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BB IES - ATERAE BERR ST ERE
(& B & B

RaTul) Xed GEGTHEBE) B OREEERRSES 4 K7 A
v (BEE) OEREBUGNLAT Y X< (BETHEEL) 850
S EASET A RS A4 v GE/apiigs, ErEam, s
T UV, REERE, BEESA 70V T T4 MREER
(MS I1-High) 2E35EFH, SMIEEEOCESRE) 0—
EEIEIDNT '

REMBOEE L YEOEATE 2016 (284 6 B 2 HREHRE) IZBWT,
HEEHEESOEHORBEHERRKZ Z EBBVIAENTZI LEFT T, &
BHEE N P EICLER BRI T A DICEEERMET A F5 14 %2 1{E
CERTARZEELTWETS,

SR “A7D)277(ﬁ%%ﬁﬁx)%ﬂ(%m% XA F—F T
HE 100ng) 120WT, AEEH LTHEETIBOBEFES, JHEO LB
%ﬁﬁ%ﬁﬁﬁ%F?%yabfﬁbiebibtwr ZOERILHT-T
X, BHA RTAIONTHEBEENRD L5, BEROEREEBBROCERIZH
TARMEBEWVWLET,

Fio, AT Y XvT (EEEEZ) R &S, ERAE,
TR E Y B, RE EERE, BEE~A 7 0¥ T 4 FREEME (M
SI-High) 287 2FEFE, THIREKCIHFESEEICH L TERTIED
BEFHICOW TR, [Ra7a ) Xv7 (EEFHERR) W OEBERAEE
HA K54 (BN, FREE) OERR OREEAEES A K74 Ok



AN, EMRANE, AR DR ) VSR, R R O R~
A 70V T T4 MALZEE MSI-High) 2687 3EBE 0—&HHEC
SNT] (AFIFEAE 12 A 20 BANTSESUET 1200 4 5 BIEANBHEIEE - £
A AR RRESHEMERM KEORLTEEEZATT,

S, NAT Y Xed BETFEERZ) SFICOWT, B, &
MEEIE, SRERIEL VL E R RS, BEEvS 7 ey T4 b
FeEbE (MS 1-High) 2AT5EEE, SRk CEERECHTS |
REROHBEO—HEFENKR SN D L &I, YN A FTA V%, 2
NERIHED L B0 HENE LE LEOT, BENOEERREL LRI
BRAMERBECLEYT, 28, RERORBEMEEY A KT 4 V1L, HIEkS
EDLBYTT, | | |



JE/BRRIE O Bl R FAHEE S A B4 v ORETERT IRk ER)

B

OEEIX R MR (KEYNOTE-024 3AER)
(LR D/, EGFR B 7R, ALK &b
AEETF LT PD-L1 Bt (PD-L1 2RE L~

13 IH

Y R— (THRERBRD) Y- (ﬁﬁﬁ%%%)

2R—Y SHBERAERERS A P—F AEFHE 100 ng | 22— Rt LI BHEEMN
(—fs : ~Aa7nl) X< (GRETHEEZ)) '#4%»~ﬁ5ﬁﬁﬁmom(—&%-mh7u
() ‘ Y X=7 (BEFHMEZ))
SR L 7B AR O B, B, SA (M%)
Tull Av7 (Gl FEMz) & LT, 15 200 mg B ENAHBEREVHE B, ﬁJZ)\ IZ, A
% 3 ERERREXE 1B 400 mg % 6 BT 30 Tul X< EBETFHE#EL) L LT, 1E200ng
DT CRBERET 5, % 3 BT 30 22T TRINHEET 5,
(&) (%)

3 AL 2. REIOFM, ERBF IR—Y 2. AEOEK, 1ERBF
XA b A—F EEEIE 100 ng (—iR4% : AT = FoA bN—F SHHE 20-me B R EE-100
Y RA<7 (BEFRHBEZ), BT IFH] 20n),) mg (—R% : RATnY Xvs (RETFHEMBRE).
L. PD-1 (programmed cell death-1) &F DU & BLF TARF &vH,) 1&, Ph-1 (programmed cell
v R C&HA PD-L1 NPD-L2 & DS ERAE death-1) &FD Y H> KT 5 PD-L1 KT PD-L2
T35, & MbIgbd T/ 7 a—rrikchs, EORSEEEEET S, £ MbIgha®/ s n—

' ' TNAHFETH D,
4=y [ﬁw&] 42— [AZhtE]

OERRIEFEMFEERER (KEYNOTE-024 3RER)
(LB OV, ECFR BEFEERRYE. ALK Ft

SEGFEMER T PD-L1 B (PD-L1 ZFE L




EEMIES EH58E BT (195] £1n5,) =
50%) DYIMRTRRE/RIEAT « TS DA NG 1%
305 ] (A AN 40 BlEETe) ZxtBRIC, 25 200 mg

3EMMME (LT Q3w &) REDHRM

BEOREWNR, 77 F Al %25 e iZ b E 5k
% O(BUF TS0C) &vv5.) e LTRITEh

feo 723, BRI CREEITHRD BRI HE |

I\ BRIEAT 2 TR DAV SO
BYIZEeRE L TUN B B TR, BB (O R R

THEBAETARD b DT TARORE 2 ks

5o L ASHREL At EEEHEE e E s
IR (BUF TPFS &4v5,) . BRREHMEEE 114
ATEHIM (BUF Tos) &vv9,) & &h, AFIIZT
Z FF A B ST BRI L LB LT, PRS, RO}
08 (HRIMEHNT) EHRCER L,
%124 WAETHREISNEES AR OREEF
EL, 20%, EBRETHIRD bR BAIcE
CERPTEB L L SN,

PRGOS S SEIE (BUF TTPS) & 5,) =
50%) *DYIRTRARARMEAT « T DI/ NN
% 305 41 (AR 40 BlRate) G, &H
200 mg 3WMHMM (LT Q3w &vv5,) #E50D
MR RN, 7T FF A% 3Bl
{bZEgIE (BLF Tsoc) &nvH,) #xtBRe LT
&N, BB, BRI CEAESARD b
Te AT, REET 2 RIIERIERD bhing
DEEFRIIZRE L T2 BETIE, KELEOE
GBS CHRBEITNRERD b B E TAR DKL

| kB T L NERE L S, EEIE B

AL (AT TPFS) &V 5,), BIWEHEE
BIT2AHRIE (BT oS &nd,) L&k, &K
Rz 7 7 F K & &b i@k & ik LT,
PFS. KU 0S (FRfFENT) ZHBRICER L,

— £ il ek B =5 8- =3

BaTHE SR, |

*¥2-: 24 B AETRESINTHEIIRFORS %
PIEL., 0%, REETHIED bhIES
IR EEBETEAZI L AN,

6 ~—

@EEEA I/ MFERAR. (KEYNOTE-010 BUER)
75 FF WA R ST L BRIEEY 2445 PD-LI

6 ~—

| OE LR 0 /MHERER (KEYNOTE-010 35%)

7S FFRE ST b EERIEET 2F 95 PD-LL




BBtk (TPS=1%) DUIRRREEAET « BROIE/NH
R R 1,033 61 (BAA 91 FlEET) 2%
W, ARFI2 mg/ke QW RE KT 10 mg/ke Q3w P
LOBEHER RSN, Fe& 3 KFi (B
T DOC) & 5,) EXMBE LTHEEhE, &
B, EEFMCRAEETHRED bhiEAI, &
BT 2 RIIERSED S WS DR RMIZE
E LTV ES T, RELAEOE T TR A
EITHRD BN D T TAHBIOBRGMEEZWREL X
e, EEEIHIEE 1L 0S RUVPFS & &4, AX|
(£ DOC & i LT, 0S 2 AFICER L7,
*1 : EGFR B R IT ALK MG BT Bk
DREFETIE, 77 FFREESLIEEEILLS
TRFERICINZ ., £ Fh EGFR BAEVER XX ALK A
EEHE AT S MEMIEERIC L AR E
5 BEPEABAN BN, | |
*1 : EGFR B+ ERBMEXIL ALK Bl &8 {=T1
Mo BRE T, 77 F M St bRk
o BISRIBICM A . Zh2h EGFR ME(E
Xt ALK BREEA %A D EEEES
L EARERPETAIRENHEAANLN
7

BEPE (TPSZ=1%) *OEIBRREE/o ST - FHRDIEN
FIA SRS 1, 033 B (BAA 91 Bl&EEde) %xf

| 8z, AX2 mg/kg Q3% BE KRR 10 mg/kg Q3W
S OFMEEOREEN, Fie & AKX

(BATF IDOC] &9 ,) 2xtBRE L THRE SN,
2P, EHEREE TR BETAED bhizBai.
ﬁ,%iﬁﬁ%ﬁﬁ‘ﬁ%ﬁ%&) B WEDERRMIZ
ZE LTV EE TIE, WRE DA OB &M TR
HIETTATED B D E TARI D& EHkEE % 7T
SEhiz®, FHEFEIEE L 0S RUVPFS & &k, K
FLDOC LB LT, 0S ZFEICIEE Lz,

*1 : EGFR Bin TR EBMEX X ALK fl & 8= F Bt

DBETIE. 775 T A EELLERIRCLD

BRI A, € Eh EGFR PRE/EA X it ALK

EEREETAMBUEEAIC L REEEZET

HREFNREAEANDNT,

*1 : EGFR TR RBENIT ALK BE8ET6
Mo BH Tk, 7T F K RS e bR
L DIBREICIN A, TNLh EGFR [REE
XL ALK FREER A3 2B EEA |

WL AREBERET2RENEHLANLN

Yl '

%2 124 W AETREINZHESEIFFOKREE

%2 - PP=T1 THC 2203 pharmbx 4 2| O




T L, E0%, KEETIRDLNIHE
CREBERTES DL L SN,

TR S e |
*3-: 24 WA FTHREENTESIIAFORE S

kL, FO%, EEETHIED LRSS

CREBETESI L ENE, '

11~—=

GEFRIL R MAABER (KEYNOTE-042 FUER)

{LEEFRIEFED 220, BGFR B LR [E:, ALK @l
EEETFEMER O PD-LL B (TPSZ1%) O
RERIETT - BROIE/MILmESE 1,274 # (B
AN B HlEET) ZRRIC, AF 200 mg Q3W

S ORMER RSN, 77 F T Az S|

EREEAB L LURN S, B, EREITH
TRAETRRD bhiBalc, KAETERT
FERMERD BN A VEDBERMICEEL TS A
FHCUE. WE ARG O THE THRBET IR b
NBETARNOREZET S Z L BNWHEE Sh

T, FEEMEAB L 0S L&, AKFX TS FF

WA S BRE LR LT, SEFRICER

L7, ‘

%124 H A ETHREINFEAEAK ORSE %5
1L, F0%, REBETHRD b HEaTE
H5EATES L L ENTE,

11 ~— 3

CHEBELFAEMFERR (KEYNOTE-042 FA5)
{LEEFRIERED IV, EGFR BiEF RN, ALK @l
BBEFREME O PD-L1 BBt (TPS=1%) *DHIkR
RERIREST - BI OB AL 1, 274 4 (B
AN 93 HlEEte) BREIZ, AHF 200 ng QW 1%
EOREHMER RSN, 775 ilE 2 STk
PR TR E LTRE SN, i, EEERM
TRBETRRED b HEAIC. REBET2RT
ERBRBOLNRVWEDRKEMIZEELTWDEA
F-Tik, REILIEOESR ML CRBETARD L
N5 ETEBORE 2T B Z LRTEEL &N
722, FEIMEEE L 0S & Sh., AFIZS5FF
AN ZStebZ@ ik & i LT, 0S 2 FBICER
L7, - -
1 - =97
g i
;_ f ; ’ ;_EH: S-phezibi—s ,ﬂ =

1] 3k g Et= S

28 o Ao S MR

*2:24 W R ETHREESNEFESIES RS S

kL, 0%, REETRED bRES




CREEHCEHI L L AN,

19 ~_—3

[ - A#] :

ZEOBEMRDBEETAEZRRALEV I 2L
— a2 kY AWK 200 mg % Q3W, 400 mg & 6
VRIS (LT ToeW) Evy5,.) ik 10 mg/kg (R
) »2AMKBE (UT QW) £vwH,) TRE
L7=BEOAF o Mg PEE RF Shi, £ 05
£ K 400 mg ¥ Q6W TG LB OAF| O EE
WHEIC BT 2 P MBEFBE LT (Cugel &V
5o) bk, ARKI 200 mg & Q3W TG LFED Copoe
EHPF B ETRIENE (FR), F, KA 400
mg % Q6W TR L L BOASOERIREICET 5
BEEMBETEE CIT Cuel &V5,) . &
%l 200 mg % Q3W TG L F2BRD Cpupoe LHR LT
BEERTTLTFASAELOD, AARABREZEICE
WTEBEPHERENTWSAE - BETHEEK
% 10 mg/kg (SFE) & Q2W THEELEBED Cupw
LB L CTRELRT L FRSNE (FR), &5
W, EMERANEEE A S IC ARl 400 mg & Q6W

| TS LA E 1 AR (KEYNOTE-555 3ER)

LV ELAERAEICE S EBY#E ST A—F
i, Y alb—ia A2 LD FRIL Ry E R
FA—F LU (FR), MX T, EHROWEHE

([ - AE] 80




B B kR AR I S % AAIOBERE L

X et L OB P RNT ARBGE
FAPKEE IR, AHI 200 mg & Q3W- XX 400 mg

Z QoW TG Lz BROREE L AR et

EOBEICOWWTHRE ENEER, FEEOHKE -

SR THHZ &,

(1) EAIEKERE fE’TZ’a?ﬁVﬁ“ﬁ%@}%mﬁ ‘

TR (EOEATIRDS AR SR
Mg As AL ﬁ@%éﬂﬁr Bt HUEAS AR
Flern &) : ,

(2) FFEMIERPT . .

(3) HERFRMERIEET B0 A DEERF
(BARERESBIEERL, BSARRESEE
At N bx&a’)ﬁﬁ@#?&@ﬁ TR )

(4) SR ERIBEZREBE L, SR{EEFREMN
B 1 ISR b EREME 2 iRk ER I
BABEHEITH> TV BHER

FEHEIZ R

AEOE CAMER Qe ic AR S RIT v
LT s, -
(& %)
120—2 | D BERIZOWT 19— | @ HERRIZOWT
D-1 FES (1) ~ (5) OWFhsicEs+ O-1 TFT&E® UJ'~(5>awv¢mmw_Mé@-

HMERTHD &,

(1) BAFMKERTRET D8 ABRESILN
- R (HRER RS AR IR HL AR,
A A3 A B HSHL AR, A% A BB
I ﬁ*ﬁc‘:)—%ﬂ&#%—%%—ﬁ@
%_

(2) ﬁﬁ%aﬁﬁ%m

. e
(3) A IMBESIEES 5 28 ADIEHEHIE
(B ABIESISERE. B ABEEST
HFERE. RADREEIEERERY)
(4) SSRALEFEERRE L, SRR
B 1 X3 SALEREINE 2 OER R

(5) MEMEEARINLT EEMAORR




BEHET> TV B HIER

BB 217> T\ b MR- ek 20 2 73
(6) HUBMEIBEAIL, EIME DR BRI
B R EAT = T D Mgk -LF

21—

@-3 EIfFAEOBERe Rz LT

BIVER (RIEMMERAIIMLZ, KBk - MNEK -
HEOTH, HEREE - T EEE R, Bt
fdE URMERMEMEERE) ., NoBRE (TRE
REIEE . RRIEREES. RIEHERES), 12
FERRA, 5 & DR, Bk - BRBUGRAARIE, B,
BEONERE (DEMFREURIERATIE, R
IRERFEMRAE. FIEHLBE, BHREES), infusion
reaction, JM# - BEARZE, BEMENME, iR
F(FT v NU—EGIEE) . Dk, B2
RS (SRl MRS RS, Rt .,
FRIFERES . MEERIBRIES) . MERARFEGEEE, R
F) AL T, SRR LT BRE R R oD 1P
PHEE2ETHEATEEHE L (BHEAORERRRIC
BLTHRERVUEEEZZTONLGEHTHE
&) ELICEDRIGENTE HEHBE>TWDS
&, '

20 ~—3

®-3 EHEROBMrReRRIcBE LT
BIfER (RIEMIERICINL., KB - NBR -
BEEOTH, ITHEEEE - sLHERE R, ZFHE
fEE (RMEMEMERE), NombEE (TRE
BEEREE, FURIRMERES, RITHEREE), 13
FERIE, B EDER, ik - BABUTRRIEE, R,
BEOREEE (KEKIEREREEL. S,
JERAAEL) . infusion reaction, RS - BEILLS,
HEEMEAE, MREE (X7 - N —EEH
), Ok, EELRnERES (GEt MR
PESRBE . WEMPEE L, FRIFERE, MARRIERESS) |
MEREBAEREE, FEE) I L€, Yk X
LT B ERBE OB 2 T B EM & L
BEROZE-PHINICE L THRER O E %
TERAEFITHD I L), BEHICETRMENRT
EAEENESTNEZ L,




T E A O BEE IS A 5 4 L ORETER (5 H R

. EHEEEREERNEGE UAHORERS

: ki : [
Y- (THRERIERC) Y- (B {E#R BRI ) ,
2= RRELIRBEER  FA M—F AFEFE 100 ng | 23— St L R AERER | A F A R 20w |
(—i%% . A7 u Y 27 (BETFHEHRL)) | F A P A— S EIEERE 100 mg (—ARAE f\i\7 =
(&) VX< (BETHEEZ)) '
SR e 7B ARG R - 0%, A, A (m&)
7oy Xe7 (@EFEHEL) & LT, 1E 200mng & e D ABKORE  BE. RACE. Na
’2 3EMMMREX L 1R 400 mg % 6 BEFEET 30 7rl Xv7 (@sFEfkz) L LT 1 200mg
ST TREEFFET 5, L, EmBhEE % 3ARIFERRT 30 SR CRIEFHET D, 127
DEAIL, B EHIRI 12 7::)% ETLT B, L. i dRE0Sa. Bz 12 v A%
() | TETD, ‘
: - )
33— 2. ARBOKFM. TEREE 3N—Y 2. AA|IDOFIH, 1RABFF
FA bA—FRIEHE 100 mg (—iR% 1 RAT O ¥ h—& SEHTE 20-me B OERE-100
UV X=7 (BIBFHIEZ), BT TRA Lnd,) mg (—fkf : RAT Y X7 (BEFMBEZ).
iX. PD-1 (programmed cell death-1) &Z @V U\—F (%) Luvvd,.) X, PD-1 (programmed cell
¥ FTéHd PD-L1 RO PD-L2 & OFEA % EHE death-1) & DU A FTH% PD-L1 RTUPD-L2 |
T5H, b MEIgGd £ 7 u—TVETH B, EOFEREREREBETD. £ MEIst4E ) 7 a—
- FAPETH B ‘
14— | B ARl 14 ~—3 [ - B&E]
(%) (%)

Lo @%@@%%Eﬁ%ebtxﬂ@@@&m




T DFER, Mt -BiE - AR (2 mg/ke
Q3W 5. 10 mg/ke Q2W & 5- K T 10 mg/kg Q3W
P 5) OFET AUC,, e & BIMER N2 L
ORI AR BEILERD b d o Tz,
AENDOBEREDEEETNZRA LSS
a2 b—3ra 28D, ZKH 200 mg % Q3W, 400
mg % 6 MR (LT TQew] &v5.) ik
10 mg/kg (fFE) % 2 WEMEEMR _(CLT TQ2w)
EViH,) THEE L EEORAO M IE bR
REtE iz, EOREE,. &Kl 400 mg % QW T
& LI BEOARROEFIREICIT 5 Mm
EHBE (BLF MCupel EV5.) i, KA
200 mg % Q3W T 5 L7z C,p o E BT D
LT Eh (TR, Fh, AH 400 mg %
Q6W TE G LEBOARROEFREICBITS
 BEMEPRE LT Coel EV5) B
AF] 200 mg % Q3W THRE LIZFED Cuy o & L
BRLTHEZTTEFHENEZLOD, BA
ABFEEIBWTHBMELRHE SN TVWES A
i - BB THLEA 10 me/kg (EE) % Q2w
TG LT BROD Cppy o & LR L TR 2 7RT &
FRIEhE (TR), Shic, BENEaEas
EXIUCARE] 400 mg % Q6W TR G LI-HEAE

SEATDOFRER, RETS NI A - HE (2 me/ke

Q3W &5, 10 mg/keg Q2W 5B TR 10 mg/kg Q3W |

#®E5) OFET AUCs.s, ok & AENER Uitk &

ORICBAEREEIIRD R o T,




I FAER5R. (KEYNOTE-555 2R L nBehikE

BMEIZZE D S EPBBRNT A —F 1T, VI =

L eva itk ) PR LSS A —

L LE (F5:), MA T, EHEOEEIC

it B ERRIRARIRICESE . RAIDRFEE

MR T E ML OB E R T S IRE

BISETNDPHEEEE R, KA 200 mg % Q3W X

i3 400 mg % Q6W Tk 5 L/ PROBREE L HE)

MRSk b 0BT OV TIRE S e i

X, LTEOHE HEOEM THIMERUTES

PR ER I AW EFRlENE,

(2)
(3)

IRk

TAlEE (HER R ARSI SRR,

:HﬂiE’ZZ'P/u SPCE LT, i{ﬁiﬁﬂ/u“”\yﬁ
Bi7e &)

%#;E%%ﬁéﬂﬂm_

FEAT RN TN HETZDZPA/ 2 HCHLE I B

(DS AZTEIERERN. A BREET

(2)

(3)

(& M) ) :
16—y | @ MEgFizovWT " 16—y O HEskicownT -

' @1 TEE®D (1) ~ (B) OWTFnnEST ' O-1 TED (1) ~ (5) DWTFhLTEET
AR THDBZ &, : AR THDH &,

(1) BEFMHARENRET 25 ABREEILA -(1) FE%@JJ’(%#}HE‘@‘Z)?}M/ 2RI AL A

ke (EREFRD A SRR RN,
i&iﬁlmh/u SRFCEISIL DS, Humids A BHR

TR &) L Fse 7 AL B 4360
e EH AR R O R 3- F4-A- 1 B 86
HEE

A RSHGRHEERE R &)

BB A HE T 5 B 28 A DR




(4) AREFRIEEZRE L. SRCEREMN |

B 1 XIS RN 2 ol iR Y

RBBIET-> TV B IR
(5) GUEMENEHHAIALSE BN O MR E IR
BBHET 2 TN B

(23 AR HRESE IR R, 25 AR
TR, B ABERERSHEER R E)

(4) SR REEEFRE L, S (LEEEM
B 1A SR LRI 2 O EEIC
145 A H 21T o T 5 iR k2047 H-

=~ N =

(5) PEEMEER AT ERNBEOEREEI R
_5@Hjéﬁofcwéﬁaﬁ&“%29£-7-ﬂ—1-
=] H#,ﬁ . 1987 %éﬂ)

17 =

@-3 RIERORERCHGICELT

2ER (BEMMERAIINL., KIBK « /NEE -
EEOTH, FFHERESE - BT, Bk
s (REEREETRE), NOWEE (TEE
BeekEE. FRIMEREE, RISHEEE), 138
FERF, S & DEHK, ik - BBHBRE. L.
BEEORBESE (hHEEREIERER. RS
IRIRGEGERE, ZIWALE, HREESE) . infusion
reaction, M4 - RENES, HEMEEAEE, FRME
=(FF 2 ALU—EREE), OB BEEARM
MRRESE (Pt dn /MRS ESREER ., MR .,
TRIFERES . MIERTERES) . MERESEFERE, X
) T LT, MREa iR BEE R B o BT
HEATHEMEEE L (BEROBZETRIRIT

16 ~—

@-3 BEROBW-OsIGICELT
BIVER (RIEMARESRICME., KBS - /B -
HEOTH, HEEESE - E{LHBE R, SHsE
EE (RMEHEETRE) . NOWEE (TERE
HEREMESE, FRIMREREE ., BIEHeRE), 148
BERRIA. 5 & D IESe. Mhg% - BRBURAIARIE., A,
BEEOKEERSE (KEHERERE, 205,
FRIEES) . infusionreaction, MM#ZE - BEMELK.
EEGIEE, HIREE (¥7Y - SRR
&), LK, BERRMKES (AR MBI
PESREER ., T LMEE L, FRIFERE ., MEERIEES) .
MEREEEGERE, %) R/ LT, HEMERX
IR E RIS ORI 2 HE T A IEA & EHE L
BEEAORZWPAIGIE L THER T E2%




HLTHEERUIEZZTONIZHICHD Z |

&) BB BN T & AEERESTVWS
T &

TENBABILH B L), EHICETNRLERNT

XABHIBESTNDHZ &,

| EIER DR Y L EORSEERHRE S A R L OUETER (BRkER)

= &
W AN— (FHRAERETE) = (ERTHARTRE I?-?)
2R—Y | RRERBERE XA M RFEE 100 ng | 29— | MR RDERR | o A LRI 20 mec
(—ff : RbhT R Y Xv7 (EETHEEL)) | FA h—F ST 100 mg (%L : AT o
() VA=7 (BoFa#z)
MBRLEDRERVCHE  BY, Ek)\ ik, A (%)
7u ) A=w7 (BieTHEEL) & LT, 1E 200mg WEELDAERVOHARE  BE, ﬁi)\ i, ~
% 3R 1 [E 400 ng % 6 BEERET 30 | TR AT @EFMEBEL) & LT, 18 200ng
SN T AERET S, | % 3 R C 30 4 Faﬁrhﬁ“c RIAEET B,
(H5) (%)
3re— 2. AFIOFR, {ERMF | 32— 2. AEOFRH. ERBF
XA b —F SFEERE 100 mg (—iR4 : a7 | FA M—F KT 20-me 0100 mg (—HR4 -
) R= GRETHHER), BT TFH Lvi,) | NAT oY X7 (BEFEERL) . LT A
iX. PD-1 (programmed cell death-1) &F@ Y H L5 ) X, PD-1 (programmed cell deéth—l)
» FTH% PD-L1 KRR PD-12 & OFE 6 R EHEILE EEDYH Y FThHD PD-L1 RO PD-L2 & OfE
5. & MuIgd® /) 7 v —FVRETHB, RESERETS, b MeIg6d £/ ¥ D~—ﬂ‘ﬁ/4"ﬁi
\ | ' | Th B,
42— 3. [BRRARAE 4= 3. BEERARE




B IEAE O TR R DX ) N EORR
BHZ BT 21T » I ERERRBR O E 2R 7,
[FahhE]

E BRI F] 5 M ARBER (KEYNOTE-087 3XER)
BRIHEEOEUBHR Y E ) R ERFE
210 #l. RAEAL0BIZSZL) ODLTD 320D
m— kBRI, &K 200 mg 3BMEEE_CLT
F%m&ﬂv))ﬁﬁwﬁwiﬁvﬁé@#&ﬁ

BERXITHEHEREOEIAR DS U R EOKR
RFIC R 21T - T =R BRRBROKRE LT,
[H 2]
EPEIEFSE M AREER (KEYNOTE-087 a’*Eﬁ)
BREXZHEEOTREF XY ORERE
(21041, AAN10FIZEL) OELTD 3202
F— hERRIC, AH 200 ng 3EFRRERRE D
BiIMERUCEZEERRTTINT,

Ehic, (F&)
(H&) ,
6 R [ - H#&] ([A% - HE]l &

AHNOBEHEDBEEFAVEFBLEYI 2
—a vk, AHKI 200 mg & Q3W, 400 mg 7 6

BRARIRE (AT TQeW) &V ) id 10 me/kg

E) & 2AHER AT Tqaw &vw5,) TiE

LBE AR O mFEPEE SR &N, 2O

B AF 400 mg % QoW TR E LI BOARBDER
REEIZHB T HEHMBEBRRE (PAT [Cupsl &V
5o) I, AHEI200 mg & Q3W TIRE L ABED Coup oo
CHLT S L FHENE (FR), Eh, &H] 400

mg % Q6W TG L L EEOARF D EFIRIBITI T 5

BEMIETEE WUT Cuel EV5.) A

Fl 200 mg % Q3W T E LIPED Cppy o £ HHEE LT




EBEZTTEFRENLELOD, BARABREIZE
WTABEEPHER N TS HE - AETHLAR
A 10 mg/kg (PFE) % QW THRE LAFED Cugss
LB L CREEZ RS EFHIERE (FR), &6
W, BEEEAEAE SIS 400 mg B Q6W.
TG L7/ 85 1 48305k (KEYNOTE<555 FAMR)

LV ELNEEAEICES S EYRIEE T A —F

i, Y ab— e i kD TR L E et |

FA—F LR LT (FR), MAT, WHOMIE
2B B BARMBRRIC RS &, ARIOREEER Y
HMER i3 T2 2 & 0 B E R B IR RS
FABHEE &SR, AH| 200 mg % Q3W XiL 400 mg
% Q6W TiwG LI FROBRER & HOMEN LR e
L DREICOWTIRE SN ER, EROMIE -
RAEOHE CTHDME R P ELHEC AR ZER TRV
LFRE T, |

(F

TR—

D HagRizo>WT j

D-1 FRO® (1) ~ (5) OWPhiliiisd

| BB THB L,

(1) BEAEFBREIBET 55 ABICELEILS
e (AT IRDS A B FE ISR,

62—

HIEDS AR L R, MU ARSI |

| @ Mgz > T

@-1 TP (1) ~ (58) OWFhhicEE§
SHHRTHB &, |

(1) BEAFMHREFIEET 5B ABDEEEILA

AT (BT RS A2 R S5 R B,
- MRS ARSI ARE . U A




, Fibare &)

(2) #TEHEER |

(3) EHERFRMEAISET DA D BEEREIE

L (PABPOESIEERRE. 25 A B

, SR, RADROEENEER R &)

(4) #RILFBIEEAERE L. S bFREm
B AR RN 2 DRER R
HDEHEEIT> T B

(5) FUEMEIEEHIALG N O FEek 2 M (%
BB EFT» TV B R

bt/ &) LA fnmad 7 A1 Biea 436 4

(2) HEdembi-Crs3tF 4 A 1 Bhed - 86

(3) #IERFRMFBFINIEET 3P A L RELRR

(BABFEEIEERR. BARFRESLR
ke, DA RRREEHEERR R L)

(4) AR{CFFEEZEERE L, JR{bSE2gREm
B 1 S RACEFIEINE 2 OMEsr AT
ARBBHEIT - TN B MR 204E 7 F-

(5) PLEMIEBEAILSEBME O ELREICLR
BIEHEIT> TWA MRl 20 47 5 1

ER

1@-3 BEMEMOBHTexSIcE LT

BIfEF (RVEHERRAIIE., KB - g%k -
HEOTH., HREEE - (b, Bikis
BE (RMEEHEMELS). NAWKE (FRE
BRERE . FURIEREIRE, BIBMaEmE), 13
FERRIR. B DK, B4« BEBIAREE . BE,

BEEOMEEE (TEUEREERHIE, RKEMN

BEERAEMRHE, ZTALEE, FHRIEIES). infusion
reaction, sk - BllESR, EmEAIESME, HRE

TR—T

MEREREE, RURIRHERENEE

®-3 EBEWEROBERRHRICE LT

BIfER (RIEMEMREBICM L, K% « B -
EEOTH. FFHEEE - TUCEIBE R, B
fEE (RMSHEMEE L), ROWERE (TR
| BIBEREE) . 13
FEERIR. 50 5L, B8 - BUSARRIARE, R,
BEDEEEE (BRELIERERRE. SHAHR,
FRIEEE), infusion reaction, fH#K + BEIEZE.
EEMGEE, WREE (70 S L —EER




= (%50 « N JERREE)

%) 1Tt LT, MR SUDEBE R o E
MEAETBHEMEEE L EUEROBECRRIC
L CHERUCXEL2ZIT oD &I HB
L) EHICEER BN TE BEHNESTVD

%, BRI
| Wik (ot /MR BRSO
RIS, MEATERIESY) , MIRARIERR. R

| mERE R,

&), LR, EELLEEES (GuBEMEl /MR
PESRBERT ., VAMPER i, FRZEEREE Mﬁﬁﬁr%)
FEREE) TR LT, MREMERR
iﬂ%@ﬁ%%@%ﬁ&%ﬁ#é@%&@%u
(BIEH OBIORIGICE L THERVXEEZR
THNHEMICHHT L), BEHICEIRAEDN T
X R EBINRESTNEZ L,

FA PA—FRAWHE 100 ng (kA : RAT
VA=7 (BEEFHMBE), LT IAA L))

&,
R EREOREERAEE ST A KT A4 o OUETERT (BN RE)
¥ |\
R~ (THRERIBRD) MY — (Méj,iﬁlsﬁm#)
2= SR ERDERER : ¥4 b —F SRFHE 100 mg | 23—V &R D ERM SRS
(~ﬁﬁ°«A7ngv7(ﬁh%m%xn S h— R 100 ng (— &z-mb7u
(&) ' VA~=7 (BT z)) '
MRERAHEROCHER  @E., BRAIE. R4 (&) o
Tl Xe7 (BEFHRBEL) L LT, 1E 200 ng IR ERAHERCHE  @B%. BARIZ. PXFA
%3@%%%211@4mmg&6ﬁﬁﬁﬁrso 7ul) X< (EEFHE%EZ) & LT, 1[ 200 mg
SYRDNT T AEBET S, | % 3 E R T 30 Sy T TRRRES D,
4y (%)
32— 2. AEORE. ERERF 3= | 2. FEIOEM, Wﬁ%ﬁ

FA b—F JIEEE 20-me BT 100 mg (—ARA -
NaTdn Y RwT (BEFHEBEZ), BT TFRA)




iX. PD-1 {programmed cell death-1) &FD U &
v FTHD PD-LL RO PD-L2 & OFS 2 EHEE
+5, & MuIgtdE/ ya—FLHiEThb,

Evy9,) X, PD-1 (programmed cell death-1)
EFEDY A FTCHD PD-LL RO PD-L2 & OFER
PEHEEET S, b Me Igtd T/ 7 m—F
Th s,

4R—Y 3. MR .. 43— | 3. [RERARIR
DSAALEERIERICHEE U R IR EIRR TN eE R R & D AALEFRERICIEE U RGBT R RE L
B35 O AR I 51 % 17 - 72 £ 22 IR AR Bk 0 FiE BRSO GRERIC BT & 4T - 72 =22 MR BR 3R ER 0 B i
o ' BT,
[F%hik] (A %hit]
ERRIL R FEMARRRER (KEYNOTE-045 FRER) EREIF 2 IMARFRER (KEYNOTE-045 BUER)
T F AR ST RRERE 2T B BT 7S5 FF RS B S TP IREE 2 H T B BT
TSI ORE LR EBE 542 F (HARA TSRO R EREAE 542 4] (AARA
52 Bz &de) ZXEic, AA 200 mg 3 FHHEMHFE 52 fl&&Te) ZRBIT, &K 200 ng 3EHME
(BATF TQ3W( kv 5,) ®REDEDER RN BEOEDER VRSN, {LEEE (X7 ) ¥
B, AEFREE (2 Y R, FEXFEAX FE/, FEHFEAXIT vinflunine) *2 % *fHR
I Vinflunine) LRGSR E LTRSS, LT Eh,
(W) (W) '
62— [Z22] 6 R— [Z4&tt]

ER RS MAARLR (KEYNOTE-045 #5k)

HEESITAKITE 248/266 ] (93. 2%) R UL
LR 250/255 B (98, 0%) BB® b, BIERIZZ
N 162/266 41 (60. 9%) B U 230/255 4 (90. 2%)

Ep LR IAEAER (KEYNOTE-045 FER)

HEESIIAKIEE 248/266 5 (93, 2%) K UYLFER
IEFE 2507255 41 (98. 0%) ITRH LI, BHERIEE
FLETL 162/266 (60, 9%) K UMESEFEERE 230/255

2B bz, RAMECRRRES 5L ORIER

Bl (90.2%) IwRD BRI, ABIBETRERN5Y




HFROLEBY Thots,
(& W)

TRl ABIFE TRV THIEMERER 10 41 (3. 8%) .

KGR - EEOTH 74 (2.6%), HREE (¥7
Voo NRU—EREEE) 14 (0.4%), FFHsEREE
14 B (5. 3%). FRIRBEREREE 23 £ (8.6%). Bl
EHERERE 141 (0.4%) ., BERES (RMEME
PEE Ze%) 1490 (0. 4%) R UX infusion reaction 1
#l (0.4%) BREOohi, Fl, BEOKEESE
(BB IEIRE R, ZTOATEE, HREES). T
EREEE. 1 REIRA. R, Bk - B
FUARAE. ELIEASIENAE, LfHse. MMk - BEIEZS.
5D A, REVEM /MRS MESERER, ik
i & ORIERBIIRD bl o=, REIEM

FERRADETSR RREEREYET) & |

ULEOBWERIZITRO LB Thoto,
(& M) :
B, ARFECEHERE LT MM TR BE-10

B (B.8%). K%K - BEEOTRUETHI (2.6%).

THREEE (T 1 N L —IEEREEE) 11 51 0. 4%) |
FREEERE TR 14 61 (5. 3%). FORBUSRERE S 23
Bl (8.6%), BIREHEEEREERE 141 (0.4%) ., Bikie
BEE (RS RIEAEAZ) 16 (0.4%) RO
Infusion reaction+x 14y (0.4%) WD BLIE, |.
¥, EEOEREEE (REMMERERRE. SH

AOBE. FRES), TREAEEE, 1| RUER.

RS, WYk - BURURRMIEAE, BUEMEE. L

f. MY - BRIEZS. B 5L, fagsi:dn/ MR
AMESEBER .. VM R OSSR EERES ISR B
o te, ABVEBERKIUIEESES (EHRR

SRR B R, BEBELET) P EDEEEELRT,
7R [Fk - AR - (R - B . &)

| AR O BEFARYBIEETAERALEYI 2L

—ravic kb &K 200 mg % Q3W. 400 mg & 6
B (PLT TQ6W) v 5,) Xid 10 mg/kg (fF
E) 22 AMNME CLF QW &) ) Tih

LB OASOMEPRENBRN IR, FOR
R AF] 400 mg % Q6W THRE LEBOARBIOER |




REBIZBIT 2 FHMBFEFIRE GIT (Cupel &V
5e) b, K200 mg % Q3W TIRE LIZBED C,.p o
EHEETBLTFRISNE (TR), T, AF 400
ng % Q6W T/ 5 Lo ARFIOEEIREICKIT S
REMETEE (UT MCuel V5,0 1A
#l 200 mg % Q3W THEE- L72PED Cpp oo £ LI LT
BEZTTETFHENELOD, HRABEILS
WTABEMPHEREINTHWAHE - HETHEA |
#1 10 mg/kg (RE) % QW TRE LIZBED Cuer
L L CEEERT L PN (FR)., 25
2, BEMEREAREREZGRICAHE 400 mg & Q6W
TS5 LiEsE 1 49508 (KEYNOTE-555 FRER)

L DB LN ERIEIZ IS EPBHE T A —F
i, YT al—va i kD FRILAEFRpEIEE S
FA—F L LE (TR, MA T, EROEE
BT D BRRBRAERICESE,. AROBREEL
BRI AN L OBEEZRETT 2 RERISE
FAPE SN, KK 200 mg & Q3W XUE 400 mg
2 QoW THRE LEBOREER L HUMXIELMH
EDREIOWTHRE Sh iR, FERORE -

AEOHCHEDMEOZSMEIC AR ZER T2
&P E N,

(& )




HEDTH., RS

BR—= O MRiToOWT : TR—= @ MRV T
O-1 TRE® (1) ~ (5) DWTFIICEET @O-1 TIZED (1) ~ (8) OWFINTHEYT
MR THD T &, AR THE &,
(1) EAEBBKERBET 52 ADRESEHLA (1)r$%@xﬁmhﬁ¢5mb ﬁ@#ms
TR (ERE AT DS A ORISR FRS EFRESAD ﬁ@%marm
'mﬁmh SRCEMEIL SRR, HUAS A B mﬁ#w SR TR, HR S AR
iz &) &k%%ﬁ%ﬁﬁ%H¢W%%4%%
(2) %ﬁmﬁﬁaﬁﬁﬁ o ' 1&9— .
(3) #EFREAEARIEET 508 A B IEEREE (2)%@%%@%4@%&4ﬁﬁéﬁﬁﬁe%
; (AR ARSI ERBL, A A D YCE HEER—
TR, A ECES R R &) (3) BMENRMEREETERALS ﬁ@ﬁf& .
(4) ARALPIIBELRE L. SRLFHEM | (RADHOESIS R, NADHEEY |
ﬁlxmﬂ%mﬁﬁ&m%z@r%%@* . HFEBE. DB ABFCEEHEER R &)
5 B H 24T > T B iR | ) (4) SRIEMBEERE L. SRILSEREM |
(5) PEMIEERNS SENE DR Eﬁu% B 1 ARG IRIEINE 2 OfEER KK
BB ETF - TV AR RABEBHET> TV AR ek 4E7H
BB 2531 s
(5) PUBMIEEHIOS EBINEOMREEICE
BRBHEIT o TV BIHR-CER29F 7 51
9— 1 @-3 EIEROZERRISICELT 82—  |@-3 BHEROZECOXEIZELT
- IR (RERERRBICI L., Kk - B - BIER (MEMERRBICMA, KBS - NG -
WALMEIRG 26, BHkhs FEOTH, T mi BEA LR

\ m%ﬁb




e (RMEFEEBTRE), WoOWRE (THE{
BREESE, FRIMERIES., BIEHEES) . 18
PRI, & DR, ik - BIRUHRRIEEE, Rk,
HEOKEES (hEERIIEFRRELE., FES
IEARFEMRRE, LA, ¥RBIEL) . infusion
reaction, fM#% « RlIES., BAEMIEAE, FHRERE
E (X7 - RU—EERESE), LK, EERL
RS (ot /NI SEBENR . R LM
RIFERE, MEERIERES) . MIREAEEEE. Fik
%) TRLT, RO R R B E R B o> BT Y
WEETHEMEEEL (BIEROBHPREIC
BLTHEELRUXEZZTONIEHICHE
&), EHBICHTIRAE N TE BEHRESTND
&,

TR,

i (RAEMEMEETRS), ROWEE (TEE
‘ﬂaﬁﬁﬁﬁﬁﬁﬂﬁ%\ B MREES), 18
FERA., S DR, R - BB RRE, HER.
BEOREEE (FUSIERERE., ST,

FERFEIES) ., infusionreaction, BM#E - ML,

| EIERAEE, MRS (FT v - S —ERR

), LR, ERERMEES (MMM
PESEBEAA, IS MR L, ARZFERE . RIS |
MERERAEREE, W% ISR LT, SREZRY
(B ERERE OB AT S EAT & EHE L

(BIEAOZERHIGICE L THERERUXE L
ToNLEMITHD L), EHICEERLENT
E DM ESTNB L,

10 X—

5. RERMZREDBHE
[FamEic 3 25FHE]
(@ )
@ TRICEN T 5 BE o 2 AF OB 5 & O
HAFBRICOWTIE, REIOEERRELINTE
59, AR OFERR LB,
7T F B S T L EERIEIC L A IRRIED
R, |

FHE OB,

9 —

5. WENGELirHBE
[F4hiEic B4 5 BE)
@ m
@ TFRICH Y 3 2 BF T B AE OB 5K O
FFEI 2V TH, ABIOEMENSFES SHTH
b3 AFIDREE L2 bR,
7T F R B L RREIC L A RERED
Ay e
FIF OB,




L DHL Eﬁﬁﬁﬁkwmm

1 DM & DB,

B~ 7 YT 4 FFREM (MS I-high) 24T 2ERED

BIEFHEE NS A BT A~ OYFTEET GHIAXRR) |

AHNDBEFAEYBIEEFAERE Ly ol

o : &
Y- (FRREmam) - (mﬁﬁ%m%)
2= wEL i HEEM XA M—F SREE 100 mg | 23— R L IR HEIEMS - e 3
‘ (— &ﬁ-«A7mJXv7(@h%ﬁme #4%w—ﬁﬁﬁﬁﬁw0m(ﬁ&%-mA7D
(1) : YV A=7 (BEE7HE#EZ))
WM& HMERUCRE ﬁ% FRAZ, <A (1)
Tnl w7 BEFEHEL) & LT, 1/ 200mng B ERDRAERVHAE B, mALm L
%Bﬁﬁﬁ%211@4Mmg&6ﬂﬁmhrso Tul)Av7 BrFHEEL) £ LT, 1E200ng
ST T RMEET 5, %3@%%%130Hﬁmﬁfﬁﬁ#&¢é
() (&)
31— | 2. AFIORKE, ERBE o 32— | 2. KREIOKM, TR
XA h— & BIREEE 100 mg (— &%-«A7u #4%»—&EW#E%H%%@ﬁﬁﬁ#$4m,
Y X<7 (BEFHEEEZ) ., LLF THEL &v5,) mg (—fA : a7 a Y Xv7 (BETHBRZ).
X, PD-1 (programmed cell death-1} & F D Y K BITF TA&HF 2vv5,.) 1%, PD-1 {(programmed cell
¥ FTHD PD-L1 BT PD-L2 & DftA & EHEHE death-1) & Z® VU H> KT 3 PD-L1 KU PD-L2
5. & Mlghd ®/ 7 n—F AHAETH D, | EOREAEREHEETS, v M Igd T 1 —
| | ' - FABETH S, |
92— [ - AE] (- BR]  &m)




—>a itk b, Z5H 200 mg % Q3W, 400 mg % 6

| FERERGHE (LA [QeW) &5 ) X3 10 mg/kg (&
H) 2 AMMEE (LT 2w 2v5,) TS
LIzBROBROMIEFIRESRETEN T, TOH
B ARA| 400 mg & Q6W T L Lt BOARROERE
REEICB T AEHMBEPRRE (AT ICupsl &V
5.0 bk, AHKI200 mg & Q3W TEE LD Cop o
CHET A LTFHIShE (FR), Eh, AAI400
mg % Q6W CTHE- L BEOAR O EFREBICE TS
REOEPRE (UUT (Gl EVW5,) I, K
il 200 mg % Q3W TIRE L FBED Coayos & LI L T
BEZTTETFRHENRELOD, BAABREIE
WTEARHENERENR TS - BETHEAK |
F) 10 mg/kg (BE) % QW THE LD Coyes
LI LTI ER AT LTS (TR, &5
o, EEEAERIK EGRICAA 400 mg % Q6W
THEES LS E [ {H308R (KEYNOTE-555 #AER)

L0 185N FRIE S  EPBRE ST A—F
i, YT alb—aAc kD FRILEIRYENEE R
T A—F L (FR), X T, BHOHEE
BT D BRARREICESE, AFORFERE L
AEXFE SN & OBE LR 2 RRESE

FIUPMEE X, &K 200 mg & Q3W ik 400 ng:




¥ QW TS LB OREE L Ao IR M
EDEEICOVWTRE SN R, FROMBE -
BEOH THIR VSN
P E NI,

& B

IR AR A B ARV

10—

@ MERizo>WNT

@1 FE® (1) ~ (5) DWFRhicEyT

BWRTHB T &,

(1) EAEBBRENIEET D BADFOEELA
Ak (ERE IR DS ARSI R R
Hhdge A3 A28 B i A S B m&%aﬂﬁ
e &)

(2) KERsRERDR

(3) #BEMFRIMINEE

C (BALRCEBIEERR. BADREER
ﬂﬁ%\ﬁhaﬁﬁ%%ﬁﬁﬁmg)

(4) ShskibpiimE A RE L. SRILPEmEM
B SIS NE 2 OfERR I
BB EIT> TV BHEHE

(58) MEMEEEANFEHRNE O R AR
BREHETFoTWA I

ETEMAD DAY |

9 R—

@ HERiTOWNT

@-1 FE®D (1) ~ (5) OVFANITKYT

AR CHB I L,

(1) BEAEBMAENEET 22 A D FOEEHLA
Filels (ERMAFIR AN A DR E IS L S e,
S AR LS . MR A A R
R &) TR AP R 43616

SR

(2) %ﬁ%ﬁ%ﬁﬁ%—%%—l—%%ﬁ—i%

L MEER—

(3) EREATRENSEAIEET D M A BEMHE R
(A BRESEER, 2 ARRES
FFBE. DA D FOESHEERIRE R &)

(4) SSRILZEBRIEREHRE L. Sk 2miEin
OB 1 ASRCERIEIG 2 ORI

Wé)z'tt'.%:ﬁo'clﬂéf" R 20-F 7 5
- 1 B 9631 if‘—m;

(5) FBEEFALL EHENEOREREEIR




BRME T T B IRAT
B . 1097 HEsn)

11 ~2—

| @-3 EHEHORBHreRIZRE LT

EIVEA (MEMMEREICIZ., KBL - Bk -
EEDOTH, FHEESE - LR ER, Bt
fE (RMEREMEBRSE) . WHWEE (THRE
BRElEE ., TRIBESREEE . BIBRBREES) . 11
PERM ., & & 9k, fidk - BURHRE., L,
BEEOKEEE (PEIERFBEIRE, KRk
IRIRGEGRRE . ZTRALEE, FHKBEIEE) . infusion
reaction, MW#% - BflRA&, BEIEMEE, PrREE
E(FF - RUERES) . OF%, EERL
WRIEE (ShfEMEdn/ MRS 280N . L2 .,
IREFERES, EIRRIERES) . MIRERAEFER., X
%) IZx LT, YRR AR ST B E R B O MY
BT DEMEEE L (BIVER OB
BLTEERUIEEZZITOoNIZHFIEHDZ

10 _—

®@-3 RBRHEHORZEHIICE LT
BIER (MEMMERICINA, KIEX - ANBER -
BEEDTH, FFHEREE - TR E R, B
EE (RMEMEEERAE . NOWEE (TEE
HREEE., FIRRSGREES, BIF8eES) . 13
HERRTA. & & DB, fhsk - BRI RMIBE, K,
BEEOREWE (RIGHEIRERER. S,
HERMI/E) . infusionreaction, MM# - B,
HEEMEAE, MEEE (F72 « AV—ERER
F), LK, EERLERES (Co&M i/ Mrisd
PEERBEIA . AR M., FRIFERES . EIRNERITESE) |
MEREREER., MBS IR LT, Sl
IEBEERBEOEMMEE AT A EMEEE L
(BMEROZETeHGc L THRERVXZBE 25

HTBRBAEHICH D L), EbICHEEIRAENT

&) BEBIERMEN TE BN TS % AEHINESTWNWAE D L,
L, | .
BAAEOREFERAHES A ¥ 7 4 o OSETER GRIxRE)
H Iz
%2%&—7‘/" (FHRERIERD) R (B TS ARER I ER)




PR

SREBRDERES XA M—F SEETE 100 ng
(—f4 : A7 r ) X7 (BETFHEBRZ))
(%) ‘

HEERDABERVHE . 7TV F=7 L OMHE

RWT, BE. BAKR.,. a7 e X<v7 (&

faFiE#z) & LT, 1E 200mg % 3BRABRKX

I$ 1 [E] 400 mg % 6 WHEE T 30 432 TR

FHET D,

()

2 —

| HBRE fﬁé@%fa :

¥ M—F EIEEE 100 ng (—ik4 1 AT B

Yy Xv/ (BIETHEEZ))

(%)
WBERIPERGAR : 7T F =7 L OHA
ICBWT, BE. A, SA7 ) v (|
IeFHE#Z) LT, 1[E200mg # 3HEMFKERT
30 Sy TRIEHET S,

() -~

3 R—y

2. A O, (EREF

Hef P —F ETEETE 100 mg (—RL  RAT R

JRw7 (BEFHBEZ), BT TEHL L))
%, PD-1 (programmed cell death-1). & FD U K
Y RTCHBH PD-L1 RUPD-L2 & OFEA & EHRE

T35, & MEIgGdES 2 2 —FVRAETH D,

3=y

2. AR, IEEHF | _
FA - FRTRHE 20-me R ORERHERFHE-100
mg (—ff4 : RAT oY X< (GRIETFHEBRL).
LA TA#l & 3.) 1. PD-1 (programmed cell
death-1) &F® Y H > KTCH S PD-L1 KU PD-L2
L OFESREREEETS. £ Mhlgbd £/ 72—
TAHETH D,

7R—Y

| 2B AREN/T T =T REC BV THIEENR R

124 (2.8%), KRB - MBS - B FHT 40 4
(9. 3%) . HHRIEE (XF 2« N L—IEERS) 2
B (0.5%); FTHEAREFEZEE (ALT R ORAST 80/ &
FFHSREREERE £ &) 150 B (35.0%), Ek
IRBSEEREE 165 I (38.5%). TRISHAEREE 5 F
(1. 2%) . BITBHEEERSEE 10 4] (2.3%) . 1 TR

TR—Y

Rk, ARE/ T FUF = TR B THEIE R A
1241 (2.8%), KIEZ - /MBS - EEDTH 39-5
(03%) . IHREE (T2 - N —EFREREEE) 2
% (0.5%), FTHEREREE (ALT R ORAST #EMM7R ED
AR B AT £ Le) 150 #1 (35.0% . B
JRHSEEREE 165 5] (38.5%) . TEMAHRREE S
(1. 2%) . BUEHEEREE 104 (2.3%). 1EUERAS




161 (0.2%) . BHEAERESE (JRANE RIEMES fo4)
Ot (2.1%): Bk - BRECASRIARE 4 4 (0. 9%) .

EREMIESIE 4 ) (0.9%), DoEZ 24 (0.5%) .

A E DR 161 (0. 2%) X TF infusion reaction 2
1 (0.5%) MBHBRI,

L (0.2%), BHGEEE (RASREEBLLE)
OB (2.1%). Mk - BB RLARAE 451 (0. 9%) .

EEMRIESFE A (0.9%) . L5 26 (0.5%).

SESIEL 16 (0. 2%) BT infusion reaction 2
#i (0.5%) A b,

(&) (n%)
8— [k - B&] (IR - BED B

AR DOBEMBYBEESASRALEL I 2 L
= aAC LY KFK 200 mg & Q3W, 400 mg A 6

| EMERR (BAT TeeW| &9 ,) Xid 10 me/kg (&

H) 2 2BMER (CAF QW) Evva,) o#s
Lt%@ﬁﬁwm%$%ﬁﬁﬁ%émta%®ﬁ
R, AA 400 mg % QoW TH L L EBORF O EE

RRBIT IS B T MIERIRE BT [Cupal &V

Do) ¥, AH| 200 mg % QW TG LIEED Cop oy
PSS EFHIENE (F5R), Fi, A% 400
mg % Q6W THE LB OAF 0 EEREIZ BT 5
EEMETRE AT [Cuel &VV5.) i &
#1200 mg % Q3W THRE LIZBED Cppp o LEHBELT

BEEZTTEFHEIRELDD, BAABHEICE
WTEBSHERERINTWAEE - BRETHIA

A1 10 me/kg () % QoW TG LIBE® Cp .

SR L TREE R L FlEnE (FR), &5




o, BRGNS R RICAH 400 mg & Q6W
TS L iz b5 1 ABEABR (KEYNOTE-555 FAER)
&0 18 5N J ERMEIC DS < RPBFE T A —H
iE. Ial—va kY FRIL YRS
ZX—F LREILE (FH), MAT, BHROMEHE
1) B EARBRRIC ESE, ARORERL

| AR pE g e b o B A R S IR EE FUGRE

FTABEBEI, AFH 200 mg & Q3W Xk 400 mg

% Q6W TiRE LIZBOBRER L HUME IR e
L OBEIZOVWTHRN ENAEERE, EFRORE -

AR THEDMRCESM IR ER T2
ETFRENTE, ’
(#F B
9~—Y | @ ERIZDNT g~—y | D MRITOWVT A
-1 Tﬂ®(1)~(5)®wfﬂﬂh&éf ' ®-1 ?ﬂ®(1)~(5)®anmL&§#

B THBZ &,

(1) EEBHKRE?E Téfﬁfu SRS
TR (EREATFIRDS A B RE SR,
HUAR S AR FOEE L AR, MR AR
kR &)

(2) FFEMBERDT -

(3) HBERFRATIE IS S 2 M A DR ESIE
(BABRESIE R, SADIOREsT

BHERTHD &,
(1) EEFHRENEET 5 BADREHEIS
FBES CHSEATIR A% A B PREHE LR .
HUS D3 A RO BRE L AT, MRS A R
ABE e &) R 436
Dy o .
(2) FrEtfaem O3 F 4-A 1Bk -86
#@%ﬂ;) .




JIEBE, B ARSEGEEEHEE TR &)

(4) A RbFRIERLRE L, SRICFRIEN
1 SUTHSEAGCEERRIENGR 2 O MR LI
D BHZIT> TV AR

(6) HLEBMEIEEEAIAL T B NS O HER I e £R
B JEH 21T > TV DR

(3) #PERFIRMFNIEET DB ABREERG
(BADEEESIE TR, NADIEER
FFERE, A BEGEEEEER AR &)

(4) sfbFEEREFTE L, SR EEEMN
B 1 AR b ERIE N 2 OiEsk AT
BBEHEIT> TV DRk 20 4F 7 A
A-FHRE - 2631 SR

(5) HUEMEIEEIAIAL 5 B ELINIE DOiEaR X4
BZREHEET> TV Al Crai2944E7 H 1
E H:i-F B o ]282 #@gm)

10 ~—

@-3 BIfFHOBZERCHIGIZEE LT

BIEH (MEMMEBRICNE . KIBE - Mk -
EEOTH, FASERE - B{ERE X, B
EE (RIMEMEEERE) . NowEE (TERE
PERERRE, FRIRBERS. BIBHRERES) . 13
MR, 5L D RR, MR - BRRARE, Bk,
EEOREEE (TEMREEEFME, FRER
TRIRIEMGERE, WA, FEXMWHES), infusion
reaction, M# - BN, BEIEFEAME. HPREE
E (¥ 2 ALU—REERS), Ok, EERM
TRMEE (St i/ MR SREER . IS I,
IREFEREE, MIBRIBRES) . MERARAEFERE. &
) TR LT, YEEHERR ST B = e AE o> T

9 —

@-3 EEAOREE-CRIGIZELT

BER (RIEMMERICMZ, KK - Bk -
HEOTHA, ITHEREE - T(LHERE R, Bk
B RMEMEMNERE) . NoWMES (TER
BRREMEE, FRIREGEESE, RIBMeEES), 18
BERIR. 58 5K, A4k - HMIRRIE ., R,
BEEOREESE (BAFMHRIRE R, LK,

FHRBIELZL) . infusion reaction, AN - SEIEZS.
BIEFREEE, MRES (X7 S LU—REER
%), LFR, EELRNKMEE (G D/
PEERBERS . YRR ., FRIFERES., EMERIERIES) .
MERERMEER, BES) ITH LT, SBZMHERX
OB ERMEOEMMEL BT A EM & EHE L




ﬁ%%?éE%k@%b(@@ﬁw %@%E
B LTI URERET b NBRMEICSH B T
&) ELITHENRAENTE 2EHPE > TWD
ek,

(BIEH ORBUCRISIC M L TR R OB 2%
FTONBEFICHB L), HHICEERLEBR T
ELUHPBESTNDZ L,

| RSSO REENEE A K54 L ORITEF (FIHEE)

FA FA—FEEHE 100 ng (—i3% AT E
VX=7 (GEEFHEEEL). LT TFRE £vi,)
iZ. PD-1 (programmed cell death-1). & & DU A
> FT&h5 PD-L1 KU PD-L2 L-OfEE & EHEMRE
TH. b MLIghd £/ 7 v —FHIETH B,

¥ IH
By (FHRERIBRE) _ WA (BT RREREIER)
2= MBERBERS XA M—F AHHE 100 ng | 22— | AHREDAERERS | 2L A S NEEEIE 00 o
' (w&z-«A7qu77(am%mmzn A bA— & R 100 mg (—RE : AT R

(&) VA7 (BimTHEEEZ))
MHELZDAERCHE  BE. AT, A - () - :
TRl X7 (REFHEEZ) & LT, 11E 200 ng R LB BBERUAE  BE. RAK CiE. ~2h
-%3@%%%2@1@4mmg%6@ﬁﬁ%130 ol Xv7 (BEFERL) LT, 18 200mng
ﬁmﬁfﬁﬁﬁﬁﬁé '%Sﬁﬁﬁhfﬂﬂ“@mffﬁﬁ%&?é
(&) (m

3= 2. FHORE. 1EREF 3y 2. ABIORR, EREF

FA M—F SIREE 20-me S ORHERHRHE-100
mg (—i¥4 : L7l X<v7 (EEFEBEZ).,
LR IAAE &uvd,) ix. PD-1 (programmed cell
death-1) &MY #> KT 5 PD-L1 BT PD-L2
OB EHEBERET D, & ML Igbd T 71—
FIVRETH B, |




1< [AoE] 4= [E#hHE]
ERE L[R2 ARSRER  (KEYNOTE-048 SRER) ER A FRH AR (KEYNOTE-048 3X5R)
(8%) : (m&) _
e, AFIBEIE B SRRE & B LT, ITT Fl, ARHBEMBIEIICERE L B LT, ITT
EEICBWT, 0S LA T L. combined EHICBWT, 05 IZESLSHEEZRL.,. combined
positive score™ (BAF TCPS] &1 5,) A 1LLL positive score™ (LT TCPS; & D,) 231 0LE
OEELERICBWT, S OFBREERED LN DBEEFICBNT, 0S OFERERPBRD LN
o oo
*4 : PD-L1 2563 U/-fiingk (FEgEHE, <7 = 4 BRI 2-PD-L1 2388 Lo IEBHED
77— PROY 3R BRI TR AOmEiR v n7 7 — YRGB 8
L. 100 %% U7=%H, ) oEkERIEFEMELZ TRL, 100 8L
T B,
11 A2 [ - FAE] (R - RE] &)

AEIOBEERpEEETVERA LAY I =
—a ok ) AH 200 mg F Q3W, 400 mg * 6
RS (LA [QeW) 2V 5 .) ik 10 me/kg (4K
B) ¥ 2AMEE (UT fe2w) Lvw5,) THRE
LIz B AR Mg h B 2R S e, % Ok
R AHL400 ng & Q6W THE LB ORKOER

RERIZ IS 1T B MIFHEEE (LAT [Coupus) &V |

5 o) 4, 7K 200 mg % Q3W TRE LI2EED Cog o
LI A EFHIERE (FR), i, AH 400
mg & Q6W TR E LIzBEoAFOEEREICBIT S




EEMETERE T Cuwel EW5,) i, K

%1 200 mg % Q3W THE- L 7BEOD Cppy os & FLEEL T
BiEE T EFlEhiZb o0, BRAABZIE
WTEBMESHERINTWAHE - AETHDAR
10 mg/kg (RE) % Q2W THRE LB Ch. ..
&I LR EE R L FRlShk (FR), 35
o, BMERAEBEZIRICAH] 400 mg & Q6W
TG LM 5 1 #H38R (KEYNOTE-555 FX5R)
£ VLN EAEIZ S EYBFEN T X —F

. Y Sal—iaic kTR U RyEe S|
FA—F L LE (TR, Mz T, EHKoERE |
W) D IERERIRAGRICHS X, AADRFEEL

AEEXITRZ M & OREZRET 5 BERIEE
TS S, AH 200 mg % Q3W XX 400 mg
Z QW THE LI PRORER L A T em
& DB OVTRE S icfER, ERROME -

| BROECHMER O 2 B2 2 R 2

& TR ENT,
R |
19 LS @D Wiz HONT 11— O it { e ANq
@1 FEO (1) ~ (5) OWFhICELT | Q-1 TFT&O (1) ~ (5) DWFhHET

LR THDHZ &,

LR THD T &,

| (1) BAEF@RENEEST DM ADFOEEILS

(1) FEAEFBRENIEET DA DEEEIE




AT (EBENTRAS AR PEEEIL IR
HUEAS AR PO S BLS AR, LIS A DI
ke &)

(2) FFEBERERDT

(3) #MEFRMFDPHEET 20 ABRELIHEG

(BABFERIEEME, AR REET

FIEBE. BABIEISHEEREE A &)
(4) SRCFFIEEZRE L. SRR EN
B 1 X3S b2 BRENE 2 Olsy YD

(R BBHEAT > TV S
(5) BUEMEREBAIALS & FANE O iRk 2 1 45
BIBH 1T > TV B HiRR

EBEE (EENT R AR EOESEIL AR,
HE 23S A SR HERL SR RE . U AR
Bk 8) (S A R 43656
(2) ®rEMREREE PR3 4F 4 A 1 HiFm - 86
(3) #FEFRMENIEET 208 ABDRELERET
(BABFEBIEERE, AR EERET
F1FlE, B3 A B EGE SRR e &)

(4) SSRIvEERRIER A RE L. Aok{eSem M

B XIS SRS gRiEinE 2 ofsr &
1RBBHZIT» T DOl 2097 5
SRR - 2531 ey

(5) PEMEERIN G EEME ORI ILHEIZ4R
ABEHEIT> TV AMRAER204F 7 B3 | .
E H# ,5 . ]281 ;j;’*g:rh)

©®-8 BHEROBZECHINIZELT

BifER (REMEMERBCMAZ, RBX - NERK -
EEOTH., ITduels - BLERE &, BH6e
mE (RAEREMEBRE) . NOWEE (THE
HiREREE, RUKIREREIES. RIEHRREEE), 1T
VEPIRI, & O BR, Bk - BEERIEE, R,
HEORMEREE (MEEFFEIERINE, M

| @-3  BMEROZET-eISIcE LT

RIVER (MEMMERICMEL, KBK - MERK -
BEOTH. FFHRE - siLiERE R, BHE
EE (RMEREERERSE) . NolEE (TEE
WAEkEE. TIKIREREMEE. BIEMREES). 13
FERRR, 5 & DREK, Bk - WHEREAE, Bk,
REOCRBEE (REHEIRERIE, SN,




TRERAEENE, ZTSHBE, PREES). infusion
reaction, f%Z¢ - BEIEZS. FNEAGIE . MR
= (XTF - SU—EHERE), Lk, EELL
VEREE (S /MR IR MESEBER . YR MM i
TRIFERES, MERRIIES) . MBREAREREE, i
) ox LT, SRR SRR s R 0 2P
H2ETOEMEEE L EHERAOBETRH IR
B CHEERUOEELZTONEEHIEH S
&) EBICEDRRENTE B IRFIRES TS
e,

JERMEE) , infusion reaction, %% - BAMEA. |
BEEMEE, RES (¥ 7V - SL—EREH
%), LR EELOKES Stk Misid
PESRBENS ., BRI, FRIFRRES . EERRIERAES) |
MERERAEGERE, HiEE) LT, HRERX
IR RSB ORI A T A EMEEE L
(BIEAORIRRRISICE L THERUXEES
THNLERMFIZHDZ L), BELICHETRLENT
EBRENESTND I,

14 =

5. REWMBERDBE

(B BT % $I1E]

(@ g .
@OARANLEBRE R E MRS (KEYNOTE-048 FRER)
BT, FEFIBNWTEYF <=7, 5-FU
RUT7 7 FTFRAOHRA®RSE &R LT, FH
5-FU RO 7 7 T+ A OO R 5 K OVARA B ke
EDHEPERRENRTWS, 72771, PD-L1 %Ki
H(CPS) IC XV ESMERRRBZENBRTRRENSD
BRPELNATWEZE (p7~88H) 5, CPS
bR LIz ECTARKMBE OREOYIME 452 &
BEE LY, CPS B IR THBZ &
BB IRV TR, KBS OTRERIRE b

man |

13 ~=—3

5. REXMBLRDEE

(FEMEIC 5 23]

@ )

OFFIEBILFFMAERB (KEYNOTE-048 AR

llzBnT, &REF BN TEY X<, 5-FU

BT ZF R OMRES LT, &3,
5-FU ROV T F -8R O3 B iR 5 F U4 B %
5®ﬁﬁﬁﬁ%énfwéotﬁb,%%%%@

RS 4 Z. DPD—
=¥ 5 7

H-oELE (CPS) KL VAN R SEMMR
BENAFERERBELNATWEZLE p7~81)
Ml CPS*& BESR U 7- bk TAKIR 5 0 R4 O %




5,
(&)

PTAZLENREE LY, CPS BN1IRMTHAHZ &

BB ENTZBEFICBNTIE, RAPAOBRER |

RIE S BT B,
()




B

REMREET A T A
RhT7Tn ) AT (BEFHEEL)
(BR5E4 : %A F—F JSTE%E 100 mg)
| - ~EEE~

@

1248 A
A S8

1



SR

1. Ui P2
2. AAOF. ERET P3
3. EEORRRR P4
4, HEFRITOWT P9
5. BrExgl i pBE ' "~ PIl
6. BHIIBELTEETNEEE P12



1. LI

EIRS O - LA DRER DT HICHL, %Hﬁﬂ%kgomtﬁmtﬁmmﬁ@
bhD, &b, IMEORFHMOESI LV, FUKERRR L OEFNRERERE
FEEAPERINLEPC, INLOEERFRICHERBHEICERT S Z LB
L o TRY  REMBGEE & HEOEATTH 2016 (Frk 28 4 6 A 2 HKEHRE)
KBWTH, EHMERMNEOEHORELHERR D Z L L SN TNE,
FHUERBFERMT, BEERSEZEM T 0 7 7 A VBBEFEOELR L bR
&5 ERBB, ZOkED, HIMERVZ LT 5 HWP 45 YERT 5 ETOM.

HEEGLOBESHR ST B ERIMF SR BT LTHEMAT 3 & & i, Bl
mb%ﬁbt%km%&ﬁm%ké & AR &—E@E#%ﬁt?[ﬁ%%fﬁm
THLLEREETHD, '

LB oT, BAHA FF 4 Tk, FARERESZNWE CRELNTWBHEFEREN -
R RIS & MT®E%m®%ﬁ&Em%%@?6%&#6M¥#%ﬁ Ex
FRUOHEFALTT,

SN s 0 (g = Zﬂiiﬁﬁ?‘*ﬁ)\l:;’éunl:aﬁ%a%‘m%% LIAEEBEA EI?Ii
GRS, R HREA B ARKNRIES R O E SIS A B AREY
BWhob & ERLEZ,

ﬁ%&téﬁim FA BA— X RTEEE 100 mg (—fikA - «A7DJ277(ﬁF
| O FAEHRX)) |
MG L RBIETDE : DS AALSEBIER I TINE L= PD-LI1 B IS TR e f:L’éﬁ =22
: ' RORERFELEE '
HErRAMEROAE : WM. AT, RAT 0 X (BEFHKEL) LT, 1
) [5] 200 mg % 3 SBRIMFEX L 1 [ 400 mg 2 6 38 B ] R C 30 1 |
2T CREHET 2,
%Eﬁ%%%mm%@&




2. BB O, 1EREF .

XA hA—F EFETEE 100mg (—i%4A  RAaTu ) X7 (BETHEEL), LT IR
#1 &vv5,) 1. PD-1 (programmed cell death-1) & FD Y H 2 R TH 2 PD-L1 R PD-
L2 ¢ OFAEREEEETA, b MelgG4E ./ 7 e—F A5 TH D,

PD-1 813 T Ma s B ik B 72 DI S AMISAFIF § 2 A fE sl
AA wF T, PD-1 13, EEZRREBIZBVWCIEER T HloMiizmicRE L, BER
RS ST ARNE X AR 22 SR 2 HIHT 5, Thbb, PD-1 LY v RE#
ETAI LI VHESAERICL S VI A EESRAIHIEST 22/ TH D, PD-L]
DIEFHEIT BT A EBRITL TN THIN , Z OBAMBETII THROBE 2N 2
JEPIBRICRBEL L TWA, DAMIEIZIT S PDL1 OFREIL, TS, s, iT
WfEEE . DPELEE . JE/NMARAER E O RBATTEARARRTFTH Y, EWEFRLE
OFFEERRE I TN, _ '

DD AOERE T & PD-LI FEE OB S, PD-1 & PD-L1 QIR D
EIEERHC B W TEEREEZE S T EMNRBEINTE Y, iRl AREROENLE L
THRFEIRh TS,

A#FNE, PD-1 & PD-LI RUPD-L2 O\ YU H o FOFBEEFRETZZ Lick v, EE
MBI O BB RO AGENE T U v ke FEE L &€, B RE 2 HiEiEbd
B2 L THIEESHRERET b,

ARIOERTIC RS GRE OGERSIC L ARIERER D &b, BEENIIETIC
 BBHEMR S B, AAOBRETROEERICE. BEOBEE M, REFE
B HRIBEITIL, RER LSRR U7 By il & BB A O ER & LT
7 N2 W 4TV BEORERIGIC L AREHER B L2 BEICIE, RIBRERN

ELROBREEORTIMNEEIT I MNERDH D, ) o



3. FBERREAR _
DBAACFRIER ITHEE L PD-L] BHEORBURTELRET - BRORERF LR
ORI &2 1T o e ERERERBROEE L2 R, : '

[ %hE]
[EIRLFE MRS (KEYNOTE-181 3%5) .
—iRiGHE & U CREHER 72V SRR O 3 B MR B TR ae A T T BROBERE LK
ERUORIERESRE 28 (AARA 128281 Exigiz, A% 200 mg 3 B
(AT TQ3W) kW), ) BEOHEPMRULEMER, L3Ik (7 Y #%En, F
-t& FENREBAV /THy) ZRBE LTRNEINE, 28, B CHREBETR
BEDH LB, EEET 2R TERIED DRV EDBRIICRE L TV I RE
Trk, REILAEOBEHE N CREETARD b £ AR ORE 2T 5 = L 3w
fek &hic, FEFMAEE XRATEHE GIF T0S) End, ) ESh, NG :
Lxc%%‘f@émc () PD-L1fGHE: (CPS*210) %M. (i) MFEEREEBRT (i) ITT
£HIZBITD 0S DFERITR 1O LBV THY . WThOERIZBWCHHEINCHES
I EEE T S ieinoT, '
*:PD-L1 ZRHE L-Mlag (RN, <77 7—YRTBY U8R 2REEMITEET
BrRL., 100 2% U745, .

F£1 HRFHS L Shi-BEEFITBT 2 08 DR (KEYNOTE-181 325)

AR

Ay R ity b
wrsm men g O s Tos%ct] (o)
(#A) , -
. A 200mg 107 38 9.3 [6.6,12.5] :
CPS=10 QW ' (%32) o 0.70 [0.52,0.941 "' 0.00855"
{EEFERFE 115 806 &7 [5.1,8.2]
- Kﬁéﬁ%‘;mg 198 '(;3668) 82 [6.7,10.3]
J =Ry ] 18‘2 0.77 [0.63,0.96] = 0.00894™
{bifgRek 203 g7 [6.1,8.2] } .
Kﬁ(]é%gmg 314 (82672) 7.1 [62,8.1] o
ITT . 28'4 0.89 [0.75,1.05] "' 0.08431%
{hZEE: 314 (004) 71 [6.3, 8.01

ClL: {SFAK[E], *1: #lk (727, %@ﬂﬂ) RUHGER (BT R, ) 2BNET L& L=BY Cox !:UHT
CR2HUE (TUT, 2oft) RUSARER (RELBE, s 2EHINT L LB logrank RE, FEAME (-
) 0.00853, *3: Mk (77, Tofh) ZFHRTFL LIEH Cox BYF, *: Wk (727, 2o %58
MEF & LB logrank #8572, HFEARE (5D 0.00766, *5: Hlk (FP7., 20 BRUHHED (FElk

¥, B EBWET & LBY maximum weighted log-rank #7E, FEAHE (740 0.00772 -



—7J7,. PD-L1 [t (CPS=10) oK EEEDRBE 1676H (HAEANT7HZET) 12
BOWTLUTORSMESENE LR (F 2RV 1) . 2B, Y EETERHE

SN TR BEM TIE e < . ERBEITERTH B,

: # 2 FIMERE (KEYNOTE-181 3i8)
(PD-L1 B (CPS=10) I oRELEEORE, BEMNDEITER

AF200 mg {bEHe Tk
Q3W
(85 f41) (82 151)
FdefE (A) 10.3 6.7
[95%CI] [7.0, 13.5] (4.8, 8.6]
O3 A A 0.64 _
- [95%CT] [0.46, 0.90]

Cl : fZHIX, * : BRI Cox Hefil i — KoF Az L B LSRR & ol

110
100 -
90._

)
3
I

Overall Survival (%

01——1—1

—

i

I

T T T

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

Number at risk

Time in Months

AAl200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0

{LEEHRE

82 74 54 42 34 23 18 1410 8 4 4 3 2 2 1
K1 OS® Kaplan-Meier #i# (KEYNOTE-181 5%)

(PD-L1 5% (CPS=10) 2 0RTLEBOBHE. BRAZFEHER)




[Z2E] | B
ESERA IR (KEYNOTE-181 3150
PD-L1 [BfE (CPS=10) v oRFE_ LR @ﬁ%ﬂkm\r FHERBIIAKEE 81/85 ﬁJ
(95.3%) . {LZEMREEET 78/82 4 (95.1%) WRBH LI, WREL ORRERNEETE
TRWEEESIE, FREN 55850 (64.7%) BUN67/82 4 (81.7%) ITHRD I, V.
THPDEECTREHAN SU U LORERIRTEN LY Thotr,

#3 ODThAORTREBAH 5% EORWER (KEYNOTE-181 3U8) (LS EfirsHRE)

BEINAAE (S0C: . , B, (%) .

System Organ Class) - AHIEE 2370

JEARFE (PT: Preferred Term) 85 ) - 82 i
(MCdDRA ver:21.0}) - £ Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

£EIER SS(647) 19 (24 1 (2 67 (8L 3 (39 0) 2 (2 4)

MR IO S R - o s e e
i 4 @n 2 (24 0 2 (268 7 (8 5) .0
FEEMEAT TP ERIB _ 0 0 0 8 (98 8  (98) 0
ﬁT—EPffcﬁﬁMfE 0 : 0 0 6 (7.3) 5 6.1 0

'?‘ J}\Hﬁﬁ‘zﬁ“{&Tﬁr‘

ﬂqﬂﬂéﬁtﬁf) 1' (1'.2)V 1 (1.5) o:' 17 @0 7 85) ©
) _Hmikiﬁ(ﬁ’) - 0 .0 0 220 (268 10 (122 0

FRH 73
Sk =2 — P — 1 (1.2) .0 0 5 (6.1) I (1.2) 0
;kﬁé;ﬁ- oo —pSF— S0 _ 0 0 2 @268 1 . (12 0

Jﬁﬁ%ﬁ T 1 (1.2) 0 0 28 (34.1) 0 0
b4 4 4.7 0 0 6 (7.3) 0 0
BUKERRESE - 2 (2.4 0 0 6 (1.3) 0 ' 0

RE, AFBC B CRIEERER 8] (94%) . EEOREREE (FiikRkRIEE
6



RUARAE., BOREREIEIRAERRRE, STRATEE. RRBESE) 100 (1.2%) | #igEE (¥ -
2 L—fEETESE) 2 61 (2.4%) | FFEEREREE 9 41 (10.6%) . FIRIRHEREREE 761 (8.2%) .
1 BUBERRYE 1 6 (1.2%) | s - RO AARE 1 4] (1.2%) AT infusion reaction 1 i
(12%) BBED BN, T, KBL - DIBE - BEOTH, TEAKEES. BBH
EREEE, BHRREREE (RMEMEMETRS) | Bk, EEmEDE, Bk - Bk, &
YOS, OfFd, MBERAR/IERRE. EELMEES (Bt MRS EERR, B
Mg, FREFEREE, EERERIEYS) RUMEERRD bhid o7, REWERARTURIR
RS (BRRAERE LG 2RD0ERHERERT,



[Fﬁﬁf &) _

AFOBERMEDBHEETAERA LY I 2 b—Ta it k), &K 200 mg &
Q3W. 400 mg % 6 HERKR (LT FQ6WJ LWH, ) Xid 10 mgkg (KE) % 238
B AT TQaw) L\, ) THE LEBOAR OMEHEENRE SN, Z08
F. AH 400mg & Q6W THRE LI BOAF O EFRIEICEIT 2 XX METRE (UT

[Cavgss] EVVH, ) 1, A5 200 mg & Q3W TIEH LT=BED Cugss LEEEIT 2 & THIE
i (FHR) . Fh. &K 400mg & Q6W T 5 L= BEOEF 0 kI BT 253
MEFIRE (LAT [Charss] EVM3, ) 1E, FH] 200mg & Q3W THE LEEROD Couxss &
B LTHELZRT L THENL OO0, AAABE IO TEFESER S TN
Mk - BETHDAH 10 mgkg (BE) % QW TG LD Cuas & B L TIEM
B ETHEN (TR) . &6, BERAEEHS 24 RIZHRH 400mg & QeW T
Be5 Ut EIARREY (KEYNOTE-555 38k) L 0 & b7 2AIEIC -3 < pdre <
SA—BE VI ab—a it L) FRILEENE T A —& LEE LT (FR),
WMz T, BROBEIC ST 2 BRRBERICES &, AFORBE L FHEUTEZENE
& OEEZ RN T SRESIGET ADBFE S, A58 200 mg & Q3W Xid 400 mg %
QW TS LI BORER L AP IIR S L DBEIC SV TR SRR, £

ROHE - HEOM THHMERUR SRR ERTRV E TR,

#4 FHROEGEEE G A —F

Fﬁ ?‘1:\ . fﬁ E{ Comax Cnvg Criin Cmax,ss C:lvg,ss Cmin,ss
j {pg/mL) (pg/mL) {pg/mL) {ug/mL) (ug/mL) (ug/mL)
200 mg Q3W" 5.1 275 18.1 028 504 309
g (585,59.7) | 7.7.28.1) | (178,183) | 917,941) | (498,51.0) | (30.5,31.4)
123 324 106 - 148 50.7 203
il !
400mg QWY | (10 gy | (320,32.7) | (104,108 | (146,149) | (501,51.3) | (19.8,209)
400 mg Q6W 136,01 14,98
(EEHE) | (1356, 136.4) NA - (14.4, 154) NA NA NA
320 144 119 428 279 57
10mgkg Q2WT ()12 203) (143, 145) (117, 121) (424,433) | - (276, 282) (193, 200)

T:0=2,993, 100D I ab—3a ik VAR SN BMEAHEO FRl (2.5%04,97.5%5) | Cmx : FIEIE .
E#OBRFIRTPEEE, Cug : YIEREHOEHMITPIE, Cun: DEHRGE (A 70 2 8550 ORIRnE
PR, Craess | BRI 351 DEEMIFHEE, Covgss : @ﬁwﬁcfﬁ&_kﬁz)iﬁhﬁuz‘%*zﬁ%ﬁ Corin,ss : %'ﬁﬁ(fi&k
B} D Bl i e
1 56 BlSATIERIN (95%IFRKIHD
§ : 41 PloDE{TEISE (95%EHER)

NA : e L




4, HFRIZ2WT

AF OB EFE R BELZBE - BEL, AR OB SICI YV EEREERERE L
CBERICEET B I EANERTD, UF®®~®®TAT&{T&%T_—T# e BWCHERTS
_RETHD,

O MERIZ2>WT

@-1 TFiEd (1) ~ (5) OWFhMCHEETImETHE &

(1) EAEFEKENEET 2B ABIEEEHLAFBEE (RGBT IR A A FRE L IR,

- M AR RELEE L AR, MRS A RB IR B;nte &)

() FrEfEEmEET _

(3) FEFROBEPIEET HVBAZTREER B (35 A B REIa R, M ADES
W Adke, SRRk L)

(4) SR EPERRBRE L, SRR EREME | S S HEINE 2 oMz 5
AR BB ET> TV Sk

(5) PUEMEERASEEMEORRELREIR S BHET > TV D HER

®-2 ﬁiﬁ?ﬁ?@{b"iﬁ;‘%&mﬁwﬁﬂﬂ%ﬁﬁ#@mf&_—l—’\fﬁu*“&%a&Eﬁ%ﬁotﬁﬁi (F#
OV EEYE T 5 ER) 25, u,cn,%ﬂ@?ﬁﬁumﬂﬂ"éiﬂﬁmﬁ&%k LCHLE &
hTnadZl,

.

o ERGEREL2EOCTBMPIHERET LI BISER Lo LIRFEORKT{E S
fToTWHZ &, 36, 2FLLEiT, BABEMFREEE & Lﬁ.hﬁiﬁ@%a&@ﬁﬂé‘%
ToTWABI L, :

+  EMMGFRESBRUEOTMFHELET Lickic, HLBREONARDIEL S5
FLL EOWLBARZEOBHEEToTND I, '

«  EMGERESE2FONMPTHEEZET LI BIC4AEU EORRBRERT L TND
Z ¥, 2b, MEDLEIE. HLEBREONAEMREL SLHLRRFORKIHE R

fFToTWBZ &,

@ BAOERSFEREFEOEKRITONT

EXSERERIIEFTIFEEPRB SN, MEEXPLOHRED, A - K
LHEEEOFROTERVEMSICH T 2 HRRME FEFLNRELLBEORE
%, SRBOHIATON I EHIDRE-THB L,



@ BEHER~ORIIZ2OWT

®-1 fER &R B 2 B

B MR RS O BEELRWEA N T4 Ui, 24 BERTRRREHI 0 T, MikiEsk ik
HERIFRIZ BV T, BELEBERIIS U TAREER I CT EORIEROERNCME
ﬁ&ﬁ@%%ﬁ%ﬁ*ﬂ%%h\Eznﬁmﬂﬁmwﬁﬁ%ofwézao

®4E%%$%kléﬁg$§ﬁmkﬁ?6§#
AR D 5 B B e R A b R RRER T =S ) s
 EBDHIEERDRY ) —= U S ETVERE &SRR RE TE T — AEREHAE
EERTWBD L, BB, %WW%LOwT BABE L LOFHRICHHITEI ST
wasTl,

@-3 RHER ORMH-CHIGICBE LT

BIVER (FEMRE BRI R, KIS - B2 - EEEO TR, FFHAeREs - Wikt
W, BHRERE (ROFHEERES . WAREE (TRERERS, FRIE
T, BURGRAENEE) . | BUERUE. 50O, 1% - SUBTARE. Bk, EEOR
RElEE (PR, BN RE, ST, ERAES) . infusion
reaction, % « Blise, MMM, MBRE (X5 - SL—ERIE), DHK,
BELIEES (GBI MERD ISR, BOEE N, RS, ERES)
MEREAIEGRE, W) 1R LT, YRR LR ERSE ORI 2T S EM
a@%u(@wm@%ﬁ¢ﬂmkﬁLf#ﬁ&@iﬁ%ﬂwana%ﬁr@a 28

%kﬁ@&ﬁ%mrgawﬁmgorwa & :

io



5. RENRLADEE
UL 5 % 3]

@

@

(L3erEE R A5 PD-L1 BE (CPS=10) DIRIAYIRRAERRIHEST - ﬁ%wﬁﬁﬁ
T LEEOBRFICBWTAROFPENRENTNS,

B, CPSiIERAa7 vl Xvr (BETHEL) ooy =4 r2i#E (REs
PD-L1 [HC 22C3 pharmDx [# =) #HWTHIET A Z &,

TEITEE N B BRI B AF DR 5 R U ERIT oW TIE, AR A S
BTN TR LT, AROREFRE 2R,

o (LREERORNEE

o FiTOfBhEE

o fhoFEEEER & OPFH

a4 5 3FE]

@

@

Tﬂkﬁ%¢5$%kowfﬁ$ﬂ®&5m DEEXRTWBZEMND, BHEZ21T
bignz &, |
«  FFIOES I LIBSUEDBREREDH 5 BE

WRIERTOFHTIC B T FRICHKY ¥ 3 BHF IOV TR, AFOREHERS N2

A, OBFCEREN RVEAIZRY | B AR AT L 2EBETE D,

©  MREMRBOSHIBEEOSH B BH

- BHEERETHELE bé$%&0%%ﬁ®&%ﬁﬁﬁﬁ$m%&%%
%@%L%fﬁ%k#ﬁ%hé%%

o HEREREOAE RITRHERE L < RO B SREREOBEEED
o BE | .

- [ERBHEE (EhBHRBHEREZEl) ObDBRE

¢ HEOBRXIEREERZETOIEE

«  ECOG Performance Status 34 #P 0D BFE

GED) ECOG @) Performance Status {PS)

Score

Ed

0

< @RS RHITE 5, FRWMEFLCE md:?ﬁ?ﬁ>'i“ﬂlﬂﬁ7‘£<ﬁ:«’_6

PHABRHC I LV IETIHER S B 88, ST, BAEECH - T ol %#iﬁv LRTES,
#l BT, BREER

GITFETHSOHFOE Y O - L i3 +_TaESSERRI &y, HP o s0%EL L~y FATRIT,

RoLNEESOHOMY DI L LATERY, BHRD 0% LE <y F T TIRIY,

1
2
3
4

é(ﬁﬁtwoa}oﬁmﬂbw LB TERY, FERIIAy FABFTRIT,

11




6. BETEWLTHEE Tﬁ%?ﬁ
O WAXEEINA ., SUEREED BRI 2 WRSICE S S AR ORHER UEERE

._@

®

RO LEREREHSICER LU THrSERTRZ &,
%ﬁ%%h%4B\%%Rﬁ%@%ﬁkﬁﬁéﬁofﬁﬁ%+ﬁﬁ%b FHEZE
ThbETHI L&, :

FREWEHO=R YA Moo T

MEERRER H b bid = &#%5@1 EHOFEHIH Tz - Tk, HIHE
KB, FPREEE, ) ORGARUIE X BRECERS. #lEr+
BT Z ko Fie, REISUTHER CT, LE~—7—S0oRELZEEY
Tk, :

infusion reaction 333 bdo#L B = L 3% B, infusion reaction 23D HRIBAIT
3, BERAEERTY L L b, EERSEET 2 E TREOREEFHICEE
T5Z L,

FOR I RERE 2 Tﬁﬁ%%ﬁhEUﬂ%%% BEEXRLLDLNDAZ BB DD
T, AFOHESEBITR OSBRI EEA P Rdste g (TSH, ik
T3. M T4, ACTH, I aAFV—LEORE) 2FEMETIZ L,

JPHREIREE . TUEHEEARH b2 T LB HH DT, AH0&KSHMEHR

U SR i eI T RE ﬁﬁ(mn.mmyﬂn>my tjwt/%
DHIE) BEmTHZ L, :
S EHER (ICERE TR %ﬁ¢*%ah)%@ﬁ%&ﬁﬁiﬁ%6bhé

IeRHBOT, FHRIKIROREOEELTRTZ oL, £/, BOREMR
ADHONTGEICE, BONCEFRBBELZER T X588 2EET 2 L,
FHROBEICL Y BEORERIGICERT 3 L% 2 bhd ke REBORE

 BbbPhBZEBHD, BERBOORABAICE. BRLEFRITELE

Rk b R B 01 & S ORI R TV BEORE
KIS X BRHERNED A HAITIL, AFIOREN TR, RO R &
NERIOBREEEEZBETLIE, 2B, BIBEERLVEOREIZ LY EIE
FOKENRRD LNRVEEIIL, ﬂﬂﬁETW%/uﬂmﬁﬁﬂﬁﬂmﬁm
LERTLI L,

BEH T, ﬁ@@meﬁwﬂﬁﬁurmaﬂwmm%ﬁfa LB B,
AFOBERTHICHAERORBIA+HCEETB L, ~

| BUERAT (BIE 1 RS 25 Bdbbbh, BRENS M7V F—Ux
WELZERHBOT, OB, B, BEHEOEROERLIMEHED LR IG+
SEETHI L, | EERANEDNCERIERSEFLEL, 1V AY VM
HoREEOBEYRAEZITH Z &,

$ﬂ®ﬁ%ﬁﬁhRWT'&5%##%QLWWﬁTﬁ£&®Jﬁ%ﬁOTWL;
k%?%k,Kﬂ&ﬁ*mm%%kﬁﬁﬁﬁﬁﬂ%wﬁﬁéﬁj_&.
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BB REET A BT A

RrTuY v (BETHEHEZ)

- (K7 @ %4 A—F RE§#HE 100 mg)
~3E/ A~

T2 9428 (472488 HHET)
R




IS

B

AN o

DI .
AR DOFER, 1ERERF
ER PR AR

FiZonwT L
EG L DB

BECBELTEETREHEA

P2

.P3

P4

P20
P22
P24



1. BU®ic

ELFOFIE - REMORERO DI, TR CESICESWEERER R
b, S5IC, SEEORFEHMTOESIC LY, FURERER R & OEFORIHHEERE
FEHEEWNEBINDPT, 2 bOEESZEICNERBETRIET S = L ASRED
B L fp o TH Y RS EOEE & DRSS 2016 (FRL 28 £ 6 A 2 HBIZRE)
WRWTY, FNEELRZEOHEAOREEER NS - L L Eh TS,

HRE R EERL. BEERSES T R 7 7 A AREEAOERR L H L MR
REZERDD, 20D, AUONRCELHIZET IERSH0ERTHETOR,
UHERAOBEL R ST EBHFSN3BHICHLTHEAT S & L bz, BlE
FIARE U BIC LB RS E & B2 S RER B OB 2 37 TSI <
THZENEETHS,

Lo T, KHA FIA 2 Tik, BREEEPIAE CIRELN TOWBEEREZM -
B RHNCESE | LT OEERORERERZHEET AN D REREE, X
FROCEEFELRT,

BB, AHA KT A ik, MITATEIE AR EFRR AR A, AEEARA
BEERIEESA . —MHEEA B ARKRNAIES, HEREFIESEA B AMBETERY
C — A B ARIERREA OB D EER LT,

WL R BERES: ¥4 FA—F EFEHHE 100mg (—i%4 - AT ) X<v7 (EE
‘ FHEHLZ)) '
B ERDPREEE - IRRARREARMETT - IR OIS _
HELRAHERONE  BE. A, SA7nY Xv7 (BETERL) L LT, 1
' [E] 200 mg % 3 WRIBIFE I 1 B 400 mg % 6 BRI T 30 2
DT T RERET 2,
& e ¥ E  MSD RS




2. ZHIOKE. 1ERAERF '

Fof hA— R 100mg (—i24 AT R Y X7 (BRFIHZ) . BT T4
Al &vv5,) &, PD-1 (programmed cell death-1) & Z®D U H 2 FT#H 5 PD-L1 X U PD-
L2 & ORFEAFEERET S, b MEIgGd £/ 7 n—FAHETH 5,

PD-1 #R3&IE T AU SRR R AEAAE A O BRI 5 T DI R AN A FIH 3 2 e sa s il
AA wF T, PO L, BEEARBICEVTENER T MlaoMRsEcREiL, 5eA
ERISE S AVE R 2R ERISEFIET 5, Thbb, PD-1 {XY T K LfE
BTRZEREVHFESAERICLD VT TNVEERACKIET ASHETH D, PD-L]
DOEFMMCBIIBREAT DTN TH B, £ OBAMETIE T MlROHE 29
BIEFCBEICERLTWS, NAMIICET 5 PDL1 OEREIT. BRINE., FEE.,
Irabass. SRS, SE/NIaATiRe & Okx &2 7)=/u'67r'f'£71‘ BRFTHY ., ENEFE
& OFEBEENRSE I TN S,

BEE OB A ORI TH & PD-L1 FEEOFMHEIMEA S, PD-1 & PD-L1 OBRKITIEE
DOFIEERII BV CEERAEI 2 = }_— PR XN TEY , Fii B ABROEN &
LTt T3,

A#ix, PD-1 & PD-L1 RINPDL2 O Y # o FOREEHET 3 - aL$D B
HNBRETOEESRANIIAEEM T U o 8ReiEi b X8, FUEEGE > Btk
5L L THEREDRZRET D,

AKI OVEFIBFICES BEOSRER IS X ARERSRSH b hh., BEXIETI
ELHREMENH D, FROBEFRUERERIZIL, BEOBEEZEETITTW. EEFR
B OB AL, BE U F RIS U Me2 M & R AR -OEM & B LGl
BIRERRET 1TV, BEORERISC L 28WERARSEDL 2 HEITE. BIBEESL
F LRI OB EEOFHRAEB LT VERD D, ' ‘



3. KEPRARER
BB AR 72 HEST « T3 I/ NN O AR Z T 21T - Te F e MR AR O sl %
Y, ' '

[ 2]
OERLERF AR (KEYNOTE-024 &) -
{LFRIEE O 72\ EGFR BGFERIEM, ALK @& REFI2MER T PD-L1 B (PD-
Ll BRI UEEARA LD 2EE GUF [TPS) £ 3,) =50%) OUIRAREERE
7 - PSSO/ IMMILIEEE 305 B (AAN 40 HlEETe) ZdBic, A4 200mg358
RPN (LT TQAWI 243, ) BEOEDMERURSMS, 7557 HH 2 & i
B (UUF TSOC) &), ) 2RBE LTRSS, 28, ERFEHTRE
HEATHTD SN EIT BT R TERIRD bR VEORBIRIICEE LT
% HE T, WEIA R OEHE T TRAETHIRD b 5% CAROREE AT 5 2
LATREE SR, EEFMIER I EREATHM (WUF TPFS) &V, ) | BIKET
M B i (BT 0s] L), ) & &h, FEIET S FFiE % STl Fw
Wk tE LT, PFS, RUNOS (TREAHT) 2 EEICEE Lk, |
*.04 B B ECIREENTHEHAITERBROBRSE2PIEL, Fo%, KEETHARD OGS
WiREsERETEA L EEN/,

| #H1 HEERE (KEYNOTE-024 3ER)

75 TR &
A 200 mg Q3W e
Geame’ SR
. (151 51}
HgufE [A] 10.3 60
(95%CI) (6.7, NE) (4.2, 6.2)
PFS"! NP FER2 0.50
(95%CI) (0.37, 0.68) —
P fE" <0.001
g [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ AP— REE™ 0.60
(95%CH) (0.41, 0.89) -
P f&™ 0.005

Cl: {EHEXR. NE : fiERH,

*1 : RECIST #A4 FF 4 L1 BRICES ManpelyE, *2:

B Cox LBl — FEFNMC LB 7T FTEAIZ ST TR e O, 3 Biln s

T IE. *4  PRMITEEOF —F 1 2016ESA 9By AT



e TR QAW
e JIFFRIESCIASE

a 3 6 g 12 15 18

at risk¥ SR FERAA]

AH200mg Q3W 154 104 89 a4 22 3
TSFHRESGLERE 151 99 70 18 9 1

1 RRBEEKE L B PFSOREMATEE (O Kaplan-Meier #i## ‘(KEYNOTE-O%?&E&)
(PD-L1BE (TPS=50%) MEFER)

O s

“ . ” 7
h

20 —— ssamomg aaw
10 e ISErEMESGIELES
g -t - — S — oy NSO
G 3 . 6 9 12 15 . 18 21
at risk¥ - : M {g}
FR200mg QW 154 136 - 121 82 39 11 e 0
TIFIRAEEOIESRE 151 123 106 64 34 7 1 0

K2 OSSO OKaplan-Meierfifs (KEYNOTE-024388%)
(PD-L1EHE (TPS=50%) DHEEHER)



@EBEIFFE 0 /4R35 (KEYNOTE-010 3R) _

77 F R R ST EFREE" 2675 PDLL Btk (TPS21%) OUIRTEERE
1T - EROFE/NMIEMEERE 1,033 4] (AN 9] FAZEtr) 38, A4 2 mgke
Q3W HER T 10 mglkg Q3W HEDOFHERTLL2MN, FeFXaking (LLF

DOC| &£WwvH,) ZXBE LTHRETSE, 2B, M TEEETIRD bR
AT REEITE R T REIRAED LR AR VEOREMICRE LTV A BE Tk, kA
UM OBl TR EGE TS b b & TAA OB SFEE R L Sz, FEF
{ﬂﬁIE‘H X OS RIRPFS & &, AFIXDOC L& LT, OS #HEICERE LK,

: EGFR BRFENBM T ALK e BETFBHEOBHA TR, 777782 EkE
TR L A IERIBICN 2, £ hFh EGFR MEER Xk ALK FREER £/ 5N
FEANC L 2R T2 AFEHAANDN, )

*) ;24 7 A ETHRE ShICBHARAK OB ZFIEL, T0%, ﬁ,@a&nm B b s
AleREHETEL L LENT,
£2 FHHERE (KEYNOTE-010 3E)
AF 2 mgfkg AH] 10 mg/kg DOC
Q3W Q3W
(344 {51} (346 1) (343 1)
g [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
0S | »~¥F— K™ o7 0.61
(95%CT) (0.58, 0.88) (0.49, 0.75) —
P fE" <0.001 - <0.001
CL: 8K, *1 : JB3I Cox HufINTF — FEFAIZL S DOC L DB, *2: R/ 778
E .
100
90 — M Imgkg QW
80 1 'c e Ainghe QW
70 4 — BEsFil
& 60
“‘ 50 ﬁi:‘ﬁgbgt
40+ m“‘ﬂu R
30
20 1 L AR
101
0 5 10 15 20 25
at riski¥ m,[ﬁ]
&A1 2mg/kg QBW 344 259 115 49 12 0
Zf10mg/kg Q3W 346 255 124 56 6 0
Kes+ib 343 212 79 33 1 0
K3 OS ORHMFENTIRO Kaplan-Meier Hi%f (KEYNOTE-010 R5%)

(PD-L1 BBtE (TPSEI%) DBEEM)




@ EIBRE RS MAERER (KEYNOTE 189 HER)

(LSRR DR, EGFR BATHRRRMER Y ALK Ba B n TR OUIBRF i it
{1 BROERTELEIEPAIEES 616 5 (AAAN 10 flzais) BT, XA
200 mg (Q3W) . A k l/%HZ FrhUoakfug (LIF A RLFER] NS, )
RUOTTFFRE (RFFFURIZIARTZF) OtRKkS CGREIGHREE) "o
BHIER AN, IR, LA M3 FRRUTSFFUBIOMHERE (h3K
EE) 2uRE LEEERRBRTRF SN, @it b, 777 AR Y =
MEHE LR L, BEEEK4 2—AE Tl L, 28, EETACRAETRR
D LIEHE I REETERTERSRAD bR WEDBRMMCEZEL THWABET
i, WEILE OMEEHE TRAETARD bha ECAR &~ b Ly FORRRS

EESET D Z ERTFREE ENS, FEFME AL OS RUYPES & Sh, FAL A B
HV#kF&UT7?T£&®W%&@M77?TH~%FV#?F&Uf??T%H@
_ﬁ%ﬁ%k%ﬁbr‘o&&um&%ﬁ IR LT,

: A5H 200 mg, XA b LFE F500mgm?, VAT TF TS mgm UEH BT T T
AUCS (mg - mL/min) ®QIEIZ Q3W (#=— 2@ 1 BRICERE) T4 a—2#E#%, &
#1200 mg BUAA b L F 500 mp/m? A4S Q3W THRE &N, -
#2: F TR, A R LFE R 500mgm?, Y RFTF L 75 me/md XA AET S F o AUC
5 (mg *+ mL/min) OIEIE Q3W (Fo—20 | B EICEE) ©4a—2k5%, F5+&
CORBUGAA b LFE F 500 mg/m2 A8 QIW TS &, |
*¥3: 24 WA ETHRESINTEREFROBRSETLEL, 20%, RBETHED NS
Bl EERTES L L &N,

. &3 APERE (KEYNOTE-189 3R5k)

AR HEE {bifget
(410 #1) (206 #1)
havE [A] NE 1m3
: (95%CI) (NE, NE) (8.7,15.1) .
0s™ A AN it . 049
(95%CI) (0.38, 0.64) —
P "™ <0.00001
CHdfE [A] " 8.8 49
_ (95%CI) (7.6,9.2) (4.7, 5.5)
PFS™ ™ NP — R 0.52
(95%CI) (0.43, 0.64) —
P {E" <0.00001

©ClL: {nﬁeﬁl:ﬁ'? NE : #EBAH, *1 ;
PrAgR: & oLl *3 : @Ru T I RE.

Mz rh g E

PRRATREO T — 4 120174 11 H8 BX AT =N
Al Cox WHINY— FEFAMIZLBE T TR, XA+ FE FROUT 77+ {WERILERED
*4 : RECIST A FZA ¥ L1 JRICESS<ERT .




- : gy
%t 20 ] ' : hhﬁm“mf«ﬂw—m-u-—:ﬂ
40 1 )
30
20 —— #minomg @W. SAFEERUTST T SANRILEEGE
107 e FSt@. RAFRRRUT ST ERHE R
0 3 6 9 12 15 18 21
at risk# AR
A3200mg Q3W. R ‘
AP FERRETSF 410 377 347 278 163 71 18 Q
FERGRLESEE
Ft, RANEE ' ‘ '
RREF5F - HmiE 206 183 149 104 59 25 8 0
{L#EE

E4 0SS OHEMENRO Kaplan-Meier fhi#f (KEYNOTE-189 5R5%)

at riskf% .
g Q3W, A
ARLERRFPUDL
KRU757 B
ISR, RAPAE
F#MISLXTRRY
T5FTER

100 -

— SREOTE GIN, XM MILTERRUTSI TR
e wn FHATE, NRANLECRE PUDLIEMBU TS IY

10 - 1—’———;-—;—-’-——»”

0 3 6 9 12 15 18
BREEFERA)

410 322 256 148 60 17 5

206 140 80 40 16 2 1

M5 SRTFBERIZLES PFS O PEEEFTHO Kaplan-Meier i

(KEYNOTE-189 35



- OEEH® H%mﬁﬁ?ﬁ (KEYNOTE—407'*‘£%) :
BRI O 2SI T - BR ORI LR NG 550/ (A

A 50 BliEgte) 2RRIT, AH 200mg (Q3W) .

XiF R Y F xRN (TAT7 I BEE) (CUT nab-PTXI &W3,.) ofHEs R

HIGERED) " OB R UM,

TSR, AINRTIFURTST Y Z5EALX

"1 nab-PTX OIS ((BEFRER) 220 e LE T HeaRRohetahe, Wi
EY. %7 Y X EFEARET nab-PTX L, éﬁé'lzﬁﬂivbiﬂ%%*“& CEIRL, &5idEK4 =

“RETE L, 2B, HETE CREET
MWD BB NEORRERNIZ %

U_PFS FEEICERLE,

*1 ; RF 200mg, +37 U & F2 5 200 mg/m? Xid nab-PTX 100 mg/m2 7311/‘]“7’7’7"/ AUC

AHbNEHE

1z, FEEHET R RTIER

i’b‘tb\éﬁ%‘ﬂi‘ REILARE O B FE il TR BETH
BOOND ETHRADOHRE LB T 5 Z LHHEEL Shike?, EEFHEEEIX 08 KT
' PFS k&R, KH, AINETFFURUAZ U Z ¥R nab-PTX O ERSE7S
TR, ANVKRTZFRVRZ Y ZFFEALIT nab PTX OUtHEE LB LT, OS &

6 (mg- mL/min) DJEK QIW (KHl. /37 Y ¥ X RUARVHIART S FLizsa—R

D1 ABIEHEE, nab-PTX IXFo—2AD 1,

#1200 mg 2% Q3W THE Ehi, :
¥2: FT7ER, A7) FHE 200 mg/m’ i nab-PTX 100 mg/m?, HA-RT T F 2 AUCE
(mg + mL/min) DJRIZ.Q3IW (FH], /327 V FHFELREBARTFF U RET—RAD

1 HE WS, nab-PTX I3 a—2D 1,

TRR QIW THRE SR,

*3:24 A i’C%‘c"a‘—é#’L?Z%ﬁ'#ﬂWﬂl@Ef}%qﬂm L. T0%, HEEBIET

AlEsHRATES L Ehik,

8, 1SHHEHKHESL) ¢4 :wzjﬁ'ﬁf’é\ PN

8 15 P RICHRE) T4a—AEE, 7T

PRDLNE

#=4 AR (KEYNOTE-407 iA5R)
' AFUHEE (LSRR ERE
(278 i) (281 i)
rofE [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
os™ AN IR 0.64 ‘
(95%CI) (0.49, 0.85) —
PE® 0.0008
HyefE [A] 6.4 4.8
(95%CI) (6.2,8.3) {4.2,5.7)
PFS™-™ ANYP— R 0.56 ‘
(95%CI) (0.45, 0.70) —
P {i" <0.0001

CI: {§1EXR]. NE: HEERA, *1:

BT DT —5 : 201844 B3 B v N 7.

¥ B8

B Cox NP — REFAMZLBZ T T ER, IARTTF L RUA2 Y F AT nab-PTX

ORI L Ok,
TSP E

B ST B,

*4 : RECIST # A K4 2 LI RIEESL 58

ANETZFRORT ) FHEN



100 -
90 7] Nt
80
. 70
& 60 l‘qh
B 50
b ] :
30 _ '{—I-l-!l
20 i —— AR0ME QIW, AT SRS AT nab TS
1 g | ——— FFER DLATFFVETNIUSF Rl RiEnabs Y 22 B
0 3 6 9 12 15 18 21
at risk# i ]
FHW0mg QIW, HibK
FSFIRGRIUSFRIL 278 256 188 124 62 17 2 0
Xignab-Roy 9%t
T3k, DRTI5F , ‘
RURZVUIFLIG 281 246 175 - 93 45 . 16 4 0
| nab-{7 U 954l .
X6 OS O EfENTED Kaplan-Meier Hi% (KEYNOTE-407 35R)
100 : .
30 ] — N QW AT YRUNZY P R R inab 7 U
80 { !‘L-\‘h e e P51, VR ISFURUATVS SR a7V TEEN
& 70 - .
% 60 »f
fj 50 T
B 401 Y
g 307 \L\
20 ——
10 M
Q e ; - : . S
' 0 3 6 9 12 15 - 18
at risk2X . EEEREETNIB]
23200mg Q3W, BibiK
T5F/BURIVIEEL 278 223 142 57 23 5 0
RiEnab-A7 U 9%l
F3tum, AbRFSF
RUNMTUSFRLRIE 281 190 90 26 12 4 0
nab-N7V9%%Ei

H7 SE&FiEic ks PFS @SR O Kaplan-Meier Bi#R

(KEYNOTE-407 225)
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_ @@ﬁﬁl‘l%mﬁ%ﬁﬁfiﬁ (KEYNOTE-042 #8&)
{CEERIEIE D 72\ EGFR R T2 Rath, ALK &8 = T FEVE R O PD-L1 (B (TPS
=1%) - OEIRAEEREST - BROI/NRERE 12746 (AFA 93 fliEte) %

®EIT, AH| 200mg Q3W B EDOF MR LN,
R L LTRETE T, 2B, B CREETHE
15 B R VE D EE R A

TR AT

77 F MRS b FREEY
W b E
CEE LTS BE Tl RIELRR O EHEFHE T &

Iz, REBEITER

HEITHD b D E TAFIOR S 2T 5 Z LAV AIRE & &, EEFHHHE B 1 08
L EN, FRNLT T FTRAEFIACFRE LB LT, 08 #FRITHER Lic,

*:24 0 B ETHE SNEBARAROR G EHIE L, 2O%, KEETHED bR HE

CREHRATESZ L ENE,

is ﬁzfﬁﬁﬁjﬁﬁ‘ (KEYNOTE—(MZ REY) (PD-L1 B4 (TPS=1%) OEFER)

TIFTRE ST

AF 200 mg Q3W (rEeper:
s 637 Bl 637 %l
o gfE [A] 16.7 12.1
gg’%%%% og°! (0s%ChD | (139,197) (11.3,13.3)
( @%%@) Y R 081
: (95%CI) (0.71, 0.93) -
P {E" - 0.002 :
ik 299 5 300 {5
> 2o FikfE (A o200 12.2
_ ;;:i;g% os" (95%CI) (15.4,24.9) (104, 14.2)
- BN Al N A 0.69 N
(95%CI) {0.56, 0.85)
ik 338 5l 337 5
. afefE [H] 13.4 12.1
53; ;%S;éf 08" | (95%CI) (10.7, 18.2) (11.0, 14.0)
e | N R 0.92
B (95%CI) (0.77, 1.11). -

CL: (RN, *1 : PR OT— 2 (20182 B 26 BA v F7 7,
— FEFME L 575 FF A% ST L oL,

B Cox el /\'B"
ﬂ BRle 75w BE

11



100 ,
a0 — R 200mE Q3W
80 e e F5FHHRERGILISER
704
% 60
ﬁ 50 1
4 40 7 .
30 “N*“ﬂh
20 B e
10
0 6 12 18 24 30 36 42
at risk#t ‘ ErE LR
; ZEI200mg Q3W 637 463 365 214 112 35 2 0
TI3FFERESOLEER 637 485 316 166 88 24 1 0

B8 OS OWRREITRED Kaplan-Meier s (KEYNOTE-042 #5)
(PD-L1 Bt (TPS=1%) DBEFEM)
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[ZZ4xiE]

OEESLEF IR (

KEYNOTE-024 )

HEERILAHRE 148/154 B (96.1%) KU SOC B 1457150 B (96.7%) KBDBIL,
BERY ORREHSEETE RVEEERI, TRER 113/154 1 (73.4%) KU 135150 4

90.0%) ZED BRI, WTNPOETREERSE %LU LORERIETEOLEY TH-

7o
#6 TR ORTRERDN S EOBHER (KEYNOTE-024 388)  (ZaMiTsREm)
avE Bk o (SOC: System BiEL (%)
Organ Class) AFKHE SOC ##
JEAEE (PT: Preferred Term) 154 45 - 150 5
(MedDRA ver.20.1) £ Grade Grade3-4  .Grade 5 4 Grade  Grade 3-4 Grade 5
2RER 113 (734) 40 (260) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
MR LT RS o , L )
#1fn, 8 (52 3 (9% 0 66 (4400 29 (193) 0
H Bk fE 1 (0.6). 0 0 8 (53) 2 (3) 0
B R AR 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0
M /NERMAE 0 .0 0. 17413 8 3 0
QWS , o o o C e
Rk BRESAE TOESE 11 (7.0 0 0 0 0 0
. TRBRAREETRE 0 120 (78) 0 0 1 @©on o0 0
e S
i 6 (3.9 0 0 17 (11.3) o 0
T 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0
ML 15 (9.7 0 0 65 (43.3) 3 (2.0 0
A% 4 (2.6 0 0 18 (1200 2 (13) -0
o VEmf o 4 @& 1 (08 0 30 (2000 1 (.7 0
—i% - EOREEE L CREBLORE _ ' e
HESIE 5 (32 1. 06 0 11 (73) 2 (13) 0
wH 16 (104) 2 (1.3) 0 43 (2870 5 (33 0
g 1 (0.6) 0 0 9  (6.0) 0 0
R ... 18 (104) 0 Ry 8 G 0 0
C BREE B R o e S
ALT #90 10 (6.5) 0 ) 7 @D 0 0
AST #4950 g8 (52). 2 (1.3) 0 5 33 0 0
M7 L7 F =8 3 Y 0 0 15 (100) 1 (0.7 0
BT EREE D 0 0. 0 20 (133) 6 (4.0 0
W2 e 0 0 0 18 (120 9 (6.0) 0
_ FmEREm> Ll o8 0 o0 e den 3 0 0
AR rugEE 0 R S
BRRER 14 (@1 0 0 39 (2600 4 @7 0
CBe/xvUsE 1 (06) 0 0 9 (60 0 0
GEERBIOEEMEEE 0 B
L R = B X . .0 4. @n 0 0
| FEERPEE e e T B
S 1 (0.8 0 0 15 (10.0) 0 S0
Aififp=a—mAF- 203 00 9 60 1 @D 0
LB, JAEB I UNRRE - . S
L Mmbgge § 62 4 Q29 0 . 1 079 1 @7 0
LR LU TR e . - e
BLESE : 0 0 0 12 (8.0 0 0
i 8 (52 0 0 - 107 0 0
EHFEE 12 (7.8 0 S0 3 @0 0 0
5 11 (1) 1 (0.6) 0 3 (20 0 0




et ABIBEC B CRIEMEMITER o B (5.8%) . KM - WO TH 8 61 (5.2%) .

PHRMEE (F T SN L—EERS) 26 (13%) . FEEEE 224 (143%) . Bk
BRAEEAREREE 21 1) (13.6%) . TEREEGERE 1 #1 (0.6%) . 1 BUFERE 1 41 (0.6%) .
REMEEREE (RAETIEMEAS) 161 (0.6%) . BER 16 (0.6%) . gk - HEBUTR
fRFENY 181 (0.6%) K infusionreaction 5 7l (3.2%) MR ENFz, T, EEORE
Wi (EREPRIRIRERTE, 2WABE. FRORES) | BIERERE, BERGEE, M
7% - BilEgs. &Y SIS, DR, et R ESERE . PR i K ONRIEER
EEREED bhih o, ABERRBEREIEETSR BEREERTE2ET) 28

ERERETT,

@E LRI /M ARE (KEYNOTE-010 3k)

HEEL T 2 me/kg Q3W T 331/339 41 (97.6%) . 10 me/kg Q3W B 330/343 4 (96.2%)

T DOC B 297/300 i (96.1%) Wi b 18 & OEBREGENEE T RVEE
HEIT., FRER 215339 ] (63.4%) . 226/343 5] (65.9%) R Ut 251/300 4 (81.2%)

CED LR, WP ORECIEEER 5% EORERIZT TRO LBV Thotz,
7 WThhORCRERN 5% EOBER (KEYNOTE-00 3B  (SfatEfzra$4ER0)

ERIRSH (SOC: System A %)
Orzan Class) 2 mgkg Q3W ¥ 10 mg/kg Q3W T DOC §i¥
HE (PT: Preferred Term) 339 4 343 {51 309 44
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade 5 4 Grade Grade3-4 GradeS 4 Grade Grade3-4 Grade5
ARHET] . 215(634) 41(12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (L.6)
MiEds LR SR . :
i - 10 29) 3 (09) © 14 (41 1 (3 0 40(12.9) 5 (1.6) -0
TR e L@y 0 -0 1 (0.3) 0 6 44042 38(123) O
P s , T :
kR T HE 25. (7.4) 0 0 23 (6.7 0 e 1 (0.3) 0 0
HigREE o . _
T 24 (7.1) 2 (0.8 O 22 (6.4) 0 0 56(18.1) 7 (23) 0
HEL 37(109) 1 (0.3) © 31 9.0) 2 (06 0 - 45(146) 1 (©03) 0
a9 . 13 (3.8) 0 0 7 @0 1 {03 0 43(13.9) 3 (1.0) 0O
o dank , 1235 0 0 13 38) 1.(03) 0 24 (7.8) 2 (06) 0
—fik - SHFEER LU S ORE ) N
EIHE 20 (59) 1 (0.3) 0 19 (5.5 2 (0.6) O 5¢113) 6 (1.9 0
] 46(13.6) 4 (12) 0 490143y 6 O 0 76 (24.6) 11 (3.6) 0
it ak =il 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0
CEER 10 29) 1 (03 0 14 @1 0 0 17 (55 1.(03) 0
CEREERRE . TR
 dreREREGRL o 0 0 2 06 0 0 24 (7.8 19 (61) O
HEREE L _ ‘ ,
C SRR 3 (09 0 0 3 (0.9) 0 0 17 (5.5 0 0
. ERER L UE RS S o R '
fit B 3 (09 0 0 2 (0.6) 0 0 101(327) 2 (06 0O
% O PESE 25 (7.4) 0 0 32 (9.3) 0 0 5006 1 @03 0
TEIE 20 (8.6) 1 (0.3) 0 440128 1 (03 0 14 (4.5) 0 0

723, 2 mgkg Q3W BER Y 10 mg/kg Q3W FElIBWTENFh, MEMEMZEE 15 6
(44%) BOX14 6] (41%) . KBk - EEOTESH (1.5%) RG24 (06%) . &

EOREEE (&E*ﬁﬂﬁﬂﬁﬁﬁﬁ\ LIGHLEE, JERIEES) 1 5 (0.3%) U1 #1(0.3%) .
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MHEREE (X7« SL—ERES) 280 (0.6%) RO 36 (0.9%) | FRERERES 23 61
- (6.8%) BRU 2246 (64%) . FRIMERERESE 32 1 (9.4%) RTF¥ 35 4 (102%) T
HRISREIESE 1 1 (0.3%) RO 61 (0.3%) | auﬂ#&ab I 2 41 (0.6%) KU1 (0.3%) .
| BOEERIE 141 (03%) RUX 24 (0.6%) . BEMEESE (ROEHEESAE) 4 6
(1.2%) RUtofl, KR 141 (03%) KUPOFl, Fhzk - BRRURRIARE 1 4 (0.3%) R
0 il infusion reaction 2 B (0.6%) KU 66 (1.7%) »Bw bivi, i, EEHES
E, MMk - BB, S & DMER, DR, St MR IR, iR R Of
| REFREERD bk ol, ARERARIRLIEERS (BRREERERAT) -
%a@%ﬂ*%%n-ﬂ :

OE I‘f% AR (KEYNOTE-189 HER)
ﬁgéﬁ%ﬂﬂiﬁwﬁﬁi 4041405 B (99.8%) R U BRRE 200202 B (99.0%) 123 B
. REREE L DEREMEATETE RVWEEEST. ThTh 372/405 B (91.9%) %
U 183/202 B (90.6%) WCEH BT, WTERHOBETREEH S%MJ:GDEIH’EH T
DEBVThoT,

#8 WPENIORTHEREN 5% LORER (KEYNOTE-189 35) (ﬁé&ﬁﬁﬁ%ﬁ@)

AFERIKS3HH (SOC: System Bl %
Organ Class) AHFIGET A=
HEAFE (PT: Preferred Term) . . 405 {3 202 {51
(MedDRA ver.20.1) 4% Grade Grade3-4 Grade5 & Grade Grade34 Grade S
£RHEN 372 (91.9) 193 (47.7) 9 (22) I83 (90.6) 80 (39.6) 2 (L0O)
DR KR L RRRE _ ' ‘ .
#i . 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (134) 0
FEIMEAF R D i 25 (62) 24 (59) 0 4 Q20 4 Q0 0
4 rin. B ik SiE 2 G4 8 Q0 0 12 (59 1 (@5 . 0
TR 101 (24.9) 59 (14.6) 0 45 (223) 22 (109)- 0
 MNiRREEDSE 89 0y 3t w0 27 (134) 13 (64 0.
SRR e B B
L2 64 2 05 060 3 Ay 0 .
L M . 51 (12 - O 0 14 (69 0 0
. HEEE - L e o e
T {ER o 67 (16.5) 0 0 24 (119 0 0
T 78 (193) 15 @37 0 2 (109 4 @0 0
Ml 187 (462) 12 (3.0 0 S90 (446) 4 (2.0 0
HR% 26 (64 2 (0.5 0 15 (74 1 (0.5 0
ek 74 (183) 7 (A7) 0 39 (193) 4 0 0
iR 2REER L UREREORE . . o
8 E oo 53 (13.1)° 16 {4.0) 0 31 (153) 3 (L) 0
HH ‘ 134 (33.1) " 20 (4.9 0 62 (30.7) 3 (13) 0
HLE o> J85E 0 74 3 ©OD ¢ 14 (69 1 (05 0
FAYHETR 27 (6.7 0 0 12 69 0 0
FER 24 69 1 @y 6 4 QO 0 0
CBEMERIOEARSE
L DSk 020 @49 ©2 0 10 (50) .0 0
. EERERE S S LT
ALT Hghn 8 94 2 {05 0 16 (7.9 3 (1.3) 0
AST 3240 28 (6.9) 0 0 10 (5.0 1 {05) 0
o7 vrF=4m 32 (1.9) 1 (0.2) 0 12 (59 0 0
- B ILERYE 2 G4 7T QAD 0 12 (59 6 (3.0 0
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FHERFK 4 (SOC: System s (%)

Organ Class) ' . G R : o2y 333
JLAET: (PT: Preferred Term) 405 ) . 202 {5
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade  Grade3-4 Grade5
T3 L O
RfREER 84 (20.7) 4 (L0 0 42 (08 1 (0.5 0
 {EwsARUvamEE 22 (545 (12) 00 3 (15 0 0
P RIpaE . ,

CRRRE 37 () 1 (02 0 14 (69 0 0
BU§E L OB T ARG , . T
ISR 1 @29 0 0 12 (5.9) 0 0
% 3 ¥TEAE 37 ©.) 0 0 12 (59 0 0
RiE : 51 (126) 5 (12) .0 17 84 3 (15 0

2ds, AFIBEC BV CRBIEMZRE 16 B (4.0%) | KREZE - HED THI 20 B (4.9%) |
FHEREE (T A L—EERBE) 10 4] (2.5%) . FHEAEREE 62 81 (15.3%) . HUiR
JERESREIETE 32 Al (7.9%) . FEEAHEEERE 2 4] (0.5%) . BIFEERES 14 (0.2%) .
1 B 1] (0.2%) | BHfERRE (RMEMEMWERE) 2546 (6.2%) . BEX 24

(0.5%) KU infusion reaction 50 (1.2%) BB oz, £, BEEOREES FE
REERMERRE, S, BRAES) | HK - SRUGRAME, EEFEIE, Bk -
BilEde, B & DL, D, Rt/ MRS MEEER, W W & UORFERE 1
BH LMo, AREARRRRIIEESRS: (BRREMREZSL) 2S5 0ER
R ETT.

@EREFAEMERR (KEYNOTE407 AB) - '
BEEEITAKIRE 273278 41 (98.2%) R USHREE 274/280 1 (97.9%) iTRD b,
BRIEL ORREEERTE TERWEEERIT, #h¥h 265278 ]l (953%) KT
249/280 1] (88.9%) TR bz, WTNPOFETREEN %L LOBKERIZTRD
LR Thot, - ; |
#9 VWThIHORTRERR 5% EORIER (KEYNOTE-407 BB (L2t Mirhsan)

SRERSE (SOC: System 1#5 (6

Organ Class) AFIGE R {LEEFRIE

IEASE (PT: Preferred Term) 278 {5 280 5

{MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 % Grade Grade34 Grade5

2RIHEA 265 {95.3) 151 (543) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1

AR LY SRR RO e
i 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (154) 0
FEEMEE TR 2 14 (5.00 14 (5.0) 0 10 (3.6) 10 (3.6) 0
B R E 23 (8.3) 12 (4.3) 0 19 (68) 12 (4.3) 0
Bk A E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) ]
MAEEAE 0 81(29.0) 18 65y 0 58207 16 (57) O
PISTIEREE . , . ,
R RN BR HE TOEAE 17 6.1y 1 (©4) 0 2 (0.7 0 0

C PRBMSRECTFE 0 16 (38) 0 0 3y o 0.

ARl e e e
&R 31012 1 (0.4 0 25 (8.9 0 0
Tl 61 (21.9) 8 (2.9) 0 47(16.8) 4 (1.4 0
B 85 (30.6) 2 (0.7 0 71 254) 3 (LI) 0

0 25 8.9 3 (LD 0

WEn: 36(129) 1 (0.4)
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EABMIKS3H (SOC: System HiEk (8

Organ Class) AR {bEEFRIARE

HLAEE (PT; Preferred Term) 278 {51 : 280 41

{(MedDRA ver.20.1) 4 Grade Grade3-4 Grade3 42 Grade Grade3-4 Grade5

ol 2 ERER L ORI ORE T
Ak 46 (16.5) 3 (I.) 0 41 (146) 6 (2.1 0
¥ 54(194) 7 (25) 0 52 (18.6) 7 (2.5 0

. RRPR MR _
AST #9in 14 (5.0) 0 0 5 (.8 1 (04 o
HERkigsd 24 (86 17 (6.1) 0 28(10.0) 24 (8.6) ]
iR 23 83) 5 (1.8) 0 16 (8.7 6 (21) 0

R LRk 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0

DS KU N L _ S
RAREIR 47 (16.9) 5 .(1.8) 0 37 (204) 4 (14 0

 Ew 7Ry A LB Gy 1L o4y 096y 2 01 0

 WEBRRABLUHS ffﬁ%&l“‘* . L . L
st 036(129) 1 (0.4) 0 L2486 2 (0D 0
it o 32(115) 2 07 0 26 (93) 1 (04). 0

Rl S
DRERE 23 3.3 0 0 7 25 0 0
Rtk — s — S55(19.8) 3 (1.1 0 37(32) 2 (07 0
SERRE 15 (54 1 (049 0 13 (46 1 (0 0
REHESH =2 —mAF—  31(112) 0 0 36 (12.9) 2 (0.7) 0

 BSBECETHMEE , L
=& 5E o 126(453) 1 (04 . 0 100 35.7) 3 (L1) 0
EIEE 29 {10.4) o .. 0 15 (54 0 0
FRiE 28 (10.1) 0 0 . 20 (7.1) 0 0

B, AFEEC BV TR E MRS 14 6 (5.0%)  KIBZ:- EEOTH 14 41 (5.0%) .
RS (¥ 7 - N L—ERES) 554 (19.8%) . FFHGEEREE 26 41 (9.4%) , HIR
IREREREE 31 5 (11.2%) , FEHREHEERE 241 (0.7%) . BHEEES (ROTHEME
BFRE) 64 (2.2%) M UVinfusionreaction 6 #l (2.2%) A3ZR bf)Eﬂ"LT_° ¥, BEOK
FEREE (BRRRRIREGRE, SIS, BEES) | AIRHEmEE. 1 & BRERIG, B
g5, Bhk - BREUGRMEAE . EEATEERE, Mk - SRk, &koﬂ%ﬁ DML, SR
[/ MR PESERER . TR M % OSRFEREIERY bhizh o, AEl {/ﬁﬁﬁ%ﬁ%ﬁﬁ
VIBSEES (%Dﬁﬁﬁfﬁﬁ: HEETr) %AH%%F%&TT

. QERLRISIERER (KEYNOTE—042 RER)

ﬁﬁ%&ttzﬁm 610/636 ] (95.9%) B UMLZEBRIERE 606/615 ] (98.5%) KiE® DL

. IeBREE L OERBEATETERVEEERIL, ThTh 399636 # (62.7%) X -

U~ 553/615 il (89.9%) WD b, W OH CREBIENR S%M.J:(D BHERIT PR
DERBY THT,
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#£10 WEhHORCREER 5% LOBIfEH (KEYNOTE-042 RER)  (CERMARATRERER)

FRE RIS (SOC: System - FlE (%)

Organ Class) AHRE {LEEFREIT

JLAEE (PT: Preferred Term) 636 4l 615 {51

{MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 "GradeS5
£RIEH 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)

OB EOY S SREE o
it - 35 (55 4 (0.6 0 229 (37.2) 30 (13.0) 0
1 i Bk AHE 10 (1.6) 0 ¢ 35 (5.7 10 (1.6) 0
EFpEREAA 5 (08 1 (02 0 88 (143) 46 (7.5) 0
/RIS EE 3 sy 1 (02 o 56 (9.1) 10 (1.6 0
POy Bl e ,
FORBRBERE LA 37 (58 1 (0.2) 0 1 (0.2) 0 0
FARTRESHE TR 69 (108) 1 (02) ¢ 2 (03) 0 0
Bl
{m g8 (1.3) 0 0 68 (11.1) 0 0
Tl 34 (53) 5 (0.8 0 46 (15) 1 (0.2 0
B 31 (4.9) 0 0 184 (299) 7 (LD 0
AP 7 (L) 0 0 31 (5.0) 0 0

TRt Is @4 0 0 97 (158) 2 (03) 0
—i% - 2HFB LCRSHALORE OSSO
3 SIHE 27 42) 3 (0.5 0 60 (9.8) 10 (1.6) 0
Wy S 50 (7.9) 3 (0.5) 0 102 (166) 8 (1.3) 0
HRERRREE ' e
ALT Hm 45 (71y 9 (14 0 53 (86 5 (08) 0
AST g 41 (64) 4 (0.6) 0 42 68 2 (03 0
i ERE : 2 (0.3 0 0 86 (14.0) 54 (83) 0
/B 2 (0.3) 0 0 64 (104) 20 (3.3) 0
AmERYELS 3 05 0 0 71115 32 () 0
Rl LOREEE , e e - B
AR 40 (63) 5 (8 ¢ 1097 9 (15 0
M ERE L USRS o " ' _
[EE 27 (42) 0 0 46 (1.5 0 0

. fhpad : L0 @Gh 1 0y o 50 8.1 N

RIS e ST _
Fetft = o — a8 — 1 (02) I O 50 (®1) 5 (08 0
KRR =2 —mss5— 3 (05 0 0. 4 61 6 (10 0

C TRORER. BEER K UNHRRMEE : :

e 4 68 19 GO 102 0 0 0
BRRBECETEMESY
T 225 2 (3) ., 0 0 136 221y 7 (1L.) 0
% 3 46 (72) 2 (0.3) 0 15 (24) 0 0
i 46 (712) 3 (0.5) 0 27 (4.4) 0 0

72 d3 . AFIBET I\ RIS 49 1] (7.7%) , KIBZe « EEED T 51 10 61 (1.6%) .
EEOMEES (ZRAESEEIERRE, S, EREES) 16 (02%) . HiRESE
(T3 « SNU—ERERT) 16 (02%) . FTHEEREE 76 6 (11.9%) . WURIRShER
= 92 5] (14.5%) . FIRAEEREE 3 4] (0.5%) . BIEHMREEE 3 6 (0.5%) . B
B (RIS RS 341 (0.5%) . g 1 (02%) . D& 1 Hl (0.2%) &
T infusion reaction 6 {8 (0.9%) 2358 Lz, £7-. | BIBERIE, ik - BB @AHE,
TGRS TEE, B - BRI, B YD S, SeRetEi/ MEIR MEAREER, iR K
UFRIEEREE LTS b iieh o Tr, ARHWEMRERILIZ RS S (ERRAMEE 25 1)
P ODEHERR T, - ' :
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[F - HE]) _

AR OBERAEDBEETAERF LI 2 2 b—a ik D, KH 200 mg %
Q3W, 400mg % 63 %%E(MTF@MJ&wO ) Xk 10 mghkg ((AE) % 2 HER[T
g (AT TQawWl &5, ) THRELEBEOAMONEFRERRT SN, 20

R KA 400 mg & Q6W THRE LEEBOAFOEEKEIC BT 2 FHMERRE (8L
T TCavgssl V39, ) ¥E, AH200mg & QIW TS L72BED Cavgss & HLLIT S & T
Ehic (TH) , £/, &K 400mg % Q6W TG L-BEOAR D EFIREIZ BT A5
I THREE (BAT MCoaxssl VM3, ) 1. AH 200mg 2 Q3W THE L72BED Couess
CHBLCREEZRT L THENTELO0, BRNBHFICEWTARESHER ST
DRk AR TH DA 10 mgkg (KE) % QW THE L72BED Cruss & B L TE
fBE T EFRENT (FR) . EBIZ, %&Eﬁﬂi%ﬁ%ﬁ%hﬁ:ﬁj 400mg % Q6W
TS Lo ek (KEYNOTE—SSS ABR) X 0B EAEIZE-S < EpEhie

TNRFA—HZ VI 2 b a XY TFHILERGENE ST A — X L LT (FF&),
MNA T R OB BT 3 ERRBEICE S S | ARIOREE & Ak iz e
& DEEZ RN DEERIST T ABER S, FA 200 mg 2 Q3W XUk 400 mg %

Q6W THRE LEZBOBRER L AHEITILE LML OEEIC S W TR ESEER, L

RO - HEOR TR CREMICARRZERII R E Tl &,

F1_FROEYEE T A—F

-, Crmax C:wg Cmm Cmax,ss Cavg.ss Cmin.ss
RECRR | (e (ug/ml) (ugmL) (ug/mL) wgmD) | (ug/ml)
200 mg QW 501 279 18.1 073 504 309

g (58.5, 59.7) {27.7,28.1) (17.8, 18.3) (91.7,94.1) {49.8, 51.0) (30.5,314)
T 123 324 106 148 507 203
A0mg QW | 150 ) | (320,327 | (104, 108) (146,149) | (50.1,513) | (19.,209)
400 mg Q6W 136.00 T4.95
(EAE | 13se1364) | - NA (144, 15.4) NA NA NA
‘ 220 14 119 423 279 97
10 mg/kg QW (515 03) (143, 145) (117, 121) (424,433) | (276, 282) (193, 200)

1n=2,993, 100 [ED I 2 b—irg ALY BHS N BMEMEOPRE (2.5%48,97.5%4) | Cos : PIEHE
#&@ﬁm&ﬁ*’ﬂpﬁg Cave : MBS OFHOTEPIEE, Crin : FBHESE (4 202 HE5H) ORERT
HIREE, Comss : FEFRBICEIT BEFME LR, Cupss - “;:t’?,w@_dbﬁéﬁsmfﬁtlﬂaﬂﬁ Coninss EmWLEL
BT B R L :
3 56 HOBATTINE (95%IZHARIRED
§ : 41 FIOBTIESE (95%E R
NA : ¥EMin L
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4. HEERIZDWT
xﬁwﬁmHEKﬁbf %ﬁ%ﬁkbfﬁ%&?ﬂﬁ(éﬁﬂﬁ)#ﬁﬁ%hfw
Hredbh, YERELENICERTEIMRTHIMLERSD, TOLT, EERY
A7 EHEEHME (RMP) 2S5 | AR DERMBZEEERTRI~OWR T2 5 5 Higk
ThoT, BKHOHEGFIETRBEZRE - FEL. FHOBRE XV EEREIEHE
R LB 5 2 ERPNER D, LTFOO~@D T~ TEMdERizsnT
ﬁﬁ?é«%?&%

@ fERToOWNT

D1 FiED (1) ~ (5) OVTANELTIMBETHDZ &,

() B4 EIRESEET B A A LRI SRR (ERRERT N A B L S e,

C O HUEAS ARSI IR, MU A AT A &) :

(2) FrERGERT :

(3) HERFEATENRIEET D BNARBEIERLE (BABHESIE N, BB
hwlE, 2 ABFERHEERT R )

m)%%m%%%i%%ﬁb\%%k%ﬁ%m%11@%%&%&%M%2@m%£%
KARARHEE T TWARER

(3) PUEMIEEAL S EEMAE O %é‘ék{#éﬁtﬂﬁ: To T BHEF%

®4 %me%ﬁ&&owwm%ﬁﬁmﬁrk+ﬁ&ﬂ%&&%%ﬁozﬁ(T%@
WERNCREE T D ER) 2, HEkRIRR ORA WETARROREE E LTEREBESN
TWAZ &,

e

| E%ﬁ%@ Bi% 2 EOTMETHERET Lic i 5 £ OB ABROBKRIE L
TFoTWHI &, 5H, 2L T, BAFWREEZ L LERREREONEL
ToTWnaZ &,

«  [EETSRFFRGR 2 EOTHBHERAE T LIz 4 ELL EDRKRREFT LTS
Zko Db, 3FELLI, O AEREREL STMPRBRFEOERIMEZITo
TWHaZ &,

@ BRENOEELFREROMEHIZOVNT

EXEGERERICHEETIFEENRE S K, SEBEAEN L OFRED, A5 - L
MRS ROTH R VEMSIC T 2 EHEME. FEEERRELEBEOHE
e DM DN D EHIBESTWA L,
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@ BHERA~ORIRIZOWT

@1 R AEY
ﬁgiﬁﬁﬁ%miﬁﬁﬁﬁﬁ#%ibtﬁk\%Hﬁﬁ ﬁ¢ﬂ®T YR Y

HERERR I I T R LBIERITR U T AR B R U CT S RIEM oEHIT &%

%E@E®#%#éﬁ*?ﬁ6ﬂ\ﬁ%ﬁﬁfT%ﬁ@ﬂﬁ%OTWélkn

@2 ERNEHEFI>FEESIRCET 8
 BAR Jﬁk%bé%?%‘]tﬂ‘&&ﬁ&ﬁn%ﬁﬂ"éEﬁ%?%‘ﬂlﬁﬂ{’ﬁﬁﬁ%—aﬁ)/ﬁ’
_%abtﬁf®2§)~“/ﬁ%ﬁw1PE&F%% LR TE 55— AEFREGISE
EERTND Z L, 2B, B#EHIZOVNT, 7b=h$~%‘k%®%ﬁﬁk+"kﬂ%ﬂéﬂf
WaIZ L,

@3 BEUERORITCHEIE LT | o

BIFEA (RAEMEMEBIIMA, jtﬂ%ﬁ%-d\ﬁ%‘{é HEOTH. e - mEn
ER. BiERE (Wﬁﬁﬁaﬁ’%ﬁ%‘&%)\ WEE (FEAEERERE, FRIRRE
B, BIEHERE IF‘E) TIRERIA . & & D IRk, ﬁ%& RREUR AR, S, RO
JEREE (ﬁﬂﬁ:ﬁ%&ﬁiﬁmﬁﬁﬁf v BRALIEIRERRE., AN, BREES) . infusion
. reaction, R - HERELE, EEMEE, #BEE (7 v - N V—ERNE). LHX.
ERMmEEE (Getbi/ MRS RN, it SREFERES, EERIERIESE)
MBRERERRE, S IR LT, YR USERERBBEOEMM LA T 5 EM
LHEEL (RIEH ORBETISICBE L TRERUVXEEZRIT OO EFICH D Z L),
ELICEORABERTE HEHPE-THNB L,
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5. BERGELRLBE

[HEMEC B 5 FE]

D AFORIER G FROBEICBO TEIERRIRTND

o AbEEFRIEFEO R, EGFR B TFEREM, ALK B 8ETRENT PD-L1 5
£ (IPS=1%) DYIRTREERIETT - BROFE/IANRIERE

o TIFTRAME SR CEREEEE T 5 PD-LL B (TPS=1%) OYIFRAHER
AT - BROIENBAMERE (. EGFR BiETERBM XX ALK A #E
EFBEMOBE T, FRFN EGFR Fu o —ERERI XL ALK I
vk —PRER OIRES 5 BH) | '

B TPSIHRAY B X< (BETHEMRL) O =4 2HE (R4S

PD-L1 [HC 22C3 pharmDx  [#3) ) #BWTHIET S &,

@ EHOMOFRBHIEER L OB S I FTROBFEVNTESER TSR TY

Do
o AR RuFE RRUTIFTHEAE OGBS  (LEFREREOR, EGFR #
EFEREERT ALK BEBEFRECUIRTIEET - BROFRE LR
JE/ N R _ :
s HABRTZFURVNRZY ZFEANEnab2 Y F XL EOHARE (b
BEFRRIE O 2 IR R EAT - BRORE LRI NBIaEBE

@ LEFHEEORVIET - BROI/INENEMEBE X, PD-LIEZE T PD-LIEE (TPS

21%) ThiE, AR OMMBEEEERT B THD, Ei, EHELEREICH
T AIREMICRIENR RN EE 2 bR A BFITE LT, PD-LIRZRBICH Db
P FAENOREEIC S U TR R Es skl OS2 Z2ETH I LN
TZ 3, &k.Kﬂw&%k%torm:%F*ﬁﬁ%b74zﬂﬁ$ﬁf? )
SEBRT DL O,

@ TFTEICHYT DRI T ARFOEER CEAFEICOWTIL, BRI OAZIER

ML SN TBLT, AROREREL 2RV,
. AR
«  OTAHIDEPENT SR TV RO FBIEIEEA L Oft AR S

WD g i EEBEAA KA (BRMHEAE 1LBNT, B9 A4S RETERARERIE

MECOG Performance Status 0~1 2 ¢ 75 $%LL [, XIT@ECOG Performance Status 2 2 HBETIX, F3
HREEER (KX 3 %) OBARSRHEES N TEY . ZoX 5 RAH T, LRI
ABEMICHENBHDL LELBND,

k2 ECOG &> Performance Status {(PS)

Score TEE

0

i<ﬁﬁ@<%ﬁr%go%ﬁmamuﬁmﬁﬁmmw&<ﬁxa

PRI LUVEBNEHIR & B A8, HTHTRET, ﬁ%ﬁ*%’(“ﬁo TOMERITATI ZEFTED.
i BEUEKEE, FEER

HFTMETHSOEOEYD O Z LI RTARESAMEERTE RV, BP0 50%HU R~y FAGER I,

BohiHOOGOEYOZE LTk, BP0 S0%E L2~y FABTFTRIT,

1
2
3
4

E<ENTARV, ASodo|y o ki TEAY, B2y FI BT TRIT,
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[Z2tEic B3 5 FmE]
O FRICENMT AZBRFICOWTIAS| OB AT é::n'cmé L, BEETT
v é,

)

AR LIBBUE OBEEED & 5 BF

TBEAIDOFRIC BV T TRRICEE T 5 BE I 0T, FRIOREGIHRS 2N
R, MOEFRRE R 2 VIEEITRY | HECAREHERAT LI L EEETED,

BHEMEMRBOGH UIBEEDH 5 BE

IREGRE CREE 2B 3 BEROES &C’Dﬁkﬁi‘ﬁﬂfﬁﬂv&)‘%r‘@% e i ¢
FOIMTIIEMEALR A b D B :

B ESERBOS G, IHBMERE L IIERED B CaERA GDEE&E’E(D '
hHBE

| BEAE GELSMEBEEL ST 05 Rk

ORI E 2R/ T HHBE
ECOG Performance Status 3-4 #2 3%
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6. HERBELTHETREFTH

e,

@

®

T SCEEIT N % | RIMEIR SR H AT 2 BRI S5 & AH D4 & UNHIEGE

HAOEDic fERERE+ACER L THLERT B - L,

TBPEB AT eSS, %%Xﬁ%@%ﬁhﬁ%&&@ﬁ@&%+ﬁ&%b AE*%

ThrbEETHI &,

FREMERORY AL M T

o HEMERERRD LD ZERHEDT, AROEBREIZEHT-» Tk, FILE
® (B8, MR REE, %) OMRE VRS X #REOERS. BEY T
CATHY D b, E, SMEISUCHIES CT. Mif~—h—%ORE& R EKT
Bk, ‘

e infusionreaction 233 H i B = & 43d 5, infusion reaction 2352 & Eﬁ’LTJE'A

L, EEARERITS & & biC, ERARET S E TEEORES OIS
TBHZE,

o RRISRIEE. TRMERELCRIR RS2 bbb Lot B0

<, $ﬂ®&@%%ﬁ&0&%@ﬁ*ﬂm%%kﬁﬁw% ERRAS (TSH,
T3. ¥#8E T4, ACTH, M aAF/— A EORIE) 2EETDH &,

o FFHERRREE. T{EMREBFABRHOPND I ERHDHOT, FHOBRSHETR
U 5 4R s BRI BTSRRI (AST. ALT. y-GTP; AlP, EUAE L%
OBIE) #EMTHZL, o

« BEIEE (IEAERUITEEHELEZ D) EOEBERREERH b
_kﬁ%éof EHICIROREOFEEZERTHI L, i, [ROERFEDH

B LNEHEEIRE., BOOKEFRBREE2ZR L )BEFERHETLI L,

. Kﬁ@ﬁ%ki@ WEEORERINCIRET 2 &% 2 b ik~ RRAOHE
RHELLNDILRHD, REREDLWERAIR, BRUAFRIELE
HR 7 ik bR A RO ERT & EE U TSR 2TV, BE DRE
ST & 2 BIHEH AL B B, FEIOAE TP IE, RORIBEE R
NEVRIOBREERPZRBTHZ L, 2B, RIBREFRLEOESICIVEIE
RAOHERRD bRRZWVEEAIZIE, BIERESRNVE L OREEHE BN
LEETHZ L,

o WEHRTE.EMEPLEIPARBLTHOEIERARETDIZ km%étb\
AA OB ERTHEZBEWERH ORI HOICERT S 2 L,

o 1EMERGE (BUE 1 BIERBEEZED) Abbbh, BREES T R
WWEZZERHBOT, AR, B, BHSOERORFALMEED EFIZ+
BEETAZL, 1ﬂ$ﬁrﬁ%bnt%ﬁmﬁ&ﬁ%¢tb\JVZUV%
FoRSEOHNPLEEZTI Z &,

AR DOERBEIZHN T, mmwmmmmﬁﬁ&UKmmqmwuﬁ%fﬁ&ﬁﬁ

B 9T 21z, KEYNOTE-189 REA TIFR A5iA» 5 6 BARU 12EAB, LA

R 4ASEHEFETOBRT L, 0% 1218 LT, KEYNOTE-407 HER Tilik 56k

i 6HEE, 2BERVISER, B4 BEECORMIL, ToO% BT
CHEMEDFEME T > T T & 2 BEI, AFHR S T ILEHRICEERE THR
DHEREITI &,
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B AT A K71 v

RATuY XeT GREFHEHL)
(BR7e4 : A bA—F ﬁ?ﬁ%& 100 mg)
~EMEEAE~

T2 942 A (AT 24 8 HKAT)
| RN




B

T UBHIZ

AFIOFE, 1EHRER

i PR AR

Magio2vT
BEXRLERDBE
BB L CEETREFHE

=IOl o

P2
P3
P4
P16
P18
P19



1. BLHIZ

[ 5% DA EE - BRMEDRERO 7= DT, %HKE%LEomLﬁEEﬁﬁmﬁb
bhB, &biC. IEEORSEHMOERC XY | HEKEER D X OHe ki
FEELPAREINATC, ZRLOERLSPEICHERBEICRIET 2 2 & 83BED
L 7o TE Y IRFPBOEY & SO IEATEE 2016 CERL 28 45 6 A 2 A M)
ERWTY, FHNERLEOERORELHEELZRLI & LENTWA,

FHEERRTFERS I, REERRESN T 1 7 7 A VREEOERR LA bR
RBETENRDHD, O, HPERULEMCET 2 HHA LT 5 ToM,
UHEHLDOBEL RS2 e BRI BEICH LTERT 3 & & Hic, BIE
FAMEI LB LB siEd & B 2 LT — E@%#%ﬁt?Eﬁ%%rﬁm
TAZENEETHD,

LizoaT, BAHA RS54 T, BREBESE ﬂiﬁF%BﬂTW6E%ﬁ%%
B R LS & uvwﬁimwm@m&m%%@faﬁﬁmezg¢§# £z
FROEERESL T,

BB RHA BT A b, SNATEE A B A E A A, ASEEEA AR
RORIEEE S — R A B AR ARHE A B AR AE AR SR2 2 0%
Db EfERL Lz, o '

| R LIRDERER ¥ MA—FAREFE 100mg (—fkE AT e ) XvT (@R
' FHREHZ))

ML RADENDE : BBANE

HELRBMERVAR : 8%, BRAKE, AA7DJRV7(EE%E%K)£LT 1

: [6] 200 mg % 3 R RIFREXIE 115 400 mg % 6 BRI T 30 25
T CREHET B, 2L, A EREORE X, 5
W12 ARETET S,

B iE IR e ¥ & MSD iR




2. AR, fERBFE | |

FA h—F ST 100mg (—ik4 - RaT7r U X< (T L) . LT IR
#I Ev5,) X, PD-1 (programmed cell death-1) &Z®D Y #> K¢ 3 PD-L1 LU PD-
L2 L DS ZEFERET S, b MEGs £/ 7 a—FAHETH S,

PD-1 SR¥IE T A Se s BB MR 25 Bk B 72 DI S AR SR A 4 2 2 22 s i
AA »FC, PD-1 L, @FESREICREWTESRE T MlaoMiatmic Az L, BOK
BRGSO RLELAR 2 A S 26T 5. $7bbh, PD-1 XV FEE
ETAH- LI EVFRSEKIC LB VI ERARHETAZ/ETHD, PDLI
DIEFEHC BT A2HRBZIL TN THLN, L OPAMIBTIE T #Hiso@HE 2L
B LBEICREL LTV S, BAMKICISE 3 PD-L1 OFESEEIE, BHlfaE, MEgs.
MRS, SRELEE, FNIRRE DX RBRATPERBETTHY | ENEFRE
DR E I TS, '

IO A DEEHRITH S PD-L1 BEROFMBIEN S, PD-1 & PD-L1 OREEITEE
OHREERENC BN TEERGEZH I Z LTSN TR FloBARROEN E
LTHifFShTwa

AH1Z, PD-1 & PD-L1 RUAPD-L2 D U A FOFEEEMEETRZ LICL Y, EE
BNREE R OIS RAOHIRREEMS T U o5k EH LS, FUEEaE 2 EEE L

5 I & CHIEBSRERET S,

- EHIOERBRICES GREORERINIC L SRHEREN b bbh, BEXIIETCIKT
EBUHEMENRDH S, FHOREFRUESRZICIE, BEORRE I, REND
B LR AITIL, BB LI ERICE U EMe e fi & R 2 FrDE & i U THE
@B 2170, BEORERIRC L BEHEAREDN 2 HAIIT, RIREESL
EROREZEDOBELNEZ1T I SLERH D,



3. PR |
- BMERAEORRIICIHME 21T - L EREBRRBROBEE R,

[F2hit) .

OENE I b HERE (KEYNOTE-041 ﬁ%’?)

C {EEEEREORWRIZAE Y AT (m{nﬂﬁa‘ﬁ@z) BAF A Y hvT] J:tno )
EEERV 2 VYA ETOEREREL T S IRIGHMRTE R B RAEBE 42 41
(MRN8 37 1) 23T, AH 2 mgke 3 BREMBE (BLT Q3w v 3,)

&ﬁwﬁ%ﬁ&0§éﬁﬁﬁ%éhtﬁﬂ&E@%ﬁﬁﬁ%@ﬁ# R HEREEEI,

e BHEAT 2 R THER AR O DRV EOBRINCEE L TV 5 BHE CHL REIIEOHE

G CRBETHRD b2 £ THRADOHE S £k 3 5 Z L NFRE L Xz, FEFT

I E T 5 R [RECIST H A N7 A > L1ARICE-S < PRYEE K 558254 (CR)

ST (PR)] 13, 24% (9S%ISHXR : 12~41) Thoto, 2, BANCHREL
B 10%Th o7,

@iest 5 THERER (KEYNOTE-002 #5k)

A B A= 7 XD IBREE R T L IRGURREREERAEAE 64, A% 2
mg/kg QAW & 5- KT 10 mgkg Q3W G- DA TMER UL AR, [LBERE (FIrsy
Y. TESBI R, AARTITF NIV FXRECANEIANRTFF o+ ) &%
B, BT TICCHE L 5,) 2L LTRMShE, 2, ERIEM CHEEETH
B LNIHEI REET 2T TERPED b2V EDOBRRIMICEEL TV oA
T, IRELAEOE @?ﬁTﬁ%ﬁﬁw b%ﬂéifiﬁ@&%%%#?é & AT
B Zhiz, E%”—Hﬁréaziééfﬁﬁﬁ‘i (LA TOS] &9, ) ROMEEATFIAR (B
T PRSI &1V 3,) c‘:é;h, AFNIEREE L B LT, PFS 2 AFERE L,

#=1 FHERE (KEYNOTE-002 58R)

AH) 2 mg/kg A% 10 mg/kg {baE:
Q3W - Q3W. .
(180 #) (181 %) (179 1)
rhdfE (A] - 13.4 14.7 11.0
(95%CI) - (11.0,16.4) (11.3,19.5) - (8.9, 13.8)
0S | nPF— 7 0.86 0.74 T
(95%CI) (0.67,1.10) (0.57, 0.96) —
PE" 0.1173 0.0106
hifig [A] 29 2.9 2.7
" (95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES" | AH— R 057 0.50 ‘
" (95%CI) (0.45,0.73) . (039, 0.64) -
. P{E" <0.0001 <0.0001

CL: B4R, *1: RECIST #A FZ A L1RICES < BESRELCIBBTMEC X 570, '
¥ B Coxl:tfﬂ/\*)'-—bﬂ:—:wb J:éﬂ:%iﬁité:a)tt&

3 ERln XSy RE




100

30 N ——— 74 2mg/kg QIW
80 S e R 0ME kg QIW
70 oy e e
€ 601
ESO'_
4 407
301
20
10
0 3 6 9 12 15 18 21 24 27 20 33 36
at risk# R R]
&8 2mg/kg Q3W 180 131 95 70 61 11 0
##10mgrkg Q3W 181 138 99 79 67 12 0
e, 7o 179 115 80 60 . 48 9 0

K1 OS ® Kaplan-Meier 8 (KEYNOTE-002 325

) . SR [F]
at risk¥ .
FM2mg/kg Q3W 180 153 74 53 26 9 4
##MI0mg/kg Q3W 181 158 82 55 39 15 5 1
==, 179 128 43 22 15 4 2 1

X2 PFS ® Kaplan-Meier Hi# (KEYNOTE-002 305%)



O MRS (KEYNOTE-006 BER) :
A Y AT L BBEEORVIEA YU AT EEERN 1 LUALETOL
FREEEE T ARSI EE BB R AR A X8I, 4A 10 mg/kg Q3W 5K

U 10 mg/kg 2 WM CAT Q2w & v 5y) E%ﬁﬁ}ﬁl‘iﬁiﬁféﬁiﬁ\
v 7R HBE LTREShZ, R, BRI CERETARD bl
TERTIERRFE

A Y A
Sratc, R

18 LRV DRRREINCEE LT W5 BE ik, REILIE O EHEEE N

THREETIRD bNDE TAHOKR S 2T 5 2 LAATREE &hvi, TEFIME R
12 OS ZEUFPES & &R, AFRNEA LY a=7 L HB LT, 0S BRUPFS &Pﬁm; R L

Tt_o
=2 - ﬁ%ﬁﬁzﬁ (KEYNOTE-006 35%) .
ZAAl 10 mg/kg AH 10 mg/kg A AwT
Q3w Q2w '
(277 #)) (279 1) (278 1)
el [B] NE NE NE
: (95%CL) ~ {NE, NE) - (NE, NE) (13, NE)
08" | AP— R 0.69 0.63
(95%CI) - {0.52, 0.90) (0.47, 0.83) —
P " 0.00358 -0.00052
g [A] 4.1 5.5 2.8
(95%CI) (2.9,6.9) (34,6.9) (282%
PFS™ 3 | /if— RiE"2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fE* <0.00001 <0.00001

CI : Z3FME. NE: #ERT, *1

PO —# c 20154E3 H3 A v R AT,

*2 : Jghl

‘ Cox (eINF—RET N LDAE Y e LOHER, *3: BRln 75 7HE, *4 : RECIST ¥
A4 BS54 2 11 JRICEES ST Ui BOHERHE & OSSR (& #»J:Zu.d‘—fﬂﬁ *5 EF'F'iﬁ%'fﬁf“fﬂ)T—
Z (04FESHIAH Y bAZ) .



at risk#

100 5
80
80 -
70
& 60
§ 50
$40—_

307 ——- mwmgfkg QW
20 | e dIOME/KE QW
10 ] —— srvawr

0

T I T T Y T T [T T TR [T O T I T T T I Y T TP I T T AT T YT AT IT T I [ T T I
T

2 4 ‘6 8 10 12 14 16 18
EFEMiR]

FH10mg/kg Q2ZW 279 266 248 233 219 212 177 67 19 0
FF10mg/kg QAW 277 266 251 238 215 202 158 71 18 0

AEULIT

at risk#

AM10mgrkg QW 279

HM10mg/kg QAW 277 -

AEULTT

278 242 212 188 162 157 117 51 17 0O
€3 OS @ Kaplan-Meier #i## (KEYNOTE-006 35%)
100 -{mm— ‘ .
90_' i - A e e S5 10 g AW
80 _- h['%'i, e we F TN G QW
# 60 -
ﬁ 50—_ .
B 40 -
g 301
20
10
0 e e
1] 2 4 6 8 10 12 14
SR IR [ H]
231 147 98 49 7 0
235 i33 85 53 7 1 1
186 88 42 18 2 0

278

14 PFS @ Kaplan-Meier Hiff (KEYNOTE-006 345%)



@E L H%mﬂaﬁtﬂjﬁ (KEYNOTE-054385R)

S ERIRBEORT DI @ OEMEAIERE (BARASHEST) Zafic, #i%
BIEIE L LTAR200 mg QQWREDOHMERUESWN, FI EREBLE L TR
Aahi, EEFMEE EERRAEFHE (BT TRFS) L\ 3,) Lah, FHZT 7
tfkttﬁi LT, RESEHE &;LE Lz, -

%3 AR (KEYNOTE-05433E8)

A#(200 mg IR
Q3W
(51445) = (50541)
CefE [H] NE 204
_ (95%CI) (NE,NE) (16.2, NE)
RFS™ N R 0.57 '
(98%CI) (0.43,0.74) =
P i ) ‘ <0.0001

CL: EHEM. NE: MR, *1: TAe0nT—# : 2007810028 0 v L4 7. =2 B3l
CoxtkfflnF— FEFNICL B ZER LDk, *3: Bile 2y 7 BE, -Q3W 1B HF
5. NE : Not Estimated _

- 100+
90 - .
80 - -~

—_ oo

oo T

Lg} 50 - ‘ ' M‘&ﬂﬂl—lﬁ—l

4 40 = , :

}E E

304 '

20 4 —— zgm0mg caw
N0 e 75Ex

0 3 6 9 12 15 18 21 24

at risk2 ERREFEEA]

© BE200mg Q3W 514 438 413 392 313 182 73 15 0
TSR 505 415 363 323 264 157 60 15 O

5 RESOKaplan-Meierfii (KEYNOTE-054338)

@0 AJCC (American Joint Committee on Cnancer) #5HI4ME (% TR IRESHHE, A7 - A T
L ENDIEBHA 1 mm BOBEOZ,
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[Z444]
OEWNE 1 b HEB (KEYNOTE-041 #H%)

HEELIT, 41/42 4] (97.6%) TR L, IBREL ORRBEERFTETERVWEE
g, 3442 4] (81.0%) RO DI, FEREH s%uj:c?)&l”’ﬁﬁi HTEDOLBY T
ot '

#4 FEEHN 5% EOBIER (KEYNOTE-041 38 (2 MAraSam)

. #l (%)
S BIK4YEE (SOC: System Organ Class) -
JLASEE (PT: Preferred Term) 2 mg/l;i {%3WB¥‘
(MedDRA ver.20.1) £Grade Grade 3-4 Grade 5
fﬁﬁ'l‘[’F}H T34 (81 0) 7 (16.7) 2 (4.8)
. %Wﬁf‘?ﬂ "f . ,Ww 5) O
) T #ﬂ N 3 (7. 1) 0
A% SHEEE LOR SR ORE L IR T T CTNL o
i {% B, 5 (L9 0 .
AST H10 3 (1.1) 0 0
| SPEEEREURN S NSRS
§.-szﬁiaJ:U&*'Fﬁ,ﬁﬁﬂE¥ . B ST
F D FEfE : 6 (14.3) 0 0
. BRIk EBIRE S 6 {14.3) 0 0
SZMPEE R 3 (7.1) 0 0

f;is\ RIEMERRE 1 6 24%) . KIF%K - EEOTHE 2 # (4.8%) . FEES
| (7.1%). . FTEAEEEE 2 #] (4.8%) . FIRIREEERE 6 ] (14.3%) . infusion
: 'reacttonl 5] (2.4%) &U‘/S——-J: ')H%ﬁ% 1] (2.4%) BEDLN-, i, WREE (X7
s N L—EEREE) | EEE (ROTHEESAS) | RISREE, 1?*"#%!3??“ .
EE@&EB&%’ (&E*ﬁﬂ%ﬂﬁﬁ{%ﬁ\ SR, HRBES) | Bk, gk - SHUHE
fiRgE, TRFEATEESGE, LS - BEAELS, O, SR/ MR ESSER, EiltkE h
BROREREITRD bhid o, AREARBURGITIEEESR ERREREE LS
te) 2EDEHERETT,

@SN E TR (KEYNOTE-002 &)

HEERIL, 2 mgkg Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W & 178/179 Hil (99 4%)
EOVICC BE 167/171 ) (97.7%) I@RH bil, BBRE L ORRBENEETCERVEE
HHEZ, FRER 121178 F (68.0%) . 133/179 # (74.3%) KU 138/171 1 (80.7%)

DL, WINLOETREBRN S ELORIERR TRO L BY Thot=,



#£5 WTFRPOBETHRBAER 5% LOBER (KEYNOTE-002 %t&)' (iéﬁ%ﬁﬁ%ﬁﬁ)

i (%)

TSR BIK S S (S0C: System 2 mgfkg QIWHE 10 mg/kg QIWTE - ICCRt:

Ogjfi‘l%?a?;)’[: Preferred Term) - _178 bl 7 179 4 - 717]'{;|J
(MedDRA ver.18.0) 4 Grade Ggaic Grade 5 4 Grade -Gl:ic Grade 5 % Grade G:_Tc Grade 5
2EIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
BB ETCY LoREE e e o
B < X , 5 (28 1 (06 0 7 (3.9) 0 0 35205 9 (33 0
1 e B AE : 0 0 0 0 (0.0) 0 0 14 (82) 6 (3.5 0
A7 P ERI A i 1 (06 0 0 1 (06 0 0 14 (82) 6 (35 0
NoNERAE 2 a0 0 1 06 1 (06 0 16 04 4 @3 0

el SN

ﬁﬂﬁ%ﬁﬁ?f R T R

o |

LBay o 0.0 .0

Tww : 5 (2.8 0 0 9 (5.0 0 0 14 (82 0 0
TR 15 (84) 0 0 19 (106) 2 (1.1) -0 14 (82) 3 (1.8 0
L 3 4.5 0 0 1689 1 (0.6) 0 56 327 4 (23) 0O
"I@!‘H: (D L 6 0 10 (56 1 (06 -0 26 (152 4 (23) 0
i x éﬁh%ﬁxwﬂéwmmﬁﬁ,mmmﬂﬂ_A,M;mmm;m”;¢;¢;1w.mwgg,;_HWWJ
e S35 : 6 (34 1 (0.6) 0 g 45 1 (06 0 10 G8 1 (06 0
s 40 (225) 2 (1) 0 52 (91 1 (06) O 62 (363) 8 (47 0
BB ' 664 0 0 1L @eh 0 6 8 47N 1 (06 0
B R o T e e
LR ' 0 0 ...0 1 (0-6) 0 0 1306 5. @% 0
AR LU e i e L
 AEkE 8. (435 0 017 (95) 2an 0 2 0
ﬁ%"‘“’#}—{*i‘o.}itﬁ#ﬂ"’*ﬁﬂﬁﬁaﬁ e e e R ,,M_m,m
fafim 13 (7.3) 1 (06 0 12 (6 7) I 06 0 9 (53) 1 (0.6 0
ﬂ%lﬁm 9 ) 2 (LY 07 (39) 0 0 10 (58) 1 (0.6 "0
ﬂéﬁ_-n—u/\%-— 2 (L1) ) 0 0 . 0 0 14 @82 2 (12 0
' %‘W“ 1 ©e o 0 2 (D 0 U L —
Jl!%?er o 5 (2.8) 0 0 1 (0.6) 0 0 35 (20 5) 1 {06) 0
BEREviAR . 9 (5.1) 0 0 9 (5.0 0 0 2 (2 o0 0
& 5 FEAE S 37 (208 0 0 42235 0 6 & (3.9 0. 0
R : 21 (11.8y 0 0 18101y 0 0 8 4.7 0 0.
BEREBIRES 5 (28 1 (0.6 0 10 (56) 1 (0.6) 0O 0 0 0
SEE LN 10 (5.6) 0 0 0 0 2 (12) 0 0

9 (5.0)

235, 2 mgkg Q3W BER X 10 mekg Q3W BEICHBWTENE., KIEMEZEEA 15
(0.6%) RO 481 (22%) . KEB%& - BEDOTH 1 (0.6%) RU6H (34%) . HiF
CREE (XL - NU—IEERE) 261 (11%) B0 fI, FHSAEREE 13 4] (73%) &
154 (84%) . BHRElESE (RMEMEMERRSE) 14 (0.6%) RO # (0.6%) |
TREAMAEREE 1 1 (0.6%) RUSIH (1.7%) . FURBUEERE 14 6] (7.9%) RTV15
5] (8.4%) . infusionreaction2 7] {(1.1%) KO3 4 (1.7%) . BEOKEESE (&ﬁ#ﬁ '
TRAREERE, BT, FREIESE) 141 (0.6%) KT 1 4 (0. 6%) . gk 161 (0.6%)
EO0f, EEMEEOFARET 8] (0.6%) . "k - BERSEE O BB TR 1 1 (0.6%)
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WORe S E SR 0 Bl 2 4] (1.1%) BFEdbhi, £k, BIBEE, 1 BRI,
ﬁ%ﬁ% PRBCAR AR . 2R, i tEM /MR YRR, R I R USRI RIS

R b oTo, ARITEMRBTRI LRSS (Eﬁbﬁiﬁﬁﬁi‘%m EETe) et
f*ﬁ'ﬁ’iﬁ”h

@UESM SR (KEYNOTE-006 7A5R)

AETSI. 10 mg/kg Q3W ¥ 264/277 1 (95.3%) , 10 mg/kg Q2W I 275/278 141 (98.9%)
RN IPL B 239/256 ) (93.4%) ICRH b, IBREL OREBEEFIRETERVASEH
&I, FREN 202277 6 (72.9%) . 2217278 5l (79.5%) KU 187/256 7l (73.0%) IZ
A bhiz, WTRDOBETREREY SUA LOEHERIXI TFTROD LBV Tholz,

#6 WIRMOBETCRESER 5% EOBHER (KEVNOTE-006 2B  (attEiraSam)
HilgE (%) )

SEEBIASIE (SOC: System

10mg/kgQ3WES . 10mp/kgQ2WEE : IPTRE
Organ Class} ! ) .
JGKER (PT: PreforredTorm) - 27745 2784 25601
7 (MedDRAver.18.0) £ Grade GEC Grade 5 “Grade G;a:ie Grade 5 “©Grade G;a_:e Grade 5
2RI ' 202 (72.9) 28 (10.1y 0 221 (79 5) 36 (12.9) [ (0.4) 187 (73.0) 50 (19.5) 1 (04)
IR T e R -
Fﬁb‘:lﬁﬁ%ﬁ“nﬁﬁ 7 (25) 0 o 17 (61) 0 0 6 23 1 (04 0
fﬁb‘clﬁ#ﬁ%ﬁ"{&?ﬁ . 21 (1.6) 0 0 25 (90 1 (04 0 2 (08 0 0
CEBRER oo vl e T e B
B 5 (1.8 0 0 10 (3.6 0 0 15 (59 0 .0
K 8 (29 5 (8 o 4 (14 4 (14 0 19 74) 16 (6.3 0
TH 40 (144) 3 (1L1) 0 47 (169) 7 (25 0 58 (227 & (31) 0
MPREEEE 11 @0 0 0 20 (1.2) 0 0 1 0.4 0. ]
ol 31 ar2) 1 @4 06 28 (a0 0 0. 22 (R6) 0
Mget a8 o0 0 10 B8 1 @ WJMMQMW 14 (5 3) WO
o é&'lf*ﬁ“—%lt}ﬂﬁﬁﬂh@v{kﬁﬁ e BURREL F e eian et e : LR
HAEE 31 (1L.2) 1 (04) 0O 16 (63) 2 "0
=Y . 39 (152)
EERERE i

R S U E

RHBR 65) 0 0 17 (6D 0 20 (18) .
GEERBEORSEES D e e e e e
MR 32 )

ﬁ%’l’*‘ﬂr‘ﬁ 8 (22

%aJrﬁ ‘39 Q4.1) 0 ¢ 40 (144) O 0 65 (254) 1 (0.4) 0
T 37 (13.4) 0 ¢ 4L (147 O 0 37 (145) 2 (08) O
2B ) 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

2%, 10 mg/kg Q3W BER U 10 mg/kg QAW Bl BWTER S, FIEMEMGER 4 5
(1.4%) ROV1 I (04%) . KiB% - BEOTH 104 (3.6%) KU 134 (47%) . #F
BEE (¥FF2 - NL—EREE) 24 (07%) RU0 6, FreEE 14 4 (5.1%)
BN 23 1 (8.3%) | BHsEEE (RMEHFEEERE) 2 41 (0.7%) RO 141 (0.4%) |
THRAMEERD 1 #] (04%) RO 161 (0.4%) . BRIRIREHEREE 28 # (10.1%) R UF33
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B (11.9%) . RIS 16 (0.4%) B2 (0.7%) . infusion reaction 7 5 (2.5%)
BOS Bl (1.8%) . 1 BUSERRE 1 B (0.4%) ROOH, EEOCEEEE (REHEIRE
B, AR, HREES) 0 BIR U 1] (0.4%) . FEZE 1 61 (0.4%) K OF 1 1 (0.4%) .
4% - RARUHRUIREE 1 5 (0.4%) BT 0, Hﬁﬁ%-ﬂaﬁlﬁﬁ%o%)jﬁtﬁlw (0.4%) . W
WEEIBERIB (11%) RO 161 (04%) BRO Dz, £, BEFENE, OfF
%K. RS/ MRIAME SRR, f*ﬁuriﬁml&r)\i‘fﬂ:ﬂzﬁm RO bIRDo T, zlzﬁllﬁf

AERRRILISETS: (FAREERE2ET) 2EDEHEEETT, o

@ERERFEMERE (KEYNOTE-054 %)
HEFRITAFAEETIE 475/509 61 (93.3%) 12, 7T EREETIL 453/502 1 (90.2%)

WRHELE, BRELOREBMERTETERVWEEFRIT, FAHFTIX 396/509 #
(77.8%) 1o, 77 ZHREETR 332/502 ) (66.1%) IZRRE LIz, WINHORETRER

B S%ULL EORHERIITROEBY Thot, P -

#£7_ VERHORTERER 5% EOBER (KEYNOTE-054 58 (FAHTsaam)

mOE B Ok e ¥ (soc FIE (%) -

SystemOrganClass) ’ AFITE 7 Placebolt

FAGE (PT: PreferredTerm) 5096 50245

{MedDRAver.20.1) © Z=Grade Grade 34 Grade 5 4Grade Grade 34  Grade 5
:E:.E‘]ﬂ‘m : 396 (77.8) 74 (14.5) 1 (0.2) 332 [

a9 (9.6-)'-:W1 (0 5) 0 4 (0.8) 0 0
730(143) 0 0 13 . (2.6) 0 0

TH#i o4 '('1'3”5) 4 (0.8) 0 82 (16.3) 3 (6.6) '
L S8 ALY 00 43 (89 0

CEAE 48 (9.4) 0 0
e - 143 (81) 4 (08) 0 135 2 (04 0

Rt D 51 (10.0) 3 ' (0.6) 0 47 (9.4) 0 0
IR - 26 (.0) 0 15 0 0

85 (16.7) 0 0 49 (9.8) 0 0
40 (9.6) 0 0 32 (64 0 0

tm AFRIBEC BT RIS 15 61 (2.9%) . KBS - EEO T 23 6 (4.5%) .
| FFHSEEREE 46 01 (9.0%) . BT (REEMEHTEAE) 261 (04%) . FEAR
TEREEE 11 41 (2.2%) . FRIMEEEREE 105 61 (20.6%) . RIEEEEEREE 5 6 (1.0%) .

L}
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1 BUREERAS 5 81 (1.0%) | &L IS 2 41 (0.4%) . fH#K - SRR BAREE 1 61 (0.2%) .
JEEge 2 4l (04%) . EEMESE 1 6 (02%) . DK 1 61 (0.2%) IHEUUT infusion
reaction2 5l (0.4%) BRD b, Ef-, MREE (F7 2 - S L—ERRS) | EE
DOREEEE (RIGHIRIBEGELEE., S0, EREES) | M - fiEK, St
AR HESEEER . PRI R OFRFEEREIER D bh o 7o, AFIEMARILRIA
MES (BRREMREZEL) REUEHRREETT, .
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[Fﬁ& M#]

*EY’*@JE%K’F?E?@BE&%@E%%%%% & U R pR 3R (K.EYNOTE 002 Bk
U KEYNOTE-006 3%8) D55, 2 mgkg Q3W, 10 mg/kg Q2W K U% 10 mg/kg Q3W
OV YL ﬁﬁ%hkwc Mzﬁuaﬁﬁxﬁ&&tméri CEREABD LN
7o '
A O REREYBERTORK R, BEEAEREIZEITS 200 mg Q3W 5D
AUCsew (EFIRIBIZRIT 5 6 BRI OIRE-BFITHIR N 0 TRIE [10%5, 90%
A0 mg-day/ml) #X 2.16 [1.45, 3.04] mg-day/mL T V. 2 mgks Q3IW 5D
AUCqs 6wk (1.32[0.722,2.06] mg*day/mL) &35 L. 10 mg/kg Q3W 50D AUCs6u
(749 [432,11.3] mg-day/mL) % FHE-7z,
EWRERRE LR E U ARBIORBE SR OFEE, @ﬁémﬁﬁﬂﬂz HE (2
mg/kg Q3IW 5, 10 mg/kg Q2W 5K T8 10 mg/kg Q3W #5) DHIHH T AUCs gk
ERSMEROEEM L OoMICHHRZEEIRRD bk o,
FFOBEAEHEETAZFA LY I ab—a ic b, AH 200 mg %
Q3W, 400mg % 6 AR (LAF [Q6W] LW H,) Xik10mgkg (FE) 228
R AT TQw) &uhvd,) T#sE L7 BROAFH| O M F B RET S iz,
ZOFER. AH 400 mg & Q6W TESG LI BEOXA O EERIEC BT 5 FH Mk
PREE (BT [Cages) EVV5,) 1L, A1 200 mg # Q3W TS LI2EED Coges &
T2 L TSR (FR). T, %1400 mg & Q6W THh LB 0AHID
ERRIRITI T B RS MTE PIE AT MCuaxssl 0V 5.) 1L 455 200 mg % Q3W
THERE LI BED Cruss LB L THRERTT L FRISRZbOD, BRRABEICE
WTEBERERENL TV S AL - ARTHEEH 10 mgke (KEH) % QQw T
B U BED Cranes & HBE L CIEER T & FRIS AT (FH), Sbic, BHEEARE
BEEZHRIAFH400mg & Q6W THE LS BHERER (KEYNOTE-555 FHR)
KO BONRAEICE S EDBREAF A —FT, I ab—Ta it kv FH#l
LeSRpEiE T A—& LREILT: (FHR), AT, BHoBREIZB T 5EER
BRI KO E | AR ORTEE L AU R AN L OBEERIT 2RBRIGE
FABRREE SR, A# 200 mg £ Q3W XIX 400 mg % Q6W T#HRE LBEOgHEE
L ESMER SN L OBFEICOWTRE SRR, LRROAE - AROMTH
sﬁ*f&&tﬁﬁéﬁ&: AR R e THIE N,
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#8 FAOEDERRN T A—F

;Eﬂ?i‘ . Fﬁ% Crmax ’ Cavg Cinin Cm:s.x,ss Cavg,ss Cmiu,ss
{ug/mL) {pg/mL) {pg/mL) {pg/mL) (pg/ml) {ng/mL)
200 e 0wt | 279 18.1 92.8 504 309
mgQ (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 50.7 203
400mg QW |15 1oy (320,327 | (104, 10.8) (146, 149) (s0.1,51.3) | (19.8,209)
200 mg Q6W [36.0° 14,98 -
CEBUD | (135.6, 136.4) NA (144, 154) NA . Na NA
© 220 144 119 428 ' 279 197
10mghkg Q2WH (510 3y | " (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

$:n=2,993, 100 [AOL I 2 l—ia ik 9 G ENLEATHEO PRI (2.5%F, 97.5%5) . Cuw : HE
B ORI T, Cug : PRGOS PELE, Com : TG (F 202 B5H1) OB
HEPHREE | Coaxss : EMIRIEI 3BT DIAILTE PRI, Cugs  EFREICR T 2 FRNFEPRE, Cunss 1 EFIR
HEIC I B IR i rhi :

1 56 HIOEATEIE (95%FHRIHD

§ : 41 GlORTEIE (95%IFFRRKR)

NA: L
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4. FERlzoWT _ :
ﬁ%@ﬁTﬁ&ﬁ%iéﬁ@ﬁ?éﬁ%%ﬁkbfﬁ%ﬁﬁ%ﬁ(ﬁﬂ%ﬁ)ﬁﬁﬁ
BRTWBZ Ehd, UHEEZHOICEMTE 3R THEUERDS, TOLT:
EXESL Y A7 EHEIE (RMP) I2HES5%, KA OEEMLZSMEREE~OB IR 3
HHMRTH - T, FHOBREAHE LB Z2H - HEL, FHOREC LV EER
BIER 2 FH LI BISHIET 5 Z L BABRER D, LT OO~ 0§ T &/ 4 ik
EBWTHEATARETHS, o ‘

@ MRIZOWT

@1 TED (1) ~ 85 OVWThhHETIMRTHD Z L,

(1) EAESAESEET 55 A D RS A RIS GREMERALS ﬁﬁ%ﬂﬁrh\
HOIRAS A P HLRRET, RS AR &)

(2) HeEtaEmRiT

'@)ﬂﬁﬁﬁﬂ$mﬁﬁfébh*ﬁ@%rh(mhﬂﬁ@%ﬁﬁrh\mb 2P
AR, 2SADFOEEEHEERR R L)

(@) SEfeFEEEE %L,ﬂ%k%ﬁﬁm%lxﬂ%%m%ﬁﬁMEzmm S HLHE
AR BB EIT> TV B MR ‘

(5) MEMEERASTEENEORFRIELER D BHEIT > TR

Q2 EHEAEOLEERVCEHERRIEROM I+ & R &5 Ef
(FEOWVTANCHKETIEM) A, SR oARICET 3BEOHIE L LT
BEEIhTNnAIZ L,

=

o [ERRERGE 2 EOTBIBHMERET LRIC 5 £ LORABROBRIHES
ToTWBZ e, 5b, 2L EE, PAEDEESTL Lthfﬁﬁ;ﬁ%—?—@lﬂﬂg%
ToTBH L,

- ENRFRAE 2 FOUHTHERET LI 5 £ LoREEMEESROME
FRBREHFLTWD I &,

@ BNOERSFRERDEHICONT

EIER ST T 3 S NRE SN, BEMENLOBRED. AP - %
SHEIENEROTER CEMSICHT 5 HHRIEME, AEFRBRE L BE0HE
T, HERERNTITDI A EHRESTHE L,

16




@ EHER~ORFIZONT

@-1 RfEFRRER ORISR T 5 Bk |

| MEEMRBSOEELRBEANRA LT, 24 FEZREHO T, YHmRY
SRS BT, FE L BRI U CABE LR OF CT S ORIVER ORIz
BERAREOKERNY B o, ELIHEHRERAHIPE-TWDLZ L,

@2 EREEFICLIHEEERAGCET BN

BABIRIC s 2 EME Mk O A T 5 EREEE BEERE =7 Y > 7
L REDEEFORAY )= P EITOERE LSRR L TE 55— AEFIKH AR
HEhTWaZ L, Bk, BERFICONT, BABRE EZORRICHHICEMmEINT
WAz, : ' ' ‘ '
@3 EIEHEOBEPRRICELT

BIER (RUEMERESICINZ . KABJE - B2 - EEEO TR, Frgers - Fikin

g, BHEGEES (ROTHEETRS) | AOWEE (TERERERSE. TIRIREE

R, BISERAERESE) | 1 BUEERIN. RO ER, HK - BEGRE. TER, BEEO
FRGHEE (PR R ESERARE . BRI A . ZIRHCRE, FURKMIES) | infusion
reaction, BXZE - BEIEYS, EEMGENE, #HREE (¥7 v - SAU—ERRS) | LHE.
TERMEEE (SEMEI/ NIRRT, WL, RSP, EIRIIKES) |
MEREATEGER, %) [T LT, YrkiEsR X e i O F PRt 2 F T 2=
L EERORZEPMINIZE L THEERUIELZ ST ONIEHITHD L) |
BEHIZENRABERTEERBE-TNEI L, . '
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5. RERNRLRDEE
[Foc B4 5 5FE]

® T£®$%kkWTiﬁwﬁﬂ$#fénTwé

e (EFREBRORWE UL FRIERO H 5 BRI R B B AERE

o EEUREORT—IM VY oENEAEER IR DiTRahEE
tMaBMFEM%IE%ﬁféﬁ%L SULVTIE, BRAF [AEAIC L 2765 b B8
TBH5IE,

) T@kﬁéTéK%wﬁﬁﬁuﬁ%ﬁ%howfﬁ:Kﬁwﬁﬂ%#%iénfk
6# AR|DOFTERG L2 b lew,
OB & G L TR ShARE

[T 5 HHE] A

® Tﬂkué?%%%kOWTH$ﬁ®Eﬁﬂmukéﬂfwé L b, &5&ﬁ
PRI E,
o AFIORGTICHR LIBBUEDBEEED 5 5 BE

@  BFRIOFTEMICBWTTRICZRE T BFICH>WTE, FHloF GRS RN
2B, OBFEIRERRVEAICRY, BECARZERTI L 2EETES,
. Fﬁgfiﬂﬂiﬁﬁd)‘é‘ﬁ‘ﬂﬁiﬁ%ﬁ@%% BE
s EEERE CREE R 5 BE R UTEE) fﬁmﬁﬁﬁﬁﬂfﬁﬂﬁﬁ% Y M i 4
DT REEE D A BJ]’LZ) B
+  HORERBDOEH Rﬁ@&%&%b(ﬁﬁ%ﬁ@ﬁﬂﬁrﬁ$®%ﬁﬁ®
HHBE
«  BRBRE (EhslgiErat) 0)85).79 %%‘
. OB IIEARET L RE
« ECOG Performance Status 3-4 &2 pHE

) ECOG & Performance Status {PS)

Score it

0

2 HERTEUTE S, %fﬁﬁu ERU AR AERAARRR <F1 5.

AARIZ B LB IR E D2, SITHET, BEESE- TOMFRIITI 2 TE 3,
B SV EREE, HERSENE

HITHRETHGOSOBIY O L3 X TAREBRERZCE 2V, AFO 50% EE~y FATETT,

BOAERROHDEY DT E LHTERY, BHROS0%E L~y FAF TGRS,

| | B

2L TRV, BAOFOED O LZETELRY, BRIy P BFTIRTY,
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6. BEIBLTEETRETE

@
@
®

wicE %LMKL&ﬁ%Aﬁ%mmﬁﬁéﬁﬂ%kﬁdgxﬂoﬁﬁﬁuﬁﬁﬁ

RO DT HERERETHICHEREL T LERTL I L,

BRI L, BERREORBADERUMBRIEEZ +ATRAL. AEEH

ThbEETDHIE, '

ERBEWER O~ R A MZ2NT

o MEMEMRERDLLDREZLBHEOT, FEOEGITH I Tk, TIHE
® (BETh, FRRESE, s ORERRUME X BREOFEME, BEr+
SIITS Z b, Ei. LERECTHRE CT. hig~—7—%0RisdEhid
BT &, '

«  infusionreaction 234 BB Z LR H S, infusionreaction HFRWD BIIHEIC
. EERAEERITO &L b, ERPEET A E CREOREL HIC B
TBHZE, .

o ERIBHEMEE, TEAMERERUVRIEBERERLODNAZZEBHDID
T, AFIOREREGITE R EHMFITESMIC AL HERE (TSH, FE
T3. #EHE T4, ACTH, Mz AF Y/ —AEHlE) 2EETIZ L,

o FRHSEEREE, THEREANHLLDhBZERBHEOT, AFORGHENTR
D SR T E SR AT RERRE (AST. ALT, y-GTP, Al-P, BV LB %
DOHIE) FEMTIZE,

o BEUSER IEARVCLEEHREREED) TOERLRBREERSH LIS
ZEBHBZDT, EHRIRORTOFELHRT I 8 £/, ROREDN
BHLNITEEITE., EPhCERBEE2Z2TILIBFEREETE &,

o FAOBEIZLY . BEOREFSICEET S LE L LD Ha RREBONE
BhHLbNAZLRHB, BEFRDLAEEAICE, BRALEFRITS U
B0 72 50 & R % R0 ERT & U ORI 2TV BB D
S L BEIEAMREDN 3 BEITIE, AFROAIEIZHIE, RUORIBEER
NEVRIOBESEERTZZ L, B, BIBERERNVECORESIZLVENE
B OREPRD bRRWIBEIIL, BIRERE ST LSO RS OB
LEETLIE,

s F|EMRTIE. ﬁﬂﬁmeﬁwﬂﬁﬁbfmaﬂﬁ%#%ﬁfé ERBHDHID
AR OFZERTHICHBEEROBRRICTFICEET DI L,

o 1 BUERS (BUE 1 BMERFEE ST B bbh, EREMS NT Y F—R
KEAZLHHZOT, OB B, BELZEOERORERLMIFED EFIZ+
FEBFTBHIE, | BERAENRDWEES L@&@%$¢L 4/2)/%
KoO®SSOBYRLBEEITOIZ L,

RIGEIRARE R BN RAMEFICER T ERICE. FAOBRARIZE T, Eé

BRIGB 3 7 A LA, FHLARRIL, &5%%#%1%%@6ngkkﬁﬂ@®ﬁ'

HEIToTWeZ L EBHT, FARSHIXEHNCHROMRETIZ L,

seREIRE% OB BAREE ~OWFRMBRE L UTERT 2RI, A OEK

RBIIBWT, BERENSEARERET 12 B L T O MEIT> T
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T L EBEI . AHIOBRETITERIICROTERET = L, o, HRm
ke LCHEAT 2B, AAORSHMII 2 AETET22 L,
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EEHAAEET A FT 1
Rh7n Y X<T (BEEFHEEZ)
(s : A4 }‘)I/.‘—F FTEEE 100 mg)
~EHER xS Y L E~

k2 91 1H (FR248 AHGT)
B AT EE
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AFKIOFK, 1EREF
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1. Ui

R G OFDMN - Z2MEOREFROTDIZI, BAXESICESWEIERERI KD
bhd, &b, ITFORFHMOERC LY, FUFERM L ¥ OEFIORFTRIERE
FEEIBRERINDIFT, ThbDEERZEICHERBHEITRET S Z L BRED
TRAL 2o TRV GREMBOEH & YE0HAIE# 2016 CFAK 28 4 6 A 2 B M#ERE)
KBV TH, EHFWERGSOEAORBIIEEZRD L LERTVS,

S SR S, B EH R el T e 7 s A VBBEFEOEE R AL MR
RAEZLEDHB, ZDH, BHERCEEMEICETLERNS--EHET 2 ETOR.
UHEKGOBREZHLS T LPHF SN BF I LTERT L LI, BIE
FIRRE U B MRS E & B T L ST — OB T R C A
THRILNEETHD, '

LEMoT, AHA RIA T, BRBERPLINE TIEORTWHEEIESR -
Betpy R S | UTOEEROBEREHEHET BN OSLERER, 2
FROBESEELRT, :

B, AHA BT A 3, MIATEIEAER G ERSESRA SN, ARLEEARER
EpRlE g5 — ARt EE A B AR R ES R U — AR E A A A LEEE 0% A0
b EER LT, :

SR LA BERER ¥4 bA—F ATEEE 100mg (4 AT n Y AT (s
) )
HPLROPRIBPE : BRIUIEBREOTHB AR X Y 3E
WRLHAMERURE  BE, BRAKIE, A7 ol X+w7 (BETFHEZ) LT 1
6] 200 mg % 3 MRIEINE L 1 B 400 mg % 6 ¥ IR T 30 25
. M T RS 5, )
% F . MSD #HXatt

7
¥
by
el




2. RO, 1ERBF
FA M— & EFETHE 100mg (%4 : mA7ngv?(ﬁﬁ%ﬁ%z)LﬂW$
#1 ¥v9,) i, PD-1 (programmed cell death-1) & Z® Y #> FTé 5 PD-L1 R PD-
L2 L OFEFEEMET S, b MelgG4 £/ 7 o —FAHIETH 5,
PD1%%@T@ﬁﬁrwﬁ%%#Q%hétwkmhﬂ%#ﬂﬁfézﬁﬁﬁﬂﬁ
AA o FT, PD-1 1, BELRECBOCHELE TROMRRmICREL, 0%
EEE%%@$M§X@E%#%%EE%%@?%°?tb%\m}lmUﬁVFbﬁ
AT DI LRV RRRAIRIC L 3 v F T ERRRICHET 228/ Th B, PD-LI
DOEFMEBIBT B2REBUIL TN THIN, £ OBAMIBTIE T MEOHE ML
PIE VBRI RRL TS, BAMBICIT 5 PD-LI OEZEIk. SHiams. P,
SRR, SRILER. JE/INMERAER R X OB A BRACTRARETF CHY, (B E7rs
L ORI Sh T3, o
BEODBAOERYT% & PD-L1 EHROFMEMEN S, PD-1 & PD-L1 OREITNEE
D BRI wfﬁ%&&ﬂ%ﬂo_k#T%éhiim B la B ATRROER &
LTHEIFERTHS '
ﬁﬂmImlemMJ&UHMQ@WJﬁ/EmﬁA%m$T6 Lizk v, B
ﬁ&ﬁﬁ¢®ﬁﬁﬁiﬂﬂﬁ%$%]?)/Aﬁ%%EMéﬁ ﬁﬁ%ﬁﬁ%ﬁﬁﬁm
T5HZ &Tﬁﬁ%ﬂ%%%ﬁfb

K%‘wafﬁﬂﬂﬁé#&:%d  BEOSBEKISC L EIER FERH bbb, EENIIECIT
EITHEMRD D, FROBEFRORSHITE, BREOCEEE STV, REBR
B HLNTHEITIL, %ﬁ, U= B4I R Clo MW7 e L R 2 o R A & HHE L CiE
8RR E1T V., MEORERNICL 2EERABSELN A EEICIL. BRIBEERL
R OBREEOFENRNEEZT I LERD D, '



3. BERERR |
R T EHEME O E AR % v Y LB OERBEIHIZEE 21T o T R BRI D
BRAEE T, .

[E5hiE]
EREI R 35 (KEYNOTE-087 )

ERUSIATE D ST HIR D% L U oSS 210 F1. AN 10 flZET) OUF
O 3O 2F— M EIRIC, AF 200 mg 3EHME AT TQdwl &w), ) &5
HEMER NIRRT EN T, '

- BEEDESMEBHEETRIC, TV YEied RRF I HREERITE

#H (25— 1k1)
- BEEOEHEBHIERSTHY ., o7 LYk ier RRF UL 3EEE
FIFBE (ah—h2) 1 | :
 BEEMESMEBREITR, T LYo d RFFURLBIRE (—RIBRYX
B RO —R L LTOT Ly YFyed SNFF UL DHITGRITE £
W) 2TV ARVERE (adk—k3)

el EHEEE TRBETAED bNIEEIT, KRBT 2R TERMARD bz
S ORI EE L TWB BE T, KELDEOERTHE TREBETARBOLNDET
CARIOBRSERMETAIEATRE SN, TEFMER CHHEDFE (KFT WG
criteria {2007) 12E-S3< PRHFEIC L 2522 (CR) THHES (PR) OFE) i
# 1 OEBYThotz, 2B, BB EShEBERESRIE, Wihoak—Fb
20%THol, ,

- #1 AERE (KEYNOTE-087 BAEY)

ad— bl af—h2 a7R— b3

(69%51) (8141) (60%1)

T£ZE%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)

- 5% (PR) 35 (50.‘7) 35 (43.2) 27 (45.0)
%) #E (SD) 13 (18.8) 9 (11.1) 13 21.7)
: T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

AR 3 (4.3) 2 (2.5 0

#Z5h®R (CR+PR) (%) 72.5 65.4 66.7

(95%{=#H X ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




(4]
@$AH%HWﬁ%(mwmnEm7a%)

HEFRITHREMAT 202/210 1 (96.2%) IERD B, @H’Eﬂ% i 144/210 45 (68 6%)
kbiﬂto%ﬁ#ﬁd%ﬂi@%ﬁ%ﬂ%Z@&ka%oto '

2 REEN 5%LLEOBER (KEYNOTE-087 RB)  (Foikmirdfam)

WE IR (SOC:; System Organ Class) — _ ﬁgﬁ%ﬁ(é/gi
HARFE (PT: Preferred Term) . 2 10
(MedDRA/J ver.20.1)
£EIEH
Dl RS SRBEE e
M IR IE

ok s R R T R
$kﬁ&%ﬁ?f ) _ .
BN R R B N

; wgﬁz}% il
@'Blﬁt

§'§§?‘

hi, MIEMMREE 6 5l (2.9%), AMB% - BEOTRIE 3§l (14%). MiRkEsE
(FF o« SU—IERERE) 12101 (0.5%). FFEAEREIL 8 fl (3.8%). FIRIHREER:.
FiL 29 61 (13.8%) | 12 - BB RMERE L 2 B (1.0%) | infusion reaction X 17 1 (8.1%) |
S ES T 261 (1.0%). RODHRIZ LA (0.5%) TRDohi, £, BEEOKRE
HEE (RRSRERREGR, ST, EREES) . TRIREEE. BIggkmEs
BUBEIRYG, BT (RMETIEETS5) ., k. ﬁrﬁ%ﬂfﬁr foids - BElZe, 4a
T/ MR MESEEER, RN M R ORFERES IR bh b ot, AR IERRR
&am@ﬁ%&(%%ﬁﬁﬁﬂa%ﬁn)%a@%+¢%&x¢



[HiE - HE]

AH OFEAEYEEET AL EZRA LY Ialb—aricdd, &% 200 mg %
Q3W, 400mg % 6 BRI (AT Qewl &5, ) Xil 10mgkg (FE) % 2 M

R T TQewl &3, ) TRE UCBROFFIOMEFRESRRF SN, TOR

B, A 400 mg # Q6W THE LI-BOARA O EERBICK T 2 FHMFTRE (L
T Cugssl EVVI, ) 13, AF| 200mg % Q3W THEE LIZBED Cuvgss LIHEIT 5 & T4
St (THR) » £, &4 400mg % Q6W THE Lz BoAF D ERREICI T 3%
AIFETIRE (AT [Cras) &V 30 ) 1 A5 200mg & Q3W TEE L7ZBRD Craxss
LB LTEBEEZRT ETFHINZLOO, BRABFICBWTIEESER ST
%ARE - BETHHAH 10 mgkg (KE) % QIW T L7BED Cuxes & el LTE
EEFRTEFRENT (TH) . &5, BEMEAIEEE Z 5 RICHA 400mg % Q6W
TR LIS EIRAR (KEYNOTE-555 5% & 1 8 bz ERIfEICE-S < KBk
RGA=FF VI al—a AL ) FHILEDERE ST A—F LEE L (TR),
N T, WROBEICHT 2 ERRBAREICE ST, AR ORRE L AU TELE
& QR ERNT DRERGETAMBEE S, &K 200 mg & Q3W Xid 400 mg &
Q6W THE LBROREE L A ITL ek OBEIC>W TR SRR, £
RO - BEORTEMER RS HRERZRIT R & TR S Uk,

%3 AFOBMBIE AT A —H

B © Crnax Cavg Chmin Coroxss Cavpss Cmin,ss
{ug/mL) {pg/mL) {pg/mL) {ug/mlL) {ug/mL) {pg/mL)
200 mg Q3WT (58.55?.519.7) (27.27’:’-298.1) (17.18?‘1I 8.3) 91 .97?'984.1) (49.2;(,]':1 0 (30.?5(,)'39 1.4)
400 mg QEW! (12;,2$24) (32-:21?';2.7) (10.2?'16 0.8) (142?49) (50.51?;’1 3) (19.?3?30.9)
40(0%“;1%1%\” (1351.2?.10 ;6.4) - NA - (14_1:, '?2_4) NA NA NA
10 me/kg QW (212,2323) (145?45) (a 1;1 ?21) '(4212233) (272,7332) (19;,9200)

+:0=2993, 100[ED> I alb—a AL FH SN BATEYAEOPRIE (2.5%/F,97.5%7) o Cmax : FIEH
LD RFEMIEHEEE, Cup : VEHREHOEHIGEPEE. Cu : #iEHESH (V4 702 055 OFELTE
BB, Coanss  ERARIEIC I DRASMEE PIRE, Coges 1 BH HRIEICR T 2 M B P RE, Cons ' ERINER
Bt 3 ERmE PR

1 : 56 PloOSMIEEHA (95%EHHX])

§ : 41 FlOB{TIESME (95%IFHH KR

NA : #E%2L



4. HERIZOWT

AR & LRSI (20E) FIEOR 0T L b, YRHALE
P L TE DR THDBEND D, TO LT, RE DKL IEN 285 22 - 1
E L ARG X 0 BE2BEH & RE LLBICHIET 5 2 L 808 R, UT
DO~@D Y AT EMITRENCI WV THAT 22& Th 2, ‘

@ fEHie2oWT
@1 FTED (1) ~ (5) OWTFRNCESTIHERTHD T &,
() FEFBMARESIEES 554 BIRESILUHETS GREIRS A RIS,
, HSRAS A RS RIS HL SRR, MRS A IR AR &)

Q)RR ‘ ,

() BWEHRMERIBET SBABREEE (BADFEHEEERE. 2 ADREHE
C BohEE. RABRCGESEERRR YY)
'm)ﬂ%m%ﬁﬁgiﬁﬁL.ﬂ%m%ﬁ&mﬁlxmﬂ%m%ﬁgmﬁz@m 3

IR BB EITo TWBHER
(5) FUEBREIEERHALY BN O MR R D BHZ1T > TV B ik

@-2 ﬁﬂ%¢9¥yuyﬂﬁ@k%ﬁ%&@@Wﬁ%ﬁﬁ@ﬁmt+ﬂtﬂ%&ﬁ
ﬁ%ﬁOEﬁ(Tﬁwwfh#**ﬁTéE%)# mwﬁﬂwiﬁk%?é%ﬁw
%&%kbfﬁ%éhfwé L,

=

*  [ERfRIFES %2$®H@HW%WTLL%LSﬁ%i@#b%ﬁ@ﬁ%ﬁ%%
ﬁorwé Eo. 9H, 2R, BAEMEEY L L-BKEREFEOREE
{TO'CU\Z) E,

. E%%%ﬁ%&2$®@%HF%WTLt&k4$ubwﬁ%ﬁﬁ%ﬁbfwé
i, 9b, 3FELLLE, ﬁM#Eﬁ@%@#h%%%&%ﬁﬂhﬁm&%wﬁw
T ERfToTWnA L c‘:

@ BRACEERFREFEOEFNTOVT
EEMESBTHRIIAET IEEESEES N, SEEAEN S OEREQN, FUE &
LIRS RO EE R CIEMEIIS T 2 FRIE LS, FEFSMRE LB o8E
¥EE, ERESCHIITON A ERINE-TWH I L,




. @ BUER~OHIITINT

@-1 fEREslciE T 28
MEWRESOEERBMERANREAE LZEIC, 24 RERREROT, Yk
VREESEER IZ W T, B LAEERIUE CTAREER LU CT ZORITERH ORI M

ERREOHERAY ATIZHE LN, EhIZHETRREFINE-THHZ L,

@2 EHHEEE LA EEEMNET 3B

P AT BB A MR O A T A BEEEENEERE =2 ) v ¥
FEDILERDAL Y —= 0 T EITVERE & ML LA CTE 3 F— ARFEH N E
O BERTWAZ L, BB, BiEEEHconT, BARF L FOFERIHSICEMESAT
WAIZ Lk, :

®@-3 BlEHOBERORSICELT ,
EMER (BIEMERRERII L, KB - /NB% - BEO THl, ITHBERE - BE{kiklE
s BEEREE (RNESRIEMNEAS), WOWEE (TEASERS, FIRIEERE
REds, BIREEAERIE) . | BRI, S L 0%, 54 BEUGRRE, Tk, BEEOR
fEREE (IR SR, SR RRE, ST, ERAES) ., infusion
reaction, JHZS - BERSZS, EAERFINLE, HRMEE (XT 1« N U—ERIEE) | UK,
B MRS (Rl VRIS MRS, WM, AR, ST |
MBRE AR, B%) 12 LT, MR UL E R O I % A B £
L L (BHEROBEROSICE L TEERUXELZITONAEHIIHB L) |
EHIZTE R ER TE DEHAE TSI L,



5. wEXMRLLLEE
(FH2MEC BT 5 5IE]

)

A SR R R AL HE ﬁRﬁTW@@ﬁ%R@%%&@ﬁﬁMT/#/)/
AEEBREIT kwrﬁ%wﬁﬂﬁﬁ?énfwé

C)?ﬁt@%faEﬁmﬁfamﬂ@&gﬁwﬁmﬁ&mobrm\xmmﬁﬁﬁﬁ

ML ENTE LT, ZROBEREE 2B,

Lo AbRESRIBEOBE,

. MOYEREIEER & OO,

[RetEil@d 25E]
@ T‘Buﬁéﬁ'@“%’;$%Lob\ﬂ12&¢ﬂmﬁfmnmuJ:é:n'cwas b, BEET

PRk,
© AHDRBICH LBHIEOREREDH S B

@ %ﬁm@&ﬁk SNT FERIZEEY 3 2 MEIT ST, ARIOB SR S hipu

A, OBRBERRBER2VESICRY , EEICAREEATIILE2EETES,

. %Eﬁ%ﬁ%@ﬁﬁﬂﬁ%&@%é%ﬁ

o EESRE CEEE 2R D BE R UTEEE O B R %ﬁ%&
%@%K%T&Tmﬁﬁanéﬁﬁ

. EE%TE$®Aﬁ.K@ﬁi%&ﬁb(@ﬁ%éwﬁaﬁrﬁ$®ﬁﬁﬁw

bAHRE :
. ﬁﬁ@ﬁ@(ﬁm%ﬁ@%ﬁﬁ%ﬁﬂ)®56$%

e FEOBRIIBEREERTOAE

«  ECOG Performance Status 3-4 #VDHEE

WD ECOG @ Performance Status (PS) -

Score

ﬂ:?&‘:

0

SR {EWTE 5, FEpiEELA .?:.—I:?EJ')>T1JISE?£< 725,

RERMITH LSRR Eh 248, SITHHET, @f@%‘?l&o TOEERAITS TR TED,
Bl : |MVEF, FSTEE

HITHETCHESOFOEY O eﬁT«TT?tmﬁﬂuf%&w H o 50%EL 13~y FATlR T,

RohicBHoHdoEY ol & LACEll, ANO So%LllkE~y P+ TR,

Al

Z<{ BTV, BAOHOMY DT kit TERYVY, ERIAy FREFTBIT,

]




6. BEITEL THEETREHIE

O HAFSCEgCm A, SOEREEREE SR 5 BRI S & AR R R U IERSE
Al ERFRE+SICEE L THERTI L,

@ REMMRICEL D, BENIE OFRICAPERCfEBRiEE 0/ L, ﬂ@%ﬁ
TirbRETHZ L, '

® FREWERO<RI AL FlZonT

MEMEREREHOLNE I ENHEDT, FFOEEIZH - T, MEE
ﬁ(aﬂﬂ FEOL REE, W) OREERUITE X RREOXKME, BET+
SATH Z &, Ef, BEEUTCHEH CT, MG~V —FORELIHT
BT &,
infusion reaction 233 H i1 D = & M D, infusionreaction B3FEH L5
H\E@&L%%ﬁikk%k‘fkm@@f%it%ﬁwk%%+ﬁkﬁ%
T5IE,
RIS EEREE ., TEABERERUVRIBEBERENRHLDNLHZLBH DD
T, AHI O G BHATT R RS- BIM TILERRIC NS IESERE T (TSH, b
T3. W T4, ACTH, mFaAF Y —AVEORIE) #ERT D2 &, '
[FHpElEE . B{LEETERH LEbhA Z LB H B0 T, AHORGHRATIR
O SR e IR e &EQﬁTAm‘HHPAw t)wu/%
OPIE) FEHTHZ L,
$B§E&(H%&Rﬁﬂﬁéﬁﬁﬁéﬁﬁ)%@i%&ﬁ@%ﬁ%%bhé
TERBHBZOT, EPMICIROREOGEEAERTHI L, T, IROBRER
BHOLNHAIE, BONCEFREBE+S2TILIBFLEETL L,
AROBEIZ LY BEORERIGICER TS LB b Atks REBORIE
BHbbndIZehibd, REXBDONIBEINIZ, BREALLERIISC
EME R & RO EM & L CHEE SRR EITY., BEORE
RIS & 2EWEA D B 2 BAITIE, FROKREIFIE, RUEIFEER
NEVHIOBSERERT AL, B, BIBREFALE - OREIZLVENE
HOMWERED bRRWBAIZIE., BIBEERNE L0 R B A OB
HbEETHI L, :
BERTH, BEE»OEY ABBLTHLEWERBSRRT A L0b 51D
AEOBER TRICHRVEROBERICT DR EETDIZ L,
| BRI (B | BERIG R B T) Mbbbh, EREEYS 7Y F— R
WEHZERHZOT, OB, Bl ELZEOEROFBELOFEED LT+
SEETH L, | BERANELAEEAICERESPIEL, ARV H
HoB5EOENRLEZITO>Z L

@ FHOBERABICBWT, BERED? LG 12 BZ LICAIMEOFMEZITo T2 Z
L EBEI, FABRERITEHRICEHERE THROWRE ﬁﬁ;k

10



RBERHEETA FF 1
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(IRFE4 @ ¥4 bA—F SHEE 100 mg)
- ~IRBE R~

ER294128 (BF24E8 A
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1. sz .
EIRMOAHE - BEEOHROTEDITIT, B CESICE SV HIE R AN KD
BB, IHIT, IEFORFEMOEHICL Y| MEELESL L3 ¥ DR R E RIS
FEEIPARSNDF T, T bOEER FEICBERBHICRET 5 2 L 5ED
B Lo THEY BEMBUEE & SEDEARTTEE2016 (R 28 4£ 6 A 2 A MZRLE)
BV ThH, ERFMERLEOEROKBLEEERRZ Z L L ENTNS,

SRR S, SRR T 1 7 7 A AP OEE S & B 6 i 8
RABZERHD, ZOD, AUERUOEEMECETAERI TR T E oM.
 BHERROBETRCRT I LB INIBECH LCERTS L L HIT, BIE

HRRE LRI NER RS E & 5 2 L Ralaer— E@E#%%t#Eﬁ%@fﬁﬁ
TAHLENEETHD,

LIeBo T, AHA FFA T, BREERZ niﬁK%6HTMéE%£%%
B R 35 % uTmEimwﬁﬁtﬁm%ﬁﬁﬁéﬁﬁmBME&E# Ex
HFRUCBEHEERT, '

BB, A4 T4 03, m*”&&AE%mEﬁ%ﬁﬁéﬁﬁ ﬁﬁ&@&Aaﬁ_
ERIRAEE Y=, — AR B AREREAR ES R U—RAEAEA A AR RBRZESOW
H0H EEE LT,

R & RBERER ¥ M—F EHEHIE100mg (—4 - AT v Y v (EiE
: : FHHEZ))
HEEROTEIIHE « BAALERERITHEE U IBRU TR RE LEE
LB RERCAR - BE. AL, 2A7 ) X+v7 (@BEFHEEZ) LT, 1
[E] 200 mg % 3 A EIFIRRIIE 1 5] 400 mg % 6 & E[EFE T 30 43[H
T AT S, o
B 3% BR 5 ¥ # : MSD HRE&t




2. AR O, ERKE :

XA bA— X ETETEE 100mg (—ik4 AT ) A< T7 EEFEEE), BT (A
#3 £vv5,) i%, PD-1 (programmed cell death-1) & Z® ) Fr KT 5 PD-L1 KU PD-
12 L OEEEHEERSET S, & MEIgGs £/ 7 a—F Lk TH S,

PD-1 #BRE 1T T ANIS S B R AR B N 2 72 DIZ 2 AMBE BRI 3 5 e fe S HIH
A4 »F T, PD-1 3. EERRIEIC BV CIEMER T MOMIETKICRAL, 5ok
ERIS R et RNE AR 2 B RIS EHI#HT 5. 2B, PD-1 E VT FEE
GTAZ LKL VPERRRICLD VSTV EERARIET 2 EETH S, PD-L
OEFHEICB T 2RBIDLTNTHIH, £ OPAMIETIE T Hlao@E 2
AIECERENCRBE L TWD, BAMBRIZBIT 5 PD-L1 ORI L, Biminms, B,
IF IR, SRS, FE/MBREAER L Ofx BRATFEARREFTH D | BV AEfFER
& OFEREERHE IR TV,

B OB ADEERI T & PD-LL. RIOFEMEN G, PD-1 & PD-L1 O&FHKIIIEE
DRSSV TEERAEZHE S Z L AREINTEY , BiicaBAREROEN L
LCHEFEEN T3, '

AFlix, PD-1 & PD-LI RUPD-L2 OF Y H > FOFEGEHEET LI &ITLY ., EBE
poNEBEDOEESERAOMBEEST T U o _gRkeHib &8, REESEZ BEEER
TAHI L THIEEDRERET S,

AFIDERBAFCESGRAEORERISIC L 2RERERH bbh, EEXIIECIC
ELARMER DB, FROKEHR RS HICIT, BEOBEEHHITITV., RESR
H LIEBEIIE, B LB RICS UMY 505 & BB & £ -oER0 &g U CE
YR ERIRWT R 1TV, BEEORERISIZ L HEIER BRDR S EEITIE. BITE SV
E L ROREFOHENZLEZIT I BHERH D, -



3. WRSREAE i -
WAL IR E U RGN EE A2 R K LR OARIFICE MM 24T o 27
RARRBROKEE T,

[A2h] .
EEEAL RS IHERE (KEYNOTE-045 3ER)

75 F T M E G e bFFIEET 2855 2 BT rémﬁ‘ PO RIS B R EE%L
542 ] (AACN 52 Bl&Ete) 41T, A5 200 mg 3 BRI AT IQ3W] &13d,)
B 5 OFOMER CESER, (BEEE (00 Y FxEA, KB SRR vinflunine)
2ERBL LTHREShE, 2B, BTG CREETSRD bNERA, REES
ERTIERBRD bR WEOREERMICEE L T 5 B3E ClL, REIL GO BE&TMET
REEITERD LN D ETARORGEMHET D Z & AAEL S, TEME A
SEFHH (08) RUMSEATTHN (PFS) & Sh., FAENL(LEE L I LT, 08
PHRERL: RIRUELD .

S FFRAE RIS (—RI) IR 2R B, &Uiﬁa‘*ﬁ&:iﬂ]%ﬁm
{lpeiae X BHTHT - IEMBME PR 12 0 A LINICHE LI BB AR DI,

¥ 75?[5’(!1 vinflunine Iij(l?(-‘?’(%éﬁ.&b a4 ) FHEEAIT P F 2 EAQTRANEEIRL
7o :



#1 KEYNOTE-045 RER DA S0k

AH| 200 mg =23/
Q3W
(270 #1) (272 1)
ost il [A] 10.3 74
(95%{E4E X)) (8.0, 11.8) (6.1,8.3)
A= R 0.73
(95%fEFARK ) {0.59, 0.91) -
P {at 0.002
PFSH o [A] 2.1 33
(95%E#X ) (2.0,2.2) (2.3,3.5)
AN — R HE 0.98
(95%fE K H) (0.81, 1.19) —
P {8 0416

S:@ile 7T o BE

T RSO —F (20165E9 A TRAL v b A7
1 @RI Cox el ¥F— FEF iz k %’){t#ﬁﬂia oD phi

I - RECIST H 4. FF A o 1.1 BRI S < nr i gup) e

§ e RER00mE W
107 e yme
0072 4 & & 10 12 14 16 18 20 22 24
at riskER LEIA R
| AM00mg Q3W  270226194169147131 87 54 27 13 4 0 O
L5865 272232171138109 89 55.27 14 3 0 0 O

1 OS ® Kaplan-Mcicr it (KEYNOTE-045 385%)



[Z4&tt]
[EIFRIE AR MRS (KEYNOTE-045 3BR) -
ﬁﬁ%ﬁim{:ﬁuﬁ% 248/266 1 (93.2%) R UMBSLREHERE 250/255 ] (98.0%) IR b
L, BERIEENER 162266 B (60.9%) K TF230/255 ) (90.2%) B bz, &
B CRBEER 5% U LOBIERIRITRO LB CThoTz, ‘

F RIER 5% LoORIHER (KEYNOTE-045 8  (Redfirasg)
- BERIRSE (SOC: System Organ Class) ' Pﬂjji(ﬂ(;/;)
L5 (PT: Preferred Term) : - 26641
- (MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5

ERIE ) ) N W B )

R SARER LU OIRIE b e
eI )
Y -
RfREHE :
CERBLUEITERREE o s s L s e
2 5 vERE 52 (19.5) 0 0
ReiE 1 22 (8.3 1 (0.4) ]

B, AT CRIEMEMERE 10 6 (3.8%) . KIB% - BEDTH 7 6 (2.6%) |
FOEREE (5 2 NL—IREEE) 141 (04%) | FFRREREE 1481 (53%) . HRIR
HEEREE 23 B (8.6%) . RIBBEEREE 1 4 (0.4%) . BHpEREE (%m*‘“ﬁ’ﬁf&t’%ﬁ
%) 141 (04%) KO infusionreaction 1 il (04%) ML, £, EEOREE
- F (BUEHIEIRERE. ZTHBE, BREETS) | TEERERE. | 2ERE, L,

fRg% « RIRUFRRIE. EAEMRIRAE, (ORFR. BNt - BRI, S8 DBR. fafettih
IR MESREER . BN LR OFREIRES T30 e hs o 710 B PR BRI LB
EHES (RRREEREZID) 280EHERETRT,



[ - i)

AFOREFEYBEEFAEZFA LY 2 b—Ya 2k Y KH 200 mg %
Q3W, 400mg % 6 BRI (LLT Q6w &9, ) Xt 10mgks (FRE) % 2HM
g (AT TQeWI L5, ) THRE L BoOAH O MG P ERRT SNz, Ok
F. AH 400 mg % Q6W TRE LEOARROEHRIEICIIT 5 AN FRE (U
T (Cogss] EV¥D, ) 1 AH| 200mg % Q3W T E L7BED Coupes LERELIT 5 & FHRI
ahie (F&) . £7. #0400 mg & Q6W THE LIZBROARKI O EF RIS D&
LS FIREE (LT [Coussd &35, ) bR AFI 200mg % Q3W THRE L72FRD Conass
LU TEHEETT E FRHIERE b OO, BAABEFICBWTERESRER ST
Bk - BRETHBAH 10 mgkg (FE) & QW THRE LI2BRD Cuxss &l L TE
EEFTEFHENE (TR) . Sbic, BHERAEEE Z2HBUCEHE] 400mg & Q6W
TS L7 M S TERRER (KEYNOTE-555 #BR) & V18 b v TAMEIZ S  RpHhie
R A—=FX T al—va il D TR LEREE T A —% LEELE (FR),
Mz T, EEROBEBIZB T 5 BERAREEICESY . AR OBRERE L AHE I ZE
& OBEZ R ARERGTET VRBE S, FH 200 mg 2 Q3W Xid 400 mg %
Q6W THE U7 BEDWRIRE & HEME TR e & OB >OW TR SR, £
LR - FEOM THOER RS HBERZERII AW E TSN,

K3 FHOEMEIE AT A—F

JE— Cren Covs Con Cooxs Covgs Crings
{pg/mL) (pg/mL) {ugfmL) {pg/mL) (ug/mL) {ug/mL)
200mg Q3W! (58.5;?;9.7) (27%??3.1) (17,13?'11 8.3) (91.?5'984.1) (49;??1 0) (30.35(,]?1 4)
00mg QW | (20710 | 20327) | (1040 08) (a6199) | o112 | 098,209
40(%% %s)w (135].2,6'10 ; 6.4) NA (14.1:, ?5 £ NA NA NA
10 mg/kg Q2W! (212,2223) (14;,4?45} (11;,l ?7.1) (423,2333) (272,7332) (19;,9;:30)

1:n=2,993, 100EOVE 21— 3 it kY BEHERBMESHED R I (2.5%43,97.5%42) . Coux : PIEE
BRI PEE, Cup : PIEESEOEHMIEPIRE, Cun : IR LGS (1 702 580 ORENE
r‘F‘ﬁE\ Croaxss Efﬁ'ﬁﬁ}i’-ﬁﬁéﬁf&]mfﬁ*PﬁE\ Cavg,ss: E?‘%’?ﬁfﬁl:ﬁ”'éiﬁﬁjmﬁwﬁﬁ\ Crinss © ﬁ:?ﬁ';'ﬁﬁglz
Bt 5 EEnRETRE ) :

1 : 56 BIOBNTEEHE (95%EHIRIRD

§ 1 41 FlOE{TIHE (95%IE KD

NA @ #8%eL



4. )?Er’p’ikob\'c

AR LTHERBERE (£FIRE) ’lEbhTnd ki)% X AN
@Jt:%ﬁt'@é LB THDUENDD, TO LT, FROEEPEREE T2 -
L., AFORGI LY EBLEHEREZ R LEICHIET 5 2 L BSRERTD, UT
DO~@DF AT EWIETHRICBVTHAT 2 & Th 5. |

O HEFRTovT

®-1 Tﬁ@(nﬂvw)@w?ﬂmkﬁéfér Y ThHDI Lk,

a)Ei%@kém#ﬁfémb%%@%mﬁrh%CﬁLH%mA%ﬁ@%Mﬁrh\
HIEEAS A RS EEHLAUERE, MU ARl L)

@) HEREER ,

G)%ﬁﬁ%ﬁ$mfm15mh SRR (R ADIESIEETR. A DR
BRI, PARERERIEERE R E)

M)ﬂ%k%ﬁ%i%“%b—%%M%ﬁ%ﬂ%lKﬂﬂ%k%ﬁ&MﬁZ@ﬁu%@
KRBRME{To T D HER

(5) PUBHEIESAILS EEME DR EETR DB ET> TV B

@2 REEERREOLERER CBHEH RS ORIS I A-2 72503 & R & RO =
(TROWTNPIZIRY T S EM) 3, YRR EPOFAICETIHROFEEL L
TERESNATNSZE,
R

¢ EMGRFREE 2 EOUHITHEZET LRIZ 5 %utmmm&a%mﬁmﬂﬁwﬁ‘% ’

FoTWaz b, 5h, 24EL Fid. RAZEYRES T UBREESONES
T TWAZE,

»  EHIRFRER 2 FOPHIBHERET LRIZ 4 ELLEOWIRBZHSFDERKRIHE
EfT-T8RY. 5b, 2B L, Fm%t&f@ﬁnb%%ﬁfﬁ%a@ﬁnbi‘*ﬁw
KFEET-TVBIE

@ BMACERZFREEROERHIZONT .
| EERBREHRCETTAEEENER S, BEAEND OFRED, ﬁmﬁ 52
SHSERPUFROETER OEMESICHT 2 E SR, AEESERRE LSS ORE
35, EPELHATONDEHBE - TVWB T L,




® EBEHEA~OZRIZONT
@1 Hurk bl BT B A

PRI RS OB R EERRRA L Bc, 24 WHBRAROT, YT
SRRV T, B L BUERICIE L CABEEER S CT S ORIEH BB
B REORRSS AT bI, ISR R T 2,

@-2 EREFEFICLIFEHRSGCETEE

M ABIRIC D HEMAN R R G2 AT B BEEEZ RREERE=F U 7
EEDLEROAL V- T ERITOERE L BHEIE TE 57— LERER P E
HEnTWB I, 2B, BEERICOWT, BARE L ZOFRIETFICHMINT
WaZl,

@-3 BIfERORETCHIITE LT

BIEM (RVEMEMERICINE, KIBK - Nk - BEDQTH, ATHEEERE - E{ER
Ehe, BEEE RMERMEERES). NOWBRE (FEERERE, FRIRBREE
BEE, RIBHSEEIEE) . | BUERP. B& OB Bk - BIRUBRUIBIE, MR, BEEOK
Rl (iR B MRE. FHIRIEGRE:. SWA3E, BOURKS)., infusion
reaction, ¢ - BfEse. BEIEMEAE. #ERE (¥7 2 - NV—ERRE) . DHR,
AR MRS (FaE i/ MRS MEEREER, TR M, FRIFERE, AEIERIERIES) .
MERE AR, ) R LT, YUiER UL BERSEOEMME2 7§ S ER
LEEL EHEROBECHRICE L THERUVXBEZT ORI &FICHDEI L) |
HHICHED R AER T DEFBRE->TND I L, '



5. |ENHRERDBE
[FHE BT 5 EFH]
e, 7”7%fgéﬁﬂ%é*mlz%a%ﬁﬂ%%ﬁ?éﬁf@ﬁf&mﬁ‘%tﬁzwﬁ%%h&%m%

@

FRBOWTHFHROAWEBRIEE LTINS,

TRICHKST BIBEIC ﬁféﬁﬁ‘]wﬁﬁﬁﬁﬁﬂ%ﬁﬁk’)b"ﬂi AR DFH D -

, ELENTELY., FHDREFRLRLR,

o FIFFEFEEGTCAEED L A EEEO RV ERE,
. FROHEEEE, |
- {OHTENEEF & O,

A = ‘
O TRICE é?é%%_omrmﬁﬂwﬁgm 2 ERTWB LMD, 52T

bRwI &,
o FRIORSIIH LIBBIEOETREOH 5B

TRRATOFEMIC BN T FRICKE T2 BE IOV T, AFOR SR S h 2y

B, OBEHGERERRVBEAICRY . HECAKZERTIZ L2EETE 3,

o MHEMEMRROSHIIEEOH BE

« WHEGMRE TCHERERY 5 EE R UTEEHMEO BRI L R LA i 4
LD RIEMTR A DN B BH ' '

+  HORERBOS. TRENLRE L ITERED B CREREDHEERED
hHLBE

«  [EESBHEE (EhsEREHEERST) 0bd

s REOBRIREEEETIAH

*  ECOG Performance Status 3-4 ®VDHEE

T ECOG @ Performance Statws (PS)

Score

g

0

2<HER<BNTE 5. RIHIE AL AEEEPHIBRLITRS.

1

BARICH LTI R 2 e #t, TR, R o TOMSEIAT S = &m*c%é
5] : BBV, SRR

FATTHETCHOOHFDE Y O L iEd~_T nIﬁ*‘LMF%!ﬂ:‘C% A2y, HD so%u_l_ii/\ w Mt"tnﬁ 4

ROhKEEDZOHOEY D & LA TEARY, RIPO S0%ELLESy FPEFTHIT,

Bl

2By, AR0HOEY DI LIIRL TER, BRIy FABEF TR,
10 - '




6. BHEELTHEETREWE

@ HRASCEZEC L, BEEIRFEEE BRI B WRMEIC 3D & A H DR ORI
Db h B EEE+ACEEL T BERT S I &,

IEBASIC BT b, BHE L ORBCAEPERUERIER +HOFBIL, AEZE
ThHEETHIE, |

FERBEWER DR T A MZ2WT

@

©)

.

FEMRRERDODNAZ ERHBDT, FFOHSIZH - » Tk, FHE

% (B9, ERERE. YRE) ORRERONH X RREOEES. BiEd+
WIATH Z &, Fho, BECELTEE CT. Wi~ —» —SOREE Eii+
5k, -

infusion reaction 8% Hib B = LA H D, infusionreaction 352D L BHEIC
. EERAEET S L &b, ERPEET B E TREOREE SRS
THZ L, o

ORI EERE S | FRARERE R ORIBRERERLObNE Z LB HED
T, AKI OS5 BALEATR O S IR T I ELIIC A IAEASIRE (TSH., g
T3, #EE T4, ACTH, M aNF Y —LEOWE) 2FETEZ L.
RS, E(LMIEERNHEbNA ZERH DT, AR OiEHATIR
U 518 T E AT FFEERE R (AST. ALT. y-GTP. Al-P, BV LE %
DRE) BEMTHI L, |
REHEE IRERCIIEEFEELEZED) SOEERREEREH DD
ZERBHBHOT, EYMCIROREOHELHERT AL, I, ROEHE
B LNHAI I, EONCERBEELZR T LI BEREYT L,
AFOBRGIT LY | BEOREFISICERT 3 & £ x b dix REESHE
B bbhd I ERNDD, BRENBDBLREEAICE, BRRELASRISUE

PR AR R & BB A RO IE AT & B U OISR NIRRT 21TV, IR O5E

FIsl & ARIERBEDN 3 HAICIE, AFOKRE I, RUBIGRESR
NELHIDBREERERTA L, 2B, BIBREFRLEOREIZ LY BHE
FAOUENRD HNARVEAICE. BIREE R VLA OREMGEIFIOEMN
LEETDI L, _

BT, SRS ARB LT LEHEARRIT 2 L RHBLD,

 AHIOBREHTRICHANEH BRI T-HRERETDLZ &,

1 BUgERR . (BE | EERB 2 2 h) b bbh, BREES N7 F— R
WELZLRHHOT, BB, B, BHEOEROBERLMIHED 71+
SEBTAC L, | HERRSRDI SRS EREL, AR ) Vi
RO 5LEOBENRLBEITI Z L,

FHOEERRBRIZB T, BFHEN» D 9 BHR, TRIUBRRERERG? L 1 £/
6 RN, #E5EHE»D 1 E£LET 12 BHRRE THEEOFMEZ{To Tzl
L EBEIC, RS TEESOCERERE THROBREITI Z L, :

Y,

11



e T A RS A
RhaTal) X=es (EEFHEBZ)
(fR7c4 : x4 ]*11/‘—; KTGEE 100 mg)
~EIREA 7 BT T4 NRRIERE

(MSE-High) 2535 B~

PR3 0451 2 (47124 8 AKET)
BB



B &

Wi

FEIORR, VEREF

FE IR AR

MEFEIZ 2T

BEXE LR ABRE |
BEICEBLTEET NEHIE

SV P N S

P2
P3
P4
P10
P12
P13



1. IEUai

EESHDOFEME - yé&@%ﬁ@twum ﬁﬁiﬁ%uﬁowtﬁmtﬁﬁm*b
bhd, &b, IEOREEIFOESIC LY, FIRERS 2 OEHNLHHERSE
FEEMPERRINDIPT, INOEESRZEMNERBEICEET S Z L BEED
MELR-THEY REMBOEY L YO RAF L 2016 (A 28 4F 6 A 2 B B E)
KBWThH, EFNEELEOFERHORELHERRLZ L EENTNE,
FHRIEMBTFERRIL. BEEMPRRME T 0 7 7 A VEEAOERR LW SR
RBZENHD, ZORY), APMEUCESMECET 2 HFERS-FOEHET 5 L TOM.
WUHERTOBEPM ST LAMBINZBFCH LTHEATS L &b, BliE
ABPRBR LB LERMGE B N2 - EOBEMZH - T EREEcER
THILEBREETH D, ﬂ

Lo T, BHA FTA4 Tl BEREREL niTK%6hTw6E%£%%
BHEHORHICESE | LTOERGORERER 2 HET 2B AN BERENR, X
FRUOBEEELZRT,
B, $ﬁ4b74/i THSTAT BT A E IR L E PR A A A, ARHFEEN A&
B BR RS —&&@&AHK%%WﬂEK&U h&@%Aaxr%ﬁ SOWH
DH L 1ERR L?‘_o

ﬂ%k&é@%&:%%FW~Fﬁﬁ%EHMmN—ﬂ$ RAT Y AT (s
. . T X)) _
HBERDPENHDE : BAAFRIERICHE LT - BEROFEE~A 7 0¥ T 54
beEﬁ(Mﬁm@)%ﬁfan%ﬁ(ﬁﬁ%t%ﬁm@%ﬁ
BEICRD)
ﬁ%mé!ﬁiﬂilﬁma CEBEL. A, AT B XvY (EEFERL) L LT,
Emm@%sL%ﬁmleﬂmm@%s%ﬁﬁﬁrmﬁﬁ'
M RIS B,
# ¥ . MSD #ant

m

et

RER




2. FHIOFHE, {EREF

X b —FEREEE 100 mg (— 4 - AT e ) X (EETHHRZ) . BT MK
#1I £vv3,) iE. PD-1 (programmed cell death-1) & D U F> K TH 5 PD-LL KU PD-
L2 b OREESFESERETS., b MuigGs £/ 2 n—F bk Thd,

U OPD-1 BRI T MBS RS O L 2 7= D IC B AMBE BRI A 5 22 il
AA wFC, PD-1 4, BEERREICBOTEER T HlaoMiaEmicRE L, HOM
ERUS B B RBE TR REEMGE Y 5, Tabh, PD-1 YA FEds
T3 LIV HRESERC LDV TNMREEARRIET 2% EKETH D, PD-LI
OEHBBICBITAREITLTNTHEIN, ZLOPAMBETIE T MEo@E 2z
BHIELIEEICHRKE L TWS, RAMKIZRT S PD-L1 OFRERL, BiRE. s,
FRfmiasE, SREEE, FNIaE: & otke RBPATTFRAREFTH Y, {RNERFE
& OHESEABREIN TV,

B OB A DR TH & PD-L1 BBLOEEEN S, PD-1 & PD-L1 OREFRITIEE
OHEEBICBWCEEREEIZA S Z EPTRBINTEY  HileRBARRKROER &
LTI h T3,

A#IL. PD-1 & PD-L1 RUPD-L2 O Y H ¥ FOFBEEZEET Az Lo Ly, [BE
WNBEEP OB RIS ENE T U ke B b s, SRR % BiEtkl
5T & THIBEZIRE /AT D,

FH DB S GREORERIGC & 2RIEASR S b bh, EEXIIETIC
EBAREMRH D, AR OREPRUEEZIT, BFEOBELTHITT, RENR
» bIBAIIE, FBHR UL BRIOE Ul B2 & RBRE R -OEM & LT
FIRERRBIET 2TV, BEORERRIC L 2BIER AR S BEITIE, BIREKE AL
T RO EEOHENINNEEIT I LERH D,



3. ERIRRR T A
| ORAEFRES I LT - BRORBE< 4 7 0y T T4 bR (UT

IMSI-Highl £\9,) 2433 EHE (EHEiR RS RS2SR D) 607?5( 53
ICFHME 21T - e ER R OME LT T,

7235, IMSI-High #4945 8% ) B LT, [PCR #iZ X ¥ MSI-High L Xt
| #EMET 356 (8 ik MSI-High (PCR k) #FT58%F) LETLL., DNA
ATy FEEEEOMER DD 5L EMTAES (EF), +2bbIPCR KIZLY
MSI-High Xidmeikib e (BT, MHCI 2V ),) Ik Y I Rv v FIEEHRHE
DRE (CAT TdMMR] &\ 5,) PHESNEBE] 2BRYT 2548101 IMSHHigh
BHTBHHRE] EET L, HCHEI LS MMR H% & PCR iz & 5 MSI BED—F
| HL96.6~98.7% B THDTZ LERBESA TV,

CE %]
OIS I HRBR (KEYNOTE-164 3ER) :

7 oAb Y I D URGUESERA, %) 7"7-’7‘-/&04 U )T KT
o & BEERIERED B 3 I OIRRAE 22 HE1T - FER @ dMMR X% MSI-High (PCR )
@D 2HT AR - EEEE 614 (AAAN7THEZET) xRz, A 200mg3 B
FERR G TQ3W] L1 3,) RGOFMERVZ SR Sh, 2, LI H
- ITHRBETARD S EBREIC. KRBET2 T TIERIED bR WS OBRAIZE

LTV BEE TR REROBE G MCRBETHIRD b3 L TARIO RS 21k
BB L RTREL Shi, TEFMEEE THAENE [RECIST HA K54 L1 R _
WESSFRAEIC L D5%2EY (CR) NEEHZES (PR)] 1220 T, RRRICRE
ENT 6l FIDFERBIIR 1 DLEBY Thol,.

Lindor Naralane M et al.: ] Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguscn 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 .

D T BT, HC IR X Y T 2w v FEM S 2780 Th B MLHI, MSH2, MSH6 X 1k PMS2

OWTRIDFERBED HRRVESIC IMMR, PCREIZL Y 200 kD~ 70 ¥FF 4 h~w—B—T
SALBRETFEO A XOEEAHIL &g ic MSH-High (PCR¥) :MEShi,

| 4

(#7)



#1 EERAPRREUEHE (KEYNOTE-164 FER)
(RECIST ver:1.1, FZMERRATR SRS, PRHAE, 200782 A WHTF—F I > A7)

A Bl (%)

BRERETE BGYR " 30 a7
52€#% (CR) , 0 )
ERASEL (PR) 17 (27.9) 9 (23.1)

#ZE (SD) 14 (23.0) 10 (25.6)

#1T (PD) 28 (45.9) S 18 (46.2)
HEEARE (NE) 2 {3.3) 2 (5.1)

#=4h (CR-+PR) 17 9
(FEPhE [95%EHREM?] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,393] )

*] . AT A SRR, 2 - FPMEMATISERO 5 B MSI-High (PCRiE) 2H T 5HBHE.
*3 . TEREL -

OERELEFE S T 4HRE (KEYNOTE-158 #5) - :

—RIBHR S U THEENRERIER O H 5 1B IRREE 2T - RO IMMR X
MSI-High (PCR 1) 2 A+ 2EEESRE @ 23RI1C, A5 200mg Q3W & 50FH
R R AHERR SN, 28, BRI CRBEITARD bR a, Rl
AT FTERDPRD bRRWEORKRNIKEE L TV 3 EBE Tk, YR [B] LA DT ETAR
THEAEITRRD b3 TAROR S 2ikET 5 2 L BrEEL S, FEFMEE

- THDFEHE [RECIST VA F7A ¥ LIRIEEI S FRAEIC L 252FF (CR) X
I3 %ES) (PR)] ICoVNT, MSLhigh & 2B SN RICARBIEGR S Wiz 83 #lF

(FN—T7K) OFERITE 2. ABRBRICEG I NI 94 AIKIC T S EIERN O RILER 3

DBV THoT,

. %2 %E%%A%%&tﬁ%aﬁﬁ (KEYNOTE-158 38, 71 —7 K)
(RECIST ver.1.1, ZEhHEMEMTREERLE, ddulE, 20174F4 5 8 BF—F by b T)

b g A I (%)

XEBREHR BB 28 B
£ (CR) 4 (4.8) 3 (10.7)
Mo (PR) 25 (30.1) 8 (28.6)

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

i#4{7 (PD) 24 (28.9) 9 (32.1) '
HEFEARE (NE) 10 (12.0) 5 (17.9)

%5 (CR+PR) 29 11
(ﬁ;ﬁa@ [95%{.:.%%:]%3‘3] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,594] )

- AR R ER. *2 . FOMT I RERO 5> B MSI-High (PCRIE) #7353 HB%F.
*3 : EREE _

WD) i = & T A~) K472 7 =7 RO MSHHigh OEEITEIRASHE A AN Y A—F K DB
BEn. FA—F A CIITIEE (RELRE), Z4—7 B TRl (MBERUIRTORE) . 2L
77— —BRHIEEERS . YA—F C TR, i, /MNE. FEIE. EABR R m e o FHE N s
I G U BRI EEE) . YA —7 D TR ENEEE (PR CMRsEMEE 2 R < ).
FN—FE CIETFERE (R LR, FA—7 F CidtEd R R, A—7 G Tid/ANladt
W, FA—7 H CRBEE, ZA—7 1 TS, Z—7 ) T (PIESOIRZEM:
Bk<). ZA—7 K Tit MSI-High 244 5 BIF8 G5l - BIBHEERQ) BESNBANDRE, FN—

o7 A~T TGS i BF O MSLHHigh IZ2W T, W hr AR 7 Fifighric & v @ shis,

5



# 3 MSI-High 283 2 EHEOBIEN DEHE (KEYNOTE-158 &)
(RECIST ver.1.1, FAZHPEMATHIRERSE, PIRHEE, 2017F4 28 AT —-FHh» A7)

I Bl (%) 3 (CR+PR) Bl (%) #Z%h (CR-+PR)

94 f5il"! (FEHER (%) 39 {52 (FEH=E (%))
Fe R 24 (25.5) 13 (542) 11 (28.2) 6 (545) -
=E 13 (13.8) - 6 (46.2) 7 (17.9) 4 (57.1)
INEE 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
=50 10 (10.6) 1 (10.0) 1 (2.6) 0
JHE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Rl B R 3 (32) 1 (33.3) 0 ' 0 -
iz RE 3 (3.2) 0 "1 (2.6) 0
Nl 3 (32) -2 (66.7) 0 0
= U 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
TR P A U R 2 (2.1) 0 < 0 -0
FR IR 2 (2.1) 0 1 (2.6)- 0
PR £ REHE 2 (2.1) | 1 (50.0) 1 (2.6) 0
B 1 0 _ 0 0
PHELEE 1 {(1.1) 0 0 1}
HISL RS 1 (1.1 0 1 (2.6) -0
B IEMEREE 1 (1.1) -1 (100) 1 (2.6) 1 (100)
WEETR R 1 {1.1) 1 (100) 1 (2.6) 1 (100)
PIRE . 1 (1.1 1 (100) 0 0 .
HREE 1 (1.1) 0" 1 (2.6) 0
Rk 1 (LD 1 {100y - 1 (2.6 1 (100)

*1 : EEERRAT R, *2 : FRMARITH SR D 5 b MSHHigh (PCR ) 24 ¥ 584



[Z&tE]
QR TR IR (KEYNOTE-164 $2/5%)
HEILIT 60/61 H (98.4%) o, BIMERIIE 35/61 61 (57. 4%) WED bR, FREE
2 5% EDOBIERIITRO L BY Tho ',

#Fd4 REENSWIALOBEA (KEYNOTE-164 3A8%) (&R X SR )

PEERAE (SOC: System Organ Class) R (%)

HAFHE (PT: Preferred Term) : . 61 1
{MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
SRITEA 35 9 (14.8)

B
Fl
Ebs
i3

R A ERNEETORE R OR
e a0

ks, MEHEMRE 16 (1.6%), BECKREHE (RWEEREREN., S,
HERRAIES) 18 (1.6%). ITFHEEEEE 3 61 (4.9%). FURIREEEREE 2 61 (3.3%). B
75 34 (4.9%). %k - RRBURRARE 1 61 (1.6%). Mk - Bk 1 6 (1.6%) DR 5H
ﬁ’wf_o F7-, K% - BEEOTH, REE (¥7 - NU—EREES). —Fﬁﬁ:’}%ﬁbﬁﬁ'—

= BIBHEERE, | BUERA, BHEREES (RIREMEETRS) .. BEFENLE.
025, fafEtkiln MERAO SRR, Al M, FR3FERES, infusion reaction &U‘}pk )
JELITED b heioie, KE’H’F%%EK&E@%@%@ (FERBREEEREEED) 26
ﬁ%%ﬁ%%rf

OEIEER S THRE (KEYNOTE-158 3ER)
HEEHIT, 91/94 ] (96.8%) 2. BIEMIX, 5894 #1 (61.7%) (LB LI, FHEHR
M 5% EORERIZ TROLRBY Thoix,



5 RIEEMN 5% EORHER (KEYNOTE-158 3B (LS tfzirsh S M)

R AHE (SOC: System Organ Class) B3 (%)

A (PT: Preferred Term) 94 i

(MedDRA ver.20,1) 4 Grade Grade 34 Grade 5
2EIEA o o8 GlL7hy) 12 (] ‘

. %5%&; ; LB T T Sk (11:7) - 2

785, FBEMEIRE 4 6] (4.3%). KIEK - EEOTH 3 6] (3.2%). MHREEE (7
VSRR 2 4 (2.1%) | FFEREERREE 8 B (8.5%) , HHRIRHRAEIEE 8 1 (8.5%) .

1 BUBEERYP 1 51 (1.1%). infusion reaction] Al (1.1%) MW bhtr, F7=. BEDKE
PR (FZRGFRIENRAEMRRE, ZIHIBE. HREELS) ., TEERERESE, BINMERE,
BERE (RMEREETRE) . BR, HiX - SUHRAE. EEBENE. OfF
e, BZk - B, S/ MR MEEBER., BRI, FRERER R S sk
IR LhRb o7, REWEMRBRRIIEESES BRREMEE2ED) 280E
AR ERT, ' . -



[F: - HE] : :

KO FEFEDTIEETAERMA Ly I 2 b-a CX D, ARF 200 mg &
Q3W, 400 mg % 6 WHEIFE (BLT fQew) £\ 3, ) Xik 10 mgkg (KE) % 2 &M
RIRE (LT TQ2wl &vv 3, ) THELEBEORFOMFERBRENMG SN, TORK
. AFH 400 mg & Q6W THE LIBEOAFOEFIREIZIS U D g FRE (8L
F TCavgss] &9, ) 1E, AH 200mg % Q3W THEE LFERD Coyss & EALEIT 2 & FH
Xt (TH) . Fi-. AH 400mg & Q6W THRE LBROARF O EFIREBIZBIT 5%
B TEPEE AT [Cos! &1V 5. ) 1, AH 200 mg & Q3W THE L72BED Crass
LHELTHEEZRT LTRSS 200, AAARFIZBWTEFESHER S TY
Bk - AR THDIAH 10 mghkg (KE) % QW THEE L7BED Cruss & B L TIE
fEFT LTRSS (FXR) , &blz, HEEANERE 2 HEIZAH 400mg % Q6W
TS Lo HEAMEINRE (KEYNOTE-555 #BR) & 018 O/ BRHEIC -5 < EHEhiE
NG A—FIZ I al—a kD FRILERDENRE T A —F LHEHE L (TR,
AT, BEROBEERIT DERRBRERKICE S & | ARORER LA LZel
L OE A BT ARENSET APHEE I, K 200 mg £ Q3W Xid 400 mg
Q6W THE L BEORER - AP IEERME: OBEIC W Tl sh R, L
BOME - RO AR UCZ2EICHELRZR RV E TSN,

F6 AROEMEB AT A—F

FH - B Crux Cavg Ciin Crnax,ss Cavpss Coningss
{pg/mL) _ {pp/mL) {ug/mL) {pg/mL) {ug/mL} {pg/mL)
200 mg Q3WT (ss.ss?'slgﬂ) (27.?7?..‘?8.1) { 17:;811 8.3) (91.97?'5?4.1) ‘ (49;(,)':1.0) (302?3?1 4)
400 mg QW' (12;,221}24) (323??2.7) (10.2??0.3) (142?49) {5'0.51(,)'571.3) : (19.28?'230.9)
40(?3%1?1&‘6)‘” (135].2,6'10 ; 6.4) NA (14.]:,'51‘2.4) NA NA NA
10 mg/kg QAW (213,2223) (14;?‘:45) ( 1;] ?2,1) (421,2233) (272,7332) (19.:.,9200)

“$:n=2993, 100 MO I a b—ia kD EBENESTEMHOGE (2.5%5R,97.5%8) « Crx @ HIHHE
L ORI . Cug : MO GHEOTIOME PR, Crin : DEESH (P4 702 $e5451) OBALMET
:ng\ Cm:u,ss: Eﬁmﬁﬁl:ﬁ”%ﬁ%‘mﬁﬁ“ﬁﬁﬁ‘ Cavg‘ss : Eﬁ";—:{kﬁ?}cﬁﬁ- Z)I'Zigffﬂﬁssq:%g\ Crnings © Hﬂ:?ﬁ"x":lkﬁglc
BiF aREbE P RE
1 : 56 BIOBATIERHE (95%ERERD
§ : 41 FIOBITERHE (95%{EHIEMD
NA: YL




4, Bﬁﬁﬁi_ob\f

AR LTHEMEERTI BT 5558 - ﬁ%ﬁ%%<Mﬂm@%€T6IﬁFL
_ﬁTéEHﬂﬁkﬁnﬁﬁﬁi’%ﬁiﬂ:Bh“@\é ARHEEESD, EFEMLY A7 EHEE (RMP)
WS AR OER S EZAEERIES~OB A BB H A ER Ch - T, FFOBEN
WEIRBE LR - FFEL. FFlo®REIZ L DE’%&%‘H’EFH%%%LL%GC?TFETZ):'_
EBRARERID, lJ\‘F®®~®0)@‘f\’C%‘:?rﬁtT}ﬁE U\Tﬁﬁﬁﬁ‘é«\%’c%é

@® HEFRIZOWT | ' .
@1 Tﬁ@(nﬂvﬁ)®thﬁty%f5maﬁ%é“&

(1) EEFHRXESEET SN ABHESILTRRSE FRERRSAR ﬁ@%wﬁrh\
ﬁﬂb*ﬁ@%ﬂﬁﬁh\mﬁmhﬂﬁr%&k)

() FrEigeembt ‘

- () HERRAENEET PR ﬁﬁ#ﬁ&(m&*%@%ﬁﬁf& m@*ﬁ@%
BIIABE. D ARFOEREHEEREE T &)

(4) NRICFHIEZEEFRBE L, %%m%%&M§1xm%%m%ﬁ&mﬁzwm REHE
IR DREELT - T sk

ﬁ)ﬁﬁﬁﬁﬁﬂ%ﬁmﬂm%wﬁ&gﬁhﬁ%Em%ﬁorwémﬁ

@2 X 72;:Zaﬁﬂi'@@ﬂ:éﬁ&&tﬁéu{’ﬁ%%ﬁﬂ#wia”ﬁe‘:bc;i—é:‘tc%u%%é&ﬁ%%%ﬁ
DERM (FROWTIUNTEZYTHIERM B, USRS ORFICET 3 BECEML
FLLTREESRLTWDZ L, ‘ '

ey

o [EENGEFREE 2 FEOAMMMERET Lizic 5 FL LB AEROBERNIE Y
IToTWABI L, 95,2 ﬁEBUZPi\ BAEEDEERE L LT:EEETHEH@%‘%CD@H%_%
AToTNBI &,

« BRI 2 EOTMTHERET LIAIC 4 FLL EORKERER LT |
&y Hh. IFUER, ﬁ%&&éf@ﬁﬁf@#hﬁ%ﬁ%% LB AIBED
BIRHEEZIToTNB L, '

@ BFHNOEZRMGHEEOESICWT

B T AT B B SEE S . BURAE S L OSRE D, HHHE - %
SRR O SR NEMEIT AT 2 IR, FEERRRE LB E0WE
B ERFLPIATOR DRSS STVB L, | \

10




® BHERA~DFRIZ2NT
@-1 MRz BT 5 B4
FMEMIMERASEOEELBIERNTAE UERIC, 24 FFREIBIERIOT, Mz
PSR IC BT, B LEEHERICE U CABREE LV CT £ DEIHER ORI &4
HRBEOEENY B PILELNL., EDICHETRERFHINE-TND T L,

@2 EFLEHIC L 3 EESRERISCET 3B

WA LI He 2 MM R MR R O T A BENEFEENRER =2 Y v
EFEDLERDOAL J —=0 7 TV ERE LS RE TE 2T — AERKHRE
BERTWE - b, BB, BEEN ST, BARE L FORBRIC+SIEmSAT
Wa Tk,

@-3 BHERADOBECHRISITBELT _

RIVER (REMEMESRICIAL, KB - /AMBK - EEO TR, FFERSE - fta
B, EHMEEE (RMEMELEAS). ROWES (TEAEERS. FRREEE
R, BIEHBREREE), | BUBEIRA. R LK, Mgk - BIBUGRARE, K. BEOK
JEHEE (PEMERTHEFERAE, RHBRERRE, SN, XRIEE) . infusion
reaction, M - ML, EEMBNE., WREE (¥ 7 v - NL—EREEE) . DR,
A2 MRS (Gl MR HEREEER, YRR, FRIFEREE, TRERIERES)
MERERRERRE, FE) O LT, USRS LIBERSBE O UL L /5 2 EA
VL (BERAOBE-CXIMICBE L TRERUREEZT OB RMEH D Z &),
 EBICERLEN TE SEHBE-TWDH I L,

11



5. BhEnR LR BAE
(AT 5 EH]
O TEREOBHILBNTHADEIMESTINTNS
s PAULFEREZICBELULET - BROREE~A 70T 54 FARREM
(MSI-High) &3 2EMHE @ (IBHARieESEEREAICRS)
723, MSI-High #8358 Z LiE~a7n ) A7 (BEFEEEL) Oar =gy
%%%(ﬁ%ﬁ:mmﬁﬁ#y%(ﬂmmﬂ)%%wfﬂﬁfé:&o

@ Tﬁhmé?é%ﬁkﬁ?éﬁﬁwﬂﬁﬁUﬁ%ﬁﬁhowfﬁ2$ﬂ®ﬁﬁ$$
MELENTE 6T, $ﬂ®&§ﬂ%&&Bﬁwo
* FHT OB -
e fhOHE ﬁﬁ%ﬁ&ﬁmbTﬁﬁén5$%

[Zeitiz B 5 3IH]
@ TEL%%?%%%LOwTH$ﬁ®&5#mM&éﬂfwé &ﬁ% BEZ2AT
LIRNI .,
. Kﬂ@ﬁ%kﬁbﬁ@f@ﬁ&ﬁ@%é%ﬁ

@ BEAOTRCBNT FTREICEY T 5 BFHICON T, AFOR SRS
OB OBBRRESRVERICRY | MEICAREERT A I LR EETE D,
«  HEMERREOCGIUITFEDCH D BAE
«  BEEGRE THER 2RO 5 BE R UTERE OB R R i 7%
SOMCIEEELNZ LI D HF
. aaﬁﬁﬁ%DAﬁ.R@@ﬁ%@gb<m%%ﬁmﬁaﬁﬁr%oﬁﬁﬁw
5% B
. ﬁﬁ%ﬁﬁ(ﬁmﬁﬂmﬁﬁﬁé &) OHLBFE
© RHEOBRINIREERRTIRE
*  BECOG Performance Status 3-4 =9 BF

@9 MSI-High 2% 5 EHEREO— L) »FREERTHSH T L ARESA TS (Latham Alicia et
al.: J Clin Oncol, 20185 JCO1800283),
#5) 5eOG @ Performance Status (PS)

Score | EE

0 | &<KHEREUTE D, §E¥"‘*’It]‘1bﬂ.%J:i?%#'ﬁ]l‘ﬁtKﬁzé

| AHABICE LSRR E D 53, BRITHET, BER0M - TOMRERATI L8t 5,
: o RVET, HEEE

RONEHADEDEY D & LATERY, APDS0%L LE<y FPRFFTAIT,

bl b2

2L R, BADHOMD O LIFE{TERY, Ry FAETTETT.
12

FITMETESOLOMY O - LIFTATMESMERERCEL, BHO 50%EL LI~y FATHEIT,




6. HEELTHEETEFHE

- BSASCESITIN ., ARG SR 2 WS IO D & AR O R R U IESE
DD NEREFRY TSICHEFE L ThHERTB 2L,

@ WEBBICeESL L, BEXZZORBEIAIER CEREEZToBAL, REE2E
ThibEdsz L,

® ERBHERO<=RI AL MW T

FIELEIRERH DD Z e BhH BT, FFORFIHT > TE, TIHE
KB, FEREEE W) ORFERUIE X MREOCEKS, Byt

CRATOI L, Ef, MENCECTHE CT, iE~—h—%50oREEEET

B &,

infusion reaction 3 & H o B Z & A B, infusion reaction BFED HITZEFIC
i, R REERT D & & b RS EET 5 TEROREL T HICBER
TEHEZE, ’ :
HUR IS e, TREBERERUVRIBHEEREERHODN A LBH LD
T, AHIOE G BIEARTR B SR i EAAIC S ISEERR . (TSH. i
T3, ¥Rt T4, ACTH, ML =AF YV —EDRIE) 2EETHZ L.
FFigteRsss | LIRS R H bbb s = & B D 0T, AKIOBEHMEIRK
U SR A I BRI PRSI A (AST, ALT, y-GTP, ALP, K'Y L E L&

- OHIE) BERTDH L.

RE DS (IPARIIEEEAREED) LOBEERRBEEND bbb
CEBHLDOT, EHMHICIROREOFELHRT I b, £, RORER
T N BAIIE, EehERSEEERT oL BERRE T L,
AFIOEEIZ LY GAEOREIIGCERT 5 LEX bR Dk L I RABRFE
BHLbNAZ LD, BENREDOLNAEEAICZ, BRLUEFESKIZELE

. BEFARGRAAE & R A RO BN LE S L OB ERIRBE 24TV BB D RAE

FUSIZ & B RMEADR RPN DB AL, AR OWRE T TR, RUBIERES
NEVRIORSEREEBETDZ L, 2B, BIBRERVEYOEREIZIYEIE
A O%RERRD HRRVERITIE, BIBRE ST 2 HA O O
bEETD L, )
#ERTH BBERA» LB ARBL TR LRIERADBREBT DL RH SO,
AEIOFERTHICHRERORRIC TS ERT S L,

1 BUBEIRIR (BE | BURERFE 2 &) MKhobh, RFEES P TV F—T R
KEAZELRHDZIOT, B, B, ETEOEROFEZLMPEED LI+
SEETHIE, | EFERFEREDRLESGICEREEFIEL, AR )
HokEEDHENZAEEZITI Z L,

@ xﬂmﬁ%aﬁmxmr\Kmmdmm%%%fﬁ9ﬁﬁik\mwwﬂgwﬁﬁ
B CIERSEE» D 1 FERIL o BT, 1 FELURR 12 82 & i meEoT M
P{THTCWEZ L 2581, ARSI EMNCEERE CYROERETO =

&,
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BB A AR5 A v
Ragull Av7. (BEFHE#EZ)
(ch?-éa% P %A b}v~ﬁ,ﬁ?ﬁ§%ﬁ 100 mg) -
~ B S e ~

AFIEAE L2 A (12488 ABAT)
EEREE




B

[ oY bl

AHFI DY, R

BB B '

HERRIE DN T
BB L BEE
BT LT T E I

R

P2

- P3

P4
P9
P11
P12



1. LB o

EIRFOHHME G2 A DREAE DT DI %ﬁi RIS W HIE R AR
bBNd, SHIT, IREORSEHITOERIC LV, HEEER A L OEFN 2 EHRERE
FIEELPEBINLIH T, IO OEERZEICLERBEICIELT S Z L BRED
B L 720 TR Y REMBOIEY & RSO EAITE 2016 (PR 28 48 6 A 2 H HIBEIE)
ZBWTh, iﬁ%EKm%@ﬁﬁwﬁﬁk%ﬁ%lé LEENTWS,

%ﬁﬁﬁ%ﬁEﬁmm:%EW@@?%%fﬂ??%»#%ﬁ®E% FHALMTR
BB ERDB, ZOED., HIMER OGRS BT A HRAT-STHT 2 ToM.
WHERLOBELZBMSZIB I NI SN BHCH LTERTS & L LI, BIE
HIDZEEL L 7= BRI ME&ﬁm%&é E#T%& ~TE DB ERG 2 R T
TAILREETHS,

Lo, BKAFA I~7/1’/“Cti PARERESC N E T :1%6%“(11\615"?%"?3’9' ‘
BERMRMICESE, UTOBREFOFERFERAZHEST 2B bMEREE 22
FERUEEERETT,

R, BHA BT A A, MSITBRE AR IR SRS RS, ARHFEEBEARA
ﬁ%@%%ﬂ‘—&&ﬁﬁAﬁﬁﬁ%WﬂEx&U ﬁﬁ@&AHﬁwﬁﬁﬂiﬁmﬁ
FADE EEE LT,

HRERDIEGES : FA MA—F GKIEE 100mg (—RE . RATRY v (#iE
FH#Z))

HEERDPEIHDT < ARBUBRFRRE LIRSt o B o

HBLRARERVAR : 7H v F =7 L OfFRIRBNT, B, AKX, “A7n ) X<

: ' 7 (BlsTFHEH L) L LT, 1E 200 mg % 3 BEFBIEL1E
400 mg % 6 M FE RIS T 30 S RHT CAFRET 5.

B S AR 78 ¥ . MSDERR &

- (BE)

AT HE ]l mg, FEES5mg (—‘ﬁxﬁl THRIF=T) OD})J“ERPiﬁJ% AEEUCH

&

PR SUIZIR - RIGED %‘7!: F.II::R Fiﬁﬁﬁﬁ@ B R

HERVHE BE RARRTXVF=7L LT 1B Smg® 1 B2EROKRST S,

' 8, ﬁﬁmhﬁhibﬁﬂ%ﬁfém1[Hm%1ﬂzﬁifﬁgf
x5,




2. AFOBHE. EABF

N P B TR 100mg (—i - NAT B Y Xe T GREFERL) . BT A _
#1 Evv9,) 1. PD-1 (programmed cell death-1) & Z DV 4 RTH 5 PD-L1 LT PD-
L2 & OFEGEEBERET S, & MelgGdE/ 7 n—FAHKTH S,

PD-1 RRIT T MafER R SN 2 o 2 A3 SRR3R 3 5 e s il
A v FT, PD-1 ik, @REERREEIC BV CENE T MIEOMIBEECREL, Hok
E RIS SO ARLENLER 2GSRI RT3, Thbb, PD-1 U H FE
AFAZ LI X VFESERC LB VY FEEE AICEET 3SR ETH 5, PDLI
DOEFHFICBI 2 RBETHLTITCHLIN . L OPAHIETE THIEOEHE 2R 5
WEERENCRBR L T3, BAHIEIZIBIT S PD-L1 OEFEBL. BileE, s, i
M . JRELHA. #mmw%ﬁ&kmﬁk&mbr%ﬁfaw%rﬁb fEWAEFEL
DB E STV 3,

BEOPAOEIRSTF% L PD-LI REOMEBEEN D, PD-1 & PD-L1 OB ITAEE D
G ERHC BV CEERRE RS Z EACREIN TR Y | 2N ATRROER & L
THIRFEh TV, '
 KHliZ, PD-1 & PD-LLEUPDL2 W Y H > FOKaEMET 22 Lic &b, B

W NREE R O B ROMRESEET Y //\ﬁ?%ﬁrﬁﬂ:ét‘ SRR & BIEEE T
AL CHRIEESDRERIET S,

AR IR 5 GBIE ORISR & HENERISRE S b, BEUIECK
5 A B B ARIOBRERRUESHIIE, BEOBEE AT, BRENR
B BB AT, BB L RIS U BP0 40 & AR % R DI & 5 L Ol
TRERBIF AT, BEDRERIIC L 3 RERSEDL A BE L, R
L AIDR S SOWIRAEET 5 BERH B,



3. EiBRRE - |
m@@%mﬁxm@@ﬁ@%mnr@%wﬁLﬁM% 3ot ERBERROREE
P | |

[ﬁx)} PE]

ERE RIS RS (KEYNOTE-426 a’cﬁ’ﬁ)

{BZEBRIERE O R NRTG IR A BESULIERAL " OB AR B 861 41 (B
N 94l EETe) BB, A=F=T VOl QT R=F=7) vy, ) 2%
HRE LT AR ETHFFoT AR CIT AR/ 7X2F=71 Lnd, ) 2
OFEIER RSN S, FEFME B IT2AFEYE BT Tos] &), )
MOMEHEATFHR (LUF [PFS] W), ) L ah, KF/THRIF=713, R=F=
FEHELT, OSRUPFS 2 A RITIER LT,

¥l American Joint Committee on Cancer I SEIZIES < HFHIV

*3:50meg 1 H 115 4BRFFL-% 2 HEKE ‘

*3 : 755 200 mg 3 EEEE CIF (Q3W] 2113, ) THRIRWEES L, P*LF=7%5
mgl A 2[5 (BT [BID) &5, ) #AKELE, THF =7 ORERIT, Smel
H2ETE#ET S 22—R (618D HLEFMFHY, Grade 2 B2 D57 X F=
T ORHERBED BT, H-OMEA 150/90 mm Hg B FICEHR S N34, 7mgBID
~OWEETREL Uiz, FOEEEA, 10mgBD ~OMBLTRE Lz, 7
X F =T, RIEHOER, BEEESICE CTHRENITEE (G mgBD, KRIZ2mg
BID) bHEL L, |

#1 ALMEREE (KEYNOTE-426 335)

FHTRLTF TR A=F =R
(43245)) (42941)
o (H) NE NE
[(95%CI] [NE, NE] [NE, NE]
OS™ | ¥ — R 0.53
: [95%CI] [0.38, 0.74] —
P{E"™ -0.00005 .
e (B) 15.1 - 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
| PFS™RM| N — RER™ 0.69
[95%CI] [0.56, 0.84] —
p{E™ -0.00012

CI: [E3{KMH. NE: #ERT,

 HARrEE O T — 4 (Q018E8A24B v b4 7))
7 Cox Lefil ~4F— }""ETII/!'HJ:Z)?\ F= TR O, 3 BNe S5 BIE., ¥4 RECIST
HARIA 1 AR 25 < Bk Fmss o sl zE

*2%




T T T T T TR T TR I Y

0 4 8. 12 16 20 24

ot iskE AR ()

FH200mg QW RU
FEyF = 432 417 378 256 136 18
AZF=T 429 401 341 211 110 20 0

1 OSOFEFEHTFOKaplan-Meierffigi (KEYNOTE-426585%)

100 1
90+
80
g701
# 60 ]
£ 50
# 40
£ 30
. 20_
10
0 4 8 12 16 20 24
at risk REREFEAA] '

FRI200mg Q3W - 432 357 251 140 42 3 ‘ o
BUFHYFT o |
2=F=7 429 302 193 8 29 1. 0

M2 PFS® ':F‘ﬁaEJﬁgﬁﬂéf@Képlan;Meierﬁﬁ (KEYNOTE-426335k)



[Zz4f]

[ERSAF AR (KEYNOTE-426 3IE)
HEEREAF/T X F =T FE 4220429 B (984%) RUOA=F =T E 423/425
(99.5%) 12288 B, BRI L OEEBGEATE TERVTEERIT, FhTh 413/429

ﬁl&n%)&u¢wmxﬁJWM%)K%b%ﬂtomfnmoﬁf%ﬁ¢ms%ut

DEERIITERO LB Thotz,
F2 WTRAPORETREEER S%JAJ:GJE'H’ﬁm (KEYNOTE-«QGﬁ&) (e fARirarRE )
SR PRy Bl (%)
(SOC: System Organ Class) KT X F =T A=F =7
HARE (PT: Preferred Term) 429 - 425 {5
- (MedDRA ver.21.0) 4 Grade . Grades3-4 - Grades5 2 Grade Grades 3-4 Grade 5
L ERMEM 413 (963) 269 (627 4 (09 415 (976) 244 (574) 7 (L.6)
miEds LTy //@Iﬁ* ' o ‘
2310 12 (28 1 (02 0 69  (162) 13 3.5 0
B MR 5 5 (1.2) ] 0 7 @&7 6 (1.4) 0
FF BRI S 6. (14) 1 (02 0 79 (186) 28  (6.6) 0
' 1ﬁl’J ﬂ!ﬁﬂh 8 a& .0 0 s oeny 2 (2 0
Flﬂl}\ﬂﬁi%f"‘m&a“ 52 (21) 4 (@©%) 0 14 (3.3) ) 0
PRREIEETE 0 135 @15 1 (02 0 19 (@) 0 0
R o . ’
3¢ - 23 (54) 307 0 16 (3.8 0
B it @32 0 0 29 (6.8) 0
TH ' 200 49.0) 31 (7.2) 0 175 (412) 19 4.5) 0
11 PIRERR 17 @0) 0 0 2 (32 0
HEET R 12 (2.8) 0 0 48 (113 1 0.2) 0
R SEBLE NS 6 (14 0 0 3 (RO) 3 0.7) 0
il o1 (212) 2 (05 0 1 @260 4 0.9) 0
aPIss : 6l (142) 3 0D 0 86 (202) 9 @10 0
gy _ 4 (1.9 1 02 0 56 (13.2) 3 ©.7) 0
L MEEBLUERSBAORE e
_ 0 (L) 6 (14 0 54 (1271 12 (2.8) 0
Pedr 13¢  (303) 10 (23) 0 142 (334) 21 4.9y 0
MO SR 55 (128) 4 (0.9) 0 90 (21.2) 7 (1.6} 0
B TSN SO € 1) SO T B SR
ALT 170 _ 102. (238). 5 (121 0 4 (127 I 2.6) 0
AST 3 L 97T 26 29 (68) 0 39 (13.9) 7 (1.6} 0
7 L7 F=K8m 24 (5.6) 0 0 0 (1D 1 0.2) ]
1. H HESR e B L Lo H T 2 (5.1} ¢ 0 2 (5.2 ¢
TR - K (V) A N (¢ ) 0 48 (1.3 29 (6.8) )
TSRS 14 (3.3) 1 0 0. 7% (17.9) . 31 (7.3) 0
rey A - 41 9.6) 6 (14 0 6 (8.5 |
AnRPHL 1 02 o - 0 37 @D 1 @6 o
s L USRS . o . ‘ R
kiR 94 (21.9) 9 @0 a 106 (24.9) 2 0.5) 0
By mE 6 Q4 2 05 0 26 6 @6 0
AHRBLUK SIS . R L
BHiH 52 (12.1) kI (1)) 0 15 (3.3) 2 0.5) 0
L U - X B 0 6 @338 0
FhigRmEE 0000 A ] - o o
IR R 40 (9.3 1 (0.2 0 129 (304) , 0
. 35 @8 3 @D 0 L3Lasy e L9
BB L ORBRE L e e e TSP
AR 6 (154 11 (2.6) 0 I’ (92 6 (14 0



BRI ' : ) Hlgk (%)

. (SOC: System Organ Class) I T X TR A=F SR
AR (PT: Preferred Term) 429 t5] 425 {7
(MedDRA ver.21.0} 4 Grade Grades 3-4 Grade 5 4t Grade Grades 34 Grade 5
CFERER, HERE K UEERRRRE o )
(22 32 (15 1 (02 0 12 (2.8) 0 0
FETRR R 98 (22.8) 1 (0.2) 0 12 2.8) ] 0
IR [ E ) 28 (6.35) 2 (0.5) 0 16 (3.8 2 {0.5) 0
Rl 19 @4 0 U~ T ) R 0
BRSE & U T HRER 7
BET i 27 (63) 1 (0.2) 0 3 (8.2 ] 0
T - BICRFHETRAEEHENE 19 @17 22 (5.0) 0 168  (39.5) 15 3.5) 0
. & 3 YR 33 (24 1 (02) 0 18 @2 0 0
| IEiE . , 46 (107 1 (02 a 38 (89) 1 0.2) 0
(1K e L ' ) e
e [T 179 4L 91 (21.2) 0 ‘134 (433) 78 (184) 0

e, AE/THRVFoTRIZBWCHIE MR 124] (2.8%) . KABK - /INMBK -
FEOTHRIA0F (9.3%) . HREE (X7 - SU—ERRET) 24 (05%) . PR
B (ALT BRUNAST 8072 K OfFEEEREERE 2 51) 15061 (35.0%) . FURAREE
HeMeE 165 0] (38.5%) . TRACHSHEMEE S (1.2%) . BIBHEREE 1061 (23%) .
1 EBERRAS 1 (0.2%) . FREEREREE (RMEMEMNER RS of 21%) . ik - B
LRI 4 01 (09%) , EEMEIE 45 (0.9%) | DAz 2 (0.5%) \ BEIK
#5141 (0.2%) RUF infusionreaction 2 ffl (0.5%) NRDH LI, T, EEOREEE
(R JGHIRIRE GRS, SR, FREES) | Bk, M - flEs, EERLRESE
(FaFEHE I/ MR MR EREER . MR N, JRIFERES, EERIERE &) | MIRERIER
BER UNERI3ERD b o o, ARIERRIUR LI BEES S (BRAREERE 2ET)
EEEHERETRT, -



(A - A&] ,

AR OBEFAEDEBEETLERH LY I ab—a LY, KA 200 mg %
Q3W. 400 mg % 6 BRIMRE (LLF TQ6W] &3, ) NiE 10 mghkg (FE) % 28R
MR (AT TQawl &5, ) THRE LEBOFAOMEFRESRN SN, Z0R
5. AH 400 mg & Q6W TRE L BROFRF O FEFIREIC BT 2 FHmE P e CLT

[Cavgss] EVVI, ) 1F, AF 200mg % Q3W TG LT2BED Covpes EHEIT 5 L FHIE
hiz (FR) . £, 2F 400mg % Q6W T#E LIz EoARF OEFIREICKT 25H
MEFEEE (B (Cuasd V35, ) 1%, &5 200mg % Q3W CHE LIBED Craess &
L THRERZRT L FRHEREZLO0, BARAAREICENTESERER SN TS
s - FETHBAK 10 mgks (KFE) % QQW TS LIZBEO Craxss & bl L TIEAE
ERTETHEN: (TR) . &b, BEHRARER EXRICAKHA 400 mg % Q6W T,
Beb L7 SIERER (KEYNOTE-555 388) X 0 15 bh - I -5 < Wpghig <
GA—FIE, VI 2 b—a ATk DBl L S S5 X — 2 LEEL LT (FR),
AT, BROBE BT 5 BRRREAICESE | FADORER L FHEIRELME
& OREERTT DRBELISETADPHEE SN, A 200 mg & Q3W Uik 400 mg %
Q6W THEE L-EEDREER L FaE TRttt oBEEIc > W TR EhEER, Lk
O - REORTEMERUESMEICARRZR TRV ETH S hiE,

%3 AFOEWEE T A —F

¥ . Cma.x Cavg Cin Camx,ss Cavg.ss Cmmss
M- R (ug/mL) (ug/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL)
200 mg QWY 59.1 27.9 12.1 92.8 50.4 30.9
me (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 50.7 203
400 mg Q6W! (122, 124) | -{(32.0,32.7) (104, 10.8) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0¢ 14.95 -
C(EENE | (1356, 136.4) NA . (144, 15.4) NA NA - NA
230 144 119 428 279 197
10 mghkg QAW (515 533 (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

T10=2993, 100D I = b—3ira ik O RINENTBAT-EHEDF R (2.5%40, 97.5%5) . Coax - FEHE
. BHOERNTETEE, Cup: EREEOERNIETRE, Co: 9IEESE (30 202 #5850 OB
HHESEE, Crne : EFREICST AREMFEPRE, Cups: EFRIEIZB 2 FHMEFEEE, Crmins : ERREEIIC
B IR MR
1 56 WIOLEMTIEHE (95%IZTHER)
§ - 41 FlOEMTEEE (95%{FHXHE)

NA: %ML,




4. HEFRIZDWT ’ -

EIE Y A 7 HHETE (RMP) IE-5% | AR EERRSMEIRE ~ 0% il
R BIER Th- T AFOHEIEY R BE LB - HEL. FHOBFTL Y ER
REWER 258 LIRSS 5 2 L RBRER D, UTFOO~@0§ <& i
BHTBWTHERT 5 & Th 2,

D RERIToOWT

D1 FHO (1) ~ 5 OVTANIZRYTIMHRTHDZ L,

() E4SHREREET 2 BABFEEIL RS (BRI A ROEE L R,
HitsE A8 AURS RIS HL IR . USRS AR A &)

(2) FEERERRT

(3) ERERFRHENEE T RABEEERE (BARFEEEEMNE. BSABIEEE
WAHmERE. S ABFEEEHEERE T )

(&) S bEERERARE U, AR RRENE | ISR RIBNE 2 O ILHE
WEAREET TV AR .

(5) PUEMIEERAFEEME O EREI RS B HE T > QOO DR

O-2 it OERE R ORI RRRF OSSR & BB ERFoEm (T
FBOVTINCEYT DEA) 2, HEBEROAFIET RO REHE L LTEE
EhTnaZ kL,

R

. Eﬁﬁiﬁu’FH’R ﬁ‘i 2ECHHHER BT Lz SFU LORABROBRIHEZ{T
S2TNBIE, 95, 2L R, ﬁlbﬁ%ﬁ{f%fk L S ERIER = OHHEE 1T
STNHIZ L,

o [EHETGREFFEIRE 2 ﬁ@@]ﬁﬁﬁﬂx%{gT Li#iz 4 ﬂ:—UJ:@iZﬁ%%ﬂ%@%EﬁHﬂg%ﬁ
STEY, 56, 24U ERE., BHEEONAEDEELS il’#/u?“ﬂ?@ﬁmﬁﬂﬂfﬂg%ﬁ
STnadI L,

@ BRNOERREFREHROMEMHITONT

EAEFREHRII ST EEEPERB SN, BEAENLOFHRED. o - 52
LMEWZAEROTER EMEIC AN T 2 FREM,. FFFLRERELIZETORE
RS, HRBONATONLAERAE-TNDEZ &,




@ BHER~ORIRITOVT
@1 MERAHICETIES ‘ ‘

E MR BRSO EEREMERBRAE LB, 24 BRI RER O T YR X
CEEERRRICRWC, BB LEEERIIE CTARER L O CT H0RER OB L E
RREOKRFPYAPIZELN, EbICHETRERERNE-TNEZ L,

@2 EFfEEFICLIEEFSNSETIESE

BABREHEDL DEMN AR UEREA T 2 EEETFEBFERT=2 Y 7
EEODEERODAI V—=r 72T WERE LFERE LT CTE 55— AEFREHIHE
BEhTnazk, 2B, BEKRICOWT, RAUBRF L 2OFRKRICHFHICEN ST
nWHZ ¢,

@3 BIfEROBH-CxICEALT

EHEA (REVERBRRBICINA ., KK - NGBS - HEO TR, FHREERE - SI{btkm
B, BigielEE (ROTHRERERAS), WoWEE (TEEMERS. RIS
BEE, RIBMERERE) . | ZUIIRAA, B85 Mgk, K - BBURRAHE, Bk, EEOK
EEE (hEMREERMARE, BUSHIIEGR, SN, BREES). infusion
reaction, M#% - BEIE, BAEMMAE, MIRIEE (F7 2 S L—EREE) . LER,
ER 0 MIRREE (St MRS ESREER, IR i, FREFERES, RIERES)
MERERERRE, %) 1 LT, YRR EBHE R Ok 2 5 AT
LEHEL (BIEROBEOMISICE L TEERURB ST b d & Fichba T k) |
EHICEHYRAER TE L FRHIRE-THD L,

10



5. BeExntHladBE
[EHMEC BT 5 FH]

@ ALFFEEO RV ARAIR R E XSSO BRI BE IR T, AR E T ¥~
F=7 L ORFRTESOFDERRENR TS, '

® TR

%t B BF KT D AR OB 5 R ORI OV T, AHIOFZED

B S TEDLT, AROREHRERDRV,

« WmBhERE
AF| OB RS

L ]

(R4t B3 5 30R]

O TAROFEI T EN TV L OBRES

EIEH L DOFAEE

@ TRIHEETD %%‘k’)b\TﬁiXKﬁU@E’%‘-ﬁﬁ*E}: ENTWNWAI Lh b, 52T

blnr &,
FHEI DR

Yt LBEUE DRERED & 5 B4

HIKRTOFEMICBW T TRICHY T 28FIC 20 TTE, AROE SR S 2,

. HOBFEERRENR RWEAICRY . BEICEREZERTLI L E2BETED,

T E SR E CRIER

MEMEMRAOESH ISR OH 5 EH
230 B BE B OB O MU AR Il s R R G f%tﬂﬂ“ﬁ%

LORMCRIEEERER A LN D BH

bDBE

@1 Karnofsky Performance Status (PS)

B SR AOSH, UTBMEARE U IZHRED H SRS RADBEERED

BRI (Sh SN REREL &) OhsEE
et OB B A B B
Kamnofsky Performance Status 70%A0 0 0 BF

Score [T '

100 |TEH, R HHTORRINR2V, BRERE L,
R OEEA TR, FeEERLER, 00 [V EEEERITH BN, EREBTE

80 |72 0 EEEERAH AP, BN L CEROBREIATHE :
S4B - Y IIFEEE, AECAEFETET, B W (BN oRERITE S, EFOED - HET5 2 AR

HWITIE & A EBANRGRIZE D LOTH B, | 60

BRSNS LITTEDH, LELEMpnE

BahEEONNEFLELT S, 50

FRELE LETES L CESN 2 ERITAIHY

40

B, A ERE L UEESLE

EOEODZ LA TTERY, ERHIW 30

LB ARBAEESREDTE LEE o TVAELD

IR OREE REOFELBEL TS, HEB| 20

FEATICEIE, ABED M CHANRRESSLE

REFIET LT A EERSHD, 10

FEPIE- T D

L

11




6. &Eh%LT% BT & HIF J

@ %quﬂwﬂm_%Lﬁm%%#%&féﬁﬂﬁrﬁoékﬂmﬁi&oﬁtﬁ
Aol NERFERETFICEBLTHhLERTLZ L,

@ ﬁﬁ%#h%i%\%%Rﬁ%@%#hﬁ%é&UF@&%+ﬁm%L RE %
ThbRETAIE,

@ FTEREWERAO<RI AL MZ2WT

MEMRBRLbbD Z L BH D0 T, FRDEREIZH T o Tik, HIHE
R (BT, FEREEE, k) ORERKLOW X RRAEOERS, BEr 1

'Arﬁilkoit\MEKmET%%(ﬁ\mﬁ?~ﬁ~%®ﬁ§%%ﬁ?

52 ¢,
m&mmmmmﬁ%%bhé LW B, infusionreaction BEBD HNT-HEIT
M, WOIRMEEIT Y & EBIT, ERVBEET D E THEDORES oIl BE
THIE, ' '
FURISERE, T RAERER CBISHERERL ODREZ L RHE0
C, AH 05 BATR O S HIRRILE S A IMEEEIREE (TSH, 7k
T3, #HE T4, ACTH, =5 — AV E0RIE) 2EET32 &,
FEESEEREE . BRI LN B DD = R E DT, AR D5k &
U 581 L ERIE I FHERRIRES (AST. ALT, y-GTP, AP, B VUL &
DRNE) 2EmTHI L,
SEIRK (B Y R OMLBESER 2 ED) SOBEERBEERLLDIS
:kﬁ%é@f EHMCIROAREOEELZFERT D L, Fi, IROEDR
AHLNEHAIL, BN EREMEESST 5 L AEEETs L,

'Kﬁw&ﬁhib BEDOHESISTRRT S &2 DN Dke RREDHE

BhHbbhaleibs, REARDONIZERICE, BRLEFRIIS LK
MY mna & RS & R0 ER & B L CESIARENBET TV, BEORE
RIS L 2 8IfEA M B 5 Ha1id. AFOEREZFILE, RUBIBRESR
NEVHIOBRELEZETB L, 28, BBEERLELOBEIC L0 EIE
FADHENRR bEn&w%ALMQ@%ﬁgﬁw%Vuﬂwﬁﬁﬁﬂﬂwﬁm
LEETHZ L,

CBRERT %, ﬁﬂﬁﬁ&ﬁﬁﬂﬁ@bf#%@@ﬁ#%ﬁ?é EWHBEY

FROEER THICOEWEROFERIC+HICEET B Z &

L RUERA (B | BRI 2 ST 25 bbh. SRS b7 F—UX
CELZLEPRHDOT, OB, B, BHEOERORRLNHEMES LHIZA
SEETHZ L, 1BERBBIFRONHEICHREELTILL, A2 V8
A OEGEOHERLBEZITI Z L,

@ AFOBFARIZBNT, #EEEND 2ER. MBI S4ABET6ATL, 20
%12@_kkﬁﬁ&®ﬁﬁ%ﬁorw1_£%fﬁk AR E PR E
BRETHROEREITHIZ &, :

12



Bl AHE A KT A v

RA7rl) X< (BEFHEEZ)

(R554 : ¥4 b —F SEHE 100mg)
~ AR ~

FHTEL 2R (4F248 A ET)
‘ AT e




B

LBz

FHEIOFH. FREF
AZ B

Hegkic2n\WT
BEXGRERDEE
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SN S e
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1. BU®iz -

EIE SO PN - 2N OHRO T DI, A SCESEIZ ISV R BIEREM R
Bhb, &b, ITEORFEEFOESIC LY, HIKEEL R EOEFORFHRERRB
FEELMERINZPT, I OERSFECHERBH RT3 2 L SRED
ML 2o TR BFMEBIEE L o A TE 2016 (L% 28 4 6 A 2 A MEHE)
WBWTYS, EFMEERLEOCHERORBE{HEEEZRA Z L L I TWE,

B BRI, EEEMRL 7 a7 7 A MBBEFDERER EH L’
RAZERHDB, ZOH, AOERCEELEET S ERA+2ERT 5 ETOM.
W ERROBELZM ST B2 EPPEShE BB LTHEMT2 L & bic, Bk
AR LB BRI 2 L BT —E OB & R T E SRR R
TBLEREETHS, ‘

LizdinT, BHA R4 2T, BB INE TIRB LI TV A EFRE -
R R ESE ] UTOEXKGORBEREREHET 2B AL O LEREMS, EX
FHROBEEHERT, -

B, RKHA FTA 3, MSATBEAEELEFRERASEIE, ARHMEARSR
MRRIEE TS, —BHEEA B ABRRARESR, —RHEEAR AEASAERZESZRT
A EEA BAOEARSE2OHB Db L1ER L.

WL R BIERES: : ¥4 FA—F SREHE 100mg (—34 1 RAT oY X7 (s |
. FHEHLR))
AR LRAWENEIR  BRLEREE 2H T HEEHE
SR LAMERCRE  BHE. A, Ra7a ) Xv7 GEETHEZ) LT, 1
[E] 200 mg % 3 BRI IL 1 (8 400 mg % 6 3BT 30 2
Dt T HIERET B,
R 3 R 5E 3% A& - MSD sk




2. FFIOWKK, VeI |
A bI—F HBEEE 100mg (— R4 AT Y Xv T GEETEBEX) . BT (R
#lI & 5,) i PD-1 (programmed cell death-1) &0 Y 5 FTéh % PD-L1 KTF PD-
L2 ¢ DREEEFEERET S, b MGl € 7 u—FLHETHD,
 PD-1 BRI T MIMSE RSN D bRk B e DI R AJBIE AR A 5 Fia skl
24 v F T, PD-1 3, EELREBICREWCESE T iilaoMEEmicREz L, ARk
SRS E SO RSE I LRRE R AERISERET L, $hbb, PD-1 RY VU FEHE
BTAZ LI VEESREC LD VYA EERAICHET S ARETHS, PDLI
OEFRBIT BT BHRBEREDTHTH BN, H<OBAMIATIE T MBI X 2z
DIETLBEFNCER LTV D, BPAMIICET D PD-L1 ORFEIIL, B, Tk,
FFiamgE, SR, JENMEIIRE R & Oy RRATTRRRETF Th Y | BV EfFR
L OFEEEAEE ShTn 3, ' ,
EROVADIER T4 & PD-LL BHEOMBMEN S, PD-1 & PD-L1 OEHIIEE D
GEERIC B W TEELRREIZHE D Z ENTRBRENTEY | Szl ATEEOER - L
THFEIhTHD,
A#iZ, PD-1 & PD-L1 XU'PD-L2 Oilfi Y H> FOFEGEAETHZ LI LY, B
BUNEETNOEESROIIESEME T UL Sk B 3w, SUEERE FEEL
T B THIEEMRERET 5, '

AFIDIERRRIC 155 < BEORERISIC & 5 BIEA%S 5 b b, BEXIECK
BTN D B, ARORGHRURERICIL, BEORELFHTT, RERR
b BRI BAITE, TR LI RIS Ui SR I & B % RO BN & ikl L Ol
GREBIRHEAT . BEOKERIE L BB RRDLDBAICIE, WELHS A
AR HOBDAEET S LD 2, '



3. HERAGER

TP SUTE FRERTS % A7 9 2 BRSO KR

i

[A7hiE]

(Bt E S MRS (KEYNOTE-048 3U5%)
{EERERE O R, FERMA A O, |- FTHREEUCEHEOBREIILERER S ET
AHEESEERR N TR 882 Il (AR 67 flEEte) 2 MNIC, BYX <7 (#E
GFHEfZ) T MeEvEo=7) 20nd,), A3 euIvn (BT I5FUy &0
5.) RUTZFTEBIOHARSG ((LPHRER) 22l LT, SFULTIFHR
HOPHE T CAKIES ORFIGFRIRSTE) 2 RUEH 200 mg % 3 BEIRIE (LT Q3w
v, ) &S5 (CRHEBME5H) OFSELOTEESRESEN, TEFHMEBERO
—0k Ehi24EFEYE (BT Tos) &), 2w, ITT £EICRWT, AH6
SRR AR L U TR RICIER Uiz, 7o, AAIRMREIEFARE L ik L
T, ITT 4RIV, 0S % M:% 7 L, combined positive score™ (AT TCPS) &
W3, AL EOBELEMITBNT, OS OFERLTESRBD LT, '
*1 o RETREICET B L LB 2 S AN SEE S T = B E Tk, Mikls
WEDRHTATRA 225647 H L LGB LTV BB, MAANTEE Shie (2L,

LIRS T #6 0 BEAPICIRIBHETT LB/ 1EER ).

R FPA 2 AT - T 2R BERBRIR O e

¥ EYERIeT (FBE400 mg/m?, 2EH EAEE250 mg/im?), AT T T 1100 mgfm? I
ARTZF 2 AUCS (mg * min/mL) B US-FU 1000 mg/m¥day (4 B RIRHLRERS)
DB Q3W (Y ¥ ~7OX BRI TRKRK6o—AREHK, Y X <7250
mg/m?% | A HI R TG Ui, |

*¥3: AF200mg. VAT TFF 100 mgm? T A AR T T F 2 AUCS (mg - min/mL) R TF5-
FU 1,000 mg/m¥day (4 P FFFRLETHES) OIEI Q3W THRA6a— AL, AHK200

mg & QIW TH& L,

* ; PD-L1 %R L GEEA, <2/ n77—URUY ‘//\"ﬁi) b i

Bl 100% 3 U780,

%1 ARGHIRE OHMERSE (KEYNOTE-048 RE)

AH GBS (bRt
' (28141) (27841)
o (A) 13.0 . 10.7
[95% CI] [10.9, 14.7] (9.3, 11.7]
0s’! AN R 0.77
[95% CI] [0.63, 0.93] —
P " 0.00335

Cl: Z4HEERE. *1: TEFIEOT —% Q018F6H 138 v FA 7). *2: BRI Cox b —
REFC X BEEPHEREL D, 3 BRIn 75 7




by
C o I
£0 - _\\‘:.L.._
70 S,
3 e oo AWM QIW. 3T MAKTS-FY
< L ‘\_‘l .
. m.k .'-\_‘. ) . /
'Ea- ""-.\ \-‘\
. ﬁ 07 / | ]lﬂ E* l
' 304 ! i
‘ (Tl [T
D vy, FIFFRHARUSTY Wigy. Iyl
10 L e
0 T T T — 7 T T T
0 5 10 15 2 25 3B 40
- EFHRE (A '
at riskE
. AH(200mg Q3W, : ' .
B o 27 169 122 75 40 10 1 0
TYHieS, ’ . :
FogommRosEy T8 2 147 100 51 20 5 1 0

1 AFIGEERED 0S O ERATEO Kaplan-Meier Fﬂaﬁ (KEYNOTE-048 225)

# 2 AFEMRESOFIERE (KEYNOTE-048 3A5%)

: AFN BB 5 - AL EEHRIETE
LBz 30141 300431
hufE (H) 11.6 107
. [95% C1] (10.5, 13.61 (9.3, 11.7]
i P R 0.85
[95% CI] [0.71, 1.03] —
P " 0.00014 :
%k 25781 25545
| PofE (H) 12.3 10.3
CPSZ1D | (oo | [95%CI) [10.8, 14.9] [9.0,11.5] -
- BELER ' NG R 0.78 : '
: [95% CI1 [0.64, 0.96] —
P {E™ 0.0086

Cl: {SHHER, *1 : PHfETROT—F (QO0I8FEHI3A I v FA7),
REF M L B LERERE L DR,

Y WE (B P M)

*2 : AR Cox Heffl~H—
*3: BRle F 72 GRS PE).

4 BRln S5



&‘:"".
o N
70 \\‘.{.""\ gm
- - \jix, . AFI200mg Q3W

LR (%)
2
J

/
- , / ;["“ ”mm

[I
Fli g 1 HHI[IIIhm —
D eyxy~d, FIFFURRCSFU ” - L

10+
01— T T T T T I T 7
4] "5 10 15 20 25 30 35 40
CAETFHAR TAR]
at risk#r
FH200mg Q3W 301 225 172 125 a1 37 18 2 )
N S g :
B N e T T 245 158 107 57 2% 10 1 0
1004 |- - - -
o4 N
ks
80 [~
70 e
~~ \.‘. N
X 80 [ #F200mg Q3W
w50 R -
- : .
il My
2 wvxser, 7orrmmEvsr iy g ’
10 -
0 T \ T T T T ) ]
0 5 10 15 2 25 30 3B 40
A7 (A
at risk3¥ .
F200meg QIW 257 195 152 110 74 < I 2 0
tYEiwT, 255 207 131 89 47 21 g 1 0
75 R O5-FU .

H2 AFBEEO OS O HREEIED Kaplan-Meier #18 (KEYNOTE-048358)
(ER - ITT 4R, TH : CPSZ 10 BEER)



(PD-L1 FIARILA DE 2hit:)

E fRk R S M AAsRER (KEYNOTE-048 35k (2 AN b B o — 5’@_%3%
CPS BN HEMT 21T > 1o B EME (RE E’Jitﬁ@ﬁ%‘:ﬁ“tr) &rﬁﬁéi&wn‘k%muTW iy
'Cﬁ)oto

FHCFEFEFRAOFREICBE LT CPS 25 1 ﬂ%ﬁ@%‘%dbﬂ?@fﬁit IEEREED
ERTH-T (&3, B3),

AR RIS OFEIC B LT, CPS AMEVME E{L A FUERIC T B AR B MR 574
@/\*fu FredikE < A BB D b, CPS A | REOB/AIIZ AP —Fid 1 %
LHE-7= (F4ROE4),

2%, PD Llé’)%ﬁfﬁﬂﬁﬂk K0 AN Z:ﬁlJszcéré#n TrA Mir]%“tﬁao pia

#3 KEYNOTE-048 %tﬁkmn‘atﬁluh%ﬁﬂ&ﬁﬁﬁm CPS BI¢D 0§

st e e leerey 107 [066,174)
-
1SCPS<20 Kﬂggﬁ;mﬁ i;g ';;’ [[;2’115%] 0.75 [0.57, 1.01] =2 0.25
CPS=20 $ﬂ%§gf¥gﬁ I[Tg | if; E;0231;i§] 0.69 [0.51,094] ™

CIL: EHEM. *1: 'PRfigREEoT—4F (201846 A 13 AX v M2 7)Y *2 - BB Cox Ll ~F— FE
T (EHOMEF). *3: ECOGPS (0, 1) RUHPVIEY: (B, [21E) 2BHIET & L Cox EfIAY

—KEFL -
s00 kl _ _ L R
9)- \.“n . 2 N ;L‘ - '
= i
P -\_\”;77777”7777 , ag4 J T - SOV
7 \___ e e T . WL\L—;L'— “oans _
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AH O RHER ST RV EFIA LY I 2 b—T s /L.J: D, zxﬁu 200 mg %
Q3W, 400mg % 6 BRI (LAF QW] &5, ) Xit 10mgke (HRE) %2 R
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O - AROM THEDUER RS EZR T L TRl &R,

%6 ZHOTWEME T 2 —F
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T, AEIORK 5B AR U 5B P I ESICAL I EERE (TSH, HEE
T3, HE T4, ACTH, M =AF / —VEORE) 2EET5- L,
JFHEEIERE, MR ERBHODNE Z LB H DD T, KRAOE 5T A
U S EE P I EHMICFERERE (AST, ALT. y-GTP, Al-P, B Y LB %
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