN 2, BLEIRGEEE DRI 5 B RS HD & ARH O Re: K OVl 14

RO 7O B G H 2 B L T bR« 2 L,

IRIEBRAAIC SN D | BB LT OFRICA MR Otz +a L, AR5

ThoEETHZ L,

FREWEH O~ 2 A MZOWNWT

o  [HHEMMERRD LN Z ENHHDT, REIOEGIZH T > Tix, #IHE
W (BGIv, PR IREE, RS ORER L OWIES X SRt O Ehids, #lggs 1
FATH 2 b, Fo, MBS U THE CT, Mg~ —h —%FDOMmA % 3
HZ L,

e infusionreaction 23H HIDH Z L 03&H 5, infusionreaction 235D H AL AT
L U ALE AT D &L b, IR RIE T S £ THREDOREE B
THZ L,

o HURIRBERERETE . TERMAMEEREL OFEIBHKERENHODbNDLZ ENHDHD
T, AHKIO B E-BIAART L O G- R I3 E NS N W RERR A (TSH, b
T3. bEHE T4, ACTH, M= F Y — L EDRIE) 2 Eiid 5 L,

o BUEMK., AL, RS, Hk, S{LHERERRLL LN Z EnH D
DT, AKAEIO BB AGRT R O G- M S i3 E IR T BEsEMR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2EfT 5 &,

o FEIERK (MEREOMLEEHREREET) EOHERIREELH b s
ZERHDLZOT, EMNCIROBE OFEEMRT HZ &, £z, RO N
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,

o AFIOEHIZLY | BEOGRERICITENT D L& X DDA IR RBORTE
NHLONDZ MDD, BENROLNTZHAITIE, BB LZFRIIL L
BRI 70 055 & AR BR & RO AT & U Ci bl e s i W 217\ il o5k
FOGZ £ B EIWER D S 2355100%, AR ORIETH I, K ORIE E A
NEVRIOERGERERTHZ L, B, BIBRERLVEYOFGIZL Y EIE
A OYEERFRD IR WIGEITIE, BB RE ARV o LIS O S i #l oisin
bERETHZ L,

o BERRTH,BEMMNSE L ARB L TOrLRIERNRERT LI Z 0B D720,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

o 1 AUBERRIE (BUE 1 BUBEIRIE Z Ede) D bt BERFMES h TV R—U A
IZEDZENRBHLHOT, O, B, EMHEOTEROFERCMAHED FAIZ+
IEETHZ L, 1 RERBA DN IR G 2L L, A2 ) ol
Fl O 55 OME) I LEEITH Z &

RIGEIBRARE 2 M R A B E I 3 2 BT, AFIOBRRBRICBW T, &5

BAAEND 3 B HUN, 2 LA, BEGBEEG 1 FRIX 6 HH I & \ZHMEDFE

MiZAT> T2 &L E2BEIC, AFEGEHITEMNCHROMREEITHI Z L.

SEARYIERE O M BANEERE ~OM S MBIEE & U CTEHT 2 BRI2IX, AR DERK

RER BT, BEBIAEN SRBEIE £ T 12 @B Z L ICHEMEOFEZ1T > T

19



122 & BBEBI, AROBRGTITEBNROMRE 21T O Z &, ok, ki)
ke LTHEAT 25E810F, ARIOFEGHIZ 12 VAETETDHZ L,
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REFERAEET A KT 1
Ra7nl) Xv7 (B FHEEEX)
(74 : %A M A —4 EFEE 100 mg)
~HHEARSF ) UNE~

Y2 94111 (FFf44 8 AKET)
BA A




ER/N

1. LI P2
2. AANIOFHH. 1EHEF P3
3. ERIRRGE P4
4, FERXIZOWT P7
5. BHxtG L e b P9
6. WEHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESKEL & B 5 5
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I ARITA RT A %, MSIATBOE NE S RS O, AME AR AR
BRI s . — B AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERK LT,

WG L IR DEIS, XA bL—F R 100mg (— %4 Xa T n U X~ GBI
THAHLZ))

R LR DMREIHR « R SUTEREME D YA % ) i

MNEERDAEROHE - WBH, A, a7 nl) X+ (Barkz) LTl
[0] 200 mg % 3 3 [E AR 313 1 18] 400 mg 2 6 1 [#] IR C 30 73]
DT T RIEFET 5,

3G IR 5¢ ¥ & - MSD RSt




2. AFOKK, {ERBERF

FA ML—F RiEEHE 100mg (— %4 - XA T7r ) A~ B HE#z), LUF IR
Fl EvvH,) 1%, PD-1 (programmed cell death-1) &% dD Y %> K Td 5 PD-L1 & T PD-
L2 L OfEAZEHERET S, b MbIgG4 €/ 7 v —FAHKTH 5,

PD-1 #2313 T Al e o0 2 B SAE 2> © kAU 2 72 I 03 AVKBRE 23R FH 5 % 32 7 50 22 ol )
AA »F T, PD-1 (F, fEFEREBICEWDCEER T MildoMia£micgE L, 3%
P& SOt % B e A B X TRl 72 oS UG A HlH 95, 372 BH . PD-1 13U o K&
AT D LICEYHURZERICL D V7T vimiEe Akt 2% /K TH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAMETIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
JHAREE . IR0, FE/NHIRaNTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HRE STV D,

B OB A DGR T#% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EEREEI 2 5 Z L AVRIB ST L F- 7203 ATEIE DY &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Olj U > ROFEREREST S Z L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUEE e 2 s AL
T 52 L CHUEENRARET D,

AFN ORI 2 2 B DS RISIC £ 5 BHEA S S b, BESUIIEEIC
DRI B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Af & L Col
Y72 BRI 21T\, BB DS RIS K 2 BIMER 2 Eb L 88T IE, RIS R AL
B LI OB G S O R ILE & 1T 5 LER D D,



3. BRI
I TEEE MO IR % o U oSO ERIE 3 21T o 7 B2 R R o
R A R,

(A %2h]
BRI O AHRER (KEYNOTE-087 #kf5Hh)

FFEUTEHRTED H AR % v U o lEE (210 B, BARAN 10 flA2&Te) OLLF
D3 ODAKR— FEZHRGIT, AFH 200 mg 3B LT QW] &), ) &5
BEIME R OV ZEVED B S vz,

- HEGE MBI THRIC, 7Ly F o ~T REF UK BiRREZ T -8
F (ah—h1)

- HFEEMEBHEBHEIERIS THY . hoT LYo <7 XRFUIC L DIEEE

2T BE (2h—1h2)

- BFEE MBS MRBRERITRIC, 7L Y X ~T XRF UL DIEFR (—RIBEX

ITRARILFERIEDO—BRE LTOT LY Fr~T RRF AL HAHEHRITE £ 72
V) BT TCOARWEE (adk— R3)

2B, EG I TR BT D SN AIT . REEITA R IIER SR by
LOWRENICLZE LTV D BE T, /k@uﬁw Gl CRBETVRRO ONDET
KRB DR G 2T D2 ENFREE Sz, FEFHMEEE T©h 5 B8R (LFET IWG
criteria (2007) (25 < FIHEIC L H5E428%) (CR) Xi*ﬁ 725%) (PR) OFEIE) |
£ 1OLBY ThoT, 2B, FANIRE INZEERESDEIL. WThoak— lﬂb
20% ToH -7,

#£1 EOMERE (KEYNOTE-087 3ER)

aR— k1 IR — 2 aR— 3
(69131) (81451) (60751)
78740 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9375 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
BiEK -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 3 (43) 2 (2.5) 0
Fh% (CR+PR) (%) 72.5 65.4 66.7
(95%(EFE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze21]
[EI B HL (R 26 1 AHRER  (KEYNOTE-087 i)
AEFRITHBRAM T 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHRFN 50U EORIER (KEYNOTE-087 38 (AN SEM)

PEEBIR¥E (SOC: System Organ Class) @fé;/(f/;)g

FEAEE (PT: Preferred Term) g 21 OJ{I;IJ
(MedDRA/ ver.20.1) 4 Grade Grade 3-4 Grade 5
2 EIWER 144 (68.6) 23 (11.0) 0
MiEF LY v REEE

I ER A I 11 (5.2) 5 (2.4) 0
P53 WA

B B A REAK T i 26 (12.4) 1 (0.5) 0
B GRS

T 15 (7.1) 2 (1.0) 0

GV 12 (5.7) 0 0
—% - RHREER L O GEA OREE

5 19 (9.0) 1 (0.5) 0

F&H 22 (10.5) 1 (0.5) 0
PRI E

R 13 (6.2) 0 0
MR, MaZhds K OMERRFREE

Nk 12 (5.7) 1 (0.5) 0
FeIE 8 X OV TRk =

Je5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 F] (1.4%), FPRpEE
(7 v - NU—EBEREE) 1 X161 (0.5%) . FEEREREE I 8 il (3.8%). HUIKIEEEME
E13 29 B (13.8%) | fh ¢ « BERUH ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 f51] (8.1%) .
SEIBERIZ2H (1.0%) ROHRIT 1A (0.5%) T bk, 72, EEDOKE
bR (R RERGIRIRAEMERE, SZIALEE, FARRIESE) . FIRIFEREREE, RIBHREEREE, 1
ROPEIRIE ., BAkRerEE (RAEMEMB RS, Bk, HEMEIIE, MK - Bk, &
P I/ IR P SR BN . VA IMAE R 1 & R ZEEREE IR B AL DN » 7o, REIVEF 3B
W EFRS (RAMEMRET L ET) 230EIBRETT,



(At - HE]

KB OREEFSEYBREET LV EZFH L7Zv I 2 b—32a 2k v ., KK 200 mg %
Q3W, 400mg % 6 FHMMHE (LT TQeW) & o5, ) XiX 10mgkg (AHE) % 2 B[
Mk (LT TQ2W) L9, ) TG L7ZBEOARF O iE PR ESRG Sz, ok
Fe. AL 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 Mg iR (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, A#400mg % Q6W TG L 7= AHK D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) & VM9, ) 1, AHAl 200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ T E TSNS OO, BARNEFIZE W TERENFHER ST
HHE - HETH 5% 10 mglkg (RH) % Q2W THH: LTZERD Craxss & Ll U TIK
EERT TSN (TR) . ST, EERAHEEBE % XIGITAHK] 400mg %2 Q6W
TG L7/ TR (KEYNOTE-555 iBR) K 0 155 7= FHMEIC S < Ky Hhhe
NRIA=BFT v Ialb—ra Al PRILICEDEE ST XA —2 LML (F&R),
Nz T, BE ORI 5 BERRBREICE S & | AR ORE & & HM T2tk
& OR#HZ R DIRESST T VBEE S, A 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMEGTE & & AME T Z 2N L OREIZ DWW TIRFT S /R, k
SO A - AEOM TR OV S22 R T 0 &Pl S iz,

K3 FAOEYBE T A —F

[ Crax Cawy Crnin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
0GR QW| gy | aanase) | unim | aeees | s | (93200

+:n=2,993, 100 [BDT I = L—3 3 XY BFH N7 % EEO R IE (2.5%,97.5%4) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 5% O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i e

I : 56 FIORELIE (95%(E X [H)

§ 1 41 Bl EEIE  (95%(ETHIX[H)

NA : %7 L




4. FEFRIZDOWT

KRR U CHERBERE (2FFRE) T TnDd Z énb, Uikl 26
UNZERTEZ DA THINERDH D, D LT, RKEIOERG-N#EY) 2 BE 220 - §F
E L, AFOEGIZI Y BERBWEHZIBL LIRSS T 5 2 &R 72D, LUF
DO~@DT X T & THRICBWTHEHT & ThH 5,

O HERRIZOWT

D1 T (1) ~ B) OVWTIIEYT IR THD Z &,

(1) BAEGFBRENET 20 V2 EEHEN SRS EE R AR L SR Pt
HIE )N AR B EEHL R T, HUIR DS ARSI RE e &)

(2) FrEREERPL

(3) HEM IR ENFEET 203 A HOEEERRE (DA EWRPL. 23 A2
W IRBE, 23 ARSI HERE B e &)

(4) AHALFHIEEZHE L, S RIS PRERZ R | USRI b ke et
2 ORig FYEIAR D I 21T - T D ek

(5) PUEEMERERL AL BN ORI AR D 24T > TV D ek

DO-2 HEAKR T2 U X JEOL SRR R ORIVE R B O %S+ 50 7 ik & R
Bra R oERT (FEOWTIIIIEYS T DIERN) M. YEZ2FEROARRNZE T 5 1BED
EEHEL L RESINLTWND Z L,

#*

o [EEMEFFESE 2 FOUMINHEZE T L7212 5 FELLEDO D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ £ & UEERIES S OHE 2
ToTWBHZ &,

o [ERMEFFES% 2 FOUMMHEZE T L72&IC 4 FFLL EORZEREZ A L T D
Z L, 9B, 3FELL T, EMmAREMENEL O 2 A SEY L 2 B TR IR R S OAHE
EIToTWnWBH T &,

© BENOERBFEREHEOKHIZONT

2R A 1 B BRICAEF 9 2 R DS S, BUEARZED b DA O, ﬁ?ﬂJ M - 22
Btk S ol i&@ﬁ'gii&@[:ﬁﬂi%? X D IR medt, AEFRNEAE LIS OE
FH . FRESDITT DL IEHINE > TN D Z L,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

B MERR B O EE R RITERA N RAE LZBRIC, 24 BRRIR2IRIKHI O T, Y%k X
TEEE R 123\ T FEL L7 BIEANICIS U CARBEE L O CT ZOFIVEH ORI &4
B EDORERN Y HHRIE G, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

IS ARSI HE D D B 22 Gk e O RE 2 A T D IR EAE DEER T =42 ) v 7
EEOIERDOA T V== TEITOERE & HHREZ LA TE 5 F— AERIKH 23V
ESNTWAZ L, B, BiEHEICHOWT, RABRE EZDOFBEICHFSITAmENT
WhHZ L,

@-3 BHEADZWrox N LT

RIWER (FEMEMEBIZINZ ., KIBE - Mk - BEO N, BUERZX - A2 - 1T
FEREREE - IF2% - LMERRAE 2. BEREME S RS RIEMERRE) . AowkEE (T
TERPRREFE S . FRIRR RS, RITRERERETE) . | BUBERIA. 58 IR, 7k - B
TRMEAE . BER, B O RERE (PEMERLBIERAIE, BRI, ZA
BE, B RJEIESE) . infusionreaction, M - BlEESc, HSEAN M E, MRkES (7 -
AN USRS | D2, R Mk FEEs (S M il VIR B A M SR B . ¥ PR I
PREFERES . BEFRRIERIES) . MIERERIEMEE, %) 1Sk LT, Yikhsx T pEE
JERSEA DR 2 A3 % AN & s U (RIWEH OO IZRE L THRER OS2 5%
TJONAEMICHH L) | EHIZHEEURAENTE LRGN ESTND Z L,



5. EXIHB LR DRE

[B2h B3 % 1]

O B FiE MR RGIE SUIR A O T3 U EHR O iR o % U v
/WQ%%_kwT$ﬂ®%xwﬂm3éMTwéo

©@ TREICEEY T 2 BB AT D2AF OFE KL OHERITIEIZ SV TR, AAIOA R
MESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & O,

(&4t B4 % 9]

O TRICEYTHEEICOVTUIARROEENEERE SN TND Z b, #5517
Dlanz L,
o ARAIDORSTIZ R LIBEUE DBEEIED & 2 B3

@ IREETOFHmIZ I T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S N2
D, AOIREERPFUL A 2 NGEITIRY | HEICAFZEHT 22 2BETE D,
 [HHE ﬁ%f$@AﬁXi%E@%é$%

o JaESE AR A CRE R 258 2 B K ONE B o F B i it 2% <0l e M fiti 2%
FEOMMIZRIEMEZE N A BN D BHE

o HORERBOAD, UXEMERZE L IXHEFREMED B CaZ R B OB TR O
b5 BE

o EERBMEE (&R A 5 T) Ob b ERE

o WEORGESUIEE AT 2B

*  ECOG Performance Status 3-4 "V

(ED  ECOG & Performance Status (PS)

Score | EF

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

PRREIZI LUEBNIHIR S 525, BTAIRE T, BRI > TOMERIITH 2 &N TED
Bl - BEOFE, FHEE

BTRIEECHSDOH DRI O Z L 13T N THEEEDERILTE W, HHD 50%LL EiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LATERY, HFD 50%LL EE2Xy RO T Z1,

AW

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




6. BMEICEL THEETREFE

O  IRFASCEREIIIN A, BEIRTE S D IRAT 2 BB 1T D & ARHI O Fetk K& OV 1Efif
DT OIZ B HZ I L TR 5 2 &

@ JBREBIAICENL D BE T F OFRICE MR EREE oA L., FEE25S
ThoETHZ L,

@ FEREWERHO~RT AL MZDOWNT

MEMEMERR D LoD 2 EDRH LD T, KO GIZHT=> Tk, WIHE
W (BG0v, PR IREE k) ORER & O X fRfRds o i, BlEx+
AT O T &, Flo. BELTS UTHES CT. MiF~—F —F O 2 FEhi+
5k,

infusion reaction 23 & ©H 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & &b, IERDEIE T 2 £ CHRE DR L +/0I8l5
T5HI &,

FURISEERE . P RAHERE K ORIBRERENHODONDLZ ENH DD
T, RHNOFH-BAGET L O G-I IE SN wrsRe iR (TSH, 078
T3, 8 T4, ACTH, I =L F > —VEDRIE) ZEMET 5 &,

BIERF 2%, A4, ITREREREE . TR, S{LHERERNH L DNLZ 03 H D
DT, AHNOEG-FAMERET R O 58 I3 E M iTseER A (AST, ALT,
y-GTP, Al-P, B U LB EHOHE) ZEMTH &,

SEIEE (MR L T BHRAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RO OLNTHEEITIE, HONCERENZZ2T 2L )BEFELRET L L,
AR OBEGIZLY | WEOGRIERINIERT 5 &5 2 bV EkA IR ERTE
BHOLLNDZ ERDHDH, BEDPBOONTLEICIE, BELEFRIIS U
BEPHEY 70 itk & ARk A B O Rl & s U ClE bl 22 8 B Wr 247 o
FOSZ & D BWER R BN 2581213, AFIORIESUI IR, K ORIE RE R
WEVAIOBRGEZZRT DI L, ok, BIERERLVE L OEREIZEDENE
HOYGENFRD B2 WIGEIZIE, B R E AR VE LSO & 1 Fl o e hn
LERET DL,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 579,
AFNOEGHETRIZGEWEHOFRBU A 2ITEET D 2 &,

1 BUBEPRIS  (BIE 1 BUBEIR S &2 & de) Db bbiu, BERPES 7V F—T &
IZELHZERHDHLOT, Aig, Bl EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EEREA OGS IR EERIEL, AR 8l
H O bE DO R LEZITH Z &,

@  AA|OEERRERICIBNT, BEGHAND 12 1 Z & ITHMEORHE 217> Tz Z
EEBFIT, ARG TITEHRICEIGRE THROMEREZ1T I Z &,

10



XEFEHEET A R A
RAT7u ) XA<v7 (BETHBEZ)
(BR7E4 : A MA—# K 100 mg)
~ R LR~

YR 2 941 2H (FF44 8 AKET)
BA A




ER/N

1. LI P2
2. AANIOFHH. 1EHEF P3
3. ERIRRGE P4
4, FERXIZOWT P8
5. BHxtG L e b P10
6. WEHIZEL THETRXHIH P11



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESKEL & B 5 5
B ENRDHDH, O, MR OLZEMEICET D ERD BT 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I ARITA RT A %, MSIATBOE NE SRR O, AME AR AR
BRI s . — At FE N B ARERIR N B E 2 R O FE N B ARIBRE B 72 O W
Db EAERR LT,

KG L I HIEIEN XA M —F SR ERHE 100mg (— k% AT e X~ T (Eis
THREHL %))

KR ERDMMEUTHIE: © DS AL\ CHE I U 72 ARV YIBR AN RE 72 IR I b B

MEERDREROHE  @% ., AT, *a7vn ) XA~7 (Ealfz) LT 1
[8] 200 mg % 3 W [A]HIME 13 1 (5] 400 mg 2 6 fHfE kR T 30 57 fH
DT T RIEFET 5,

& R 58 ¥ & - MSD BRIt




2. AFOKK, {ERBERF

FA ML—F RiEEHE 100mg (— %4 - XA T7r ) A~ B HE#z), LUF IR
Fl EvvH,) 1%, PD-1 (programmed cell death-1) &% dD Y %> K Td 5 PD-L1 & T PD-
L2 L OfEAZEHERET S, b MbIgG4 €/ 7 v —FAHKTH 5,

PD-1 #2313 T Al e o0 2 B SAE 2> © kAU 2 72 I 03 AVKBRE 23R FH 5 % 32 7 50 22 ol )
AA »F T, PD-1 (F, fEFEREBICEWDCEER T MildoMia£micgE L, 3%
P& SOt % B e A B X TRl 72 oS UG A HlH 95, 372 BH . PD-1 13U o K&
AT D LICEYHURZERICL D V7T vimiEe AlchHliEaT 225K CTH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAMETIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
JHAREE . IR0, FE/NHIRaNTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HRE STV D,

B OB A DGR T#% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 ORI
DGERRHC B W CEBERKREIZH Y Z EDNRBINTEBY | F7m72 N AT &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Olj U > ROFEREREST S Z L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUEE e 2 s AL
T 52 L CHUEENRARET D,

AFN ORI 2 2 B DS RISIC £ 5 BHEA S S b, BESUIIEEIC
DRI B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Af & L Col
Y72 RIS 21T\, BB DS RIS £ 2 BIEF 28 Eb 88T IE, RIS R AL
B LI OB G S O R ILE & 1T 5 LER D D,



3. BRI
M AACERFRER \THEIE U T2 ARIBUIBR AR RE 72 R b R O KGRI IZ Gt 247 - 72 £ 72
Bk A B I5R OD i 2 T,

[H7hE]

[EI B[R ZE A RRER  (KEYNOTE-045 35R)

77 F K & S T L EEIERET 28 3 5 R PTETIE TR O R b RO R
542 5 (A AN 52 il 4s) % %47 . A 200 mg 3 SRR (UUF TQ3W) 15, )
Be5-OFNE R NN AR ON7 U X2 X2')L REZF+1/0 X3 vinflunine)
CEXTBE LTRSS N, Aok, BHREHE TEREEETRRD b A T, EEAEST
ZR IR DO H IR W EDERIRAIZ L E LT 5 BE T, RIBICARE O mifg N ¢
PRBHEITD RO LN D F TARKIOER G 2k 35 Z L3RR & ShvTe, FEEFHmE X
AL (0S) R OVEREALFHN (PFS) & &iv, AFNF LS E & el LT, OS
EEBICHERE L (F1EOXK) |

10 7T FFRH R G AR (UG BICRBIIT AR BE . RO T F SRR AT
(2RI £ BHTRT - I MBNEAEREER 12 4 B INIC TS L7z B 2z AR B LT,

*2 : ARFRTIE vinflunine 1ZIRARTH D720, X7 VXXV I REZXEZLOWNTINERIRL
7o



7 1 KEYNOTE-045 3B DB MHERAR

AF1 200 mg oe=2-30
Q3W
(270 1) (272 1)
oSt i [A] 10.3 7.4
(95%(ZHE X [H) (8.0, 11.8) (6.1,8.3)
N Rt 0.73
(95% 15 #A X ) (0.59,0.91) -
P {5t 0.002
PFSTl thfil [H] 2.1 3.3
(95%/15 FE X [#]) (2.0,2.2) (2.3,3.5)
N — R 0.98
(95%{5 #A X [H) (0.81, 1.19) —
P fiifb 0.416
T TR DT — 2 120169 A TH A AT
o @R Cox eI ANY — RET M K A 529 & Ol
S @hla 7T U E
I': RECIST HA T A > 1.1 fIZ IS < Pz A el e
100 7
90 7
80
70
& 607
& 50
§ 40° \\
30 5 MM—H
20 ] —— smoomg W
10 7 PRE
O a6 10 12 14 16 18 20 23 24
at risk® e R)
Z51200mg Q3W 270226194169147 131 87 54 27 13 4 0 O
= P 272232171138109 89 55 27 14 3 0 0 O

1 OS ® Kaplan-Meier #i#f (KEYNOTE-045 35%)




[Ze21]
[EI B[R ZE AR RS  (KEYNOTE-045 35#)

HEFEGIIARKIRE 248/266 5] (93.2%) K UMb IERE 250/255 41 (98.0%) (2788 B
L. RIPERIZE N Z L 162/266 5] (60.9%) K& T 230/255 il (90.2%) (2788 Hivlc, A&
FIHE THBLEN 5% L, EORIERIZTRO LB THhoTe,

2 FEED 5% LEOBIER (KEYNOTE-045 3RE)  (LZA&MAITRER)

#BEBIKIFE (SOC: System Organ Class) @ijﬁﬂ(;/‘;)
HEAFE (PT: Preferred Term) 2663
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5
2EIEH 162  (60.9) 38 (14.3) 4 (1.5)
N bR
PR BB REA T 15 (5.6) 0 0
B IBhEE
T 24 (9.0) 3 (1.1) 0
0 29 (10.9) 1 (0.4) 0
—i% - RHEER O GEALOREE
I F7 i 15 (5.6) 1 (0.4) 0
W 37 (13.9) 3 (1.1) 0
FREN 17 (6.4) 0 0
Rt L OvseaspmEE
AARIHIR 23 (8.6) 0 0
BeE ¥ KOV T AEAk R
Z 9 FESE 52 (19.5) 0 0
433 22 (8.3) 1 0.4) 0

723 AFIFEZ BV TRIE MR 10 41 (3.8%) « Kimdk - EEE O T 7 4 (2.6%) |
MRS (72 - NL—EBERSE) 16 (0.4%) | TFHEEEREE 14 651 (5.3%) . HUKAR
BEREREE 23 15 (8.6%) . WIEHEREREE 1] (0.4%) . BFFEAERETE (JRAE FIRMER 2
%) 141 (0.4%) M ONinfusionreactionl f5] (0.4%) iR L, Tz, HEEDLERE
(RIS R, Z2TALEE, BORRIESE) | T EEMaERE S, 1 AR E, k.,
A - BERURRIE . EEARIEDRE, DR, K - BEIRR, 5 &0 MBS, ki
B PESEEESF . PRIMAE R I M OVIRZEERES 1IR80 D72 o 72, AREIWER R BLIRILIXES
HHESR (BAMEMEET L) 230EHERERT,



(At - HE]

KB OREEFSEYBREET LV EZFH L7Zv I 2 b—32a 2k v ., KK 200 mg %
Q3W, 400mg % 6 FHMMHE (LT TQeW) & o5, ) XiX 10mgkg (AHE) % 2 B[
Mk (LT TQ2W) L9, ) TG L7ZBEOARF O iE PR ESRG Sz, ok
Fe. AL 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 Mg iR (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, A#400mg & Q6W TG L 7= AHKI D EHIRAEIZ I 1T 5 i
E G FIREE (LLF TCrmaxss) & VM9, ) 1, AHAl 200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ T E TSN OO, BARNBEFIZE WO TR R ST
HHE - HETH 5% 10 mglkg (RH) % Q2W THH: LTZERD Craxss & Ll U TIK
fEzrdEFPEnN (FR) , &5, BEAERAMMEBE Z 552K 400mg %2 Q6W
TG L7/ TR (KEYNOTE-555 iBR) K 0 155 7= FHMEIC S < Ky Hhhe
NRIA=BFT v Ialb—ra Al PRILICEDERE ST X —% LHEILT (FR),
Nz T, BE ORI 5 BERRBREICE S & | AR ORE & & HM T2tk
& OE#EZ R DIRESST T /VBEE S, Al 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMEGTE & & AME T Z 2N L OREIZ DWW TIRFT S /R, k
SO A - AEOM TR OV S22 R T 0 &Pl S iz,

K3 FAOEYBE T A —F

[ Crax Cawy Crnin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'30.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
Omgk W\ gy | s | unim | aeees | s | (93200

+:n=2,993, 100 [BDT I = L—3 3 XY BFH N7 % EEO R IE (2.5%,97.5%4) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 5% O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i e

I : 56 FIORELIE (95%(E X [H)

§ 1 41 Bl EEIE  (95%(ETHIX[H)

NA : %7 L




4. FERIZDOWT

KRS & Ul AR (2FRE) N ONTWEZ Enh, Yild 4
UNZHETE Digk CHOIMERH H, T D LT, AKF OGN w7 B85 220 - §F
E L, AANOBRGIZL Y EELRRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDOT R T &G - THXIZBWTHEAT 2 XEXTH S,

O mEFITHOWVT

D1 Fito (1) ~ B) OWVWTNNTENT I THDZ L,

(1) JEATZERE DG ET 55 AR LR e (BB IR 28 A2 s B L SR e
Higl 23 A B2 B IL RURE . HUEAS A BB IIR B 7R &)

(2) FrEREERPL

(3) FREIFIRANFENEET D03 A HEEEFRRT (DS AR EbT. 03 A
W 1IEBE. 2 AR R e &)

(4) AHALTFRIEE 2 E U, SRR L P RIEZRE | USRI L a2 R
2 OfiF FEHEAR D M 21T > T 5 figk

(5) PUIEMEEEEAI AL 7 BRINGL OO fitg % FE B I AR D JB H 21T > T D Jifi ek

O-2  R¥E EEE DAL E K ORIWE I BLRE O %S 443 22 Fnak & #R8R 2 F¢ D il
(FROWT NN A T DIER) 23, BEZZFERORANCET 28R OEMTE & L
THEINTWDHZ &,

#

o [EEMEFFESE 2 FOUMIMHEZE T L7212 5 FFELL LD D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BAZEWEEZ & LUEERIERFOIHE 2
ToTWBHZ &,

o [ERIRFFIGER 2 FOPMHEZE T LIRS 4 FLL EOWIREGFZ DR IRIHE
7o THY. 95, 2HEU T R LR DM A TR 25 Lo D3 AR TR DS
RWHEZAT> TV H Z L

Q@ PBENOEEBBEREEDOMEHNICOWT

IR HRE BEICE T T 2 LA S E S v, REEEENSOFRE D, Ao - %2
AVEEIRFRE R OB B L NERNE IR D iRt AEFRBBE LGS oHE
EH. FERHSHIATONDIEHINE S TNDH T &,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

W MERR B O EE R BITER R AE LZBRIC, 24 BRRIR2IRIKHI O T, ik X
VEEE SRR 123\ T BB L RIEANSS U CABREE K O CT 2 OFEIVEH ORI &4
B EDORERN Y HHRICE G, EHICRHIGS TR AEHINE > TWnD Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

DAZRICED 2R L R 2 BT 2 ERIEEEPEIERE=42V 7
EHEOIFRDOAY ) —= T EATOEIRE & fFlZ G TE 5 F— AERFIRH 23
iESNTVWAZ L, 2B, BIEHIZHOWT, BABE L ZOFECHIICEmMmENT
WhHZ L,

@-3 BHEADZWrox N LT

RIWER (FEMEMEBIZINZ ., KX - Mk - BEO N, BUERZX - A2 - 1T
FEREREE - T2 - BEMERRAR 2, BHRER S RS EMEBRE) . NWomwkEE (T
TERPRREFE T . HURIRERREIR S . RITHERERETE) | 1 BUBEIRIA. S E IR, Mk - B
TIRMEAE . BER, B OREREE (WEMERLZBIERAE, BRI, Z2A
BE, B RIEIESE) . infusionreaction, AN - BMEESc, HSEAN M E, MRkES (7 -
AN USRS | D2, B 70 Mk FEEs (S M il VRS M SR B . ¥ e I
IREFERES . BEFRRIERIES) . MERERIEMEE, %) 1Sk LT, Yikhsx T pEE
JESEA DR 2 A3 % AN & s U (RHWEH OO IR L CHRER OS2 5%
TONAEMICHDH L) | EHIZHEURENTE LRGN ESTND Z L,



5. EXIHB LR DRE

(G 2hEIcBE§ 2 351E]

O 77 FFR/H T G FIRIERE 2 A 5 /T TYE AT O R R
FIZBW AR O NERREES N TN D,

I

D fE

E

@ TRICEZYS T 2 BE T 2 ARKANOBE L O FIEIZ DWW TR, RFIOAF D
ML SNTELT, KFIORGR LB,
o TITFFRIHNE G AT X DR O I W EE,
o FF ORI,
o fhOHUEMERELA] & OOFH,

[Z iz B4 5 F1E]

O TRICEYTHIRFICOVTUIAKORENR LD L INTWD Z Enh, &5 %21T
r YA A RPN
o AHNDOESTIT KR LIRHUE DO RBEAERE D & 5 BHE

@ IREATOFHIIZ IV T FRLUCEE Y T 2 BE T OV TR, AR OG- IFHERE I e 0n

D, AOIRERPFUL A 2 NGEITIRY | HEICAFZEHT 22 2BETE D,

o [HEMMEEOEIUIBED & 5 B

o B E{E R A CRE R 258 5 B K ONE B M 0 F B i st 2% <0 R g M fiti 2%
FEOMMIZRIEMEZE N A BN D BHE

o HOMEBEROADE XUXEMERZE L IXHFHEMEO B O REEDOBHERE D
b5 BRE

o EERBHIE GEMEHaBHIEL ST) ObHEE

o MO IIBEEE AT 5B

*  ECOG Performance Status 3-4 "D

(ED  ECOG & Performance Status (PS)

Score | EF

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

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

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

AW

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

10

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




6. MEIZBEL THEE T REFIH

O  IRFASCEREITIN A, BUEIREES DRI 2 ERFE T -D & AR O FeE & OV Ef#
DT OIZ B HZ T L TR 5 2 &

TRIRBARICIENL S | BB XX E OFIRICAHINE R EREZ +o3 L, RE x5
TmbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

@

®

MEMEMERER D oD Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (BG0v, PRURIREE Wmkes) ORER & O X MRiRds o i, BlEx+
AT O T &, Flo. BELTS U THES CT, MiF~—F —F O/ 4 Fhi+
5k,

infusion reaction 23 & ©H 0I5 Z & 3% %, infusionreaction 23728 H AL HGA T
X, WUREZIT D & &b, JERDEIE T S £ CHRE DR L /0T 8l5
T5HI &,

FURISEERE . P RAHERE K ORIBRERENHODONDLZ ENH DD
T, RHNOFH-BAGET L O G-I IE SN wrsRe iR (TSH, 078
T3, 8 T4, ACTH, I =L F > —VEDRIE) ZEMET 5 &,

BIERF 2%, A4, ITREREREE . TR, S{LHERERNH L DNLZ 03 H D
DT, AHNOEG-FAMERET R O 58 I3 E M iTseER A (AST, ALT,

y-GTP, Al-P, B U LB EHOHE) ZEMTH &,

SEIEE (MR L ITE AR ZET) FOEERIREERS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEFE N
RO OLNTHEITIR, HONIEREEL =2 T2 KO BEBLIEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 &5 2 DLk A I RESORTE
DHOLOLNDZ ENRDHDH, BEPBOONTLEICIE, BB LEFRIIS U
BEPHE 70 ik & AR A RO Rl & s U ClE bl 22 8 R W 247\ ot
FOSZ & B BWER R BN 25581213, AFIORIESUI IR, K ORIE RE R
IWEVAIOBRGEZEZRTDHI L, ek, BIERERLVE L OERGIZEDEIE
HOUGENFRD B2 WIGEIZIE, RIS B R VE LSO 5% i Al e hn
LERET DL,

B TR, BORRI 5 AfRE LT LEVERDP BT 22 13 H D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BUBEPRIS  (BIE 1 BUBEIR S &2 & de) Db bbiu, BERPES 7V F—T &
IZELHZERHDHLOT, Aig, Bl EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EEREA OGS IR EERIEL, AR 8l
H O bE DO R LEZITH Z &,

AENOEERRIRIZ N T, &S 9 MR, TALIRITR GGG 1 F/MIE
6 WRIMHINE, #GBLEG 1 AFLIEIE 12 HFME CHMEOFHMIZ1T> T\ Z
EEBHBIT, ARG TIIEHRICEIGRE THROMEREZ1T I Z &,

11



XEFEHEET A R A
NhT7u ) A=T (BicFHEER)
(BR7E4 : A A —& K #E 100 mg)

~MSI-High #F 3 2 EFE (EEARIERIPIENERGEICRS) ~
~MSI-High ZH 3 5%/ « ERE~

YR 3 041 2H (FF448AKEFT)
BA T EE



ER/N

1. ZL®ic P2
2. ARENOF. (FHKT P3
3. ERIRRGE P4
4, FEFRIZHOWT P14
5. ®hHxtGE LB P16
6. HEHEICELTHETRXHIRA P17



1. [FLHIC

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

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

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

B ARITA BT A %, MNATBUE NEE S EREE R G, A tHEAR AR
BRI s . — M FE AN B ARERIR N E & & Ot AN B AR IR 7= O )
Db EFER LT,

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

REERDMENINGE 1. DAACTFRIERITHEE LIET - BROEEE~ A 7 T
T A4 MZENE (MSI-High) &9 2 EEHE (BEMER IR A A
R AR D)
2. IBEYIBRRREZR AT - BROEBE~ A 7 v T 74 FRL
EME (MSI-High) A 5860 - E ke

MNEERDRMERORE - @, AT, 2a7nl) X~7 (Earlfkz) LT 1
(5] 200 mg % 3 MMM IE 1 18] 400 mg % 6 # R T 30 75
DT TR ERET 5,

3 % # . MSD #hath

;3
=
o




2. AEIDOYEH. ERAEF

XA M —F BIEHE 100mg (—i4 XA 7r ) X~v7 GBEEFHHHz) BUF TR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) & %D U %> K Td 5 PD-L1 & T PD-
L2 L DOfEEZEHZMEET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 #2813 T HifE S s (RS 2> D ki 2 72 DI 2 AR A3 FI 5 5 3 7 S 7 il 4
AA w F T, PD-1 1, RIS TEER T MifuoMinLmIcBELL, B %
P I s % B Lo AR LB STl Rl 7 50 RS & 35, 7B, PD-1 (XU o REfE
ATHZ LKV PURZRRICL D v 7P Ve AICHIET 5% B/ K TH 5, PD-L1
DIEFFFEIZ BT 2HBUT DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, e,
JHHERE . IRBLRE . FE/NBITE 7 & Ofx N T TR ARR - CTH Y | IRWVEER
& DM HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S, PD-1 & PD-L1 OFfRIKIINEE
DHPERREIC BV CHEERKREZE S Z LRI TR | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Oj U > ROFERELEST D Z Llck v,
W NBRBE TR O RS OGS SN T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

AFNOVERBE 2D < B ORE RIS X 2RITE-E)R & b o, BESUIELTIC
EDLAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEH
D BTG EITIE, FEH LT F RIS U RPN 22 ik & BB 2 Ff O PRl & i L Col
BN 8RR W 2 ATV B DSERISIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 MER D D,



3. ERFRAHE

(3 AL I U T2 T - B OEME~ A 7 a¥7 T4 b ARZEN (MSI-
High) #H 7 5EEE (BEENZRIGENRERGAICRS) ) KO NEEYIRAGE /2
1T BROEHE~A 7T 74 MARZEME (MSI-High) 263 5868 « EEE] O

PRI M 24T o 72 T 72 iR akBR O plift 2 7~ 9,

B, TEHEE~A 7T T4 NRLZEME (LU IMSI-High) &\ 95,) 267 5E
FCBE LT, TPCRIEIZE W MSI-High & HIE SN2 ) 2BXT 5856 (k) 12
I% TMSI-High (PCRYE) Zf 7 5EE ] LRIL L. DNA I R~ v FEEHEEE OIHED
boEEBEXNT LA (L) . 72 BIPCR EIC XL Y MSI-High XX figifkilb -y
& (LLFIHCI E W) ) JEIZE D I A~y FEEEEDO KB (LLF T[dMMR] &9 )
CHESINT-RE] BN 554120k IMSI-High #6792 HB¥#% ) £ L7z, THCE
12X 5 MMR #i#t & PCR L2 L D MSI A D —ERI% 96.6~98.7% WV ThH 5 = L%
DHEINTWD,

[H20E]
<D AL T U= 11T - 5% D MSI-High 281 2 [EER  (FEAER) 227503
W25 A IZRD) >
DE B HE S TR (KEYNOTE-164 &8, =tdh— K A)

7 oAb IV URGUEBMEIEIES, XYY ST F RO Y T R KR
(2 X DAL O & 2 16 YIBR A GE 72T « B9 D dMMR X3 MSI-High (PCR %)
W BT DA - EIEEE 61 B (HARNTHIEETe) ZXRIC, AHKI200mg3 ¥
FfkE LT TQ3W] &9 ,) EEDHNMEK VMR BET Sz, ok, WG
i CHEEEIT IR0 LN T HEIC BT 2 R JHER DR O S N WE DO RFRIIZE
TE LTV 5 B TIE, RIEILLRE O BfG RN CHEEBEIT 3580 H LD £ TARAI O 5% ik
T HZEAREE STz, EEFHMIEE Th HE20F [RECIST A4 R4 2 1.1 iR
ICES S HIHEIZ L 5584882 (CR) XiXimwZE2h (PR)] I2OW T, ABRIZEEk
SN 6l PIOFEREIIR 1 DOLEBY THoT-,

(1) Lindor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

V) g C B\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 Tdbh % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L LD~ A /0T 5 (4 h~——T
KINLIBIR T ED Y A X O S L7256 MSI-High (PCR %) &HIE Sz,
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#F1 BBHRAEDRRUVEHR (KEYNOTE-164 BB, =H—F A)
(RECIST ver.1.1, BN RIRERZE, PIHEE, 20072 107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
FER%%) (CR) 0 0
#5r25%h (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

1#47 (PD) 28 (45.9) 18 (46.2)
HEEAEE (NE) 2 (33) 2 (5.1)

7% (CR+PR) 17 9
(ZZhE [95%[E X =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

1 ATVERRIT SR 2 AR G O 5 B MSI-High (PCRIE) &5 5%,
*3 . IEHEE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

— IR & U CTHRUERY 72 L SRIERE O & B 15 UIBR N RE 72 61T - F338 D dMMR XX
MSI-High (PCR %) “? 249 2 FEfFEEE 9 254512, AHI200mg Q3W 5D f
IME R OV MR S, 7238, HGRHE CEREBETRR S D -5GaIc, HEE
TR TIERDFED DI WEDERIRIIZRE LTV 5 BE T, RIEILIKE O B a7
THREETHRO LND ECARAOE LG 2k T2 2 LN AMREE Sz, EEFHEEH
To 5385053 [RECIST A R7 A 2 1.1 UZHES < FIEIC L 5584872850 (CR) X
L5853 Z8%h (PR) ] 122U T, MSl-high &M S V72 % ICARRER IS S vz 83 fil%E

(ZNV—7"K) OFEFRITE 2, R BRITEER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 BBEHRAEMERVES®R (KEYNOTE-158 B, 7/ —7K)
(RECIST ver.1.1, FRMEMATRIGERE, FRUE, 2017F4 8 2887 —F Iy b4 7)

ELE] G A % (%)

RERREIR 83 f5" 28 {52
542785 (CR) 4 (4.8) 3 (10.7)
453755 (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

#1717 (PD) 24 (28.9) 9 (32.1)
HEEAGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 11
(ZZhF [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G ROMERRENT XSGR %2« AR RS 4EHI D 5 6 MSI-High (PCR %) #H 3 5 BH,
*3 : IEHElE

(B3 iy = L2 A~ 124013 7= 7 b— 7 % O MSI-High O T E A R 250 AT 7 b—7 K 7D H

E, 20— A TERILME (RYELEER) . Z0—7 B TikiRER (BEEOEZEORRE) . 72720
77— Z—WREEE AR, ZA—7 C TN, B, MME. fEE. B ORI e ORI S s iE
B (BRSO A L RAR R N A W) . 7V —7 D TIEFE IER (AR R ORIEEMIEE 25 <) .
IN—T7E CHTESE (RELEE) . ZVv—7F Cl3ter (RFLigs) . 70— G CidvNibuht
Ji, JV—7 H CIIHERE, Zu—7 1 TIRRE, 70— ) CIaMER i (PR ST SE M s 1
<), ZV—7 K Tit MSI-High 263 2 @ERHE (K5E - EEER<) BEMEAAAN LN, 71—
7 A~ TGRS T2 B O MSI-High IZOW TR, b e AT T ¢ TR L 0 HIE S vz,
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# 3 MSI-High 2 F 7 5 EREORER DZEL#E (KEYNOTE-158 3A5R)
(RECIST ver.1.1, BRI RIRERE, FR¥E, 20174F4 A 287 —F v hA47)

Bi% (%) 7%%)) (CR+PR) B (%) 7%%)) (CR+PR)

i 94 " EBE (%) 39 EE (%)
T B 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FAEE 10 (10.6) 1 (10.0) 1 (2.6) 0
ERTER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Il R 3 (3.2) 1 (33.3) 0 0
HH R 3 (3.2) 0 1 (2.6) 0
ANl 3 (3.2) 2 (66.7) 0 0
T SR 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PR N 57 AR 5% 2 (2.1) 0 0 0
FPR s 2 (2.1) 0 1 (2.6) 0
DR b R 2 (2.1) 1 (50.0) 1 (2.6) 0
Jib4 HEE IS 1 (1.1) 0 0 0
5P B 1 (1.1) 0 0 0
GIA S 1 (1.1) 0 1 (2.6) 0
% NG M eIy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
PRl i 1 (1.1) 1 (100) 0 0
e TR NS 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 (100) 1 (2.6) 1 (100)

¥ ARMWERRHT TR *2 © AMEREAT T RAEH D 5 5 MSI-High (PCR %) ZH7 % B4

IR UIBRARRE/RHELT « 38 D MSI-High & A9 2 f&E 15 « ELAGE >
OEBEIL A MAHFER (KEYNOTE-177 ##)

{EEEFRIEE O 22 W IR U AN RE 72 1T « 598 dMMR X% MSI-High (PCR i) 2
AT DR - EIBREE 307 5] (HAN 22 fladEte) X512, AHK 200 mg Q3W
B G- OFIER VLRV, Y ERORIN T 2L [T vAda 7720 (BLF Ts-
FU] EW9 )« ARYUF—rIvs s (BLF IARYF—h) EWd,) - AFHUTFT7F
EE (LR TmFOLFOX6) &9, ), mFOLFOX6 M MY X< 7 (& s/ z)

LUIF TR X=T) L)) Tt rFo~7 (ElaFlz) OLF eyxy
<7 WD), 5-FUKRUF—h AU T h RS (LU TFOLFIRI)



&9, ) FOLFIRI } AN X< T X db Vo~ 7] W 2R e L THa Sz,
72, IR CHEEETT D DA IS, EAET 2R IR0 bW
DERRINZZEE LT 5 B Tl R IEILLRE O BN TR EEIT AR b b F TR
B OP G-k d D 2 E R FHE L Siviz, FEFHMTE B XM EA M (BT TPFS)
VD) ROVERAFIIR & Siv, RAFNIEEERIE & i L C PFS Z# A BICIER LTz (F

4 O 1),

#4 AHMERE (KEYNOTE-177 #BR)
#1200 mg Q3W == 3r
(15331) (15441)

thofiE [H] 16.5 8.2

(95%(E #E X [#]) (5.4,32.4) (6.1, 10.2)

PFS™ | N — K™ 0.60

(95%(fE HE X [#]) (0.45, 0.80) —

P fE" 0.0002

*1 : RECIST A R 7 A LIIZIED N g E, *2 : Cox BN — RET M L (b5
FIEE DO, 3 vl 7RE. AEAE (M) 0.0117

V) fp ot s LY A VBT O £ Y 5 LT,
mFOLFOXG6 :
FFH Y 77 F 85 mg/m?, AV F— F400 mg/m? XX LA Y F— 200 mg/m?, 5-FU 400 mg/m? (2K
FE) . 5-FU 2,400 mg/m? (46~48F[FFeafE) Z2lMkREc&E L,
FOLFIRI :
AV T B KFI 180 mg/m?, A VU — F400 mgm? XX LA F Y F— K200 mgm?, 5-FU
400 mg/m? (GUEHERE) . 5-FU 2,400 mg/m? (46~48HEMRREEERE) Z 20l MM C85 LT,
VAN A=y i
5 mg/kg % 2RI CTHRE LTz,
YR T
WIEE 400 mg/m?, 2 [B] B LAKEIE 250 mg/m? % 1 IR THS- Lz,
7




FH200mg Q3IW 153 96 77 72 64 60 55 37 20 7

g0 - ", — EM0Img QIW
——

10 7 S

0 4 8 12 16 20 24 28 32 36 40 44 48
SR R )

5 0
154100 68 43 33 22 18 11 4 3 0 0 O

X 1 PFS @ Kaplan-Meier fi#2 (KEYNOTE-177 3B%)



[Ze21k]
<IN AR ST U - 11T - F38 D MSI-High 2 A7 % B (FEAER 72 1858 H3
R RIGEICIRD) >
OE B[RS B (KEYNOTE-164 &8, Zid— k A)
HEERIT60/61 B (98.4%) 12, BIEAIE 35/61 5] (57.4%) TR LT, FHR
5% EORIWERIZ FRO LB ThoTo,

#5 ZEBRN 5% EOBIER (KEYNOTE-164 8. 28— b A) (ZRAMMEIT R BER)

#EBIK2HE (SOC: System Organ Class) B (%)

FEAGE (PT: Preferred Term) 61 11 |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 35 (57.4) 9 (14.8) 0
B I5hEE

T 8 (13.1) 0 0
L 9  (14.8) 0 0
M - 5 (82) 0 0

—i% - REEER L O SENORRE

) RE 7 (11.5) 1 (L6 0
Ty 6  (9.8) 2 (33) 0
AR MR 4 (6.6 1 (1.6 0
B RS RS & O SRR 5

RA i 10 (16.4) 0 0
FEE R KOV T AR

) FENE 7 (11.5) 0 0

7ok, MEMEMZEE 1B (1.6%) ., FEEOKLERE (FEMEIREMRE, SR,
FRBIESE) 161 (1.6%) . NTHEREREE 3 il (4.9%). FUIRMREREREE 2 61 (3.3%). ¥
RK3G (4.9%) ., Bk - BEBUHRAE 1 6] (1.6%) . K2k - BEER 1 61 (1.6%) 23FEHH
Nico Fo. RIBK - BEO TR, fklEE (7 2« NU—IEGERS) . T EAEER
. ORIBHRREREE ., 1 AUBERE . EERelEE R MEMER RE) . BEIEMEE, O
o, S M MRS PSR EE . PR MR, JREFEKDS . infusionreaction X N5 E 9
TERITRD DAL D o Tz, AEWERBBURDUIBEEFESR (AREMER T L) 258
EFHE R A TRT,

@ E BRI EZE T AERER (KEYNOTE-158 #tbR)
HEELIL, 91/94 1] (96.8%) 1. BIVEAIL. 5894 B (61.7%) (T3 Hiviz, FH
TN 5% FORWERIZTRDO LB THoT-,



#6 REZEN 5% LOBWEA (KEYNOTE-158 3RER) (R2MfEN ot 5ER)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 {31
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B IhEE
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— %« RHEER LS OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV TR
7 5 FENE 11 (11.7) 0 0

. MEMEMRE 461 (4.3%) . KBk - BEOTHI3F (3.2%) ., #kfEE (£7
2 N UIEBRRES) 2 5] (2.1%) \ ATRERERE S 8 51 (8.5%) . HUIR L RERRZ 8 151 (8.5%) .
1 ZUBEPRIS 1 61 (1.1%) . infusionreaction 1 5l (1.1%) 2§D LTz, £/, EEDLE
fE (R EREIRIRIEERE, ZIALEE, FAEIESE) . T RAHEEREE . RIEHREREE .
el RMEMEMEBRE) . R, ik - BIEUHBIARE, BREMEE, O
K. Wide - B, SRRk OB SR B . TR IR M, JRIFERES K ORS B9
TR BN o Tz, REWERZEBUR LI EES (BRRMRAEMEE T 251 25Tk
AR AT,

<JBRYIBRRREZR T « F538 D MSI-High % A3 55515 - E s >
Q@E B LA ZE AR RER (KEYNOTE-177 35R)

AEFERIX, 149153 ] (97.4%) 12, BITERIE. 122/153 651 (79.7%) 1ZF8 8 B ALz,
W I DRECTHRIELEDN 5%, EORIWERIZTRO LB Th-o7-,
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£7 WTNHLOBETREEN 5% EOBIER (KEYNOTE-177 RE) (REMMIT st 24£M)

ZE M K4 (SOC: BE (%)
System Organ Class) AFRE (L RRIERE
JEAFE (PT: Preferred Term) 153 44 143 #il
(MedDRA ver.22.1) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
FEIER 122 (79.7) 33216 0 141 (98.6) 93 (65.0) 1 (0.7)
Mgk KOV >/ RBEE
25 1f. 9 (5.9) 2 (13) 0 17 (11.9) 7 (49 0
I HRER I i 0 0 0 30 (21.0) 22 (154) 0
NG b
PR IR REAR T 16 (10.5) 0 0 0 0 0
E e
259 6 (3.9) 0 0 10 (7.0) 1 (07 0
INCEN 8 (5.2) 3 20 0 0 0 0
5 R 2 (1.3) 0 0 10 (7.0) 0 0
T 38 (24.8) 3 20 0 75 (524) 14 (98) O
N RS 11 (7.2) 0 0 6 (4.2) 0 0
L 19 (12.4) 0 0 79 (55.2) 3 @21 0
A% 8 (5.2) 0 0 43 (30.1) 6 (42 0
I - 5 (3.3) 0 0 40 (28.0) 5 (35 0
—i% - BEFEER IO SEAORE
I e 11 (7.2) 0 0 25 (17.5) 5 (35 0
9 57 32 (20.9) 3 200 0 63 (441) 13 (91 0
HEBE D RAE 4 (2.6) 0 0 25 (17.5) 1 (07 0
FEEN 11 (7.2) 1 07) 0 4.9) 0 0
R EE AL AN 0 0 0 8 (5.6 0 0
JEYSIE R K OV HUE
INEE/S 1 0.7) 0 0 8  (5.6) 1 (7)) 0
e R A
ALT #4m 15 9.8) 3 200 0 10 (7.0) 1 ©7) 0
AST H#5/1n 17 (11.1) 2 (13) 0 7 (4.9) 1 ©7) o
1A ALP H#540 12 (7.8) 1 (07) 0 3 @20 0 0
i ER A 1 0.7) 0 0 33 (23.1) 24 (168) 0
iR 2 (1.3) 0 0 9  (6.3) 1 ©7) 0
R 3 (2.0) 0 0 (5.6) 0 0
i B HaE D 1 0.7) 0 0 17 (11.9) 6 @42 0
R L O E
RARIEER 12 (7.8) 0 0 49  (34.3) 3 @21) 0
1&H U v A fLE 3 (2.0 1 (07) 0 8  (5.6) 4 (28 0
B RS R L OV SRRk P =
BA &R 16  (10.5) 0 0 2 (1.4) 0 0
PR R
FEIED E 4 (2.6) 0 0 15 (10.5) 0 0
R N 2 (1.3) 0 0 13 (9.1 0 0
K= 2 —m RF— 1 0.7) 0 0 25 (17.5) 1 ©7) 0
KRR =2 —a N F— 0 0 0 29 (20.3) 3 @2 0
Bk L OUREEREE
HER 2 (1.3) 0 0 10 (7.0 2 (14 0
M g, MaERES KON R P
S 0 0 0 20 (14.0) 0 0
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B R 4y HE (SOC: B (%)

System Organ Class) AFHE === 375 it
JARFE (PT: Preferred Term) 153 {51 143
(MedDRA ver.22.1) 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade 5
LR KO P AR RRRE S
JHiESE 5 (3.3) 0 0 28 (19.6) 0 0
2 o L 7 (4.6) 0 0 10 (7.0) 0 0
FE - BIEFEIREN A ARG 0 0 0 25 (17.5) L 07 0
5 FEE 20 (137) 0 0 7 @49 1 (07 0
£ 17 ALy 1 07 0 1 an 1 07 0
k=g
1o I 1 0.7) 1 (0.7) 0 9 (6.3) 6 4.2) 0

¥, MVEMEMIZRE 561 (3.3%). Kiak - /Mak - HEO TH 14 61 (9.2%) . #ik
fasE (72 « NU—EEREEE) 161 (0.7%) . BUEAFS - FFR4 - FFREREREE - AT -
fEALPENBAE 2% 25 1511 (16.3%) | IR IREERERR T 18 131 (11.8%) . T EARBERERE T 2 151 (1.3%) .
R HEEERE 2 1 (1.3%) . BEHEEREE (RMEMIEMEBRE) 261 (1.3%). Ak - B4
R RAAE 141 (0.7%) . infusion reaction 2 5] (1.3%) . #68% 1 5] (0.7%) 2358 H AT,
T, BEOREREE (TEEREESCRMATE, REREIREGRE, S, X
ESE) . 1 BUBEIRIR, PER . EIEMNIEIIIE, MM - BB, S E ORIk, EER
MRS (M RIS PESRBER . WM PR I, JRIFERES  MEMRRIERE ) KON
EKREBIEGREIIR O b o 7o, REWERRBURDLIEEFS (BRMRAME R 25
te) HEUEIERETRT,
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(At - HE]

KB OREEFSEYBREET LV EZFH L7Zv I 2 b—32a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHMMHE (LT TQeW]) &9, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P Mg iR (LA
T [Cagss) &9, ) 1E. AHI200mg Z Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . 72, AH400mg % QBW TH G- L 7=BROARHKI D EHIRREIZ I 1T 5 %
EIE IR (LLF TCmaxss) &9, ) X, &Kl 200mg 2 Q3W THEH L72BED Craxss
EHE L CTEEZ RS EFRISAEZ 00, BARABREIZBOD TERENHER S AT
HRE - HETH 5% 10 mglkg (RE) % Q2W THH: LTZERD Craxss & Ll L TIK
EzrTEFHlsnz (TR , 6T, EREAEBE Z XTSI 400 mg 2 Q6W
TG L2/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC IS < EiyHhhe
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILT- (FR),
Mz T, BEOREIEIZBIT 5 BRRBRSGE IS X | AR ORE R & FMEUIZ ek
& ORE A MRS D IRELUSTE T VMRS X hu, Kl 200 mg & Q3W X 400 mg %
Q6W TH#h L7-FROBRFE R & AahiE 3 etk & oE#ic SW TRFT S =R, b
LD - HEOM THEINE L OVREVEICAME R 2RI 0w & PRl Sz,

&8 FADOEMBERR N T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL) (pg/mL)
20mgQW' | (coivor | raaen | (7888 | (o174 | (ossto) | (208 81
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (213,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

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

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5HE X M)

NA : 47 L
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4. FHEERIZDULNT

TRERARMEE U CHEHSERE IS T D868 - B A B < MSI-High A9 % [@ERHEIC
*THEAMGEREN T SN TWD, AEZE D, EHRNLY 27 EHEE (RMP)
(233 < ARFN O R S & EMEREAIE B ~ D W AR 23 8 2 sk Td - T, ARFI O 573
B B AW - B L, ARG L v BERBIWER 233 LIZBICkhid 5 Z
EMRERTZD, LTOO~@DT X TEMI- T B W THEHAT I RETH S,

O mEFITHOWVT

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

(1) EAFBREDSEET 20 AR LR FESE (BB RS A2 RE BE LSRR
Hig 23 A 2 FEELEE L FURDE . HUEAS A BB 7R &)

(2) FEEREHEFPL

(3) HBENFIEAEDFRE T DA BIREEEREE (DS AIREEERR T, DS AR
W 1EBE. A AR R e &)

(4) IRACFRIER 2 3% 8 L, SRS 2R R 1 SIS RIS b R A et
2 OfiF FEHEIAR D M 21T > T B fik

(5) HUENMEEE AL & PN O i iR L HEI AR D Ja HH AT > TV B ik

@2 x5 & 72 2 R T OALZRE S O BIE & B O RIS 57 70 A0k & Rk 2 FF
DER (FROWTNNNIRZYS T D ERM) 23, YE2HEROAFNICE 5RO EE
HELTRESN TS Z L,

D IAETFIRIERITHE LT - BROGHE~ A 7 2T 7 A4 ML EME (MSI-
High) Z4A9 5P (BEHERZR2RRENINEREEIZIRD)

o [ERIGIFEUSE 2 EOPHAHME ZE T L2121 5 FELLED D ATRIED BERHE &
fToTWBDZ &, 96, 28U BT, BAERYEELY I & LIZBRESESOHHE %
IToTWBH I L,

o [ERIGFFESE 2 FEOYHAHMEZE T L2142 4 FELUL EDOBRRBRZAE L TV 5
Z L, OB 3FELRIE, WG LE 7R D FEIEREI T O 0 A SRMRIEZ G T DS VIR D
FERBHE 1T > TN D Z &y

IR YIBRARE /AT - R OEHE~ A 7 aYT T4 MARLEM (MSI-High) &
T 5 - B

o [ERIGEFEUSE 2 FOYIIHEZE T L7122 5 UL ED D AIRIE O EGIRIHE %
fTHoTWBHZ &, 96, 28U BT, BAEYEELS I & L-BRESEZOHHE %
IToTWAHZ &,

o [EANRFFESE 2 EOWMBINHE ZE T LI%IZ, LSO N AFMIRIEZ ZT 5
FLLEDOHLBARFZOBEMEZIT>TND Z &,
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o [ERIRFFESE 2 FOMINMEZET L72RIC 4 FL LORIKERZ A L T\ D
Tl OB 3T, HRE T DT DN A EYIRIE A E e ATRIRD
FRRBHE Z1T > T D Z &,

© BEHNOERFHREHEOKHITONT

AT HE BRI IC S 2 BMEA D BLE S, BURESE O OfF B D, A - &2
I OB P ONER S IR 5 E Bt A FFRNRLE LB E OIS
. FRHESNIATONDIEHINE > TN D Z &,

@ EBIERA~DOXRIZOWT
@-1 FERAEAICE T 5 2y

PR MR RS D BB A BIE N LT-BRIC, 24 BRRISIRIRHIO T, Mk X
IR R 3BT B L2 BIERNICIE U CABRE BE L O CT Z O RIVER ORI
ERRAEORERD Y HHRIZE O, B HITRIGFTREZREHI 3 > T D Z &y

@-2 EFEREHRICLH>AFEFSNCET I EH

DN AR D BN 2 ik M O e 2 A4 2 EREEHEE NRIERT =421 > 7
EEHEDIETROA T ) —= T EITOERE &R EZ G TE 5 F— AEFRIRH] 235
i S TnWBZ L, 2B, BiAHIZOWT, BABRE EZOFEICHFIITEMENT
WhHZ L,

®-3 BIEADOZMORINICEE LT

AWER (FEMEMREEIINZ . KGR - DMk - BEO M, BUEFX - IR - 1T
BERBREE - 2 - B bMENRE R, B#EEES (RMEMEEERSE) . WaowEE (F
MABEERE T, FIRIERERE S, RIBHERERETE) | 1 AUBEIRP, 5 & IR, ik - B
RlfRIE, R, HEOREET (PEthRESRAE, ERIREIRIEERE, 2 AL
BE, BHRIEIESE) . infusionreaction, AN - BlFsc, HEJEM M E, MRkES (F7 0 -
AN USRS | D2, B e Mk FEE (S M i VR B A R SR B . ¥ MR- I
TREFERES . MERERIERIESE) . MERERIEMRE. M) 13 L. Yikhiak XUTmpEE
WSRO ML A 2 EM & L (RIEH OBt S I L THRER O #E L %
TFONDEMICH D Z L), BEHITHUIRLENTE HEHNE> TN 2 L,
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5. REXRELGDHEE
(0B 5 4 H]
O TROBHFIZBWTAADOHMEI RSN TS,

o NAMEFFIERICHEE LZET - BROEHEE~A 7Y T T4 NARLEM
(MSI-High) #H 3 2 EfHE 5 (AR RIR DR EE 225612 R D)
o IBREMUIBRARE /ST - B OEME~A 7 a7 T4 NARLEM (MSI-High)
HT DN - EE
7255, MSI-High (ZB3 2 ARAKID 2 o "=A4 23k & LT, lk5E4 : MSI Ff = »
L (FALCO) K OMK5244 : FoundationOne CDx WA J L7 a7 7 A VINHKGREN
TW3,

@ TREICEEE T 2 BB T 2 AR O G K OEAITIEC W TR, AFIOAZPEN

WESLSNTELT, AFIDOEREGIR LB,
o FiomBhRE
o fOPUEMELA L O L TRE SN D EBH

[ % 42MEl B % )
O FRICHEMT 5 BECAWTEAAOBEEREREE SNTND I L b, #5517

DipnZ &,
o ARHNDRST KR LIBBUE DAL D & 5 BE

@ RERTOFHIZIBW T FREICIEYS T 5 BE IOV TIE, AR OB G ITHELE I 00

D, AOIRFERPUR A 2 NGEITIRY | HEICAKZEHT 22 L 2BETE D,

o [HEMMMEBROEMUIBED & 5 B

o JfaEEiE A CRIE R & R 5 B K ONEBYME 0 Jil S R i gk 2% <0 Ge 11 it 7%
FEDOMIZRIEMEZEC N A BN D B

o HACOMEEROADE UTEMHER A L IXFRMED B O g R B OBEERED
o5 BE

o BB (GEMmEMaBEEL ZTe) Db 5B

o MBOBEXIIBHEE AT HERE

e ECOG Performance Status 3-4 /%0 D HH

55 MSI-High % #4 % BRSO — 1T ) > FHEGERTH D = & 2485 STV 5 (Latham Alicia etal.: J Clin Oncol.
2018; JCO1800283)

(I£6))

ECOG @ Performance Status (PS)

Score

vy
EF%

0

2L MR JEBTE 5, FIFaIL [ U HEAENHIRZ <72 2,

PIARIZI LUEBNIHIR S5 2%, AATRIRE T, BAERERE > TOMERITITI 2L N TE D,
Bl BOFE, R

BATARECH Y OH DEIY O Z L1F T SN TAEREMEEIFITE R, B D 50%LL EiE~y M Tl I3,

[RONTZEGOHOEYDOZ L LNTERY, HHOD 50%L L&~y Ko TilZ 4,

1
2
3
4

L@ R0, BOHORY O LEEL TERY, BRIy Rk TciiId,
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6.
@
@
®

BEIZIFRLTEEITRERHE

AT SCERE TN 2, B IR 3 D RS 2 BB 1T 3D & ARH D etk K OV 1E i

MO DI B ERE + B L T ERT 52 &,

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

ThoETHZ L,

FREWEH O~ 2 A MZONWT

o [MWEMMEEND LD ZENDDDT, KEIDOELIZHT- > TiL, FIHE
W (BGIv, PR R, k) ORERE M O X S o FE %, Bl s+
FATH Z L, Fo, KIS UTHE CT, My~ —h —FOmMA % Kt d
HZk,

e infusionreaction 23& HILD T LN & 5, infusionreaction 3R HILTZHAIC
(X, WEIRAE 21T O & &b, SRR EE T D F TREOREBE 0ol
THZ L,

o HURERBERERETE . T HRAEMEERET LK ORIBEHERENHLDONDLZ EDBHHD
T, AFN OB H-BIbkET M O G- 30 X EARIC N IS EERR A (TSH., 178
T3. W78 T4, ACTH, I =/LF Y —VEORE) ZFEiT 5 &,

o BUERTS. IR, IR E . ITR. {LMERERRH LN L3H D
DT, AANIOEE-BRIERT & OG- W e S iFséaE 4 (AST, ALT,
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

o SEIERK (IERKMITEEMREREZ ETy) EORERIREERH DD
ZERHDHZOT, EMHICIROBE OFEBEHGRT D &, -, IROEFEMN
RO BT HEITIE, HONCERKBEL X2 T 0 L) BEFZIEETHZ &,

o ARFNOEHIZIY GBEOEIESINITER T D LB 2 S DA 7RSO RE
NHOLOLNDIENH D, BENPFDONTHEITIE, BELE-ZFLRIILLT
B 72 05k & BB 2 FF O R Al & e Ul 2R R M A 1T IR E Ok
FOGIZ X D EWER D S 2355113, ARFIORIE T H 1L, & ORIE E R
IWERIOBRGEZZETHZ L, B, BIEREFRLVE L ORGIZEENE
FHOUENRFRD LAV WA, B EE A DA O miilA e in
LEETDHZ L,

o BETHECARN O ARGE L T LEWERANRE T ZER”H D720,
KRN OBEHE TR HRER OB 2ITHEET 52 &,

o IAUBERRI (BUE 1 USRI A B ) Db Hbtv, RS 7Y R—U &
WZEDZENRBHLDT, e, Bl NEH-%DORER DR BLLCMPEE D FH12+
EETDHZ L, 1 BRSNSk G 2L, AR ) il
RO GEOMY R LEEITH Z &,

AR DOFFAR BRIV T, KEYNOTE-177 B2 Tl 9 M = &, F£7-. KEYNOTE-

158 3B & O KEYNOTE-164 ik (24— b A) TIE& 5865 1 41T 9 M

TEL VARELRRT 12 B I S ICHEIMEOFMI AT o TV 2 L2 SBIT, KA

SR ESICE G RAE TR R OMEEREIT D Z &,
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EFERHEETA N7
Rh7u ) X<w7 (EisFHBZ)
(BR5E4 : ¥4 FL—F EFE#E 100 mg)
~ P e ~

SFTEEL 2 (Ff448 ASET)
JEA B




SR

XL HIZ

AHNOFFE, (FRET

i IR AR

FaER 122D T
BhHxtG L 70 D A
BHIZERE L TEET & $HH

o ks 0N

P2
P3
P4
P15
P17
P19



1. IXL®»Ic

RIS DOF M  ZEMEOMERO T2 DITIE, WS SCEEITIES W 2 7 AR D
BND, 6T, IEOREHRFOMEARICZ LV | FUKREIRS 72 & O 72 3R AR
FFREEGENARINDLH T, 2D DOEKTZ BB B ITIRAET 2 2 L RSO
PE L 72 o TR Y REMEGE S & O IATTEE 2016 (AL 28 42 6 A 2 H BFEERE)
ICBWThH, HEHNERNLEOMHORE(LHEERZX S Z & LS Tn5,

AR AR E SR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDD, T, HIWEROLZEMEICET 2 ERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ERIREEINBHICH L THEAT D & & Bz, BlfE
FMFEE LTI B2t & D 2 & AN A fE e — 1 O B 24 7= 3 EE R B ¢ A
THZLENEETH D,

LR T, ATA RT4 0 TlE, BIRBERESSINE TITHE LTV A EFIRFR -
BHER R EED & | LU O E IR O feii 7o FH 2 HEE 3 2 8LA b B2 B B %
F RO EFREEZRT,

RE. RHA RTA 0%, MSIATBOE NEHR G ERE R O, 2B ARAR
BRARNEE oy —MAERTE N B ARERR N BE 2 e O AR A A ARG IR ERFH 2 O 1
Db EAERR LT,

KfGr L I DIEIEN A M —F STEERE 100mg (— 4% AT e U X~ T (Eis
THAHEZ) )

REERDMEIE - ARG EIBRAE I TH RS o B M e
BRI (2 33U B IR AT R

REERDMEROHE © <ARIAUIBRAEE X I THR % o B M e g >
fh OHEVEIEER & OOFICRB VT, @E. AT, a7
U X~7 (EfafF#Haz) & LT, 10200 mg % 3 F#HEFE X
1% 1 (5] 400 mg % 6 B [FFFE T 30 430N CTRIEEET 5,
<R 3T DR BRIk >
WL, AR, e n ) X+ (Enz) LT 1
[5] 200 mg % 3 i [ & 313 1 151 400 mg % 6 3 [#] IR T 30 7 fH]
DT CRIEFET 2, BB 12 AR ETET S,

B 3E IR 58 ¥ # 0 MSD Riatt




2. ARIOFK, 1ERKERF

XA M —F REEHE 100mg (— 4 RAaT7n ) Xv7 (BEm R z), LT TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) & %D U H> K Téh 5 PD-L1 KO PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHKTH 5,

PD-1 #REIE T AR50 B ARAEAE s S REHL D 72 D12 28 A A3 4~ 5 T2 72 e i )40
AA »F T, PD-1 1, fEFEZREBICEWDCEER T MildoMia£mic BB L, 3%
P& SO % B e A X Tl 72 oS SOS Z T %, 7B, PD-1 13U Y R EfE
AT D LICE Y PURZERICL DV 7T vimiEa AN+ 228K CTH 5, PD-LI
DIEFMHMEIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@E 2Mmz
DI EBENZHEBLL TWD, BDAFIRIZI T 5 PD-L1 O &7 8%, BMAaEs . FEE .
A . RO, FE/ NI ATE 7 & O A Ze WA TTFRARK 7 TH Y | KW AAFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFEIMED S| PD-1 & PD-L1 OREEIZIER O
TP AR C BV CEHEARRE 2 ) Z EAURB SN TEY | iR RN ARROEN L L
THIfFF SN TV 5,

AHNE, PD-1 & PD-L1 XO'PD-L2 O U > ROFEGEET L2 Lk, 5
WU NBREE T OIS A ENE T U V2 SERETEM L &8, HUEE % 2 FE b
T2 L THEGNRARET D,

ARHNO B PRI 5 < SBIE DS RIS & B BITEFIS 7 B & b, Bl USET I
EH AN D D, KA ORGP R OB GBI, BEOBEE T, RENRE
0 & NI AT, FEBL LT BRI U 7= BRI 72 S & 8 % F5DIERT & 34 L i
VRN A AT\ B D RIESISIC & 5 RIERAEDN D AT, BB RE L
AN DR GO & T D WERD B,



3. ERPRARE
RIBYIFRANHE XX EAFE M 0D WM B fes Ko OV AR AT I |2 35 T 2 i 1% i B Tk D AR IR 12
Sl 24T o 7o 72 FR R SR D pliE & 7~ 9,

[F 0]

O EFEEFRZFE RS (KEYNOTE-426 #5)

{EERRIEIE D 72 MR TE BIFRANRE XA THAREME™ 0D 8 WAl e A Rk s £8 8 861 5l (H oK
N9 flzgte) xR, A=F =7V Ay (LULF [RA=F=7] L9, ) 2%
KHE LT ARANET X F =7 LD HEE (LT IRB/TXRF=71 205, ) =
DA INE R NI RET S ivle, FEFHIE BT 24 (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, AKHI/ T X F=T71%, A=F=
T LT, OS KU'PFS ZARITIER L7 (1, K1KLKUK?2) |

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

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

*3 : A% 200 mg 3EMMN (BLF TQ3W) &), ) THARNEL L, 7% F=7%5
mgl H2[FE (LAF IBID) &WH, ) AE L, THFF=7 058X, 5mgl
H2ETifdd2a—A (6HM) UELAEERNHY, Grade 2 X D57 F =
T ORIERNZED BT, 2ol E2S 150/90 mm Hg PL FIZEHE S =84, 7mgBID
~OWEELZAEEE L, E2FBROEHEL AV, 10mgBID ~O#iE s flig s Liz, 7
XFUF=7E, BEAOMER, BEEESICG U TARE IEE (3 mg BID, KiZ2mg
BID) & HEEE L7z,

#1 ARk (KEYNOTE-426 3ER)

KEN) T X F=TRE A=F=TRE
(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™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P fili* 0.00012

Cl: (E4EIX[H. NE: R, *1: PRMHTEFOT — & (20184E8H248 > "4 7) | *2: )=
B Cox tbfINF— RETNMIC LD A=F = TREE OB, *3: Jg@hn 75 7 MiE. *4: RECIST
HA RFA4 P LURICHS < S PSP oei) &



AF200 mgBWR UV 7 XL F=T
/

70 i X:a—_:j - A

0 4 8 12 16 20 24

at risk#§ EFRRLA]

AHI200mg Q3W KU}
£y o 432 417 378 256 136 18 0
Z2=F=7 429 401 341 o 110 20 0

X1 OSoHEENrEEDKaplan-Meierfi#f (KEYNOTE-426338%)

100
90 1
80 1
& 70
B 60
50 1

EIEELE R (A]

at risk#y

ZA1200mg Q3W 432 357 251 140 42 3 0
RUO7ZF¥IF=7

A=ZF=T 429 302 193 89 29 1 0

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



QEER [ AR RBR  (E7080-307,”KEYNOTE-581 #&5R)

AEZFIRIEIE D 72\ ORI YI R A RE U ME O YA A B A g 712 ) (A
AN T3 BlEEde) 2RI, A=F=T2ERRE LT, AEE LY ARF=T XU LEE
BT TvengF=71 Lwnd, ) offfiEs CUF TRF/ LoRF=71 Lo, )
S OE MR VL EMEDRRF S, AR/ Lo ANF =7 %, EEIEEE & Siu7- PFS,
BIVGHEER D—> & SN 0S &2, A=F =7 LR L THBEICERE L (% 2,
QORI

1 BEEEARARIC 35 R A ST AR 2R BT A Rl S T R xR & S iz,
*2:50mg 1 H 1 [7] 4 38 4 5-1% 2 RS
*3 1 AHI 200 mg Q3W TEHRANIEE L, Lo A_"F=7%20mgl H 1 [FEAOHKSG L1,

# 2 FHiMEAE (E7080-307,/KEYNOTE-581 348%)

AFN/ L R_RTF =T R A=F=TRE
(355%1) (35761)
o (H) 23.9 9.2
[95%C1] [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™ ANHP— RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049
Cl: EFEXM. NE : #EEAA. *1: RECIST H A F7 A LIFZIES S G/ AL P IAE

*2 1 20204F8 H28H 1 v NA 7, *3 1 Jghll Cox el — RETF LD A=F =7 L DLk,

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

F7)

*5 . TR O — % (2020428 H28H 7 » b




10
09
08
0.7

% 06
= 05
#H 04
H 03
02
0.1

atrisk #

AR A 200mg Q3W R r
rongFz=7
A=Fod

X3

10
09
08
0.7
06
05
04
03
02
0.1

atnsk ¥

F A 200mg Q3W B ¥
vonryzy

b 84 21

[X| 4

— KA 200mg QAW RV L U NF =T
----- ZzFod

TR R S T

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5
w5 ()

355 342 338 327 313 280 253 222 188 120 66 26 10 2 0

357 332 307 280 264 236 207 186 160 112 60 25 7 2 2 1 0

OS?®Kaplan-Meiergi# (E7080-307,”KEYNOTE-5813%8%)

w— A 200mg QAW RUL L NF =S

0 2 4 6 8101214161820 222426 28 30 32 34 36 38 40
W ()

355 321 300 276 259 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0
BTX228 145124107 85 69 62 49 42 2 K5 16 9 3 2 1 0

PFS ® Kaplan-Meier ghi## (E7080-307,”KEYNOTE-581 #B&)



OEBEIL[FZE MRS (KEYNOTE-564 ##%)

BRI ST B SR BIBRIT 2 O PR U A 7 73 i@\ '3 B A e 254 P Al e s £ 994 31 (H
ARNBY Bl Eite) ZXtBIT, MR miBhEs & LTAK 200 mg Q3W # 5-OHNMEKL O}
AEMVEN, 77 R EXRE UTHRE S, EEFHGE B (385 A7 HH (LT TDFS)
EWIH, ) ES, AT TR L TCDFS #F BEICIERE Lz (3 KO 5) ,

*PUFo (1) T (i) oBFESEAANGIT,

(1) 7% OB F RO WIS K 0 TRLOWT NI Y T % FBF (Grade 1 Fuhrman 53%5)
- pT2. Grade 4 JUFHIERZ LA ES . NO 72>D MO
- pT3/4, Grade [f]7>3°, NO 7>> MO
- pT 3, Grade fil>7, N1 2>2 MO
(ii) MI no evidence of disease (M1 NED) TH V., JFUEE K RBISBEE & Hio, BRI
E A OSBRI 1 RN O WD DORE S TREYIRATEETH - 1B

#3 HOMERE (KEYNOTE-564 3ER)

AFHE 75 AREE
(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]
NP — R 0.68
[95% CI] [0.53, 0.87] —
P fl* 0.0010

Cl: {2#EXM. NE : i B4, *1 : PR T —4% 12020412 7 14 B v b4~ (DFS
IRIRBRFH Y AR L 2 5FM) . *2 : BRI Cox el Y — REFT L B 7T ®R & DLHER,

B Ee s T T E

100

£ (%)
N
S

at risk#k
AH1200mg Q3W
ISR

] — EI200mg Q3W
] =——— Fses

0 5

496 457 414 371
498 436 389 341

10 15 20 25 30

REFHE A]

233 151 61
209 145 56

35 40 45

21 1 0
19 1 0

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

8



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

BERGIIARA/ T X T =T 422/429 ] (98.4%) KA =F =TFf 423/425
(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, T T 413/429
B (96.3%) JZ N 415/425 {3 (97.6%) IZ78® Lz, WITINORETHRILEN 5%LL E
DEWERIZTED LY ThoTz,

#z4 WDTNLOBETHRERD 5% EOEIER (KEYNOTE-426 RBr) (MMt ER)

2B RIR B (%)
(SOC: System Organ Class) AEN/ T X F=TRE A=F =T
JEARFE (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
EEIEH 413 (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (1.8)
MR LY v FRfEE
2 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI 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 RETTESE 52 (12.1) 4 (0.9) 0 14 (3.3) 0
R B RB AR T 135  (315) 1 (0.2) 0 119  (28.0) 0
H
[i-80) 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  (49.0) 31 (7.2 0 175 (41.2) 19 4.5) 0
v 17 (4.0) 0 0 22 (5.2 0 0
HIL R 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
i 91 (212 2 (05) 0 111 (26.1) 4 (0.9) 0
A% 61  (14.2) 3 (07 0 86  (20.2) 9 (.1) 0
Mg nt- 34 (7.9 1 (0.2) 0 56  (13.2) 3 0.7) 0
— % - EHEER L OGO 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
FERE 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
B AR AT
ALT 8480 102 (238) 52 (12.1) 0 54  (127) 11 (2.6) 0
AST H#41 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 = 24 (5.6) 0 0 30 (7)) 1 0.2) 0
i H FR I AR L L HE N 22 (51) 0 0 22 (5.2 0 0
B v BRSSO 3 (07 1 (0.2) 0 48  (11.3) 29 (6.8) 0
1 IR 14 (3.3) 1 (0.2 0 76 (179) 31 (7.3) 0
{REA 41 (9.6) 6 (14) 0 36 (85) 0 0
i BRI 1 (02 0 0 37 (8.7) 11 (2.6) 0
R KOs EREE
AR 94  (21.9) 9 (21) 0 106 (24.9) 2 (0.5)
IRV »RgIfiE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
WA RS &L OV A kLR e
RAETR 52 (12.1) 3 (07) 0 15 (3.5 2 (0.5) 0
i IR 23 (5.4) 0 0 16  (3.8) 0 0
PhRE R R
TRTE LR 40  (9.3) 1 (02 0 129  (30.4) 0 0
GIEVE] 35 (8.2 3 (07) 0 33 (7.8) 1 (0.2) 0



SN B%% (%)

(SOC: System Organ Class) AEN/ T X F=TRE A=F =T
JEARFE (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
HEAR 66  (154) 11  (2.6) 0 39 (9.2 6 (1.4) 0
MR, MoEhds K OthmRiE =
5K 32 (75 1 (0.2) 0 12 (28) 0 0
FEFEE 98  (22.8) 1 (0.2) 0 12 (28) 0 0
IEF-% IR 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 OV TR kb
B2 R 27 (6.3) 1 (02 0 35 (8.2 0 0
FE - RERRMREASIEGER 119 (27.7) 22 (5.1) 0 168 (39.5) 15 (3.5) 0
& 9 FEIE 53 (124) 1 (02 0 18 (4.2 0 0
B2 46  (10.7) 1 (0.2) 0 38 (8.9) 1 0.2) 0
IR
& 1L E 179  (41.7) 91 (21.2) 0 184 (433) 78  (18.4) 0

¥, ARE/ T X F =T RICB O TR MEMER 12 6] (2.8%) . KIHK - Mk -
FHED THI 40 1] (9.3%) | FRREREE (X7 - N —JEMERES) 2 61 (0.5%) . FHERE
T (ALT KOV AST H5N78 E ORISR A M 2 5 ¢0) 150 1 (35.0%) . FLIRIRKE
REFSE 165 1] (38.5%) . T IE(AREAEREE 51 (1.2%) . FIFEHEREREE 10 6] (2.3%) .
1 BRI 151 (0.2%) . BAFEREREE (JRAETEMER RS 96l (2.1%) . ik - #4
BT RMARAE 4 61 (0.9%) . FEIEAEESIIE 4 1 (0.9%) | LFHZ 261 (0.5%) . SE I
2 141 (0.2%) KON infusionreaction2 f5] (0.5%) 338 bz, £7-. BEED K EREE
(B RREIREARE I, . Z2TEALEE, BRI ) | BER. Mk - BEBR . R Mk E
(s M VRS PESREENS . VMR- L, REFERES, MEERIERAESE) | MERE RIERE
BEN OSSR B by o T, REWEFAZ BRI T B S F 5 (B R A i 2 5 i)
rE R R T T,
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@ EER [ M ARRBR  (E7080-307,”KEYNOTE-581 #&f5R)
HERGIIARK/ L T =78 351/352 ] (99.7%) K ONA=F =7Ff 335/340 f
(98.5%) (23 H AL, IRBRI L ORI ERRNEE TERWAEEERIT, T2 341/352

B (96.9%) JZOF313/340 f3i] (92.1%) IZFE®H LTz, WITINORETHRILEN 5%LL E

DOEIVERITTFTERD BV THhoTe,

F5 VDTN LDEETHRERN 5% EoBIYER (E7080-307,”KEYNOTE-581 38%)

(R MM RE])
Sl | 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 (92.1) 200 (58.8) 0
MEFR LY SR REE
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 RIS 8 (23) 1 (03) 0 42 (124) 18 (5.3) 0
1/ INBRE 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
FOR IR AE (X T E 150 (42.6) 4  (1.1) 0 79 (23.2) 0
H b
i 39 @111y 4 (11 0 12 (35) 1 (0.3) 0
{5 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 Pz 28 (8.0 0 0 10 (2.9 0 0
HERR 26 (7.4) 0 0 42  (12.4) 0 0
AR R 8 (2.3) 0 0 26 (7.6) 0 0
G 94 (267) 6  (L7) 0 94 (278) 2  (0.6) 0
H % 13 (321 6  (17) 0 127 (374) 7 (21 0
AL 56 (159) 5 (1.4) 0 45 (132) 3 (0.9) 0
—f% - 2EFEER L OG- ORE
) iE 71 (202) 16  (4.5) 0 54 (159) 11 (3.2 0
957 113 (321) 11 (3.1) 0 109 (321) 13 (3.8) 0
RAY PR 17 (48 1  (0.3) 0 17 (5.0 0 0
FE L 16 (4.5) 0 0 18  (5.3) 1 (0.3) 0
VPN &
ALT H/n 34 (97 11 @31 0 30 (88 6  (L8) 0
7 X7 —EHn 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
i H FCR BRI S L LN 38 (10.8) 0 0 17 (5.0 0 0
U S—BHIN 50 (14.2) 34 (9.7) 0 34  (100) 24 (7.1) 0
T P ERECR D 8 (23 6 (17 0 39 (115 19 (5.6) 0
/R 20 (57) 3 (0.9 0 57 (16.8) 18 (5.3 0
R 70 (199) 21 (6.0) 0 19 (5.6 0 0
i BRHE 10 (28 1 (0.3) 0 30 (88) 6 (1.8) 0
R KOS mEE
ot Bl 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
oL AT a— LIfiE 18 (1) 1  (0.3) 0 2 (06 1 (03 0
F Y 7YY RifiE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
B #ERd L OV ARk
RARIR 60 (1700 4 (1.1 0 22 (6.5) 0 0
kL] 38 (108 3 (0.9 0 8 (24 0 0
R SR P T
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BRI B (%)
(

SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JLARGE (PT: Preferred Term) 352 {3 340 £
(MedDRA ver.23.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
CRES 38 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
Bb) 38 (10.8) 0 0 28 82 1 (03) 0
BB L QIR E
HEAR 97 (276) 26 (7.4) 0 41 (121) 10 (2.9) 0
MR SR, MR K OMEhREE
Ik 19 (5.4) 0 0 8 (24) 0 0
B EE 87 (24.7) 0 0 9  (26) 0 0
I % 1] 23 (65) 4 (11 0 1 (32 1 (03) 0
S 1. 18 (5.1) 0 0 30 (8.8) 0 0
Jiliflig 2% 18 (51) 6 1.7 1 (0.3) 0 0 0
K& ¥ XL O TRARREE S
B Sz 17 (48) 0 0 21 (6.2) 0 0
FH - BERFRAERSIEGRE 99 (281) 14 (4.0) 0 122 (359) 11  (3.2) 0
Z 9 BE 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 IR 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 =T RHCB O TR MR 19 61 (5.4%) . KB - N -
O THI36 1] (10.2%) . HEORERES (PR EEERARIE ., S RRARE
B, ZIRALEE, FREES) 261 (0.6%) . BPEMR - A4 - GRS - ik -
{EMEARAE 2% 79 B (22.4%) | HUIRHRBEREFETE 156 5l (44.3%) . T E(AHERERS 3 i

(0.9%) . FIFEHEREREE 18 B (5.1%) . 1 AUBERRIE 161 (0.3%) . BHEREREE (R
ERVEMER I, SRERIRBRS) 861 (2.3%) . S 86 (2.3%) . Ahdk - MU AARIE
34 (0.9%) . HIEMMESE 1 1] (0.3%) . MMk - BEEEK 3 5 (0.9%) . Lffizk 3

(0.9%) J UNinfusionreaction5 il (1.4%) 238D v, F7-. MEREE (X5 - N
U—EERERE) | S E I IRK, EE e MmRESE G Ml MRS MR, I
i, FRIFFERES, MERRIERESE) | MEKE RSEMEEE L OFILRD b v o Tz, KREIE
RFBLRDUIBIE RS (BAMRAEERE 2 5T) 23 0EHHRETT,
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OEBEIL A MAHFER (KEYNOTE-564 #f#)

HEFEGIIARKIRE 470/488 5] (96.3%) KON 7 & REE 452/496 ] (91.1%) 2788 5
o, IR & ORI EBRNEE CTERVEERGIL, T 386/488 i (79.1%) &Y
265/496 il (53.4%) ZFBD BTz, WL ORETRIELERN 5% Ll EORWERIZ RO
EBDThHoT,

£6 WTNOLOBETREERN 5% EORIEA (KEYNOTE-564 RER) (REMEMITHRER)

PRERIRHE Btk (%)
(SOC: System Organ Class) AHIHE 7T AR
FEAGE (PT: Preferred Term) 488 15 496 71
(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

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

FOR IR RE IR TR 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
— % - EHEER X O G OIKRE

1 7 9E 28 (57) 1 (02 0 23 (4.6) 0 0

9557 99 (203) 4  (0.8) 0 71 (14.3) 0 0
B FE R ES & O ARk

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

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

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

W% 73 (1500 4  (0.8) 0 36 (7.3) 0 0

¥, AAFEC IV CTRIEMEMZEE 1161 (2.3%) . Kk - /NBK - EEO TH 15
B (3.1%) . FHEEOREREE (TR EREESCRAE, FREREBIRAE GRE, S IRLEE,
HERBIES) 16 (0.2%) . #RRFEE (7 - NU—EGRES) 16 (02%) . BUE
JF2% « FFARAS « HTREREFSESE « AT4% - AL PEREE 2 45 5] (9.2%) . FLIRIREERERESE 106 151
(21.7%) . TFEMAERERE 2 41 (04%) . BIEHRERE 10 4 (2.0%) . 1 BFERP 9
B (1.8%) . BRERERETE (RAMEEMER R, SREREEKRE) 841 (1.6%) . fizk - £
KU ALARIE 2 61 (0.4%) | FIEMMEE 2 61 (0.4%) | AK2% - BEREEAR 2 61 (0.4%) | L
4 161 (0.2%) . infusionreaction7 5] (1.4%) K OVEEEZRMKIEE (S M
DVESEBE, TRIMAVER M, JRIFERES, MEERIERIESE) 161 (0.2%) Mo bilz, 7=,
fEge, 589 B, MERE RIEMRE L OFEEZ IR b i o 1o, REWERFBLIRDLIX
B fg (FRMAEMERT 251 23 0ERE =T,
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(M- AE]

KB OFREFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KKl 200 mg %
Q3W, 400mg % 6 FEMHE (LT TQeW) & 95, ) XiX 10mgkg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O iE PR E S RG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 A MG P (LA
T MCavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHK D EHIRREIZ I 1T 5 %
EE FIREE (LLF TCrmaxss) & VM9, ) 1, AHAl 200mg 2 Q3W T H- L72BRD Craxss
R L CREAZ R T ETFRISNIZE OO, HARNBEIZB O THEMEDRHER I LT
LR - HETH 544K 10 mglkg (FHE) 2 Q2W THE L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EEROERE 23R I2R4A] 400mg % Q6W
TG L=/ BT ER (KEYNOTE-555 i) 1 0 5 7= 34 HE-S < Ry dhne
WIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREE IS D& | ARFIORER & & A XL et
& OR#EZ R DIRESST T VDR S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7ZROMRE & & A T et & O #EIZ DWW THRE SRR, bk
SEORE - HEOM THME R OZ 2RI e 22 BT v &Pl &Sz,

R1 AROEYBE T A —F

[R— Comn Cove Coni Coras Coss Coninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 941) | 498,510 | (308 3L4)
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 | gy | i | i | wmam | s | sy

+:n=2993, 100 BIDO ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%45) | Cmax @ FIEIE
H#OEEMIEFIRE. Cag : PIEIER 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 17 A

I @ 56 il DRATEIIME  (95%15 HE X [H])

§ : 41 Bl EEIE  (95%(ETHIX[H)

NA : %7 L
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4., HEERIZOWT

I Y 2 7 EEGEHE (RMP) (M0 & A O B 3K 22 R TS B~ oD 1 ) (Al
Do Hltiak T o T, AANOEGNEY) 72 BE 22 - FFE L, AFORGIZ X0 EHE
7REWER 23 BL LTRSS 5 2 & BB R 7o D LU OO~@DF T A& 72 i
HICBW AT o2& TH D,

O mEFITHOWVT

D1 FiEo (1) ~ 5) OWTFRNTEYTHMiHTHDZ L,

(1) EAFBREDEET 20 AR LR B S (BB RS A2 R EE LR PR
His 23 A RSB ML SRS, HUES AR 72 &)

(2) FrEMSHENRRE

(3) HBEIFIAE T ET 203 AHEEEHRRE (D AR B, 23 AR
W19l 23 ARSI EEHEE R 2 &)

(4) SRACERIERE A % E L, S SRIEE L2 RE R 1 USSR IR b A e st
2 OfiFk FEHEIZAR D M 21T > TV 5 fiik

(5) PUENMEREE AL E BN O fii 5% FLUEICAR D R A 1T > TV D fiak

D-2 B O b RE K OEIWE RSB O RS Z + 47 7o ik & B & FEo =R (F
ROWTIDNTEE YT HER) 2, Y2 R OARFNCET HIEOEMLE & L CRE
Y A QA

#*

o [EREFTFEGE 2 FOWMIHE Z(E T L7212 5 FLLEO N VIRRDEIRFHE 2
IToTWHZ L, 95, 24 EIZ, NAEYREZ T L L-RKRBEESOIHME %
T TWNWAZ L,

o [ERIRFFEARE 2 FEOWMPINHE ZE T L7211 4 FELL EOWREFF O FRIHE 217
STEY., 55, 24E0 Bl BN O N A SEMERE 2 5T DN ATRIRORIRIHE 21T
STWAHZ &,

Q@ PBENOEREBEREEDEHNIONT

PSR BB BT 2 B EE DR E S, BRSO oA D, Aok - %
YRS PRE RO EEK OERZE ST 2 @i, AEFFGNBAE LG E0omE
EW., BEREHODITITONAEHINESTWDH Z &,
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® BIER~DRRIZDNT
@-1 HEREHNICEET 5 E S

WV MER B O BEE R BIERA NI A LZBIC, 24 FRRIZEIEHI O T, Yaklisk X
VEEE SRR 123\ T FEEL L7 RBIEANICS U CARBREE K O CT 25 OFIVEFH ORI &4
BRRADORERIY BHRIZE LI, BEHICRHSTRERERH 2> Tnhs 2 &,

@2 EERFEHRICLI>AFEFSAMISICET HEH

ARSI HE D 2 B 7 sk K OB RE 2 AT D IR RIEFE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRE] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIfEADOZW LRI LT

RIWER (FEMEMEBIZINZ ., KX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - T2 - BLMERRAE K. BERERE S RS HRIEMER R, RERKEBERE) . N
SribEE (T EARRERE S, FURIRERE RS . BB HEREREE) | 1 BUBEIRIE . 5 & 9 Rk,
Mo - BEBURIARIE . WER . HEE O REREE (hElER R EEIERARIE, B R IEARE %
e, ZIPALEE, BERKJIESE) . infusionreaction, AMZE - BEMEAS, FIEMHMEJIAE, PRk E

(7 v« NU—EBRESE) . Ok, BEEmKEE (G Vi M YESS BT |
e rEg i, JRIFERE;, MERIERIES) . MERERIEGRE, S (ICxf LT, Ykt
X ST R R B OB PME 2 A 2 AR & 3 U (RIVER OZWr-eR s IZBE L THRE
KOS EZZITONAEMICHDHZ L) | EHICETRAEN TE HEHNE STV D
ok,
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5. BeGxB LD BE
(GBI 54 1H]
@O AHAI O OFUENERELEH] & O PR GIX TROBE B W THRME /RS AT

60
« TERVFET BV AT =T L OO ACERERO 22 RIB YR AE
SUEBER M O T A R

@ AFNOHMP G TRROBE BN THMEN RSN TN D,

1R A7 OB O R EE

® FRICHMT B AR O 5 OB H IR ST, AAIOASEDSHE S ST Hs

€3

59, RAOEGRIGR L 725720,
o WBAREIHT DM OPUEMEEA & O KRS
o T HRIUF=T NIV UAF =T LS OFHEMEEES] & OHE RS-

(ZRB89 % FIH]
ﬁ_§é¢é$%_waiKﬁ@&%#ﬁ%kéhfwé:kﬂ%\&ﬁ%ﬁ
vz by
o ARFNDEIIZHT LIBBUE OBEERE O & 5 B

TR AT OFEAM %wTTﬁ_&é¢5$%_owfi,Kﬁw&ﬁi% X

D, AOIRFERPUR A 2 NGEITIRY | HEREICAHZEHT 2L 2BETE D,

 [HHE @%fﬁwAﬁXi%E@%é$%

o S E AR A CRE Y 258 5 B K ONE B o i B i ik 2 <0l e M Aiti 2%
%@%K%E@ﬁm#ﬁ%néﬁﬁ

o ACOREREEROADE UTEMMZF L LR B CE R EOBEERED
D HBE

o JEERBAE EmEMEBRELZET) O 5 EE

o EEOBYSUISEE A AT D EBE

17



o RVBUIBRABE U TH M O & M 12 35 1) 5 Karnofsky Performance Status 70% A
i GED g g

(=D Karnofsky Performance Status (PS)

Score | B35

100 [1E%#, HEBICKHT 2 BEOHFZ SR, BHRERZ L,

IEH OTEEATEE, Frale B in LEZ e, 90 |BEWBRIRKIERITH 545, IEFTEB) A HE

80 |07V BRIRIER D & 573, B5J) L CIER OIEB) i RE

TG D2 LIIARARE, BETHEETE T, &| 70 |[HoBHOWFEITE 528, EWOIEE) - FET 25 2 L IX AR A

HITFE A EBANBRBERIZEA D THD, | 60 |[ADITHNERZ LIITEAN, & X EENHRLE

HRARRBREO I ELE LT D, 50 |[REBE L FER L OENNRIERITH S LE

40 BT, WY RERE L OEENLE

HORYOZEEHSTTERY, MiZds\0| 30 [2<E3TT, ARBUBEENEITIS LEE > TnAn

RO FE#E L RISFOF#EZLELE T 5, KA 20 FERICEE, AR L TR AR ZRIRIR M

AT L TV D ATREMED B 5, 10 ZEH S E-> TS

0 |5t
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6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEEIZ 3D & ARA| O Feik J ONiE 1Fff

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B XX 2 OFEICHINE L OERR M2+ L, [RE 215

ThoEETHZ L,

FREWEH O~ 2 A MZONWT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TiL, YIHIE
W CEEIAL, PR IRIEE, W) ORERR &L O X iR 0SS, #lggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h—%FDOMmA % 3
HZ L,

e infusionreaction 23&% 515 Z L3 5, infusionreaction 23588 B ILIZ A IZ
L U ALE AT D &L b, IR RIE T S £ TEREDOREE I EE
T5HI L,

o HURIBEREFREDE ., TERAEEREE X CRIBEEEENH DAL ZERH LD
T, ARAEIOF5-BRLART & OFe G- I E IS N WS RE A (TSH, 78
T3, EHE T4, ACTH, ML = /LF Y —VEORIE) 2T 52 &,

o BUENTR. IS, FFHEREREE . TR, B{EMERE RPN OO Z EnH D
DT, AKAEIOBE-BAGRT R O G- M S i3 E IR T BERERR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2Ef+T5Z &,

o SEIER (IERLOILEEHRERLET) EOHERERIREERH b D
ZERHLZOT, EMNCIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,

o KENOBEIZLY | BEORIEICTIRINT S £ E 2 BN DR IR BSHRNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIIS U
RLF Y 72 5k & R BR 2 Re DO Rl &g U Cali bl e BB BIRe W 21TV, JRE Ok
FONZ & 2 BWER BN 2561215, AR ORE I 1L, K ORIE B R
NWEVRIOERGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OYEERFRD IV WIGEITIE, BB RE ARV o LIS O S i Fl oisin
LEETDHZ L,

o BEKRTH. BEMMNSEIARGE L THORIERANRET D Z 0B D70,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

o LAUBEIRI (BUE LRUBEIR A B ) bbb, BERPMES RV R—2
IZELHZENRHLHOT, Alg, Fl, EHFEDEROFEELCMBEEO R+
SEETDH L, 1 AERB NSNS R G EIEL, AR U8l
Hl OB GHEOEY)7REEITO Z &,

AFHNOEEERERIZ BT, KEYNOTE-426 B ClIi& 5504625 12 B, LI

54 BETOHT &, D% 123 T & E7080-307, KEYNOTE-581 7k Clif& 5

BAAEN D 8 WM Z L AZH DR 21T > T\ 2 2 & 2 BE I ARFIE G- I3 EH

AR A COROMEREITO Z &)

I A7 O@mWE IR R 2B T 2% mbhEE & L TERT 2B,

KEYNOTE-564 BRI W T, 2 B Z L IcAMEDFMi 247> T2 L 25%E
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(2 AR OB G HTEBN N ROMERR 2T 5 Z &, B, AANOHREHIRIZT 12 7
HETETDIL,
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REFEHEETA K4 v
Ra7n) <7 (BIETFHEBZ)
(K554 : %A h—4 SR 100 mg)
~BRSAERE ~

SRTE1 28 (G448 AWET)
JEA B EE




ER/N

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



1. IXC®IC

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

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

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

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

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

R ERDMEXIAE « R XL =EREES 2 A 9 5 S

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

il 3 B 58 ¥ #F  MSD Rt




2. AFOKK, {ERBERF

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

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

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

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

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



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

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

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

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

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

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

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

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

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

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

K1 AROHABREOEDMERE (KEYNOTE-048 35R)

AKIOF e 51 (bR ikt
(2814) (278%1)
ol (A) 13.0 10.7
[95% CI1] [10.9, 14.7] [9.3, 11.7]
0S™ N — K™ 0.77
[95% CI] [0.63,0.93] —
P " 0.00335

Cl: EHEXM. *1 : PREMITEREOT —% (Q0184F6H 138 U » b A7), *2: @RI Cox Ll N —
RETF N L DACFRIERE L DL, *3 @ @Wlla 7' o 7 e



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

AR (%)
5

/"‘”"“‘Wliﬂlll—~ t

HAH
04 vvxovr. 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 FF B K O%5-FU

X1 AFIBEHERED 0S O EETED Kaplan-Meier Bi#f (KEYNOTE-048 3RER)

#£ 2 AFEMBEDOEMEE (KEYNOTE-048 35R)

AR Hh P - (bR
%5 30141 30041
hoefiE (H) 11.6 10.7
\ o | [95% CIl [10.5,13.6] [9.3,11.7]
ITT S84 05 NH— R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25713 25543
o (H) 12.3 10.3
cPS=10 | o [95% C1] [10.8,14.9] (9.0, 11.5]
AR NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

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



100 |
% —
m —
70
S e A #1200mg Q3W
40
H 30 / ""‘IH"“H‘l"m
D wvxi~T 7 IFFWHRUSFU IHﬁ‘"H'Hi"H'*j————|—L,, L
10| | HiH’Q 777777 I
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AR [H]
at risk#
AF1200mg Q3W 301 225 172 125 81 37 18 2 0
BYXU<T,

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

100 -
% —
80 —
70 —
g €0 A #1200mg Q3W
" 50
B
& 40
30 /// mmf
1 Ty
2 YR T T TFF WK UE-FU I Lj ‘*ﬂiﬂﬂ -
10 - B |
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 2 0 3% 0
M (A
at risk%x
AF(1200mg Q3W 257 196 152 110 74 4 17 2 0
ML SV AN 255 207 131 89 47 21 9 1 0

7'Z I 8K L O5-FU

M2 AK|BME 50D OS O HREEHTED Kaplan-Meier i} (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS2 10 BEER)



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

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

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

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

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

# 3 KEYNOTE-048 BREBRIZ 1T B K EOF AFED CPS Bl TD 0S™

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

1=<CPS<20 2&{%{;@2?;% gi 1;; [[89:’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss | PMBEEE D0 L0 o

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

— RET L
100 1004
90 90
w7 &),

A H1200mg Q3W, 7T FHEAI LOSAU

30 / \Ht )
20 m”*ﬂﬂ'ﬂh

Y X owT TTFFRAIKROSFU

>

EArER (%)
2

A (%)
&

ol TYEv~T TIFrmmROsFU 1”"”1"‘*11"1rrrfrrt"jrrfmi 10| AEHI200mg QAW. 75 F KSR
4 ) N O A e S
0 5 10 15 2 2 30 35 40 0 5 10 15 20 25 30 35
s AR (] - AAEIIT (]
f@g@gﬁfgﬁw 242 97 4 109 67 3 9 1 0 fi”iogmgé&vi"%m 39 30 % 13 8 4 1 0
E; i@ém sy B 122 83 m 16 5 1 0 f;f};% s ® 36 % 17 9 4 0 0

X3 KEYNOTE-048 3B 35T 2 &K BB E#ED CPS B TD OS D H 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 T B o s
crs<t Mlvmrn s s lorise 1370862200

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

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

100+
m .
m .
. 104 —
> =)
§ 60 A #l200mg Q3W 8\/
B 7 3
& o it
@ S «
i iy
2 Hi""’[lH
0 Y X7 7T F AR OSFU H""""'I"i"lfﬁ'w
e
0-— T T T T T T T T 0 T T T T T T
0 5 10 15 2 2 30 3B 40 0 5 10 15 20 25 30 35
o AR (A » I (A ]
at risk 5 at risk %%
% #1 200mg Q3W % 1% 12 10 7 u 17 2 0 7 200mg Q3W 4“ 2 2 15 7 3 1 0
Y Fi~vT, Y X7,
7o rrwgposRy B M Wm0 S S s ® 0 s 0

X 4 KEYNOTE-048 3B CI51T 5 AF BEME 5D CPS B TD 0OS D H T D Kaplan-Meier Hif
(£ : cps21 DEFEEF., £ : CPS< 1 DEEFHEM)



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

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

£5 WIhLOBETRIAFISS 5% EOBIEM (KEYNOTE-048 3BR) (Z2MENT X REM)

FEERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 bR
FAFE (PT: Preferred Term) 276 fi] 300 1 287 Bl
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EIEH 263 (95.3) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiRIs LV >R bEE
2 133 (482) 52 (18.8) 0 12 40 2 (07 0 118 (41.1) 42 (14.6) 0
TEENE LT BRI 21 (7.6) 21 (7.6 0 0 0 0 12 42 12 @42 0
i Bk fE 34 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16  (5.6) 0
I BRI E 91 (33.0) 50 (18.1) 0 3 (1.0 0 0 90 (31.4) 59 (20.6) 0
i/ MR E 75 (272) 24 (8.7) 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
Hi L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IS REAR T iE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H ke
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (178) 3 (1) 0 16 (53) 1 (03) 0 75 (26.1) 5 (L.7) 0
L 124 (449) 15 (5.4) 0 12 (4.0 0 0 131 (45.6) 16 (5.6) 0
REAES 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
Mgt 75 (272) 7 (2.5) 0 7 (23) 0 0 64 (223) 5 (1.7) 0
—f% - BHEER L OB GENLORE
A7) i 33 (1200 8 (29 0 7 @23 1 (03 0 30 (105 6 (2.1 0
95 84 (304) 19 (6.9) 0 43 (143) 3 (1.0) 0 83 (289) 11  (3.8) 0
(a9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
KD S SE 77 (27.9) 26 (9.4) 0 8 @27 2 (0.7) 0 76 (26.5) 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JRYIE RS L O A BUE
JIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, hER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
g PR A
ALT #4)0 10 (3.6) 2 (0.7) 0 7 (2.3) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =80 30 (10.9) 1 (0.4) 0 2 (0.7) 0 0 15 (5.2) 0 0
I v BRSO 46 (16.7) 28 (10.1) 0 1 (0.3) 0 0 54 (18.8) 35 (12.2) 0
/N 51 (185) 14 (5.1) 0 1 (0.3) 0 0 46 (16.0) 9 (3. 0
R 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
i BRI 36 (13.0) 15  (5.4) 0 2 (0.7 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIGEE 62 (22.5) 12 (43) 0 16 (53) 1 (03) 0 62 (21.6) 8 (2.8) 0
KH Y 7 A 16 (5.8) 8 (2.9 0 4 (13) 1  (03) 0 36 (125) 11 (3.8) 0
K~ 7% 7 A fE 209 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R U T AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY i 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6) 5 (1.7 0
PhR R P
USOE Y 16 (5.8) 0 0 6 (2.0) 0 0 15 (5.2) 0 0
KR =a—aF— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

Bi%x (%)

Organ Class) AFIOF B 51 AFH BB G (LR IERE
JEARGFE (PT: Preferred Term) 276 51 300 f31) 287 5
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
BB X OUREEREE
T R 15 (5.4) 4 (1.4 0 4 (1.3) 1 (03) 0 6 (2.1) 1 (0.3) 0
J2 R KOV TRk E
SUERRR R 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
Fe g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7) 0
;ﬁ FREREFFEASIE )y 0 0 1 (0.3) 0 0 20 (70 2 07 0
& D PEIE 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
% 22 (8.0) 1 (04 0 25 83) 2  (0.7) 0 101 (352) 17 (5.9) 0
B2 €2 2 (0.7) 0 0 0 0 36 (12.5) 0

7ok, ARG GRICRB WO CHREMEMZER 13 61 (4.7%) . KIBX - /MK - EED
THT9 B (3.3%) ., MRS (57 2 « N —IEBERESE) 9 (3.3%). AFHEREREE 27 31
(9.8%) . FLIRAREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

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

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

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

/NGS - BEED T 4

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

D72,

AREWERZEHR DI EF S (AREERE 25 250EIRETT,

10



(At - HE]

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

&6 FAOEMBERL T A —F

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

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

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5HE X M)

NA : 47 L

11




4. FEFRIZOWT

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

@D #EHRIZHOWT

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

(1) BAEFBRENET 20 V2 EEHEN SRS EE R AR SR Pt
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁﬁh@&>

(2) FrEHEREIHPT

(3) HEMFIRAENFRET 203 A HGEEEFFE (DS AR WL, 23 Al
W IEBE, 3 AR EEHERE B e &)

(4) AHALFIIEEZFHE L, SRS L P RIER R | OIS RIS LRIk R Bt
2 DfEak FEEITLR D B 21T > TV D fiak

(5) PUEEMERERL AL BN O FEEI AR D 21T > TV D ek

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

eSS

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

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

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

&% AFN L DERICBWTCIREIERSE OGN E 2 BT 5720, BE ORI
\ZY 72 2 HRHERMIZ EOROWT IR TR 273 =T (BESE I O{bF%
1R OBRIWE R B O REIG +53 72 ik & 1B & FF O fT) & OBRE/E#ED ) &
WZRETH &,
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@ BENDOEH. E@Mﬁwﬁﬁ_OWT
=28 %%ﬁ% (CUEHET D BB D ELE S, RS OB D, Aok - &
Eoiia ?%%ﬁ®£ﬁ&0i%£ A D IRt AEFRNRAE LIS OWE
. FEDEHLNIATON D BRI E->TWD 2 &,

@ EBUWERA~DOXIRIZOWT
@-1 MEFEHICET 224

VPR RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, ik X
VOB R IC 3T, BB L 2 BERICIS U CABREE L O CT O FIVER O BRIz
TR ORERN Y BSOS, EBICRIGATRERAHI N > T D Z &,

@-2 EFEREHRICLH>AFEFSNCET I EH

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

@-3 BIEADOZWr- XN LT

BIEA (REMERZRECIN A, KBK - /DMEK - BEO TF, BUER%X « A% - I
FEREREE - T2 - B LMERRAT 2, R &apa RABE HVE R RS . NowiEE (F
TRPRREFE T . HURIRERREIR S . RITHERERETE) | 1 BUBEIRIA. S E IR, Mk - B
%@%ﬁ\%%\ﬁﬁ@ﬁghm(@ﬂiﬁﬁ%%@%ﬁ\ﬁﬁﬁﬁﬁf@ﬁ\giﬂ
BE, FHRIEIESE) . infusionreaction, AN - BMEESc, HEAN S E, MRkEE (7 -
AN USRS | D2, B e Mk FEE (S M i VR B A SR B . ¥ MR I
IREFERES . BERRRIERIES) . MERERIEMEE, %) ISR LT, Uik T pEE
TR OB 2 9 5 A &t U (RIVEH OO TR L TIREA OB A%
TONAEMICHDHZ L), BEHITHEYZRAED TE DIEHNES>TnDH 2 L,

13



5. BEXB LR HRE

[B2h B3 % 1]

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

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

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

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

14



[ZzVEICBE 4 2 FI1A]

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

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

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

o MEMMZEEROEI IIMEOH 5 BHE

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

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

o BB (Em@MaBEELST) Ob b EE

o OB IIBEEE T HRE

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

(D BCOG ? Performance Status (PS)

Score EFR

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

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

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

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

AW

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

15




6.
@
@
®
@

BECBRLTHEREIREHE

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

DT OIZ B HZ I L TR 5 2 &

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

ThoEETHZ L,

CPS LR L7z BT, AR OE GG A2 W T2 Z &N E LW, CPS MERT

XRWEEITIE, AR OO Z @O L ETERETH L,

FERBEIER O~ A MZONT

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

e infusionreaction 3% H I D = & 23 5, infusion reaction NFR D H IV AT
(X, WORE AT O & &b, FERMEIE T 5 E TREDOREL +0 1284
THZ L,

o HURIRFEREREE . T HRMMHSAERE R ORIBHERENH SN Z ERHDH D
T ARAIOEG-BIHART R O 5 M P I X ESIIC N e (TSH, b2
T3. #EHE T4, ACTH, ML = /F Y —/VEOHIE) 2FEhid 52 &,

o BUEMZ. A4, e E, FR, SLMEBEEXRN S LD Z E03h D
DT, AANDO¥G-BRLGRT & O G- e IR I ITséRe R & (AST. ALT,
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

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

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

o B THEEMNLED AR L COHrLRWERNRERT L2 RN D720,
AR OEEHETHIZHEWER OB IR T 5 2 &,

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

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

#% 9T L ITHEIMEDFM AT > T\ 2 & 2B E|T ARFIE G- 30E B g
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REFERHEET A FFA
RATrY A<= (BizFHE#Z)
(BR74 : A b —& 8§ 100 mg)
~BIEFE~

SR244E8H (Ff448 AHET)
B A FrEE




H &

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% VLT D3RS O Feitd 72 2 e~ 2 8Ll O B R B B2 )

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
FPE BRI B W CHERKEIZH ) Z EAURB SN TEY . FiizeNATBROER 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

10



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

11



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

. AFIFEHZB O CREMEMZEE 22 6] (59%) . KIEZK - /MK - EEO TH 20 4
(5.4%) . BIEATZ « FFA4E - APHERERE - AT - mLMERAE . 45 f1 (122%) | BFpknREks
= (RAE MRS, REREEAS) 18 ] 49%) . FIEMHEAERE 3 ) (08%) . H
RIRERE S 50 51 (135%) | RIEFERERES 4 6 (1.1%) . 1 AUBEIRI 161 (0.3%) . fHk -
RESCEMERE 1 (0.3%) . 8 2 fil (0.5%) . MHRFEE (FT 2 - NU—JEEREE) 2
%1 (86%) K Uinfusion reaction 6 i (1.6%) 23D Hiiz, F7-. SE K, BEEDLE
bRt (FhER k2R A SE BT, R REREEIRE AR, SRR, FERIESE) | EAEADEE,
D26, BEE/RMEREE  (GEthf/ MWOS D PESEBER . TR, JRIEEREE, MERRIERIE
) MEREEERE L OSFEEITRD DR h -T2, ARWEMA BRI EES (R M
TR 2 5T) # 5 RS REZ R,
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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 -
FEORTHNME R ORI 2R IT v & TRlE Tz,

& 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) EAFBRENEET 2B ASHEERNLSRRE S (BRIE RS A HE LR B
HiEAS A B2 L R . HIIES AURSIRRE 70 &)

(2) FrERRERPL

(3) HBERFIRAEENFEE T 2 N ABFEHERGE (DS ASHOEHER BT, 23 ARt
W, DS ARSI HEE R 7 &)

M)%%M%Eﬁéémﬁb\%%@%M%%%%%ﬂlXﬁ%%@%ﬁ?ﬁ%@ﬁﬂz

ik FEHEAR D i HH 21T > T D ek
6)#ﬁ$@fﬂkﬁﬁﬁm%@m XFEEIZAR D R 21T > TV Dltak

-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 [EReRFEUSR2 FEOYHIHE ZE T LI-RIC4FELL EORRRRBRZ A L CND 2 &,
9B, 3MELL X, HALEE O A KW IELE 2 G e AL 286 5 O B R B
ExiToTWNWH I L,

@ 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
FRAEDFERDY B HITHE L, B HIZRHS TR AR 2> Tnd 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 &,
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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 BHNRWEAITI, BIRRE R LIS OSIEHEIFIO BN G BES 5 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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XBEERHEETA FT A
RATr) Xv7 (B HHEEEX)
(BR74 : A b —& ST 100 mg)
~ ¥~

S34E8H (Ff44 8 AET)
B A FrEE




H&

1. IZU®IC
2. RANIOKE. 1EHEF

3. FRIRAE

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEL THETNXFH

P2
P3
P4
P9
P11
P12



1. [EC®HIC

ESESHOGRNE « ZRVEOMIRDTDITIE, BMSEEFEIEAS W IER DR Hivd,
S DOIT, ITHFEORFHEAIMOMEANT LV | HURBESE e & OS82 i ERF R A GRS
DT, :h%®Eﬁﬁ%§:Z£&%%:%ﬁﬁé*&ﬁ@m®ﬁ%k&ofﬁb TR
T L SOEORATTEE 2016 CFRK 28 45 6 A 2 HEREILE) [CBWTH, FEiEERL%ED
HEROREHEEZN D Z & EshTnb

HRVE RS FFESR L, EKEMERSC 27 0 7 7 A VISEEAFDESS, & B BN R 5 2
ENBD, O, AIMER OB D IEWRAH% R 5 £ TOM], YiZERMD
BEEELS ZT D E RIS BE IS L THERAT S & & bic, BIERSREE L7ZBIC
Mﬁﬁﬂm%ké_&ﬂﬂEE*E®E#%%K?Eﬁ%@T@ﬁ?6:&ﬁﬁ%ﬁ%
R

L7235 T, RKIA RTA U TlE, BIREBMES 2N E TITELN TV D EFIETFR - B
S RMINC IS & DUF ORI Ofcil /e 2 HEET 2880 b B2 8 B2 07 RO
EREHAZTRT,

¥, ATA RTA AL, MSTATEGE NESESL RS O HE . AR B AR
B, — W EEN AAEARNEHES KO- FEN BASE 2O 10 b EAERL LT,

MR EMRDEIN - A ML—F JGlEFHE 100 mg (—f4 A7 r ) X<~7 (&

o 2 )
SR ARRENISE © PD-L1 B D R VT B FARFEME D> HER2 [&MED FHFARRE
AL

WG LRHAERORE - toFEMEEEA & ORIV T, @, AL, NA7
nl) X~7 (GEEHEZ) & LT, 1[8]200mg % 3 8 [H R X
1% 1 18] 400 mg % 6 IR T 30 43 TRifERET 5,
3% R 8 3 F : MSD MRt




2. AEDEH. ERARE

XA F—FETEEHE 100 mg (—i%4 XA T ) X~vT (EinfHz) . UF
[AHFI] w9, ) 1%, PD-1 (programmed cell death-1) & %D U A K TéH5 PD-L1
KOPD-L2 & OB ZE#EAET S, & MEIgG4 £/ 7 v — T AHKTH %,

PD-1 #RE& I T IR0 RIS 2 & kA 2 72 D203 VAR 23 FI FH 37 2 =5 72 002 il 1)
AA wF T, PD-1 I3, KRB TEER T MaoMnRimEICHEE L, BOR
2 SO % B e AL ST 72 0% UG 2 dilH 9%, 3705, PD-1 13U o B LG
ATDHZEICEIVHEZRIRCL D V7P VGREEZ AR 2% B8 TH D, PD-
L1 OIEFHMIC BT 2HBUI DTN TH LM, < OBAMITIE T Mlaod 250
ZDIZFEWMBENFHEBLL TN D, DAKIBICEIT S PD-L1 OEFEBIE, B, e
FE. NTAERRRE ., ONEE. FENMRAE e E O A B ATTRARKFTHY . KW
TR OMBEERRE I TS,

DDA DERIRE T & PD-L1 FEELOMBIMED 5, PD-1 & PD-L1 DR IXEE D
TR RREIC B W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e BN AIGEOEN &
LTHIfF ST\ 5,

AFHNE, PD-1 & PD-L1 X ONPD-L2 Dffi U Hv ROFEGZET S Z &2k, EE
W INBR B Th D S SIS ENE T U U S ERATEME (L S8, FUEIE S 2 BIS ML
T 52 L THUES R AT 5,

HFN OV FIRSFFIC 15 < SBIE D RIEFIGIC X B BIERSER 5 bbh, BEUIEE
BB NN B B, ARORE TR OEERICIE, BEOBEL AT, B
PR BN ACIL, TH L RIS U S 72 20T & A F5 oI & i
U Cilig) 7 BRI 217\ I O SRIERSIC & SEIEA A EDN BT, BIE
RORLR L LA B B DY) AR 24T D BB B D,



3. BERPRRUAE
PD-L1 (Gt v 2 miRiztt o b BRI EA =25k 2 (LLT THER2) &

WD, ) BEMEDFITANRE XL R IE T DO AGEIRFI R 24T o 7 T2 BRI RBR O Rl 2~

(0]
[E BRI R S M AHFER  (KEYNOTE-355 ##R)
HRf% « FRSTLIE IS 3T 2 g O RNREE D 72 ARV 2 8 REE M 5> HER2
PED FIRARE UL PRI FLp AR 847 B (AARN 87 & Ede) ZXIBIT, Al 200 mg
3 MM (LLF TQ3W]S &9, ) HEHEFRIET (Fav v i (LUF
(FLhvHE] LW, ) ROANVKRTZF o N7 ) EFEALXI N7 ) XXk
o (T UREAD) (LT Tnab-X27 U 2%t v) w9, ) ) OFREEDOR
MR N BMEDR . 7T B R HEFIRIE? (T LA ZE KB INVRT TF o "7
U &xt/ T nab-x7 U ZXE/L) RE L TREISNT, b, BRI T%
BT R BNTGAIT, REEIT 2 R JERD RO bR WEDRRIRAIIZLE L
TWAEE T, RIEILIE O B RN CHREMEITHRD Hivd £ TRAIOER 5% ikt
THTENARE L STz, EEFME B I EEEAAHE (BT TPFS) & H, )
KL OVEAFHIR L S, BRI HEFRIEOOFREEIL T 7 2R HEFRIEO O L
&g LT, PD-L1 Btk (CPS®=10) dfEFE 323 f5l (HAN 28 & ETe) IZHBWT
PFS Z#HBICIER Lz (F1EUXL) .
*1 : AR 200 mg Q3W & LA kgl (Y ERTNBRE 2 LRI 20 Lz [F A
A B 1,000 mgim? KON VR T F 2 AUC 2 mg - min/mL AHX4 & (1 =2—A 21 H
i, #=2—20 1, 8HAICEE) . "7 U ZFE/L90mg/m? (1 =—2 28 A, %
a—AD 1, 8, 15 HEIZEYE) XX nab--37 U # %+& /L 100 mg/m? (1 =— A 28 H
M, £=2—2Am 1, 8, 15 HHIZEE) ]
*2 . 77N Q3W L UL TN b E Y EMARBE ZLIC®IN) 20fFH L [Fay
X £ 1,000 mg/m? KON VAR T ZF > AUC 2 mg = min/mL Y& (1 =—2 21 H
M, F£=2—20 1, 8 HAIZES) | /X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—AD 1, 8, 15 HBIZEYS) XX nab--37 U # %+& /L 100 mg/m? (1 =— A 28 H
., &#=2—2AD1, 8, I5HHIZEE) ],
*3: PD-L1 Z %8l L7zfihudt (EEMiL, ~ 27 v 77— ROV oRER) % g A fa
BCHL, 100 &3 U7l



#£1 BAZERE (KEYNOTE-355 3Bk, PD-L1BM: (CPS=10) MAFE)

ARFN+H ALk 7T R LA
(220 f1) (103 1)
o [H] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3,7.5)
PFS™ N — R %2 0.65
(95%CI) (0.49, 0.86) -
P i 0.0012

Cl: 2#EXM. *1: RECIST A KT A > 1.1 BICES < B Mg oduiE. *2 @ BRI Cox Lhfl
AP —RET ML DT TR HEFERE L ORI, *3: @Rln 7 7 v 7 RE., AEAKE (F
{81) 0.00411

100-

90 -
80 2 ——— SRR

——— FFN0ME QIWHLEEA

& 701
Bt 60
& 50
Eg 40
g 30°

207 _‘—’—ﬂ_—‘l

TR ==

10- W
0 T T T

9 12 15 18 21 24 27 30 33 36
at risk# RIERETHE(A]

FH200mg QWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
FSeiR+{E¥&E 103 80 41 30 18 15 12 8 8 7 3 1 O

0 3 6

1 PFS @ Kaplan-Meier Hif# (KEYNOTE-355 3Bk, PD-L1 B (CPS=10) ME#F)



[Zcpt]

[EIBR A R IIFA#ER (KEYNOTE-355

aER)

PD-L1 5 (CPS=10) DBFIZIIT HLAMMATRIEH] 219 Flici\ VT, AEFL
IXARKIOFARE 216/219 1] (98.6%) . {b2#JREILHE 100/103 5] (97.1%) (23D B L, 1Rk
L DEREBEBNRE TERWAFHEGIL, £ 212/219 ] (96.8%) MK 97/103
Bl (94.2%) IZFBD Bz, WTNORETHRILEIG ) 5%, EORIERIEITEDO L EY

THoT,
2 WTNHLOHETREARSD 5% LORIEA (KEYNOTE-355 RER) (ZMirxggEH)
#EBIKS¥E (SOC: System Organ Class) % )
FEAGEE (PT: Preferred Term) AHNOF F#E (b FFRIERE
(MedDRA ver.22.1) 219 4 103
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
AEEH 212 (96.8) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
MR LY SR kEE
=gl 107 (489) 36  (16.4) 0 48  (466) 13  (12.6) 0
1 BR e i 41 (187) 25 (114 0 22 (214) 11 (10.7) 0
I v BRI 87 (39.7) 68  (3L1) 0 40 (38.8) 31 (301) 0
M/ 41 (187) 19 8.7) 0 22 (21.4) 16 (15.5) 0
PARA
R BB AEAR T RE 39 (178 2 (0.9) 0 2 (19 0 0
H
{8 32 (14.6) 1 (0.5) 0 15  (14.6) 0 0
T 48  (219) 2 (0.9) 0 0 97 3 (29 0
HIE R R 11 (5.0) 0 0 6 (5.8) 0 0
D 90 (411) 5 (2.3) 0 39 (379 1 (L0) 0
M N 17 (7.8) 0 0 7 (6.8) 0 0
Mg i 4 (201) 6 .7 0 0 (97 3 (29 0
— i - EHEER L OGO ORRE
e )95 31 (14.2) 1 (0.5) 0 13 (126) 1 (1.0) 0
ST 64 (292) 6 .7 0 22 (214) 3 (29 0
i Ek 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
FAY T 13 (5.9) 0 0 4 (39 0 0
e 22 (100) 1 (0.5) 0 10 (9.7) 1 (10 0
FRIR R AR
TI=T ) T AT 2T — BN 47  (215) 16  (7.3) 0 17 (165) 5 (49 0
TARGRUBT I FT AT =T —EHIN 39 (178 9 4.1) 0 15 (146) 3 (29 0
M7 RAT 7 &2 —EHn 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I BRI 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
i MR 41 (187) 19 8.7 0 14 (136) 9 8.7) 0
IRE R 12 (5.5) 1 (0.5) 0 3 (2.9 1 (1.0) 0
1 i BR 3 39 (178) 21 (9.6) 0 20 (194) 13 (126) 0
B L O BRE
FARER 40 (183) 1 (0.5) 0 10 (9.7 0 0




O,
FRERIKSFE (SOC: System Organ Class) iz 00

FEAGEE (PT: Preferred Term) AFNOFFHEE =305t
(MedDRA ver.22.1) 219 {4 103 fi
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
e #E Rk L OV Rk S
RAER 25 (11.4) 4 (1.8) 0 9 8.7) 1 (1.0) 0
PR 15 (6.8) 0 0 9 8.7) 1 (1.0) 0
R S PR
S N 21 (9.6) 0 0 1 (1.0) 0 0
B 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
K= 2 —m 5 — 25 (11.4) 2 (0.9) 0 17 (165 1 (1.0 0
R = 2 — 85— 17 (7.8) 2 (0.9) 0 2 (1.9) 0 0
WERea, sl Lk OMEhmRE &
U 14 (6.4) 0 0 1 (1.0) 0 0
FER 3 KOV TRk E
BB 76 (34.7) 2 0.9) 0 37  (359) 2 1.9) 0
% 9 FEIE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
B3 36  (16.4) 2 (0.9) 0 1 (10.7) 0 0
BEIR B IR 5 11 (5.0) 2 (0.9) 0 2 1.9 0 0

k. ARIPFHBC O CHEMEMZRER 3 # (1.4%) . KIBK - /NEK - EEO THI 5 4
(2.3%) | MRRIEE (X7 0 - NU—JERRESE) 25641 (11.4%) . BIEHZ% - FAR4 - iFi#ee
PRy - HFSR - AR LMENRAE 2% 65 B (29.7%) . HUIRERBEREREES 43 5] (19.6%) . HEIEFFEREMRDE 2
Bl (0.9%) . EHEREME S (RMEFIEME R, RERIKERE) 2 ] (09%) . FEX 1 4
(0.5%) . gk - BERURAARAE 1 1 (0.5%) . MMk - Bz 1 61 (0.5%) . S& S 1 f
(0.5%) . L2 1451 (0.5%) KON infusion reaction10 5l (4.6%) 7233w Hi-, F£7-. HIE
Dz JEREE (PR R R ARE . R, SIALEE, FREES) | PEE
PRheREE . 1 BOBEPRS, EUEMEE, EEMEEEE (Gl MBI E SRR . R
B, JREFERES . MERERIERIESE) | MERERIEME K ORI O bivike oo, REHEH
FHURDUIBIEES BRRMAMRTY 25T) 2R RERT,



(M- AHE]

AFNOREMEp BT T V2R L7y I 2 b— g 2k v, A#1200 mga Q3W,
400 mgx 6 MMM (LT TQeW] &5, ) XIX10 mg/kg ((AEH) Z2EEME (LT
fQ2W) L9, ) TERE LEBEROARF O MG PIRENS R Sz, TORE. AHAl
400 mg% Q6W TH#E 5 L 7= BE D ARAK O EHIRABIC I 1T 5 MG HIRE (LT [ Cavgss)
EWV 9, ) E. AKHI200 mgEQIW THEL L 7ZBRD Cavgss & LT 5 & FHIS L2 (F
) o F7o. AHI400 mgE QEW TH G- L 7= BEDAAI D E HRAEIZ 31T D fe e LT HH IR
(AT [Craxss] £V, ) 1. AHI200 mgz Q3W TH: 5 L 72 BR D Craxss & Huie L TrifiE
P ETRIESNTZHLOD, BARNEFIZEBW AR RSN TWDHE - AET
& HAAI10 mglkg (KE) % Q2W TH L L 728D Craxss & Ll L TIREZ R & Pl &
iz (FFHR) . 61T, EHRAEERR A2 X8I ARK400 mgz QeW TH L L 71/ 51
FHFBR (KEYNOTE-555:51) & 0 1% 67 ERIMEIZ K S < EWghie 7 A — 2 1%, &
Ralb—ya X PRILEERYERE ST XA —&2 LHEPIL (FR) . Iz T, 5
OFENEIZ I 1T 2 BRI RBRAAR (T HE D &, AHI DOUREE R & ARSI 22t & o BE %
ST ABREEGE T VSR S, #1200 mga Q3W X 13400 mgZ Q6W TH 5 L 7= B
DUEFE & & ME TR L OB BEIC OV TRF SN R, FRoME - AE0RM
THIER LRV 2R T e E TRIS T,

K 3 BRI OEMBE T A —F

ﬂﬁ{f . ﬂqg Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
= (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 181 92.8 50.4 30.9
;
200 mg Q3W (58.5,59.7) (27.7,28.1) (17.8, 18.3) (91.7,94.1) (49.8, 51.0) (30.5, 31.4)
123 324 10.6 148 50.7 20.3
;
400 mg Q6W (122, 124) (32.0,327) | (10.4,10.8) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0 14.98
(SEHE) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
)
10 mg/kg Q2W (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:n=2993, 100 [HD Y I 2 L— 3 K0 B SIS EAEO gl (2.5%5, 97.5%5) | Crmax : HlEIEE 5
% ORGP, Cavg : FIEEEG%OEHMIEH IR, Cmin : FIEIE 55 (A 70 2 FHaD) Ol

E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss :

% foc AR T P e BE

T : 56 B EEIE (95%(FHEIXH)
§ : 41 GO FEE (95% (= HEX M)

NA : %3472 L

EFARIRICEB T



4. WEEXIZDWNT

AFN OG- 7 BE ZZW - F5E L, ARG L0 BEEZREIER 288 L 72ER
(ZxHid % 2 E MBI T2 LR OO~@ DT i 77 sk _;m VO R &
ThHD,

O MHRITOWVT

@1 Fio (1) ~ (B) OWTINIEYT IR THD I L,

(1) EAFEREDRET 20 AR SRR (FRET RS A REEEE L AR e
HEeS A RS RGHERLRRRE,  HES A BSIRRRE 7R &)

(2) FrERERENRDT

(3) HMENFRINENFEET DA BRI (DS ASIREEER B, 25 Aot
e, DS ARSI e &)

(4) ISRAFRREEARRE L, SIS ikl | USSR L a2kt 2
iR FEEI AR 2 JiR H 24T © T D ek

(5) PUEMEIEESAILLT B EINE Ofiax HEAR D 21T > T D fitigk

®-2  FUEOALFRIEKR ORIERFEBIRF ORI A4 20k & #5h a FfoER (FROW
FTINITREE T DERN) 23, LGSR OAFN BT HIGROTEEE & LTRESNL TN D
ZL,

*

o [ERMCFFEUSHE 2 FFOPIHIHE ZE T L721412 5 LA EO ) AR DEEIRMHE 21T -
TWAHZ L, 96, 24D RIT, BAEMELEAZ L LIRS SOMHE 21T - T
WahZ L,

o [EAMEFFEUSE 2 SEOMMINHE ZE T LI21RIZ 5 L E DRI DD A FRIE 2 & T
W2 DRRAIHE 21T > T\ 5D Z &,

@ BRADOEELBEREHOEHIZOVNT

PEIESL G HAE PRICEE T 5 BT DE S, REEREN O OIFREN ., Ak - 28
EHPRIT RO ONEME T DG EREE, AEFRPRE LA OmEES, &
DIERNATON D IKHIDTE > TN D Z &,



@ BUWEAA~DOXIRIZOWT
©-1 HEEREHICEET D&M

A MEN R B O EERRWEM 2SI AE L7ZBRIT, 24 FRREZIRIRHIO T, Hakhiisk X
(TSR 23T FEH LICRIWERISIS CCABEE B O CT SO EIEH OERN 270
MA DRI AP L L. BB AR A8 E->Tng 2 L,

@-2 EFEEFECL>AFTERNILICETER

IS ARSI HED DB A Ak e O e 2 A D BRI F E D RIERT=4 VU v 7
EEDIZFIFOAR Y ) —= 0 T ETOERE L IE#RE G TE 5T — AEFEKS 23
SN TWDZ L, 7B, BREHICOWT, BABE L ZOFRICHNIFMESN TN D
Z &,

@-3 BIEROZERCHRICE L T

BIER (BVEPERR BN Z . KIBE - /MEs - EEO TR, BHEFR - IFRA - i
PERERETE - PR - AL 28, BHERERE S (R THIEMER K. RERERBRS) |
NoywkEE (FIRAHAERS, AURIMSRER S, RIBHRERE) | LBBERIE, 5E5
BEde. g% « RERUREMRIE , TS, TRE OGRS (PR AEESCRAARIE, F2 kS
TEAREGERE . ZIEALEE, RIS | infusionreaction, AM7S - BEMEZS, HEIEAHEEIIIE,
FRERRESE (T o« NU—EEIESE) | Dk, BB MRS (S N R
PEERBENR . PRI, ARIFERS, MERERIERIESS) | MmEREBIEGERE, MR ISR
T, Y XA LEBEERS B O F M2 A 2 AN & mgE U (BIVER O Eroxt it iz B
LCHREROIEEZZT ONDEMICH D Z L) BHICHEY R AEN T DIRHIE -
TWHZ &,

10



5. BEXRLELDHEE

(A2 B+ 5 F ]

@O 55 - BIEFIEIS T D BRI PEORNEERIED /vy PD-L1 5Pt (CPS=10) DAR/LE
AR HER2 FEMED TR I I A [T T K &5
B (TLy e ROHNRTTF o "7 U ZFELIAT nab--~7 U Z %))
& DO GDFEMEIREN TN D,
7%, CPS BT 2 ARF D a v R=FZWi# L LT, IiK5E4 : PD-L1 IHC 22C3
pharmDx 4 = | DRI TN D,

@ TREIZEZ YT 2 BB IK T DAFN DG M O A TTIEIZ SV T, AFIOF DD
ML SN TR LT, AFOHRG G LB,

o OTAANDOEMENTR S I TOZRUWMMOHUENMERESHA & OO 5
o fivAl - v AIRTE

[Z PB4 % 9]

O TRICEYTHIEEICOVTEHAFORGENEZ L SN TNWDLZ b, 5%
1Th7enz &,
o AREIORAZ KR LIRBUEOBERED & 5 BE

@ WBBRATOFMIZIB VT FRRICEY T 2 BFICON T, AFI OB GITHELE S
WS A OTERRIEPUR D 2 W IGHICRY | HEICAKZEHN T2 L 4BETE
Do

o HEMEMREOS O IIBMED S 5 83

o M EEg R A CRE R AR 6 D B M ONE I O R SR AT e O gu kAt 26 5 0
FZIIEME A LR I DB BB

o ACMERBOAIE XTEHENRE L IXHFEMEO B CEREBOBERE O &
% B

o JESSRBEIE (EMERBRIEE L) O b B

o FERORYSOIMREEF T D RS

+  ECOG Performance Status 3-4 “V m 3

(f£1)

ECOG @ Performance Status (PS)

Score

e
EFR

0

2 M JFEETX 5, FHRlL A U HBAEENHIRR AT 2,

PRI LUEENTIHIR S D23, AMTAIRE T, BEERE > TOMERITITH 2 LN TE 5,
Bl VR E, HEENE

ATARECH O OH ORI O Z L 3§ X CTHREEAERITTE R, BHHO 50%LL RiF~y MO Tl 29,

Al —

RBONTALOHOEY OZ ELATERY, APD 50%LL L&y K2k -T2 4,

ELE;T RV, BOOHOEIY O LI TERY, BRIy R CiiI 4,

11




o

BEEICBRLTEEIARNETEHE

WA SCEF TN Z . ROEARTE3EE DRI D ERME 1T 5 & ARHKI O Feik K %l 1E
R DT DI B2 WA B R LTI T 5 2 &,

TRIEBIAAIC S D, BE UL E OFRICAIER OGPt E2 oA L, FE%x
BThroEET5Z L,

ERBIERO~R YA MZHOWT

BIEMEMRBR D Db D ENH LD T, KFEIOHKGIZH > Tid., VIHER
(BGldv, MR REE, BukE) OfEE R ORE X $a 0 I, BlEs +71T
9k, Fo, MEIZS U THE CT, Mi~—F—F0ORELFEMTHZ L,
infusion reaction 23 &% 55 Z L 23 5, infusion reaction 2338 L= HAITIE, 1
BB AT O L &b, FERBEIET 5 E TREOREL HICBlET s L,
ORI RERR S . TR E X CRIBHERER O 5N 2 &R HDHD T,
AFI O PG BRbART R OB G- M P I E I N WssRE A (TSH, EHfE T3, bEHE
T4, ACTH, M= F Y —VEDORIE) #FEud s L,

BUENFR., A4, IRk E, Fa, sbEEERR L OO ENHHD T,
AHN D5 BRbART M O G-I I E I s eseR & (AST. ALT. y-GTP, Al-P,
EUAEEORIE) AFEMT DL &,

SEIER MR KEOILEEBRERE GT) FOEERIREENHLDOND Z &
WHHDOT, EHHICIROBRFOFEZHERT L2 L, £, IROBRFEPHEDOHN
e EITiE, BN EREERE A 2T 2 L) BELIEETH &,

AR OEGIZ IV | WEORERISICERNT 5 LE X DDA REBWREDN H
bbb Z b d, BENRDOLNTHEEITIE. BB LZFELRITS C-HEM R
G & BB A RE O R AT & s L CE ) 2 R M A AT R O E SRS K B FE
TERM DN D GEEITIE, ABIOERIESUIH IR, R OFEIR RE R LVE CF O 5%
EEETLHI L, B, BIRKERNVEOREICL Y BWENOSEEDTRD b
WIEITIE, BB EE AR VE S OREIRIFIOBMGZE T2 2 &,
BT, BRI ARE L TrSRIERNEIT 2 RNH 5720, K
FOBEHETRICOBER ORI FITEET D &,

1RURERIE  (BE 1 BUBEIR 2 &de) b Hbiv, RS N T R—Y RZES
ZENRHLOT, Ae, il EHFEOIEROFBILMBEEO EFIC+H0TET S
Zb, VAR EDN TS A TR G E PR L, AR CRIFIOR 5% DY)
IRAILEZAT SO T &,

AFIDERARERIZ I T, KEYNOTE-355 B Tl 5-BHAR7 5 24 3 F Tl% 8 M
T LB RO LAERNIT 9 M T LT, £ o®%IE 12 B I LIS HMED R &
ITo TN Z EE2BBIT, ARG PIEMICEGIRE CHROMEREITO 2 &,

12



XBEERHEETA FT A
RATr) Xv7 (B HHEEEX)
(BR74 : A b —& ST 100 mg)
~F =~

SR3E12 A (Ff448 AET)
B A FrEE

27 10




H&

1. IZU®IC
2. RANIOKE. 1EHEF

3. FRIRAE

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEL THETNXFH

P2
P3
P4
P10
P12
P13



1. LB

EHADOAINE « ZEVEOHERDTZOITIE, WISEEFITEE SV IER KD b o,
S HIT, IFEORPFEAMOEANT LY | HUREREL R & OGS GRS
NHHT, ZHDERENZEIIVEREE RS2 2 L )OWEROMELE 7> T 0 | RREIVEL
TR L UUEDORATTR 2016 (K 28 4 6 A 2 HIERRIRE) 2B\ TH, FEmIERMLED
A OREHEELZXD Z & & STV D,

FHERBS PRI E, EERSL T 1 7 7 A VDBEF O E B NI 5 2
ERDD, ZDDH, AIMMER LRI T D IEWA 08T 5 £ TOM, MiZERELO
BEZMZT L2 PR SN BT L THERT 5 & L b, BWERAREL L IZERIC
VBRI & D 2 E B AREZR —E OB 2 7o T EREEEA TN 5 Z L NEHETH
Do

L7235 T, KA RTA TR, BB ZNE TITE LN TV D EFITFH) - F
FHIRMNZFE D E | LUT DEIES O i 728 2 et D BLN O BB 35 2 J7 O
EHEZRT,

B AIA RTA AL, MSATEIE NEFSL ERESR A TS, AISHETEN B ARRANE
B, —ENEN AARBRRNEHES KOS HEVEN AR NEHEG 20106 & ARk
L7,

R EIRDERRS A ML—F mEEE 100 mmg (—#4  XaTr ) XvT (B
TR Z) )
REERDMETNE © D AALFIRIER T L2 UIBRARRE 2 T - RO EiRE
RHEERDMEROHE : Lo NF =T A NUEEE ORIV T, B, BRI,
NAT ) XA~ (Eafaz) & LT, 1\ 200mgZ 3
b S0 1 7] 400 mg# 6 MR T 30 s T CadEifitd
Do
B 5 IR 52 3 A MSDREAHE
(%)
Loew e dmg. R 7 E10mg (4 0 LT =T A UVEEE) ©
PHREST IR, FHELR O H &
THERESIT RN« N AL (I U - UIBRANRE 7R AT - RO K58
MIEROHE : a7 n ) X~v7 (Bariiz) EoffHIcs T, @E, A
IZIZL o NR_RF=7 L L TLIHLIE20 mg A% 545, ok, H#
FOWRREIC L 0l ERET 5,




2. AADOKK. ERBF

XA M—FEEE 100 mg (—fk4 c XATr Y XAvT (BEHHEEEZ) | DT
[RHI) Evvd, ) %, PD-1 (programmed cell death-1) & Z®d VU 4> KCTHDH PD-LL
KOPD-L2 L OfEHEHAET 5, & MEIgGs £/ 7 m—F LK TH 5,

PD-1 #RB&IE T AL S BE BRI 2~ & AL 2 72 OIZ 23 AABRE 2RI 9 2 = 72 Sy il 48]
AL F T, PD-1 i, EEREAIRIEICRE W CEMR T MiltoMinRmic g sm L, HoR
P I % B e AN LB STl R 7 5o RS 2 i35, 7 b, PD-1 1LY o R &
ATHZ LI VHIRZERICL DV 7P VBEEZAICHIET 2%/ K TH 5, PD-
L1 OIEFHICB T 2RBUIDOT N TH DM, Z< OBAHIETIE T MO 20
25 F EBEICHH LTS, BAMIICEKIT S PD-L1 OFEFEIIL, B, ik
FEL ITARIORE ., DRELE . FEANHINGRE 72 & OB 2 RN A TTEARARNFTHY . KW
AR E OMBIMEAHE S TWD,

FEELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ILIEL D
TR C B W CEERRE 2 ) Z LAVRIBEINTEY . Hiiz/e B AIGROER &
LTHIff ST\ 5,

AFKNZ, PD-1 & PD-L1 L ONPD-L2 Dffi U B> ROFEARZET L Z Lok v, EE
W NBRBE oh O RS OGS ENE T U L SERE TG ML S8, US4 BT ME(L
T2 & THIEEREZRET D,

AFN OB 25D DR FOSIZ L 2 BIERER S bbh, HE LT
CED RN D D, AFROKREG TR OEGRICIE, B8EFOBEL 72TV, BE
INFRSD BIVIZG AT, B LT FRITE U MR 22 ik & w2 Ff o Al & i
LU CE gl e EnR W 2170 M OREISIC X 2BEWE- A BEDN 2 5511E, BIE
BEE RN R OF G DY) IR E 21T O MEN D D,



3. ERKEUE
IS AACFIFRIER I U 7= UIBR R RE 2R T - TR O 1B (8 OAGERR R 21T - 7=
7GR RBR O 2T,

[ %hE]

[E B4 (755 AR ER  (KEYNOTE-775,/E7080-309 #{5k)

7T FF R e G T ACFEIERE O & 2 VIR RRE AT - RO T E B 827
(HARAN 104Gl % Gte) 281, AHI200mg 3 AR (LT TQ3W) &), )
BhLLoNF=720mg 1 A 1 EEGOHMAEE CIT TRA/ LoN"F=T]) &
W, ) DEMWER RN, LFEE (RR YL X3RN 7 ) E2XtEn) &
AL LR Ez, EEFMEE BT AAAFWE (LT ToS) 2w, ) RO
HEAFHRE (LT TPFS) W), ) L&, RAI/ L onNTF=71F, bRk L
BB LCTOS KUNPFS # A EICIER L7 (FR1, K1 KU 2) ,

#£1 B (KEYNOTE-775,/E7080-309 3R ER)

KK/ Ly _RTF =7 R ===
(411 1) (416 1)
R [H ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s*® N — R 0.62
(95% CI) (0.51,0.75) -
P ff*s <0.0001
R [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ NP — R 0.56
(95% CI) (0.47, 0.66) -
P fi&"s <0.0001

CI: XM, *1 : AA) 200 mg 2 Q3W, Lo AF=720mg (FH) 21 H 1 [ATHRS L,
0 REYLET Y 60mg/m? % Q3W, XiF/X7 U ZXx /L 80mgm? =% =2—A (1 2—A28H
M) @1, 8 W15 HEIZHEE Liz, *3:20204-10 H 26 H7—% B v A7 *4 : @R Cox tt
FINYP— RETF AT L DLFRE (RE A XTI R7 ) 25 L) Lo, *5: Ehln
777 BE. *6 : RECIST A F7A > 1.1 WIS < ER TS g @



100

90 N \\
80 1 .\\\.1
70 - Y,

H£1ZER (%)
H 01 O
0 O O
/

|

30 1 S
20 - T ——
10 1= ZAHI200mg Q3W RULYNF=ZT
1 ——— {28E
O T T U T T T T T
0 3 6 9 12 15 18 21 24 27
&R A]

at risk#i

FH200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2EE 416 373 300 228 138 80 40 11 3

1 0S ® Kaplan-Meier Bi%# (KEYNOTE-775,”E7080-309 3Bk)

100 -
90 1

— AHI200mg Q3W RULYNFZT
——— {LRE

O-IIIIII
o 3 6 9 12 15 18 21 24 27

at risk#g EIEEAFHRI [A]

FH200mg Q3W KU

LYNF=T 411 316 202 144 86 56 43 17 6 0

=253 416 214 95 42 18 10 4 1 1 0
X 2 PFS @ Kaplan-Meier Bift (KEYNOTE-775,”E7080-309 #5%)



[Zcpt]

[E B2 E S M FERER (KEYNOTE-775,”E7080-309

AR
HEFELIIAHF/ Vo _F = TR 405/406 5] (99.8%) . [bFRIERE 386/388 51 (99.5%)

ICRBO DAL, IBREL ORRBEBBEETERVAEFRERIT. Th L 395406 {4
(97.3%) K TN364/388 1 (93.8%) IZ5B LTz, WT LD DR CTHRIEEIE A 5%LL Lo

BWERIZTERD LB ThoT,

#2 VWTNLOBETREASIE 5% EORBIER (KEYNOTE-775,/E7080-309 3RER) (MBS 4 M)
Ha 4] IN KH .
g;stilmbér?;;njélis) L soc Bige (%)
T F (PT: preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
/IR 395 (973) 314 (773) 6 (15 364 (93.8) 230 (59.3) 9 (23)
MR LY v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENE LT BRI iE 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
M BRI 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U BRI E 15 (3.7) 2 (0.5) 0 26 (6.7) 11 (2.8) 0
AR ERBAE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
iSRS 33 8.1) 4 (1.0) 0 22 (5.7) 4 (1.0) 0
PaRA
FHCBR B B RETTHERE 42 (10.3) 4 (1.0 0 1 (0.3) 0 0
FDR IR RE AR T 222 (54.7) 4 (1.0) 0 0 0 0
H b
H& 9 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
g 29 (7.0 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
Nz 34 (8:4) 0 0 10 (2.6) 0 0
G 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER OGN ORE
I 77 i 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
it 113 (27.8) 15 3.7) 0 92 (23.7) 12 (3.1) 0
RN DS SE 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
T 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AL
7753::@7;@;; P72 6 163 12 (30) 0 14 (36) 2 (05) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;/Z?:;“ﬁi%jm/ b 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_m);:;;a VHVIBATTZ 5 ©7 4 (10 0 5 (1.3) 2 (0.5) 0
RIS 03 0 0 1 0.3) 0 0

Hn



& B Bl K 4 B (SoC:
System Organ Class)

Bitx (%)

J& AR G5 (PT: Preferred

Term) KH Vo NF =T b PR IERE

(MedDRA ver.23.1) 406 {51 388 {3l

4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

U o —BHIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

I BRSO 17 4.2) 7 1.7 0 93 (24.0) 82 (21.1) 0

NN el 2 44 (10.8) 7 1.7 0 20 (5.2) 3 (0.8) 0

IRERA 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

M BRSO 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS £ O fRE

RHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

FmhYZ Y EY RGE 23 5.7 2 0.5) 0 1 (0.3) 0 0

K~ 72 v 7 AfUiE 39 (9.6) 3 0.7) 0 12 (3.1) 0 0
B #E Rk £ O ARk E

RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0

5 PR 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

wlis2n 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
FR SRR

R AR A 32 (7.9) 0 0 27 (7.0) 0 0

S 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

K= 2 — a8 F— 9 (2.2) 0 22 (5.7) 1 (0.3) 0
B ¥ X ORI R

EHEPR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, MoERds K OViEhRRE &

H 77 (19.0) 0 0 2 (0.5) 0 0

S 26 (6.4) 0 0 7 (1.8) 0 0
R B X OB Pk

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RERAAEASE a0 07y 1 @7 0 3 ©.8) 0 0

9 PR 29 (7.2) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
I

1 1L 249 (61.3) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

¥, ARV AN F =T FCB O TRIBEMEMRE S 6] (1.2%) . K% -

2N T

FEDTFHI 50 5] (12.3%) | EEORERES (FEMREESRARIE, FERIRARE R
ZIALBE, FARKIESE) 4 B (1.0%) . MfkEE (7> « SL—EFEHSE) 9 #
(2.2%) . BIEATR « A4 - fTHERERET - T2 - miLPERRAE 2 109 ] (26.8%) . H
WIS BEREE 237 1 (58.4%) . TFHEEMAMEERES 2 6] (05%) . mIBHKERESE 4
(1.0%) . 1 RUBERHE 3 B (0.7%) . BFEERefEE (RMERIEMER R, RERIKERSE)
13 651 (3.2%) . FEZ 461 (1.0%) . fhse - BRSO REARAE 2 5] (0.5%) . FEAEANIES)NE 1
B (0.2%) . BMZE - BEMESS 161 (0.2%) . SE DK 361 (0.7%) . OFZ 161 (0.2%)
& WVinfusion reaction 5 5 (1.2%) 23388 Hivlz, F£7-, HEEZLMKREE (G MK
7



W PESRBE R, AR M, ARIFERE, BERRIERIESE) | M ERE REMRE M OFE L3R
O BRI To, ARWEMFEHRILIEEES RRMAMRRE 2 a3 =3 LESHH
RETT,



(M- AHE]

AR OREMEYEEET LV EFIA LI 2L —r a2k, KKl 200 mg %
Q3W, 400 mg % 6 @M (LT TQeW] L9, ) X% 10 mg/kg ((KHE) % 2 HEH
FkE (LAF TQaWy &\ 5, ) TEL L7ZBEOARF O MiEHRESRF Sz, EOkk
R, AHAI400 mg &2 QBW TG L 72RO AF O & FAREIZ I T 2 ME TIRE (LIF

[Cavgss] EVVD, ) 1. AFHI200 mg % Q3W TG L72BED Cagss &HEIT 5 & FHIS
N7z (F#R) ., F7z. AH 400 mg 2 QW THeH L7ZBEOARAK| O EFIRREIZ IS 1T D
MIEFIRE (LLT [Chaxss) EVM9, ) 1E. AH|200mg Z Q3W TH G- L 7ZBRD Craxss &
L TRz T & TRISNZZH OO, BARNBFICEBOWTAREEDRHR I TN D
ML - ARTHDAHA] 10 mgkg ((KHE) % Q2W TG L72BED Craxss & H#E L CIEAE
od el (FR) o 610, EHRAMHES %2 X5 A] 400 mg 2 Q6W T
B 5 U-1Ah s 1 ARRBR (KEYNOTE-555 itBh) K 0557z FEHMEIC 55 < SpdEhhe
RIA=HIF, ¥Ialb—va il PRILEEMERE T A —2 LFEEILZ (F
) o Mx T, BEOEEIZBIT DBRRBEAEICE S, AR OBRE R & HM T
et L ORI A R DIRE — ST T VOMEE X, ARA| 200mg & Q3W iE 400
mg % Q6W T 5 L7=BROIRE & & AWE T2 e & OBEIC WO TR S fE &,
ERROME - HEOR TAEIMER ORI 2RIV E PRS-,

K3 FHRORYEEBNT A—F

- R Crnax Cavg Chin Crmax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W'! (58.55?-;9.7) (27.277-38.1) (17.%32,3-118.3) (91.3?'984.1) (49.?3(,)':1.0) (30.?3(,)?1.4)
400 mg QW1 (12;’2; 4) (32,?6?'3‘,12,7) (10,11(,)-50.8) (14(1;?49) (50.??';1.3) (19.?3?50.9)
ey | (36,1364 NA 4 150 NA A -
10 mg/kg Q2W' (212,2223) (14;1145) (11%,191)21) (421,2?133) (27(23,7282) (19;9200)

+:n=2993, 100 [HD I = L— 3 X W EH SN RPN HEO P RE (25%5, 97.5%4) . Cmax : FIEIE S
B OE R MIEFIREE ., Cavg : #EIEEE 1% OFMIEFIE, Crin : MEIEEH% (A 70 2 B5E1) ORARMmE i
E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss : Hﬂiﬂﬁ%%clﬁﬁ
2 B AR 7 R B

T : 56 BIORELIE (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4, WEFRIZHOWNWT

AFN OGN ) 72 BE ZZW - F5E L. ABIOFGIZ L0 EEZLRBIVER 2388 L 7-B
;ﬁmfé;kﬁﬁgﬁthMT®®~®@?AT%%t¢MaLkwfﬁﬁﬁém%
Thsb,

D HEZRIZHOWVWT

D-1 FTied (1) ~ B) OWTNMNITEL T D THDH Z L,

(1) JEEFBRENFEET 52N A SRR SRESS  (BREF RS A2 R LS SR BE
S s ARSI ISR, U Al rn &)

(2) HFEMEEENRPT

(3) FLENFIRENFIFRE T 5 A ihEsinle (M ASRREEETE EIRbT. 25 AiaEiE
W, S AR HREHEHEERRE R &)

(4) IHAEFRERARE L, ISR P20 1 SIS SREH skl 2 o
gk FEUE AR 5 | 21T > T D itk

(5) HUENMEREEAIL ST & BN ORI L YEIAR D B H 21T > T D ik

®-2  FE R OALERRE N ORIERFE B OSSN -4 70k & R R oERT (TR
DUWTINTREE T D ERN) 25, YRE2REROAAN BT DIRROREHR & L TAE
EhTnbZ L,

*

o [EAIRFFEUSHE 2 FOMIIHE ZE T L7-12IZ 5 LU LD ATRIR D ERRBHE 21T -
TWbHZ e, 96, 24EU R, BPARYIRERZ T & LTCBRRIERZOWHEZ1T > T
WnH Ik,

o [ERIRFFEUFR 2 FOYHWHE ZAE T L7-1%IZ 4 EU EDIRIRBERZHF L T D Z &,
Dby 3 LRI AR O D A SIIRE A S LS AR OBRIRBHE 21T > T\ %
N

@ BrNOERBFREEOEHIZONT
ARSI E B CIEE T D BT B Sh, BERAS 0 Ol a, A2k - Latk
FREEAFIROE B OERTSFIA T D R, AEERNE LI OWmE £, &
LN ATON DRI E > TND Z &,

10




® BUWEA~OXRIZ2OWT
@-1 FEREMHICET 5B M

W PERTR BRSSO EE R RITEA A L7ZBUC, 24 FERIEHRIRHIO T, Yikhik X
(TR RN T, FEBL L 7ZBIERNCIS U CABEEEL O CT S ORINEH OB 42 78
A OFERD Y A GBI, E SIS ATRER AR > T D 2 &,

@®-2 EFREFECLI>AEESRIIGICETZES

W AR 2 BRI R O HRE 2 AT B ERREFH DRI T =4 1 v 7
EEWIEROA Y ) == T EATOEIRE &l E 308 T 5 F— AEHRIKH 2
SNTODZ L, ks, BRI OUNT, BABE L EOFITHHCAMEN TS
&,

@-3 BHERADOZErexRICEL T

BIWER (BVEPERR BN Z . KIBR - /MEs - BEO TR, BIEFR - FFRA - i
WReREE - R - BEPERRE 28, BReRE S R BB R, RERIEBRE) |
NIRRT (FEAMREERE, FORIMEEEREE . RIRMEEREE) | LABERE, 5E 9
BEde. g% « RERUREMRIE , TS, TRE OGRS (PR AEESCRAARIE, F2 kS
TEAREGERE . ZIEALEE, RIS | infusionreaction, AM7S - BEMEZS, HEIEAHEEIIIE,
R (X7 0 - NU—ERRESE) | DR, EEARMEREE (St i s
PEERBENR . PRI, ARIFERS, MERERIERIESS) | MmEREBIEGERE, MR ISR
T, Y XA LEBEE RSB O F P2 A3 5 Al & mgE U (BIVER O Eroxt it iz B
LCHREROIEEZZTONDIEMICH D 2 L) | EHHICHEERLEN TE DI
STWHZ L,

11



5. BEXRLRHBE

[H2EIC B3 % FIH]

O 77 F T EE D AFRIER I THEE U2 UIBR AR ST - RO EIRE R
FIZBWT, AFE Lo RF =T A VVERE & OGS THERMEN RS TV S,

©@ TRUIEY T 2 RFICHT DAANO G K O FIEIZ SN T, ARFIOA D
ML SN TELT, AFIOBRGRZELELRBRRUN,
o ALTFHEHEIC K DIBRIEO 7 EBE
o DTAHANOANMED R STV MBLOHTEMEIEEA & OOf %5

[Ze R B4 5 ]
O TRICEETD2EHICOVTIAROBENRER L SN TS Z b, Bb%
Thmnz L,

o AFNIORKE LIEBUE DB O & % B

@ RBRETOFHMmIZ IV T FER Jﬁé#é BEITONTIE, AFIORGITHER S
WS, M OTRFERIRE DN 72 WA R Y | EEICAKIZFHT L2 L 2FETE
2o

o [HIEMENR @Aﬁﬂi%6®%é$%

. %%ﬁ@ﬁﬁfﬁi% T8 2 BB T ONE B D IR BRI e SOl YR Pt At 2% 55 D
JililZ AT ZE A S %ﬂé%%

- HOREHREBOESON XITEBMENZRE L IO B B R B OBFEROH
YisEcy

o JEESSBAEE GEmEsmeBEE ST ObDEE

o EEOBGSUI A AT D RE

+  ECOG Performance Status 3-4 "V @ H&

(ED ECOG @ Performance Status (PS)

Score | T

0 | &<MERIEHTE 5, ML R R EAEENHIRZR <ATZX 2,

1 PREIZI LUEBNIHIIR S 525, BTAIRE T, BRI > TOMERIITH 2N TED
Bl - BEOFE, FHEE

HATAECHOH DRI O Z L3~ THREZMERIT TE AoV, BP0 50%L2 B~y R Till 29

ROENTZHOSOHOEY DZ & LTERY, HFEO 50%LL EE2 Xy Ko+ Tl 24,

AN

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l Id,

12




o

BRECELTERETREFH

WA SCEFITIN A ROEARTE3EE DRI D ERME 1T -5 & ARHKI O Feik & Nl 1E
R DT DI B2 WA B R L TR T 5 2 &,

TRIRBIAAIC N D, BE T T OFBRITHE IR Ot +om L, FE%x
BThogkETHZ 8,

ERBERO~R T A MZDOWT

MEMEMEERNH LDONDZENHDHD T, AFOEGIZHT=>TE, FIHPER
(BGliv, PRORIREE, k) OMGELR O X #RE DS, Blg2s 71
1792 &, Fo, RBEUISUTHE CT, MiE~— W —E0mELZFEmT L5 &,
infusion reaction 23&% H LD Z L 3d %, infusion reaction 2358 H L HAITIL,
WYIZREZIT S & & b, JERDBEERE T2 THREOWRBEZ +2ICBET 52
Lo

FRIRBERERR S . N EAREREREE R ORIRRERERN L LN 2 ERHH DT,
AHN O G-B G T M OB G- W I EIIC N isieefd (TSH, #RfE T3, %
B T4, ACTH, I = LF > — VS OHIE) ZEMiT 52 &,

BIFENF 25, A%, H#EREE ., FREOEEIRE RN H N2 ERHHD
T, AFNO B G-BAART M O G- R H I 30E IR IFRERERR A (AST. ALT. y-GTP,
Al-P, B U NLVEEORIE) HFERTDHZ &,

SEIER MR LML EBRER T GT) FOEERIREERHHOND Z &
NHDHDT, EHMICIROREOFELZMRET L&, £, IROEFENIRD S
NG EITIE, BN ERERZZZ2 T2 L) BELRRETLHZ &,
AFNOFHIZ LD, WEORERISIZERT 5 LB 2 b okkx REEBRRED &
bbb ENDHDH, BENBDLNEAITIE, BELEFRITS C-EMY
TR & R A RO ERD & s U ClE ) el M A TV B ORE RS K
LERWER DN LN D55 1TIE, AFIORIES I IE, K ORI RE R LVE H O
BHEELZEBRETDHZ L, B, BBRERLVE L ORGIZEYEWEHOSGEENR
D HNRWEAIZIX, BIBRER LT UAOREMFIRIOBNLEET S Z &,
Be AT, AN OE T AREB L TOLEIERN BT Z R3S D720, K
FOBEHETRICOBER ORI FITEET D &,

1 BUPERRIE  (BIE 1 BUBEIRIS 2 & de) 23d Hbdu, MERPMES F 7Y R—2 R(2E
HIENHDOT, OB, Bl EMZEOMEROBECMPEEO EHIC+0EE
T5HZ &, 1 BMERAEN DN GEICITHRGEZRIEL, A R VRERI ORG-S
OGN E AT O 2 &,

@ AFNOEEKRBRICB T, KEYNOTE-775,/E7080-309 Bk CITIE/EL BT N6 8

WEZ & (RIS ERGET L VR (CAMEOFME 217> T2 L 25
B, AAN G PEMAC B RE THIROMERZIT O Z L.

13



27 11

REFERAEET A KT 1
RoavTnl) <7 (BFEBRZ)
(B354 = %4 hA—4 SR 100 mg)
~EBVWEEELTFERE (TMB-High) 267 3 EFE~

SFA4E2H (Ffn448 HHET)
JEAE FrEE



ER/N

1. XLz P2
2. ARENOF. (FHKT P3
3. ERIRRGE P4
4, FEFRIZHOWT P8
5. ®hHxtGE LB P10
6. HEHEICELTHETRXHIRA P12



1. IIC®»IZ

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

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

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

B ARITA BT A %, MNATEBUE NEE S EREE R G, A tHEANR AR
BRI s . — M AN B ARERIR N E & & OB N B A IR R 7= O )
Db EFER LT,

RO L IR DEIRAL L A M L—F SEERE 100mg (— R4 AT e X~ (Efs
THAHLZ))
KR ERDMEXIHE © D AALFIRIERITIE LSO ER s 74 % & (TMB-High)
AT HEAT - B OB EER 28R D N2 5512R )
MNEERDMERORE - @, AT, 2a7nl) X~7 (Earlfz) LT 1
(7] 200 mg % 3 HME ML 1 [18] 400 mg % 6 # M T 30 75
2T T RIEERET 5,
% & . MSD R4t

5

;3
=
o




2. AFOKK, {ERBERF

XA M —H RIEEE 100mg (—i4 - XA 7 r ) X~7 BIEEFHRZ) DUT TR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% dD Y %> K Té 5 PD-L1 & T PD-
L2 L DR EZEHZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 #2813 T HifE S s (RS 2> D ki 2 72 DI 2 AR A3 FI 5 5 3 7 S 7 il 4
AA w F T, PD-1 1, RIS TEER T MifuoMinLmIcBELL, B %
P I % B Lo AR LB STl Rl 70 e RS & i35, 7B, PD-1 132U H o REfE
ATHZ IRV PURZRRICL D v 7P Vs AICHIET 5% B/ KThH 5, PD-L1
DIEFFFEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAKIICEIT D PD-L1 OEFEEIL, B, M.
JHHERE . IRBLRE ., FE/ BT & Ofix e N T TR ARRKR - CTH Y | IRWEER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S, PD-1 & PD-L1 OFfRIKIINEE
DHPERREIC BV CHEERKREZE S Z LRI TR | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Oj U > ROFERELEST D Z Llck v,
W NBRBE TR O RS OGS SN T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVE I35 < E OSRE ROSC X 2RISR & b oh, BESUIELTIC
EDLAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & RO PR Al & @ L Tl
BN 8RR W 2 ATV B DSERISIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 MER D D,



3. BRERBUE

DAL IR U - @ O S R A B E (BLF [TMB-High] &9 ,) =F
T HHEIT - BROBEHE GEERZ2IBRBREERIGEICIRD) OARRHIGHG % 1T - 7=
A IR R BR O Rk A R T,

[H2hE]

[E BRI [EZE M AHRER (KEYNOTE-158 k)

(LB OB 5T - HROBIEERESE (BAFEZ L1207 A~L 0% 7 L—
T IBUTH] 200~1,595 ) ARG, AHKI 200 mg 3 EMRIE (LT TQ3W] &
9,.) BHOFEMER NEZEVERBET ST, AFIDOF ML, FoundationOne CDx [T &
Y TMB A =27 73 10 mutations/megabase (mut/Mb) LAk & HH X734 12 TMB-High
CHIETDHZ L L L, NTEENCRE S T, Z—7 A~T IR S - EREERE I
W TTHRNT DM T DT,

TMB-High 29 % 102 5l (HARAN 6 flaETe) KU TMB-High & A L7220 689 f
(HARN 71 flzETe) IS5, EEFMEEE TH D RECIST A4 K74 > 1.1 hRIC
HOSHIHEIZLDEZNEORR Q0196 HA2THT—X Iy "A7) FR1DL
BYThHoT,

* o —RIBE & U TEEEICER SN TV A{ERIEITE N HEZE THW LR TWD T
IR R OB R 1 % 5 T TR W R BT SRR O JB3E D3 A AL B Tz,

¥ BT N—FITBNT, ENENLTOBRERHHEAN DAL,

A TP R ERE) . B : HER (HEXONEORE, 727207 7 — % — I RKEIES

ZER<) . C: i, B, DG, G, B OV H Sk O N o WES: (B o bR S d

AR NI EES) . D FENESE (WIESOXMERESE 2R<) . B: 7a5%E R

SRR . FoAhEE RS BERE) . G /NI, H o FPRzE, 1 HURERE. T MER

P (RESOIZERIES 2 R <), K: @mE~ A 7 a¥7 74 MARZEME (BLT TMSI-

Highl &5 .) A7 2ETHEERE (K55 - @ 2R<) . L (FEO &) : MSI-High %

9 5 EITEE

#3 0 5%LL LT LOVBRE TR S T2 RIFR S S K OFERIFRAE R & | AEREAIE R S D2 B
T OWEEN I REII RN b 5 L BEZ DN A ERERN-E HEEH 7=V OEROK

(mut/Mb)
#1 ARk (KEYNOTE-158 3k)
TMB-High Non TMB-High

102431 6891

CR 4 (3.9) 11 (1.6)

PR 26 (25.5) 32 (4.6)

%k SD 14 (13.7) 228 (33.1)

(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)

NE 10 (9.8) 66 (9.6)

Zzh= (CR+PR) (%)

(95%CI) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 5287%h, PR : &0 2E%h, SD : 2. PD : AT, NE :

At ARE. CI x5 HE XA

* L E OGRS CITRIER AL 72 L & S, 1RBR3ER: 54412 Non-CR/Non-PD & 54l & i

I GER




TMB-High A3 % 102 1§J (BEARAN 6 HlaETe)) KU TMB-High 274 L7\ 689 {3

(AAAN 71 Bl ETe) 12815, RECIST 4 K74 > 1.1 U3 < @iz L 5
23 AT @%xﬂaﬁ—@ﬁ% (201956 H2T BT —X v "4 7) 13R2DEBY TH-
7=,

2 DARBIOFLDMEE (KEYNOTE-158 35)

TMB-High Non TMB-High
N TR B (%) #%h (CR+PR) B (%) #%) (CR+PR)
102 {3 (% (%)) 689 i (FhFE (%))
ZINH B B 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
- SEHIE 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T NI 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
TP 9 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PANI=Y 12 (11.8) 2 (16.7) 0 (8.7) 2 (3.3)
RN 3 WARE 15 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
WE 7 R 3 (2.9) 1 (33.3) 9 (11.5) 3 (3.8)
PR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
Rz e 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER ] 0 — 3 (9.1) 2 (3.2)
—  HEEART



[Ze21k]
[EFRIC[EZE M AHFER (KEYNOTE-158 #fR)
HEFEGIT 103/105 B (98.1%) (2. BIWERIE 67/105 5] (63.8%) (2788 Liviz, HHL
TN 5%LL EORIWERIZITRED LB THoT2,

#£3 ZEEN 5% EORIEA (KEYNOTE-158 3RER) (RAMAENT i)

EEERIRSY#H (SOC: System Organ Class) H%k (%)
JEAZE (PT: Preferred Term) 10543
(MedDRA ver.23.0) 4Grade Grade 3-4 Grade 5
EEIEM 67 (63.8) 15 (14.3) 1 (1.0)
oW
FOPR BRAE RETLAESE 7 (6.7) 0 0
FOIR BB R T IE 13 (12.4) 0 0
Bl
T 8 (7.6) 0 0
L 6 (5.7) 0 0
—% - A REER L OGN OKEE
I 9 13 (12.4) 1 (1.0) 0
I 57 17 (16.2) 0 0
Rtk LU RmE
BN RIS 11 (10.5) 0 0
BB KOV ARk
5 P 6 (5.7) 0 0
FZ &R X OV T AR E
= 5 e 12 (11.4) 0 0
JE 9 (8.6) 0 0

7ok, MVEVEMEE 461 (3.8%). KGR - /NEHR « BED TF 3 6 (2.9%) . BIE
R A4 IR BRI - T2 - AL ENRAE 2% 5 151 (4.8%) |, FUIR A REIE T 15 1511 (14.3%) |
B RERERETE 1 1 (1.0%). 1 BUHEIRIA 1 6 (1.0%) . BHeerEs (PRMIE RVE MR % .
HRERIREF ) 161 (1.0%) K O infusionreaction 1 1 (1.0%) 2i8& bz, F7-. &
FED RIS (haEfhR BRI ARIE , FRAEIRARIE R, ZIRALEE, BREES) |
MRS (F7 2 - NU—ERRESE) . FEEAREREREE . Bk, ik - BT RARE, =
JEADEIJIE, BNd% - BRI, S & DMK, Ok, EERIMERESE (Go M im Mxjd
PESRBER . WRIMER M, JRIFERES. MRRRIERIESE) . MEKE RIEMRE L O EZITR80 &
N holz, REIWERFBBURDUIREEFESR (RAREMERET A2 E5T) 280EER%E
Y,



(At - HE]

ARNOREREYEETT L EZFIH LIV I 2 —v 3 12k b, AHl 200 mg %
Q3W, 400 mg % 6 FHMMHE (LT TQeW]) & o5, ) XiX 10mgkg (AHE) % 2 B[
ke (LLF TQ2WJ &9, ) THRE LEBEOARF O MG T EENRF SN, Ok
Fe. AL 400 mg & QBW TH G- L7=BEOARF O EFIREEIZ IS 1T 2 I iE HiRE (B
T Cagss) &9, ) 1E. AHI200mg Z Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . 72, AH400mg % QBW TH G- L 7=BROARHKI D EHIRREIZ I 1T 5 %
EIE IR (LLF TCmaxss) &9, ) X, AAl200mg 2 Q3W THEH L72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR FHER I AT
HRE - HETH 5% 10 mglkg (RE) % Q2W THH: LTZERD Craxss & Ll L TIK
EERTETHEINT (FFR) . SO, EERAERE 2 X5ICAKA] 400mg % QW
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EipHhhg
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILT- (FR),
AT, BEOW AT D ERRBRARI IS & | RFIORE R & AWM TZ e
PE & O BE A f 9 D RER UG E T /L AEEE S, AH 200 mg &2 Q3W XX 400 mg %
Q6W THH L7-BROMEGTE & & AME T L2 L OREIZ O W TIRFT S /R, b
LD - HEOM THEINE L OVREVEICAME R 2RI 0w & PRl Sz,

&6 FAOEMBERL T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL) (pg/mL)
200mgQW' | (coivon | raoen | (7888 | (o174 | 4ossio) | (208 81
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mglkg Q2w (21;2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19?;00)

+:n=2993, 100 BIDO ¥ I = b— 3 N K0 BEH S8 FEO YL (2.5%45, 97.5%450) | Cmax : FIEIE
GO E MG PIRE, Cavg @ PIEIFR 505 O MIE FIRE. Cmin @ PIEIFR G (A 7402 HE8) ORI
IR, Cmaxss : JEHIRIBICH T 2\ MIE TR, Cawss : EFIRIEICRIT 2 EIMIFE IR, Cminss 1 EFIRAEIC
BT B IR iF e B

I @ 56 il DRATEIEIME  (95%15 HE X [H])

§ : 41 Bl OLEMEEIE  (95%(EHEIXHD)

NA : 47 L




4. FERIZOWVT

A 2 G oh, EIEEL Y 2 7 EEHE (RMP) (33 < AHI 0 3K 5 22 VRS ARTE &)
ORI & D sk T > T, RF OG- DY) 72 B 220 - FrE L, RFlo#
HAZ XV EERBER AR LRSS T 5 2 EBARERTZD, LTOO~@D 3~
TERWEIRRITBOTHAT 52& Th 5.,

@D MWEHRIZTHOWT

D1 FiEo (1) ~ 5) OWTFINTEYTHMETHDZ L,

(1) EAEFBREDEET D05 A BEEERLS RS (BRE RS A SRR S 5T
HiE 23 ARSI RIS, HUES AR 7R &)

(2) FEEHEREIRRE

(3) FREIFIRANFENEET D03 A HEEEFRRT (DS AR EbT. 03 A
W 19mRE. 23 ARSI EEHEE R 2 &)

(4) HRACFERIERE A2 % E L, SSRGS RE R | USSR IR b A e st
2 Ofiek FEHEZAR D M 21T > TV B fik

(5) PrEEMERES AL E BUINR OfE FEAEITAR D w2 1T - TV B Jitigk

O-2 B L 72D D ATE T OAZRRIE S O RIME S8 BLRE O S IG IS 47 70 Ak & ek &
FroBER (FROWTINITEEY T HER) 25, LB OAFNCET D8RO R
EHE L TRESN TS Z L,

e

o [EHihEFFEE 2 EDOPIHIHME ZME T L7212 5 ELL ED D ATRIED BFRIHE %
[THoTWBZ &, 9bh, 2L RIT. RARMIRELE T & LI BRBEEZOHHE 2
IToTWVWbHZ &,

o [ERGFFESE 2 EOPIMIAHEAE T LI2RIC 4 ELL LOBKRRREZA L T\ D
Z L, b, 3HELRIE. R LE D 0N AFETE T O AL e N ATEIER
DERRHEZITo TN D Z &,

@ PBENOERLEREEDOEHNIZOUVNT

PSR BB BT 2 B R DR E S, BRSO oA D, Aotk - &2
EMESEIEFAE RO B L ORI 2 IRt A FFRBBAE LG H oHE
¥, FERESDIATON LRGN ESTWND Z Lk,

® EWER~DOXRIZDNT
@-1 MEFAEHICEET 5 B4

B MERR B O EE R BITERA R AE LIZBRIC, 24 BERIEZIEIRHIO T, Y%k X
TTEEE R I BV T, B L TZRIWERNICIG U CABEE B O CT ZORIWER ORI 24
FRREDORERN Y HHIE G, EHIZRIGS ARG N> TnD Z &,




@2 EFREHICLDEEERSICET 5 ES

M AR HED 5 H I A L O e 2 B D ER RS NEWER T =42 ) v/
EEWIEROA Y ) —= 0 7 EATOEIRE LR % A TE 5 F — L ERKH )
S TWABZ L, B, BiHEHICOWT, DAUBE EFOFBEICHDICEmEINT
W5k,

@-3 BIEROBHTLRTICE LT

RUWER (MEMEMEBIZINZ ., KIBX - Mk - BEO N, BUERFZX - A2 - 1T
BEREFE S - HFJ% - BEALMERRE K, BRI E (RMEFHIEMER &, REKEBERE) . N
SrublEE CFEEAEREEREE . FURIRES R . BIRPREEREE) . 1 BN IRIA . 5 & 9 Ik,
Mo - BEBURIARIE . e, EE OGRS (hEPER R EEIERARIE, BR R I ARE %
e, ZIERLEE, FHARJEIESE) . infusionreaction, AMZE « BHEA . BAEMNMESJIE, AhRkEE

(7 v« NU—JEERESE) . Ok, BEEMmKEE (SN MRS PR SR B |
PRI, JRIFERES, MERERIERIESS) . MERE BIEMERE, S 2k LT, Yk
B ST R E OB 2 AT 2 AN & #EHE U (RIVEH OZWr-eR s 2B L THRE
KROSREZTONLEMEICHD 2 L), EHIZHEEIRLED TE DEHBE STV D
ok,



5. BEXB LR HRE
[B2h B3 % 1]
O TFTROBEIZBWTAROFHENREIN TN,
o DAALFIRIERICHEE L- TMB-High 2 A4 21T - R OERRE (A7
TR R A 2R D)

7245, TMB-High [ZBIF 2 AFI O = > "= v Blid% L LT, RES
FoundationOne CDx XA ) L5707 7 A LN AR I LTV 5D,

BAICHT > T, BEERON A FT 4 L EORHOMHRESEI, SITOL
PRUEIC L D TMB AR~ R B R ORI O 2 IR OB I > T
BT 52 L,

@ TREICEENE T 2 BE T 2 AR O G K O A ITIEC DWW T, AFIOAZED
MESLSNTELT, AFIDEREGIR LR BN,
o FiToOMBIRIE
o fOPUEMELGA L O L TRE SN D BH

10



[Zz 4pElc B4 % $H]

@

TROICHEU T HERE IOV TIIARK OB E DD L SN TNWDH I Enb, %5 21T
bz &y
o KRAIDRKTITR LIBBUEDBEFRE DO & 5 &

BEEATOFHEIZ BV T FRLICRE Y T 2 BT OV T, AR ORI S e

DS, MOTREERINE DN R WGEIZIRY | HEICAKIZEHT 52 L 2B ETE D,

o MEMMZEEROEI IIEOH 5 BHE

o i E R A CHRIE R 2580 2 B K ONE B 0 KR Bt 2 <0 R gu M fiti ¢
FEOMMIZRIEMEZE LN HA BN D BHE

o HOMEERBOAD, UTEMHER A L IXFERMED B O g% B OB D
b5 B

o BB (EmSMaBEELET) Ob b EE

o MO IIBHEEZ AT HEE

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

(ED) ECOG & Performance Status (PS)

Score | EF
0 | &<MERIEHTE 5, B U HEAEESHIRZE <ITx 5,
1 WRAGIC I LS ENIHIIR S A 23, BITATHE T, BIEEM - TOMEEIITHI Z &N TE 5,
B mNF S, FBIEE
2 BTRIEECHSDOH DRI O Z L 13T N THEEEDERILTE W, HHD 50%LL EiZ~<y FACiE I,
3 ROENZESOHDEY DZ L LvTE Ry, HHOD 50%L EEXy R+ il 21,
4 2LET RV, BOOHFOERD O el TERY, BEICy R BT CTiZd,

11




6. BEZELTHEETREFIH

O  USAHSCEEIN %, MEIRGEER DRI 5 B RS TS & ARHI O ReM: K OVl 1E 6
DT OIZ B HZ I L TR 5 2 &

@ RIRBRMBICHENI G BE T T OFBRICAER OfEME 2 H58iH L, RE 215
ThoEETHZ L,

@ FERBEWEHO~RY AL MIOWNT

MEMEMERERH oD Z DR H LD T, KEOEGIZHT--> TiL, #IHE
W CEEIRL, PRI IRIEE, k) OfERR L OWGE X #ilRd o s, BlEz +
AT O T &, Flo. BELTS U THES CT, MiF~—F —F O 2 Fhi+
5k,

infusion reaction 23 & ©H 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & &b, JERDEIE T 2 £ THREDOREZ /01882
T5HI &,

FR I RER . N EAEERE LR ORIBEEREREER D bDLND LR H LD
T, AAF| OB G-BAERT M O G-I P IE NN oW EERR A (TSH., #Hf
T3, #HE T4, ACTH, IfH =2 LF Y —VEORE) #FEiiT 5 L,

BIERF 2%, A4, IFeERES . IR, {EHERERD L OND Z 03 H D
DT, AHNOEG-FAMERET R O 58 I3 E M iTseER A (AST, ALT,
y-GTP, Al-P, B U LB EHOHE) ZEMTH &,

SEIEE (MR L T BHRAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFWICIROEFE OFBEMHHRT 52 L, £, IROEF N
RO OLNTHEEITIE, HONCERENZZ2T 2L )BEFELRET L L,
AHNOBEGIZLY | WEORIERINIERT 5 &5 2 bILbHEk A 7B E
DHOLONDHZ ENnbD, BENPROONTEHEEITIE, BB LEFRIIN LT
BEFHE 70 il & AR & B Rl & s U ClE bl 22 85 B Wr 247\ il o
FOSZ & D BWER R B 25581213 AFIORIESO I IR, K OREIE RE R
NWEVRIOBRGEZZRT DL, ok, BIERERLVE L OEREIZEDEIE
HOYGENFRD B2 WIGEIZIE, B R E AR VE LSO & 1 Fl o e hn
LERET DL,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 579,
AFNOFGHETRIZHEWEHOFBU A 2ITEET D 2 &,

1 BUBEPRIS  (BIE 1 BUBEIRS 2 & de) Db bbiv, BERFES 7V F—T &
ICELZENRHLOT, A, Bl EHEEOEROFEHCMBEHED BRI+
SEETDHZ &, 1 EEREA OGS IR EERIEL, AR 8l
H O bE DO R LEZITH Z &,

@  AFOERRERIZIBV T, KEYNOTE-158 3B TIZEG-BME D 1 ERMIZ 9 @M =

&

1AL 12 8 & & A EOFHE 21T > TWe Z &£ 25512, ARG

PHXEHRNC BB A TRIROMRE 21T O Z &,
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