MAKER 082181 5
ST 248 48 21 H

! oE R R '
| REFTRET [(HEXER (R & K
oM K

FETBHEER - AEFERERMFATERER
( & B % K )

ARAaTu Y XvT (BaFHERL) BHOREERBEET A KT 4
v (BEE) OEERECRAT DY A7 (BEFEKRL) MED J
BEERAMEET A N4 GRNERE, BHERAE, SRR
UHYUANE, REEERE, BRE~A 7 a7 74 PARREMR
(MS I-Hi g h) BT 2ERH. SHamE CEEEE o—
R IEIZ DWW T

BHMBORE & UEEOEA S #2016 (FRL284E 6 A 2 HBEIERE) TRV T,
EHHERROEROREMEELRDZ - EAEVAENEZ L 22T T, &
FREERPEICHELRREICRLTI DI EERBEET A FI7 A4 21
BTaz & e LTWET,

A, RAaTu Y XeT (BEFERZ) BH RES 4 MA—FAH
FRE 100mg) 2oV, REBICH LTEATIROEESER2, oL Y
BEEREETA F7A L ELTRDELEDELEZOT, TOEAIZHE-T
i, AXA FTALVIRODVWTEEERD L), BEENOEFRBER CERioxt
TAHRMEBENLET,

Fio, RaT7n ) Xv7 (BEFER L) S5H 2R NRRE, EHRaE,
WHART X ) UoE, REEERE, BEE~A 70T 54 MAREEHE (M
SI-High) 287 2EME, BHRERVESENE R L TCERTSED
BEHEEICOWTH., [(Ra7n) X< BfFiE#z) 8K OREERHEE
T4 FTA L (BHlaRE, BEELE) OERRCREFEREET A K74 GF



UNERREE, EHRARE, WRNKRUX V) VNE, REELRBRUOEHEES
Ar7adFIi4 PAREME MSI-High) 28 T5EBE ©0—IEIEIZ
DWW (FFATTHE 12 A 20 BfFSRASEER 1220 E5 BRAFBEERE - £
EHEREERLFEEETHEHBRERS) KLV RLTERLLIATY,

S8 AT nY Xw7 (BEFEMRL) BENCOWT, FENIRMAE, E
HEEE, THOKRTS) VE, REERE, BEES eV T 7 A b
FEEWE MSI-High) 2FT5EME. BRREBERCEHETEIC TS
BERECHABO—ERRARBEINEZ LEILEN, UEHTA FI A 02, £
NERIEOEBVHEWELE LAEOT, EENOEEFERERVERITHT
DREMEBBEVLET, 2B, KEBOREERBEENA RT4 1, BRS
EZOERBYTT, '

-



A%

SRR ORGEMRIEBEN 1 ¥ F 4 > OWETHET (FIEAELR)

¥ iH
BT . ("F#EHBE) e— (IEAERHIR)
2= Mt 2 HEES  FA M—FEEHEE 100 mg | 22— SR ERAEES et bl X STEREA 0 e
(—i34k : A7l A+ (METHEZ)) FA PN— S EERRE 100 ng (—4E  _ATn
(%) U EA=7 (BETHEEL))
&L A SABREURE - B, BARER., ~a (%)
Tl Xy GRETHAER) L LT, 1E200mg &L HERUAK  BY. RARE, <5
# 3 EMEREE 1 E 400 ng * 6 HEEET 30 FalZXv7 (@EFERLZ) LT, 16200 mg
Sl TAERET S, % 3 @M T 30 KM TARHET 5.
(r%) (%)
32— 2. FHIOHE, EHABF I 2. FRIOEY, ERERF
A bI—F AL 100 ng (—iRE : RAT FA ba—H ATRERE 20-me-B ORISR 100
U X=? (ML), BT [EH) £vd.) mg (—4 : SAaT e Y Xes (GETFHEZ),
i, PD-1 (programmed cell death~1) & F @O U #H LUF T&#l 2vv5.) ik, PD-1 (programmed cell
v FCH B PD-L1 KRIFPD-L2 L oS EENE death-1) & Z@D V¥ FT¢&HS PD-L1 BT PD-L2
T35, & Mb1gtt €/ 2 a—rlETHD, EOREREBHETS. E Mgt =) ya—
FABEThH S5,
40— | E=Ei3 | 43S [ iE)
OEMHFE IR (KEYNOTE-024 BRE) OEBERSIRRE (KEYNOTE-024 3RER)
(LB 2V, EGFR MG FEREME, ALK B {EEFEER O 2V, EGPR G U ERE, ALK B
EET MR T PD-L1 BEfE: (PD-L1 ZBHEL L EWETFEME T PD-L B4 (PD-L1 2RBE L=
MEmias G 38e (BLF MPS) &wn3.) 2 B S A3E (BUF TTPS) 21v5,) =
50%) OYIRTREARETT « BROIENHRITERE 50%) ““OYIRERET - RO I FITAE S
305 f) (AAA 40 ffl5-Eie) Ebsic, &5 200 ng #'305 ]l (BN 40 AIEEdr) Sz, &
3MBHERE (BUF Q3w) &»9,) REoFHE 200 mg 3AMMBIRE (BLTF TQ3W) v 5,) &0
BUESER, 75 F A ST B BEEHER VRN, 77 FHNA%E Sy
¥ (BT s0c) Lv5,) 2l E LTREEN {EFRE (BLTF Isoc) Lu3,) #me LTk
Foo fedB, EHEEFI CHRBETERDLNLES rahiz, s, ESEATRARTARD LR
2, REETETRTERISED bhRWEOKRE AT, EREfTERTERNED b hipng
BCEEL TV A BE TR, KELEOE R OEEHAREELTHWIAE TR, KEHEOH
TRBETHED bh bk CARORE F kgt S THEBETHED A E CHAlORE%
B EWEEL &hen, EEIREEHE R R ELE BB T L HEIRE & A, IR E IE
T (BLF TPFSE & 3,), BRKEMETHE 122 HEEAETEER (BUT [PFS] &vV9,), BIREME
AR (BLT T08) v 3,) L&h, FENES EiafEHm GUF fos] End,) t&h, &
FFTRFE SRR L B LT, IS, BT Hix 77 FFBA RS bERE LB LT,
0S (M) EHELERLE, PFS, RU'0S (HhRA#HT) 2HBIERE L.
*:24 BRAETCHREIhEES RN OREET ot o BN IR b | M AR SRR R
tU, 20%, REETAED LSS TIAE DRl TG 9903 pharebs (o 2.
SEWTEs IR, g d
%2 : 24 HAETHEREShEGSITA DRSS E
ik L, 20%, BRETARD bRZES
I 5HETEs L E SN,
6— OIEpELLF S O /IR (KEYNOTE-010 3058) 61— @EPELFES I /TR (KEYSOTE-010 328

77 FFRAE ST REE" 235 PD-LL

F7FTRAe S REREE 2F 35 Ll




B (TPSZ1%) DYIMETREMRETT - BEROIEMN

RaRi R 1,033 4] (AAA 9L HlaSEr) 228

o, FH2 me/ke QW BER O 10 ng/kg Q3

EoRHERPREMEN, FeF Ak (B

T Moc) Eve5,) &x@e LTRRMSHhE, 2

B, BT CRHETHED ChBE&I. B

BT R R TR SRS b WSO EIIC R

ELTWEBETIR, WEERROE R THEES

EFHEDH LB THAIOR IR ETEL &

Ni-s, EEFMEEE L 0S RUVPFS & Eh., RA

FEDOC HELT, 0S 2 HEICERLE,

#1 : EGFR M TFHE R ALK & Wi T

DBRECE, T FTEAESTLERECLS

TR AL, FhF L EGFR BESEFER 3T IE ALK B8

BIERAPET S HEEEERIC L SERESE T

ARERAAN BN,

*1 : EGFR MZTFERMBIER T ALK B RETH
HOMETT, 77 F AR Sk
ik ABRECE, ThEh MR HEE
BXit ALK PLETEA 28T D HTEMEE RS
Lo BRELE T IRERRALARGHR
o

*2 12 MAETHEEShESESRAROREE

BB (TPS21%) “*OEIRREEAR T - BROFEA

FHM R 1, 035 4 (AAA 91 flE &) B3

&IT, AH 2 ng/ke QW HERT 10 ng/ke Q30

BEOFHHRETREEN, Fid ik

{CLF TDoC) &¥vH,) #xEE LTHmMENhE,

B, BRFPETRERETRED DhBEIT,

T 2 T ER S D B i W ORIERENIC

FELTWABRETE, KEUEOERITMCE

BT RED bh D THRA DR EERE TR L

Ehiz", EERMEB R 0S RUPFS ¢ &R, &

FITDOC & HEE LT, 05 R ERICHESE LT, '

%] : EGFR Mm-T- 35 BREE I ALK & ET-BiE

DORETIL, 77 FHEAEESEREIZLD

eI, £ F 1 EGER MEER XX ALK

HIERLE T 2REMEEEN I X 5hRERT T

AREFFEAANLNE,

*1 : EOFR MEFERBEIL ALK BEeRETE
HOBE T, 7 IFF IR ST bR
ik AERECINZ, Fheth ECFR [REE
R ALK [REER 28T 5 A
L AHMRERE T RENEAARLN
¥

ik L., 0k, REETHABRD bhEe
ik EFEHTES L ahi,

bR A S

|3 24 A FETRESAFSREROREY

fuk L, £0%, BEETIRD bhiifs
iTHhEERTES L L dhi.

)

11 ~—

@E PR IERE (KEYNOTE-042 BAER)
{EEREE DAY, EGFR METEREM:, ALK&
SWETERER U PD-L] BiE (TPS21%) DY
AT - oS/ IlEnEEE 1,274 4 (F
A 03 AlEE) TR, FH 200 mg Q3W £
SEoHEHERUESER, 77 F AR ES Ll
BREEARE LTRBMEShi, A2, E#ENH
CTHREEETRES bhBS, BRMETERT
SRS LN EORENIZREL TS E
H T, RELGEOEGHE CEAETIED L
NAETHRROREZHETIZ ENTEEL Sh
7o, EERMEEEE 05 E&h, FARASFFH
B A bERE L LT, S 2 HEIRER
L.
*:24 AR ETHRESHIEES SR OHELE LS
kL, #ot%, HEEFHEEDLRLEAE
SHETELR L& EE&N,

11 A=

GEELFEIHEIERE (KEYNOTE-042 B

{CSMREE O, ECFR MIET R, ALK B
BNETF ISR O PD-L] B (TPS=1%) Uk
RSt - BR O/ I BE 1, 274 4 (R
A 03 FlEETe) Bab&ic, A 200 ng QAW

| EoFEPERUREEN, 77 FTMAE ST

kA e LTRMNELE, B, E{EFEE
THBEITRED LB e, BREfTERT
FEHRPED SRRV EOBIRBITEELTVWE R
FTL, RECGOERIFH CREAETRRD S |
haEThHloRsRi#HTo L BnWMRREER
2 RERMERROS & &h, BERTFFH
A2 ETehERE L B LT, 0S 2HERINER
L7,

*2-: 24 AAETHRESWEEGIFROREE
ik L, T0%. KBETHARO LSS




CREFEMTEDS L EEhik,

19 "3

[ - ]
AR OFEMARMBRETAZRHE LY
—ravic kD, AHI200 mg % Q3W, 400 mg * 6
HBARRE (AT faeW) &v 5. ) d 10 me/ky (5
H) 2 2BHEEE (UF fogk) &vn3,.) CE
L [} dxhiz, £
B ) 400 mg % Q6W TikE Li-BRodiio e
REBICIH 5 El P RE (BT [Cupnl &V
5.) ik, A0 200 mg & 030 T LD Cop o
EHET S LFHEShE (T, i, FH) 400
mg % Q6W TS5 L oA OERREIZETS

Jiik (BT MCanee) E¥5,) 0

#1200 ng & Q3 THE LAPRED G0 EHEILT
BEZTFTEFHENAbO0, BEASREIRE
WTEEEREESh CWHHE - AR CHDIE

10 mg/k QW TERE LEBED Cuww
LB L TEEERRT EFREhE (FH). &6
i, BHEEMARA S HEIdH 400 mg & Q6N
Tk L HEANE 1 ABE (KEYNOTE-555 BRER)
L0 E6hi EREIC S SRR T A — &
i, 3o le—ira e kD FRILEERDENE S
FA—F PP LY (TH), X T, ko8I

([msk - Akl &5

l’i::h‘é ﬁﬂiﬁ&ﬁ‘iﬁl\-%’ﬁ% ﬂiﬁﬂmﬂﬁ

wmﬂtgén 21:#1 200 mg %.- Q3w 3(}1 400 mg

# Q6% Tith L IRORER - F it R iRt
& DRAEIE SWTRM A h R, HRoRk -
AROE THESME UESMITHRERER T2
TS,

(# ®

20 ~—

@ HEgizowT

@-1 TR® (1) ~ (8) owFhbhizigEyd

BRBTHBEIL,

(1) EASBAERRET 5N ABRIHEILR
RS (EhERE RS A SR A R,
Mgz A% A B HGE L AR, Hi At A BEIR
IEBEAe &)

(2) #EiEn

(3) FMEFROEREET 3 BB R

(A A BRI IR, A8 A BB IR

FFEBE, B A BRI EERER A L)

(4) sl o L, sfbEmem
B 1 AR EE 2 oMiRk ki
5 BHEIT> T AR

(5) HUEMERERARIN S FEME QR LRIZF

19—

@ HEERiz-2vvT
®-1 TE® (1) ~ (5) ovwFhricegELyd
BHEETHDHI L,
(1) EEFMAEREET D BARREEILE
WS (BRERFIRA ARG SRR,
HEIAs A BE oG HE LIRS AR
RS )R e 7 A B - 43635
=
(2) HERER -3 E 4R B 96
Heso—
(3) FEMFRAESATEET S5 ARREGHER
(BABTEHREERE, BARRERE
FREE., B ARREEHEERRS V)
(4) slfbEREELRE L. AdEpEin
B 1 XA EnE 2 ok K




SR ETT > TV DR

FERBET> TR0 7 |
1 B 0531 k)

{5) WTAERREAILS FEME DR SR
ABRHET> TV AR (ER04E 7 B 1
R 1087 HREYY

21— [ @-3 ) el oI exiic LT W-—Y (@-3 BIEROBIFeHRCELT
BIfER (MEEmERICINL, KISk - NBK - BIfER (RRHERESRITINE , KIBA « ANB -
HEEEOTH, IFSERE - E{LrinEds, ik BB T, FrmERY - m{kiERE s, BilE
EE (RE\FHRIEE RS . APREE (TEY EE (RAEMEERSS) . NOWES (TEE
HaaEdr, RIRRMMREEE ., BIRAEEE). 18 e, FRISEERE. BIEMkREE . 18
BERRR, B D, Mk « HIBUTMAE, BEg, BERM, B Y DB, Y - SREUHRARE, BRYt.
ERORERE (SRrkfe R e, W EEOEEEE (RWEIREREE, SR,
PR REE, STEHIEE, FXHMIRS), infusion FHRREIWE) . infusion reaction, fH7s » BAREEZS.
reaction, Ji%% - BEMYS. EAEGEHIE, FhER BEEGENE, HEEE (X7 SU—ERE
F(FT 2 AU—EERES), Dk, EELLD &), Ok, BELmikRE (G MEN
HelE (Sesehi MR EREER, Bk, HESEPERT, Bl A, ARIEERE, EEAERES) .
FRIFERES. EERRIRRIESS), MERAAIEREE, A MEREAIEERE, &%) LT, Yk
&) It LT, YR UL ERE RN oRM TR E R A D B ik % A D BEET Ll L
EEETHERL R L EHEROBEFPHRI (BHER OZIF-PrRIcE L TSR URB LS
BLTHEARUEEZZ T bhsHficdhal HhhafEihdol), EbizEI g s T
L), BhInErREN CE D EFHREoTWS = AR TNWB DL,
k.,
EEEAEOREERHGEY A 5 o OWETET (ERaEE)
31 {2]
Bl ~— 2 {FHEB) Y ~t— (RS AT %)
2l S St Ll BEES | X bA— S 100 ng | 258 RREIEDHERS ¢ S bl SRR 00 pe
(—R4 : RaT7 o ) Xy GRISTHHZ)) Xof FA—FABREE 100 ng (—R4 : b7 u
(B5) UV xX=7 (RETHEHEL))
#HBERIBABREUVER EE, RAIKE. A {a%)
el AvY (MEFEHRL) L LT, 1@ 200w | e ARBERUHE  EEY, BRAIE, 2
% 3 BRI LE 400 ng % 6 EEIRE< 30 ol v (REFHEBEL) L LT, 1E200ng
SR CERERES B, L. HTiEEhshE % 3 FHEIRE T 30 2B TARRHET B,
OEEE, WENMIT 12 VAETLETS, L, #iEfiisomai, BEE 12088
(#) ' TETD,
()
3—id 2. FHlOKK%, EREF 32— 2. FHIORHR. EHEAE
Fof hA—HBTEE 100 ng (—R% - A7 Fof bA— S HTRRE 20-me B UNRLA RS 100
Y X=7 (RiEFHEEEL), BT THRE) 213,) ng ({4 : 2AT ) X7 (RETFEHEL).
1. PD-t (programmed cell death-1) & Z DU H BLTF T3l 2vv5,) i, PD-1 (programmed cell
¥ RCH B PD-L1 RORPD-L2 & OSSP EEMEE death-1) 20U H > FTHB PD-L1 KU PD-L2
T3, b MEIgtaE L2 u—FAHEChS, L OREEEEHEFT S, & MEIgbdE S F—
FAHHECHD,
U=y | [BE- Ak W=y | [ - BRI
(BE) (%)

« EEBRAERHETHEE LEERAORBER

+ EMRAMEEERE L LA oRERE




SR ORR, BiahiHE  BE (2 ng/ke
QW iEE, 10 mg/ke QW BE R T 10 ma/ke Q3W
FhB) ORFT AUC,, m EHMER UGS &
ORI EHRE R R IIERS b ot
- FHROFEARDEETTAFRBLELS
2b—¥ ez kb, FH 200 ng % Q3W, 400
mg % 6 MR (BT foew) &v5,) ik
10 _me/k ) % 28RS (CLF 2w
Ev5,) TS Ut B A o i i o PR A
wmitEhie, TOFER, 45400 ng % Q6K T
#E LEBoSAOREERER BT 2 Eigmn
HEHEE (LT MCupwl &v29,) 13 A
200 mg % Q3W TI¥E LD C,, . S EEE S
LB &hie (T, Eik, &5 400 ng &
QW TG LABRoFA O EERBICETS
Jiik BT Commst EV*3,) i
AH] 200 mg % QW CIELEED C,, &k
BLTHEFrRTFRHEhEbDD, HE
ABRECBVWTEFEAERSh TS H
i - ARTHEEA 10 mg/ky (BE) % 020
L LIoBEO Cpe o & HBE L TRl A3 &
FREME (F#), bz, BiERAIMNHM
FRRITER 400mg # Q6W THHE Ui EAE

IETORE, R IhiHE - AE (2 ng/ke
QW 5, 10 mg/kg QW FEE5 R U 10 ng/ke Q3W
) OEIET AC,, w s FHERUTESME
O HERBEITIRD bhirot,

1 #H8R%% (KEYNOTE-SSs M) LvBohi®
HEiZ S < MBI TF A—FiF, 2o
L—3ira i L0 TE LT A —
F LU (FR), i T, WEommic
P 5 MR R IRIT S & |DIREE
L EHMER e O S RN T SRS
ERET AR &, HH0200 mg % Q30 X
it 400 mg % QoW GG Ui BRomkss i - 53
HRidELHE : OBz oW TR Shicis
&, LR ARONTHIMER VRS
AR ERIT 2V 2T Ehis, '
(% B

16~ 35

@ FEEIT2WT

D=1 TE® (1} ~ (5) oWwPhhiEST

HHERTHB L,

(1) EAHHRESRET DM ABREHKELA
RS (ERERF RS A D RETE LA IR,
HUR A ARG IRGE R HLE AR, MRS ARB R
e &)

(2) HElais

(3) MEFRSESEET 3B ALRERRR
(R AR ERRE, A ARSI

15 ~2—7

D BEFRIZH>NT

@-1 TFTE® (1) ~ (5) oWFhEgEhsd

AR THHI L,

(1) BEFBHRESRET D SABREHL
RS (ELERT IR AR REE LS R,
I AS A B SRR R R R, BT A RS IR
Bl P) (e 7 A1 BB 1365
A,

(2) BEBERRE-CrR 41 PR35
HERR)

(3) #EFRAEREET D BARRKEERRE

TIFE, B ARBIRRIRIEER L L)




(4) ANelbFREELRE L, sbiEREm
B 1 SURASRAE SR E 2 oA
LA EITo T SRR

(5) GUmERRg A B o Fi AR Fe 8 iR
AR ET > T A jkEL

(B ABRAHBIS ERE., BA SR
FIERE, MARRRGEHE R A &)

(4) AFfbEREEERE L, SFI{EREMN
1 XA 0B R 2 oNER i
BEEHETo TV AR 307 B
A BEES 2831HEE)—

{5) FiEfd:NmAA ERME ORI Z
ARHET> T o CEk204E7 H1

®@-3 RBUEROBNPHSCELT

172—2 | @-3 HIEAOBILHEIRELT 16 ~_—3
BIfER (MEIERERITmA, KBk - Bk - BI{ER (MEAERARBIIA, KBS - /Nighd -
BT, IFHERE - @Eimess, Tk BEOTH, FRERET - EeERTR, e
FE (RAEHEERES. FSUEE (TRE HE (RUFMRIEESRS) . RSREE (TEf
HiemE, FRIUSERE, BISHiRE). 18 WakRidE, PRRSERE. BEREEE), 18
PERIR. B¥ OBk, Mk - BPORIATAE, Bz, VERR, 52 DBk, Mot - MEHRATIE, R,
HEEORWEE (PRt rRmmins, Wk BEOK RS (RRESEIRERT, SR,
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&,
)R 3% ) o NEORGEERAYEES A BT 4 ORISR (FIEER)
E 3]
BRY - (THEHETR) Bl (ERTHARETHIRR)
22— HBREGBERD  FA F—FEHEE 10 ng | 22— RFE L2 HEBSR | dbtle—Sl R 20-ng
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42— 3. EREERR 40— 3. EEEERES
BAACEFRRE ICHE U A vIRTRERREE MBAACFEFERICHE L RIEVIRTRERIRE L
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52 fil&&dr) ZH&ic, ZH 200 mg 3 HREFRE 52 flE-ate) ERb&IC, FH 200 v 3BRBER
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v K ¢#H 5 PD-L1 BUPD-L2 & S EEHE death-1) 2 Z@D Y H v FTCHS PD-L1 BUPD-L2
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Eﬁéﬁ%% k%d% $J®

wmsmgén zl:ﬁ*] 200 mg E' Q3w Rht 400 mg

%%W?&Ebimﬁ ﬂ&

ﬁRPi ﬁfék

LRRE N,
(& B

10 ~—3F

@ HgizownT
@1 TFTE® (1) ~ (5) ovwihbhigy+
AR THBH L,

(1) EAFREREET 5B ABRERILL

RS (ERERF R AR LA .
HOEH A R e, Mgk s AERIR
iz &)

(2) $EEHRERER

(3) HER RIS R 5 A DI
(AS ARl BRile. AR
HiEE. BABTGREEERRR )

(4) SRibEREELREL. SkibEiEsmn
1 XAt Eing 2 ok i
FEBHET - T BT

(5) HEMIENAIACE EEMEORRREHIZF
AHBHEIT- TR

gy

@ MRz onT
O-1 T@E® (1) ~ (5) oW TFhhiclEy+
AEETHB L,

(1} AR E R ET 22 AR REE LA
RS (ERERTIRAS A RS SRR BLR Pl
IR AS AR ROEI L AUARE . HIE At A BRR
il &) ASFmE T A B 43600
A

(2) $ERERR (TR 4E 4 A B - 85
R

(3) #LEFRAENEET LB A DR

(B ABFR e R, A AR
i, MARREEEERRER )

(4) SRCEREZLRE L. SR EREn
B 1 TS enSsRsin g 2 o
FEBBHETo TV A HER-CER-204E7 B
EE-TY SR CIE v I

{5) BUREMEATMAIALS SN O REER FE R {R




B EMET> TV S HR-CER2E 7 /1

@-3 BUFAOBETIHISITBE LT

nA—Y | @-3 BIfEFORECHEICELT 10 ~8r 35
BIER (MEREmRBIZMEZ, Kbk - Dk - BIfER (MEERMESITmEL, KIB%k - Bk -
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IR, FINIRERERE ., RIBHEEE), 18 HrehEdE, FiRREERE, BIEEEESE), 18
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#F(FT v A—EREES), Ok, BEERm ), Dffde, BRI (SR
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FHoREREpESETIASFA LA 21
—iawicky, A 200 mg % Q3W, 400 mg F 6
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SRR, BASRIEREEAER 2
(4) AdefbEppmELiE L, AR/bEmsm
B 1A R ERENE 2 ORIz

(3) B RETAEE TS BABRERFE
(BABRGEEEERRE. PARREEE
T, MSARSEOESHEE AR L)

FEABHET - T R (4) Aefbmh=eaE L. foebdmEn
(5) FEMEMEEANFTENR O T8 ITF B 1 Ak am I R 2 ORI
ARBETo TV B EORHETF> T\ BT 4E7 R
: L E B 2531 HEEY)
(5) FEEREEH A5 EFEATK ORI LRI R
5 BHET - T D MRk 2045 7 F -
HB - 1097 SRRy
10—  |@-3 BIEROBECHEICEL T 92— @2 BHERHOBETeaEEELT
FlIfER (MR RITng, KBk - Bk - BIER (MEMMERITIL, KB - g%
HEEO T, FFSmEmE - MR ek, il MEOTH, FHEERE - Eeihpgk, Wil
BF (ROERRER %), AHuEE (TEF BEF (RAFHRERSRS), WoREEF (TEE
AR, HOKBRISIENEE . BITRAENE), 1R A, RURIRREERRE ., RIESReRES) ., 18
WERR, B OBk, 1 - BimRAnE, Mk, YRR, BY OIS, A - BIBUTTRARE, R,
EE OIS (IR EMTFRATE, K BEOKEES (BWHSINIREGEER, ST,
TERREREE, SFAE, HRABEMKS)., infusion HFEMMWS), infusion reaction, F%t - BEMELE,
reaction, Fht - BhEEYE, HEERFIEAE. M BEAEfEE, WEREE (¥7 - AU—EER
#F (¥7 - AV—ERES), Ofig, BERmD &), ik, ERCLEREE (ReiEn/ e
RS (Gt M RN, B, HESREEH . b, FR3EERE, BEURES) |
FREFERE, EERORNES) . MERRLIERRE, Fi M ERE AT, FES) LT, SBESRR
&) Tx LU, YRR IGEHRE RN O HEBERBEOEMELF T 5 EM LWL
A4 5 E Ll L (BI{ER OBEeHIER (BHEH oRl-PR s Icl L TN R B S5
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2~z Wil BERE  F0 A— AR 100 ng | 22— RBERDEHER | FdbA—= R 20ne
(—r% - _AT o )Xo (MEFHRR)) X b= TR 100 mg {—f34 - RAT
(&) VX7 (RETFHER)
WHREGDIAERCHEE GBE, BAKKE, 24 (s}
Tuly Xw (HETFHEREL) £ LT, 15 2000 RELALRLRAERURE  BY. RARE, ~ta
Z 3 BRI 1 E 400 mg % 6 BRIFET 30 TulX+v7 (EETHERR) LT, 1E200me
SR CAERRET . ‘ % 3 EMHRRT 30 ZFEhT TAERET 3,
(%) (&)
Fr—3 2. EROHE, (EREBRF 3R— 2. FHAIORK, EHEF

FA b —FEFEIE 100 ng (—R¥R LAY
VA< (MEFHEEL), BT &8 £n3,)
X, PD-1 (programmed cell death-1) &F@ U H
¥ RTHB PD-L1 RUED-L2 & ORE&FEENE
T35, b bMbight £ 7 u—FARETHD,

A b— 5 ETERE 20-me B TR ENARE-100
mg (—RR4E : NAYT Y e WMEFiRiL),
LI [&#l £vv5.) H. PD-1 {programmed cell
death-1) &Z@ VU M FTHS PD-L1 U PD-L2
LB THERE TS, b Mulgd®/ Fa—
FAETH B,




4R=Y

[E%hi%]

EHPEHLFFEMAERE (KEYNOTE-048 BRER)

()

Yo, FA BRI EEREE BB LT, ITT

HBEIIZBWVT, 05 RHEELHEET L, conbined

positive score™ (LLF TCPS) L4 vH,) 1Bk

OEELFIZENT, S OREREENBD LA

o

*4 :PD-L1 288 Ul-fiiuss (Edaf, <7 e
77— VRGY R) E R TR
L, 100 23 U784,

4=

[F%hiE]

E SR 4 MAaME: (KEYNCTE-048 BRER)

()

R, BHIEMEE LERE L R LT, ITT

#HEAIZBWT, 05 XIELHEET L, combined

positive score™ (BLF FCPS) &1v5,) M 1LELE

OREHEFIZBNT, S OFBRLREESRD LA

e

*4 : ERESAAARITILE B PD-L1 %568 LI BT
BeiGge s (w2 p 7 p— YR 2
B) esRiksiadcciL, 100 2%L
T ¥E,

11 rm

[Hi: - HM]
FHOREAEGEReF AR LEI 2L
=gz kb, A 200 ng  Q3W, 400 mg F 6
BRAMIRE (B TaeW) &vv5.) i3 10 mg/ke (fE
BH) %2 AREE (AT Toaw) 2wr5.) Tiks
LS ol e sE ei & hi, ok
B 7 400 mg ¥ QoY THE L ABROFRIOEE

Mz 354 5 FEm BITF TCugal Vo
5.) B, &F) 200 mp & QW TIRE LIERED Co s
LELF 2 LT ERE (F#R), Fh, 47 400
mg % Q6W TS LEBEOFEANOERIRBIZBITS

([ AE] BN

BEmiEeRE QT Cun.,) EV3,) 3, &
#1200 mg & Q3W TR LICBRD Co e & HEEL T
HiERTeTFHEhi-bo0, BRABRECE
WTEEERER IO TWARE - ARTHAE
#1 10 mg/ky (PR % QW CHEE LEEO Couw
LB UTEELPRTLIHERE (FR), &6
o, R ENRA A kS AH] 400 ng & QB
T Licip e 1 fHei8 (KEYNOTE-B55 BABE)
LG LhER i T A&
o Ixl—irg it 0 PR L KBRS
FA—F LEELE (FF), M T, SEoEE
uﬁﬁaﬁ%ﬁ&ﬁﬁg@d% mmmmage

T;wssm%é;n 78 200 mg 75: Q3w Rli 400 mg

¥ QoW THELBoRgE i X i3
ol oW TN EhAER, FRORE -
BROH TR RS AR 2
¥R Ehis,

(F& W)

12 2

O MRz T
@1 TED (1) ~ (5} mb‘fhﬂ’h—ﬁiﬁﬁ'
SR THDT L,

(1) EEFGHRENBET D HABIEHEIA

-

11 ~M—3

@© REgRizowvT
@-1 TE® (1) ~ (5) oWFhhieiEyy
HRERETHD I L,

(1) BAFBREIRET 2N ABREEILK




b (ITEIIRA A RSl AU,
HUR AR A ROl MR, MU A BRIR
st ¥)

(2) KERERER

(3) FMERRABNEET 2 BABREERR
(MR ABFELHEE EWBE. A RIS
FFERE, AABFREREERR R )

(4) FLEREEFERE L, FREEREN
81 SR EREE 2 O AT
HEBHET - T B MR

(5) RTINS EIN R O fifk T 4R
SR EITo TSR

Wil (HENFIRA AR LA R,
HUE A A BRI LSRR, R A BRI
s ¥) Lo T - B 43e 3R
AT

(2) #EMERR- TR -4 41 P -~ 86
ey

(8) HFHAFIRMEATEET DA A DR

(BARREHEE R, AARRERE
HiFEE, B ASREEHE R L)

(4) MIfbEREET0R L, AidbiEREm
W1 AR EINR 2 Ot
FErREHEIT> TV B ERR-CRR204E 7 H
EE-T- T2 IR A

(5) PUEiLAERA A EEMA ORI ERITHR
LB HETTS T B ER-CEp-20-427-F.
R 1087 HEEny

@3 RHEROBE-CHISIZELT

13m0y 12— 1 @-3 BIEROBERHISIELT
BHER (MEMMERICHE, KiB%K - MGk EMER (MEEmSERIc ML, KBt - s -
BECTH, FGERE - TLEETR, B BEOTH., FEkRE - EhEEEL, Wik
EE (REEFFRERRS). RoiER (TEE EE (RAFMRERISS), WHREE (TEE
ek, RRIMEREET, BIBgEREE), 18 WREREE, FURIREGEREE, BT, 18
HERA. S DM, B4 - SREURTRARAE, TEdt. PERRHR. S5 Rk, MRt - SRR AREE, Rk,
HEEORMEE (TR it A EERARE, S MECEERE (BNHTIERLE, ST,
IEIREMREE, £FAHE, BERERS), infusion FRMEL), infusionreaction, ik - BEMEZE,
reaction, FH#% - BiByE, EEREIE, MiEHE HEEfREAME, MEEE (¥5 2 SRR
&= (FT - SRS, DR, BElD ), Dk, B MIKES (Sl MR
TR (Rt MRS TR, iR, HESEPER, P E L, R, MEERERIES) |
IRIFERIE. EERERES) . MEREAEREE. A MEREAIEERE, S kHLT, YEEHRRX
) I LT, YRR R ER RN OB ILEREE P B ORI 2 A T A AT L M L
HEHTAHEM L (BHEROBI-eRNT (BIfER OB RS ICH U TR OB LS
BMLTHEERUXBE2ZT LN KRS Z Hbha&ikichs o &), AbEDRARMC
L), ESITHEEIR AN TR S EHABs TN B EHMREI TSI,
Rl

14 r2- 5. k&atdl o E 13— 5. #rEx&EL o BAE
[F2hikic B4 5 HrH] ) [BhiEic T 2801]
@ @ ®)

OFFIZERLF SIS (KEYNOTE-048 BRER)
ZBnWT, 2z ENTEYF v, -TU
EU77F R oREs & i LT, &1,
5-FU B TR 7 -8R O B A 6. 5. B b B 3¢
LEoFPERTENTYVS, 2L, PD-L1 5
£ (CPS) I L W FXMERAR R EMATHENG
BRABOATVBIL (b7 ~88H) b, CPS’
LR LE L CRAIREORE ORI ET DI L
BEE LV, CPS B LAMThaZ LiRkEBIh
e BEIC RO TIE, FRUAOERFGERE L EE

OAFAIIEREFS IS (KEYNOTE-048 BU%%)
BT, it Ty S <7, 50
RUTFF A OHEREE LB LT, &4,
5-FU B 5 F- 5 o0 G 505 U e ] B G
SEOFHENTRERL TN, EEL, @mm&&

ﬁﬁ@&@%ﬁﬁﬁ’ﬂ”ﬂﬂv—l“ﬂ"

HoEls: (CPS) &V APENER B EMmAT
BENLAERRELNATWAZE b7 ~8H)
b, CPS LR L b CHAARE O TOH




T 5. FTHZEMATLY, CPS H1KWCHHZ L
(B%) BHER S BEF BT, FRUACERS
R bERT S, ’
(%)

REERNEET A FF A

AhFul Xvd (RETHEMZ)

(A @ %A DA= S BNMEE 100 mg)
~f i~

FRM24EBA
mAHEE




A%

1 Ui b7}
2. FHlomm. (ERRE P3
3. ERIERRBR P4
4, HBRT PO
5 ERHeLiasmE Phi
6. BEIZELTERT<EHR PI2
1
1 RUBR

ERS OB - REECMRGIDIIT, FiF ORI ER BN A0k
B S, T, WRORFENOBRICE D, FRERRL Y OEFHL R
FERSIFRENSDT, ChbOERBTRIC SRS RIT 5 - L sRn
TR & 2o T D BRI ECE S & e S 81 2016 (SRR 284 6 A 2 BIMRMRE}
23T h, BENERSSORAOREEERFRS L LS THS,

RS I R P R 7 7 4 AN ORRS LA 6D R
B ENDE, Dok, ARRRERESEI SRS ERAT S ETom,
YEERSOSMEML RN S DL EMRSHIBRICH LTIATS L L LIT BIE
HERULERICOREEE L 5 2 LR —EORF LN TERME CHA
TAZ ENERTED.,

LicdioT, HA4 F&A 0, MBS shs eitlbh Ty SR -
FEQRMICE-TE, T ORIRR ORoE i 50T & M3 2 WS b AR, %2,
FROREWHETT,

s, HBHA KT VR, METREARRSENSERHS, ALEEEAREK
MRS S, — A A FRRAHESR SRR BRREA E RS E e
whobbiERL,

SRR BERSD R PA—FERME 10mg (—45 AT e Y Xv7 (ki
THRBL)}

LA EHETILAR : AS AR I Lo PD-L) R iR AR T - 7
ROKRRT LES

HRLREMERUAE : HR, RAKR, ~A7/o) X7 RETERL) LT, 1
[ 200 mg % 3 MMRIMILLE | [E 400 mg % & WAIAIRN-T 30 2]
T HEBET S,

RO R MSDHRSS




2. FRIOHBM, HEYF

o b—& SBFE 100mg (—4 i a7 w Y Xv 7 (REETERR), BT R
#l k¥v3,) i, PD-] (programmed cell death-1) &£ Y # 2 K085 PD-LI XTAPD-
L2 L OFERRHEMETS, © MERGIE/ F r—HARET RS,

PD-YEERSIL THRMARER NN &35SI hie B AERANH AT 32 firmE
AA T, PD K, ARHERREBUC IV TRER T MBS ORMBEIRAL, BCR
FREE ST EERILER 2 EERSEM#ET S, Tiobh, P YV FER
A4 A LR LY RS L3 YT G AISHPT 2R EETHS, PDLL
CERRBIZET SRR TS M. & ORABETIL THEODY 22 5
IEMARITRELTS, AAMMIZETS PD-L] OMRIHE, WK, e, 7
farag, SN, HlRRBE A Koy 2REACTERRETCLY, Erkrml
OB SHLTVS,

HHOUNACEAGTE L PD-L1 RAOHBMMEN G, PD-1 & PD-LL IR RO
SREEEL SV TEER2REERS - LTRSS TE Y, Flls AERomnd L
THREhTNE,

FME. PPl & PD-LI RO ID-L2OM Y X FoiidiEET5 2ok, WK
P oM R AR T U oo seh i b &, PRt e W S
AL b THEEH R 2,

FHO BTSSR ORAERSIC L SRIEASSSH bhbh, ENIRECIC
EHERIESHD, FHOREPRCREECE, BEORREHIT, RELSR
DERRENR, BR L ARRITE TN ISR 20N L M - o 2 2 e L Tl
DI ERIBEETT -, BEOREESICL SBIERARDR SISz, BIRERAA
EWHIOELGORNMUETT 5 HHNH S,

3. PEARRLE
AL MERITE LA PD-L1 RO RIS DR IERIT - BSOS R b
FEOREHFICIEL 1T > 2 R ERBRR ORI LT,
J
[Hemnte]
EFRSEFTAVIIAMS (KEYNOTE-181 38)
—EIEDE Y LTI LRI & DRI GET - RO R R R
HRUASHREHI 628 4 (BaA 15252 ST ZARIC, 259 200 mg 3 AWM
BAF TQ@3WI £V 3, ) BSORMERTREIEDN, E4KE (2 VFaen, F
T AR Y TR FHEE LCRNSAL, 2%, ERTHECRAHTS
B ohn a1, ST ERHERSED b h R HOBSRRIC S LTV D B
Tl RELBOTERFECHEEGHTTIEY Oh o CAMO LS LR 5 & LT
fe& Sk, HPUVRTE ISERMM (BT To5) k). )} &&h, IMITRRE
LegmEShi () PD-L1RE (CPS'210) #IFE, () RPLEEKERL () 1T
#ERIZEITS O ORERILHE | o Ed Y THY, wThoMEIcECTLEMILEES
ATEMEHE SN,
" PD-LL SRS LMK (MU, v 7 077 — YRR ) LREEHIENT
ML, 100 %M,

X1 MRS ShABMEAEIZRIT 5 05 R (KEYNOTE-181 BUR)

) GES S ) .
PV 3 ; -l pit
BEKE REE P oy T el Eossici] vra
FRDOmg 5 B 93 166,125
CPS210 W (1;? 070 [0.52,0.841 % (008557
L¥HE 15 @g &7 [5.1,8.2)
FMbmg g 6 gy (6o 4ny
Ak @V 8 0.77 (063,096 1 C.00894"

mpmE w3 (% %1 [6),82)

*ﬁgﬁ'g”‘g N4 (gg;) 7.1 [62,8.1)
nT oy 089 [0.75,1.05] " 0.08431"
E#ME N4 g 71 [63,30)

Co; (RER, *1 R (727, o) RUERD (REERS, i) EHET L LW Cox [EHk,

2 (T Y7, 2ol RUNNE (RPLIKE, KE) LRVEPE LN gk Bk, #EAN OF
M) 000851, =3k VT, Eoi) EMPIETE LR Co EIM, 4 4 (7T, Tom) &8
BEETF & LAME foprnk SUE, HEKM UTID 000765, *5: IR (757, 2O RUERE (RTFEL
&, We EAHEFE LB mavimen welghted Jop-rank MU, HEAM () 000772



=3, FOLIBtE (CPSZ10) A 2RTEHEOMI 167 H (BRA TTHESE) =
BOUTLTORBESRSACIL BRUE D o 248, HEAGKEI*NRE
ShERRHSMETIZE . BRSLATHR TS5,

2 FHERS (KEVNOTE-181 I
(FD-L1 Wt (CPSZ10) -oMTREMOME, SREMITHR)

#1200 mg i 24
Ew
(85 ¢ (B2 A
il (A) 103 67
o5 [95%CI] [7.0,13.5] (1.3, 8.6]
Avifee RR 0.64 ~
[os%cI) L0.45, 0:0]

Cl: BREE], *: M) Cox M F— FEFAIL LS EEREL DR

A1 200 mg GIW

T T T T T

0 2 4 8 8 1012 14 16 18 20 22 24 26 28 30

Number at risk Time in Months

ANOmgQEW B85 7% 70 S8 51 43 40 30 27 21 11 7 4 3 o}
2 1

{EsERE 82 74 54 42 34 23 18 14 10 3 4 4 3

B 1 05 Kaplan-Meler 1§ (KEYNOTE-181 BB
(PD-LIBHE (CPSZLL) A-oMELHEDBE, SR RITHRE

1
2

[#tE)

ERGLRSIIRMK (KEYNOTE-18| B8 '
PO-LTBHE (COSHi0) A>T EEEGREIZEWT, I misacHen gy/ss o
{95.3%) | {CSBREERE TR ) (95.1%) ILEBbh, HRE L ORERMESEETE

AGITEERLE, ThTh S5 (a7 RUtemsz il (31.7%) BHeh, v

Thr O TREME S%ULLOBHARTROLBY Thoik,

2y W ThHONTRANA L SUELEOBT (KEVNOTE-121 RN} (S2ftEMmiT S M E)

BEAFIRM (50C: - A (3
Syslem Ongan Class} E=T1] 122 Jr
EAPE (PT: Preforred Tom) a5 L]

{ModDRA ver.2L.0} £ Orde Omde3d  Graded £ Grude Grded~  Grded
ZRIHEA 6D 19 k) Loty 6 Bm 32 0 2 (24
T IO L R N o T T SR M U S AT AT et

R 4 En T e o 268y 7 B9 [

[eE)] 8 ©8)
(V) 5,13

£ 1 @y [ [ [ L] [}
LR ERE TR 2 {24) 0 0 6 (1D 4 ]

s, FRMCRCTRIREIFRG 8 5] (0.4%) | MITORNRE (DBt e
6



FARIE, BUMRIRBIEREE, STALRE, BURAHES) 151 (1.2%) | HEmEF (¥5 -
A3 Le—RIRREE) 2 (7 (24%) . AFRAERIEE o 00 (10.6%) . Rk mRoEeE 7 (3.2%) |
| BUBEIRAS 10 (1.2%) o BN - BRELMRRLE | $4 (1.2%) BUK infusion reaction 1 )
{13%) B@HGhi, £, Kb - AR - REOTH, FREREREY, MFE
ek, WitiME (RETHRIEWES) | Wt Remson, s e, 5
Yome, Db, MERKASRE, ER0RY RikiMERIHEREER, &
S, HFERME, BMNEEE) BUMSHIRD Shledo fo, FEIERARERKE
SRS (BIERBERAN L &) T SimERRERT,

[ - RE|
FHOTHEAREREEF AR LA S a b—ra itk b, & 200 mg %

Q3. 400 mg % 6 MMIERE (BT QswW) &vi3. ) XX 10mpke () & 23805
M (AT TQ2wy &5, ) Tl LERoAAIo NG REIRE Shi, TO#
F, A 400 mp % Q5w TES LIsBRnAM R IRIBIS R ST MmN (BT

Crgre V3, ) B, 255 200mg & QAW T LI BAD Crupes LT B 2 TRIE
A (FE) , E7s, 397 400mp % QoW CHE LA RO OER KBTI 2 0k
EERE (BT MCaas) EV0 3. ) 1, 450 200mg % QW TR LIPAD Conn &
B U TRiERT LTRSS L 00, BARABE IS TEEESEE RTINS
JbE - RCH DN 10 mykg KE) % 2W TES LRIRD Coase & R LTS
Imf ETFMERE (FR) , &6k, BERABBE 4 RN 00mg & QW T
5L MABHARE (KEYNOTE-S55 BUR) L 0 #5hin iEIs - { ki<
SGA =L, VLo b—p L D TE L RERE D A —5 LA L (F®).,
AT, BROWMIZHT B EERRABIC X5, RO E HHIER TR
L OB R SRS T T MMM SR, AH 200 mg & QIW RIL 400 mp ¥
Q6W T LA RO L AT ER Rdtdtt & oRE I TR EhERR, B
Eof - ARONTHAER TR ICIRR BRI L THEAL,

N4 FHCRBRE T A~
[

it R [ [ - — Cogn Caam
() (ig'ml) {pgrmi) {ppmi) (pgerld {ppmLy
Pry— 390 279 381 9238 304 308
b (383, 39.2) 2.1, 281} (17, 183} (517, 4.0 140.8.51.0) (30.5,31.49)
P w 13 324 106 0.7 03
it 23, 124) (32.0.32.9) (104, 10.8) {146, 149} {50.t,51.3) (198, 20.9)
[S0mg QoW | 13600 {EY " N
) | (1335,1364 A 144, 15.4) HA A KA
I Tar 5] Fii) (E]
W@ ey | ganwn | ooz | eran | e | omoo
V12000, INEDE R 2 b2 v L0 & D W SR RITF MDA (25728, 9T5% A , Cau t PR

S ORELNERR, Cu: DRSSO FRENPRE, Cu ! DEEE (4 201 85N} ORkiEai
DRAK, Coure ! EEREISHE DEBENTAK, Copn  HEREISHH S THRNDRE, Cunn: KRB
17 ARG 0ND AR

1: 36 MORMTES (sinmEm)

14 BT (ossimEm)

NA : RS2t



4 MRz

AROBEGNLUE LN EL. FRIORSICL b ERLBIERERALL
BT B - LSBT, BTOO~@o AT EHN T RRICBOTERTS
~&Th3,

O BRE2WT

D1 FER (1) ~ (5} oVvFhpllky Rt ohsT e,

(1) MEHMKESRES2BA BB NSRS (SEATI AR BB R,
HURAS AR EUR B, MU A BB &)

(2) WREBRENR

(3) FUAFRDERIDETDHABRMMBLE (5L BEORMITR /R, A DR
HhRR. BABERREDRER L)

) ARACPHEAE I L. AN | DA RSN RO 2 DR
RS BIHET>TWaHR

(5) BRI NN ORI BN R S B AT TSR

D2 REKOLERERUBIEARTES ORI R - EWE RO (T#
DUThICEETEEN 3t SEBHHOFFINT S REONEE L LTRES
howazi,

#

o EMKERBRIEOMEIBEL ST LA KRIZSFRI Lo LSS o R E S
fToTWBT & 5 b, 2EELEE, SARERELEL L BRIEEEOTiEL
fFoTHnaz L,

BRI MFOIRHE LT LRI, BHLBEONARMSEE S 1S
SR EORLBAREOENEfToTE D &

+  ERRRFLFENEOTMBHES FT L Binaf ol LoBRaRe T 1L TS
Tk 9B, MELLER, MBSO ARSHEE SRR ERHEE
fToThABT L,

@ BAOERSNRARACEHITOVT

EXRSNARMEFTINEABRREN, NECRHLOMERO, THiE &
2ESRPOMGOEIER EISF 55 Rt GFFRIRE LA RS 0ME
Ry, SHAMITOOAS KNS THE T L,

@ EEA~oOREToNT
@-1 FREM BT SR

AIREEME S R RTEA AR A LA B, 14 SRR SHEM O T, SLsER L
PR BT, BRLARBTER IS LT ARFIER T CT S OMER ot R
RREROBRSY BRHLR, BT TnA Dk,

@2 ERAEIEIT L W NIRRT DA

FABWIZ R DRGSR CERE LT+ S EREFTARERES s U 2
ERREERORA Y =2 BT L IRRE AT Ol 5 O - MER
R TSI b 23, BMEEIoWT, B EEoREIIFSREshT
wall,

@3 MiEAOBITHERELT

B (RIBUEEME AN, IR - /RESE - BSOS, [FFURAERES - mofbitm
L, WWERE (RHEHRIEE RS, NOBMEFE (FRicWiEms, DRRME
B, BIWHIRENER), 1 DUSEEN, SY DI, £ - MEUEMATIE, %, BEOK
AR (SRR E, HREREIRRE, EIATHE, SRR, infasion
reaciion, JEigE - BIRSE, MIREEMGONE, BEME (X7 AL—HBRTE ., L5,
TR s (SR EE R RN REIREEAH, MtERIA ., RIFERGS, RERAIERES),
drRRCAC B RE, ) 108 LT, WD LR SN W P 4 S AT
L L EHERAOBITHAEIM L TENRUERERI bh3RERBD I L) |
EHITEZAM T & B MR- TSI &,



5. JEHMLLLMK
[kt i 5 3R]
O {LEHEELEHTS PDLLIME (CPS210) ORTACIRRFEIT - FROAER
T EEEOEEIC RO THROTAESRER TS,
233, CPSEkAALZ R Xv 7 (RIETFHRL) 0= =t B fes :
PD-LI IHC 22C3 phammiDx  [4°=)) &RV CRIETH L,

@ FTREKYSTIBEIZHIZENORSRUHAFT ROV T, FROTME
AushTRLY, Fhoffl kb,
v AR
+  SHifoAB#E
+ ORI L oo

[ 2t 5% N]
O TEEELSTIHEIZ0VTIEIEHAORFEREL ShTWE I Lbbh, #5217
iz b,
v EFORSICH LEREORIEED » S RE

Q@ EFEMOREI T TRIZES T3 RS0V T, AR g shin

W, MOERRRENEERKRY . KRICEHEEAT5 - b EERTE S,

+  MREEMSBOSHRIBEDH MK

+ HREREE CMRELEL S BE R U B O SETER v B i
SFORCRRIER SR LN EME

+ B EAEEEOAT. XeHBEIT | KEHRED B 2 msus OB
223k

v REBHE (GHSMRSEREAID OobsnE

v KEOBRR R o8

+  ECOGPrrformanee Status 3-4 @YD M9

{81 FEOO @ Performance Status (PS)
Seore | W
0| 2<imMZCERTE S, BMMEECERERI MR TS,

1 ARG L ERENREL S, BHRT, ERRTEs COFNRTD o B TE S,
M ECRE. R

2 | AR CH LR T 0 ERT St B AHERE T B a0, A0 SORE| Eit-<y FACRCT,

3 D SPAL EE oy FORFC

4

REREBGOROED BT E LATERY, TR0 SO LT~y EoRF Tl T,
F<LWTE, ARGKNEDOT ERECTA, KR4y FRTF ORI
n

6, WERRLTRET~8%
@ MRS IL, MR TR BSOS X & A0 SHER UHBTEAR

HokblotElis kB L ThroERTA 1 E,

@ TaEMmitlzELL, BEXREORBIABERTERELHAKRAL, AEXR

ThoaftEiall,

@ TABHAOTRIAY MoonT

v IREMEENSS OIS D ENB ST, ARORSICHE - TR, DS
®(Bh, FRER. vEE) ORIBRENE X RREORES, KEE+
mafrd b, Bh, SEUSCTHE CT. &= —A—8oRie kgt
Bk, .

+ infusionreacion AP Hbivs T LMD S, infusionresction JHEM B @SR
I, WA RET 5 & L b, ERSENT S URE O RE Y R
EE-3--

» FURBHSAEIE, TEEREMERURINORREEDL ORI BBHLD
T, AFIDE DAEATE UREE RN R I e i R (TSH, e
T3, HRETY, ACTH, Rt oA/ —ARONE) £RETHIE,

v RHIGEME, EERENENDELRA D LA BEDT, RAORSMMITR
TG MM IR (AST. ALT. y-GTP, AMP. KUA RS
ofE) FRETAIL,

o RYIBE (CHRECILRBNSREAL) SOoEN2IRRES L LDIE
TeRHHOT, EMNITHORE ORI S I L, =k, BRORKS
BEHShRRER, BehkEREMEERTL I MEEHNTS oL,

o cRElOBEI LY, BEDCKERBICEET B L& SRS R REETRIE
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J %2 25 2 @3 0 ] 136 21y 7 {L) o
THRE 4 220 2 0) 0 15 (29 [} a
o] 46 (23 ©H 0 27 (4 0 ]

ata, AR IS TR, 40 BY (7.75) | Kot - BEBES FIR 10 (1.6%) .
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AMOBFRARGMBEF VEFRA LAY S a -k, &F 200 mg &
QIW. 400mg % 6 AMME (AT Toew1 ki, ) Xk 10mgkg (FD) % 2 8W
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2<EiT R, ODRDROEYD DI EREL TEHR, REKAy FOHT OB T,

22

(82 Be S5 ¥0A]

@

@

TR TS A0 T AHOREMRB L ENTVE T Enb, SERIT
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+  FFTERBRIE TR &350 5 A B UNERHE O RAREEI 2 oMl BB
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6. PHZRLTERT~E¥K

O HREESIIA, PR R SR i S A o R U TE
AGEBITEE2RRE FARERLTALRATE L.

D iEEEsITATE, AR REOFBIZIER RS R L., ABER
THhoRSTHIE,

Q@ ELBffHo=R Pz bzonT

BIREMHERA S LS T EMHE0T, ZHoRSIchi 0TI, M
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AfTa Tk, B, SIS LTHE CT, hifv—H—S0RES MG
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infusion rencton Bi& ok B = L3535 5, infuslon reaction A8 BB Eic
ik, WO2AREIT E L b, ERSBHT 5 CEEOREE NS
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MHobhsd LAHS5, AEHRD GhARSITH, RALL¥RILELL
BN L SRR HOEET L LRV BRI 1Ty, B D
R LSRR SR h S EEIC, AR OB TduE, R
nerRoRsGRERTETE, 23, Rk roisiz X D ElE
Moddntisn bnfanEe i, BRI B0 Al s
HERTEIE,

Lrbrp T, SARA S8 H R L OB EIERIARMT I 2 kAt D,
EMOBRERT RICLBIERAORIUFHICERT ST L,

LRSS (R | BRRAEEL) bbbl MRAY FT Y F—R
LELILEHSOT, 0@, B, REEHosRoRRChk o LRIz
SEETE b | ENERNES NSRS AP L, £ AT R
Flla elol Lkl Loy i Rl

@ RFOMEMEIC T, KEYNOTE-02 BBER (S KEYNOTE-M2 BUv ki i i
Hinh 9 MLz, KEYNOTE-189 BB TR 2B 5 6 MR R 1288,
REr:48EHET ORI L, EO% 12T 25, KEYNOTEA0T BB 14 DL
b cMH, DMHERTISNH, Bkl MRAETIMIL, TOH2HMIL
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EBOTH, EFHERSSOENOMELEREES = L L ST,

SRR ERS I, KREAPREE 7o 7 r A ABBRFEOERS LR MR
LA EXBL, o), AHERURAMENT S NENSEET s EToM,
LEERME OB E SR 23 2 LA 2 h 2RI L THIN S B B ik
FRBA LR L2 E L 5 2 LA~ o BT ERE T
FH-LBRETHS, .

LieinT, #H4 FI4 TR, MRERPILE TIEBOL TV SEEREN -
FEMRHIESE, BT OERS OB SR EHES 5 Ao LR, &2
HRUTRERAERT,

2d3, AHA BT A ik, MR RS ESNIT A MM, NIEHEEARA
BEPRAR UG SESe , — AR A B AR A EE S I VAR R A B BN RS S H
Db LR L,

MR A DEME A A=Y RERE 100mg {(—1R4 AT R XY (R
TH#AND
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RIZARETEEE,
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1. AFOWNK, AR

FoA bA—FERBE 100mg (—4 1 2AT R U ZTT GRETHBAL), LT 14
#] Ev3o) Bk, PDWL (propommed celidesth-l) EEDY # FPH 5 PDLL RIAPD-
12 b RS LMEHAYT S, © MER /2 n—FASETRS,

PD-1 EEER 1L T AR R B NS & 3N 3 2o IC B A SENNS I T S e i
R P 0, PD-1 B, RERRRIZ TR T B BRERE CRILL, SER
BRGE S RLELER L RERLE MM 5, Fiehh, D1 RY A FERE
15 LR LV RERITEIC LS X RS RN 525 ETH S, PDLL
OESHRIC T BRMAEDTHTHEN, F{OBAMBTHR T AROGKHETNL
SIEYERISRAL TS, BAMMCET S PDL] OMREHL, WS, SR,
PN, PRI, I RN ESORY LXATFRTREFTHY, Bl vERs
GHEESEE Sh TN,

EHEOAADHEATRE FD-LL RADEMES: S, FD-1 & PPLI SEpsan
OREERICEC TR RNEE S C LAV AR TR Y et e
LTHfEhTns,

##lIL, PD-L L PD-L1 ZUPD-LE OF Y H o FORSERBTAZ LI LY, MK
TR ORI RATINEHE T U Lo ehe i 5@, MR LIStk
5T L CHUBEHTRERIRT 5,

RO TEAMRC S RO BRI L SRERSESL L bh, EMX IR
ELTEEND D, FNORSDRUEHRICR, BEOREE ST, BH2NHE
BHRRBETIE, 30 LIRS CRW A Fabk b 2o D & i LT
DI BRB IR EAT, BEDEMERIC X DEIEASRD D EEITIX, BINHERRL
ELAOLEHORNARET D LR S,

3. B
ERE R AR OREEE LIPS 1T - R E 2B RO R E T,

[4raie)

DEAN 1 b0 (KEYNOTE-D4 I
(RO 2 A B Ae? (REFERD) (BT eV w7 En),)

EEERV 2 LA ECOERARE S T SRR A B M EH N 42 F

{HEATIT 8 37 1) 2, 542 mphg 3 MMMA (BT QW) Ev3.)
B SOHMER TR MR & h, i, MRIECSAUETES s i HEis.,
$HEHARTT 2R RIS bV S ORRNIC R LTy S T, RECREDE
BRETHNETIRG S Dk OERORS RN TS C LTtk Shit. =R
HRE Ch SFEHRIRECIST M4 F74 7 1,1 ARICHE-3 < dsfilanic X 57228 (CR)
AT (PRY] (X, 26% {3%IMIEM : 12~41) Th ot fits, WilcmEL
TR 10% TR,

OB MM (KEYNOTE-002 B

o Y AL L SRR TS VIR B E R EIRAE 2RIz, A2
mpkg QAW BER T 10mghke Q3W RSO ER UGS tEN, {LERRE (&
W, FESOLIE, BART ST, A2 ) FEEAUIIART TR+ A7 U FE
b, BT NICCHRYE) &%3.) RaRe LCRME Y, 28, HipRE CinRirt
BB EE I, SRR 2T RS LW EORRBICRELTH AN
T, REIAREQRIRIFE THMEITAES N 5 F CHRAOLY LR 5 = 2w
fek Ehi, EHEEEE2AFENMN (BT Tos) L d,) RUEREGEFIRE (L
T IPFS] &v5,) b&h, SAFRESEREL LT, PFS 2RISR LY,

) AR (KEYNOTE-002 R

## 2 mgke #4110 mgke [ 5
Qaw W
(180 1} (181 ) 079 8
R (H] 134 147 11.0
{95%CD {110, 164) {113, 19.5) (89, 13.8)
08 [ APF—FE= [ [
{os%CD (0.67, 1.10) 0.57,0.96) -
b " 01173 0,0106
HRE (A] FX] FE] 27
{95%C1) (28,2.8) (28,47 {25,28)
PFS" [ F— FEEZ [X5] 0.50
{95%C1 (0,45, 0.73) (035, 0.64) -
Pl <0.0001 <0.0001

CI: AN, *1: RECIST Mo K74 2 11 BEASCRHBRBERUVRE WK L S5IR.
*2 1 B Cox JeBnY— FEFAIRL LD SR & DR, 3 : Mo X7 I RE



Q ST gy
¢ 3 6 9 1z 15 18 2%t 24 27 30 33 36
at riskgy 70 )

M imghgQIW 180 13 o5 70 L1} " o
FIWwmgikg 3w 181 138 99 7% &7 12 o
JExmE 179 115 &0 &0 48 g L]

E1 OS @ Kaplan-Mcier fi# (KEYNOTE-002 BRIW)

100 4
90 —— I dangfug QYW
a0 ] o 1T QW

£ 70 e PG

" 50
50 ]

0]

) S
‘g ] S——

c 2 4 6 B ¢ 12 14

at riskdy
FH2mgkg QAW 180 153 74 53 . 26 9 4 2
FMI0mpfg Q3W 181 158 &2 BS 39 15 5 1
(£ 5.5 179 128 43 22 15 4 2 1

E2 PFS @ Kaplan-Meier fi## (KEVNOTE-002 W)

QRS IAHBAR. (KEYNOTE-006 BAMR)

A Y v A IE X ABREDRVR A V) AT EEERN 1 VA ETOL
R T L RIERT IR B R EMEBH & bz, A0 L0mpy QAW 51
F 10mpfkg 2 AMRIE (LLT [QRW) Lv3.) BB RUdeiisst, 1 0n
TTEHBL LTRMEE, R, HRRE TR Ghi@tiz, Filil
TTRRTERMBY SRRV BOREMISEE LTO D BE T, KELNEOERFE
THBHTA bh A E TARIOR LRSS T AR L Shuk, REFETH
FLOSRUFPFS & &, IS CY Ae? RHEILT, OS RIFPFS 2 RICERL
.

2 Jopitati (KEYNOTE-006 D
AH] 10 mpkg 70 10 mpkg FCErS T4
QW Qw
Q277 7)) Qna) (278 ()
Sl [H] WE NE NE
(93%C1) {NE, NE) (NE, NE} {13,NE)
s’ = R 0.69 0.63
(935D (0.52,000) . (047, 0.33} -
P 0,00358 0,00052
il [H] 4.1 £X] FX]
(95%CD) (2.9,69) (34,69 (28,29)
BES 5 [ P FRET 0,58 038
(95%CD (047,072) (0.46, 0.72) -
P <0,00001 <0,00001
Cl: IRMEN. NE : ERT, '] : PIORGIFOT—F ;S E3ASEA A7, 2: MY

Cox KA F= F2FAR LR ¥V hwlEOlE, 3 B0 ¥ 7Y 2 RE, 4 :RECIST N
A F74 11 BB LA KHRHERUNERMEIZE SIFE, 5 Moy —
# (QO4EIAIALy :F7)



30 —— ximgag oy

20 e gMiomgAg O

10 e revevr

0 T T T T T T T T
1] 2 4 L 8§ 10 12 14 1& 18

at riskee SHFRMIE]
FWomykg QIW 279 266 248 233 219 212 177 67 19 O
AWemekg QIW 277 266 251 238 215 202 158 71 18 O
SEULIF 278 242 212 188 168 187 117 %1 17 ©

€13 05 @ Kaplan-Mricr 2188 (KEYNOTE-006 PABD)

1} 2 4 & ] 10 12 14
st rikE AABETRR ()
EMomerkg Q2w 279 231 147 58 49 7 2 1]
+lomgkg QIW 277 238 133 95 53 7 1 1
SEVLRT 278 186 88 42 1B 2 0 [+]

B4 PFS @ Kaplan-Meier fi#k (KEYNOTE-006 BRI}

DEBRFENAHMAS (KEYNOTE-05420K)

SEEVIREE DR T — I T DEREMEMNG (BAASHE L) dotls,
WshBeE S L U200 mg QWERLEOAMER RSN, FFneHRe LR
rtichy, R BIISFREIAM (BIT (RFS) k\3.) & &h, B35
R LT, RESEHARICIER LA,

3 AHERM (KEYNOTE-0SIBM)

EH00 mg FFed

QW
(3148) {50347
i [E] NE 204

(o5%cD (NE,NE) (162, NE)

RESY AP FH2 057
{98%CT) (043,074} -
P 3 «0.0001

CI: ASEN, NE: IR, * : SEAHGOF—F ; 201710200 o L7, *2 s M3l
Cockt Bl — FEFAR LGV ZFERLORR. *3: MR X7 -7 RE, QW IAMME

&4, NE : Not Extimated

100
90
80

& 70

B 60-)

Feol
40+

E 104
20
101

—— Mg O
wemese FOAEH

a
a

at risk}E
AW 200mg Q3W
F5eR

514 438 413 392 313
505 415 363 323 264

3 6 49 12 18
EESETMNE]

182
157

1B 21 23

73
&0

15
15

(= =1

DEs RFSOKaplan-Melerihi#hk (KEYNOTE-05/BR}

1 ATCC (American Joint Commiliee on Crancer) MMZS OF 75D XIS FHE, A%~ MA Ty
AR DES LS t mn AOREDE,
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[¥2=3]
OEAH I bAIHRE (KEYNOTE-MI BB
FHWEUL, 41742 B (97.6%) LR Bh, ERRE L ORASDMRSEETE LY
WL, a2 (310%) KB EhA, BRRN SR EOBBARTFROLED T
Hot,
R4 Rt SACLEORIGNE (KEVNOTEDL) MG {(SeSRITRRME)
BEHRM (SOC; Syvem Organ Claos) St (22)

XA (PT: Profrrcd Tem) 2mpkg QIWEE
{ModDRA wee20.13

Eriu
£0rde Trxde 3-4 Oraic §

(81.0) 7 {167} 1

i L

MR RO
TIRE
EREFIRE 5 4y 0 0
AR 3 an a 0

fads, MFHERRE | 7 (2.4%) . Ak HERO TR 2 (aw) | PR
W (7.0%) | TERERERS 2 & (4.5%) , WRIBER® 6 51 (143%) | infusion
reaction | B (249%) BUREY SME 1 0] (2.4%) AV bivin, Bi, Sl (¥
e AV—EREES) | WS (GRIBEINIEYRS) | BIWRE, | SRS,
FUEORIRE (RONSMILGER:, STHEE, MAREEE | I, Wik - MR
ARLE. EAERFSCALE. Rigt - HEBNHE, A58, foEefedr/ R RN, Biiieih
FZUGRIERMIR D S had o, ABIERRRRKRRMNNSS (RRRERAN LT
) E4bbERETT.

QHEH% WATEAM (KEYNOTE-002 BiW)

FHHERIT, 2mp/kg Q3W B 172/178 § (96.6%) . 10 mp/kg Q3W ¥ 179/179 ] (99.4%)
FIRICC R 16T (97.7%) IBW bh, 158K ORAMAATECE 2R
BRI, THEh 12178 8] (68.0%) . 13317989 (74.3%} BT 138171 4 (30.720)
ImEE bhir, D RBAOTETRAMS SN EORERRTRO L3 Chote,

#35 WThhORURIEL SwELECRIA (KEYNOTE001 IR (RN HRRE)

[LEARR)
g;séi‘?’ 180 e g QWAL 10 me/kg QIWIE =]
BT (T: Pectored Tem] 178 01 1798 ma
{MaIDRA ver.18.0) #onie T2 Guies 2ome OFF Onics 2ome TN Gnis
ZEHER 121 (58.8) 20 (11.3) | (06) 113 (T4 IS 040 © IS0 45(263) O
WRHROGZTTME ol oo i rvirereberees A
*i 5 (IR | (0.8 0 T 38 0 0 350585 (53 0
Fro b [} [ [} 0 (€4 0 0 18 (82) 6 {35) O
FHPRMP 1 @s o o s o 0 14 {82 6 (35 @
Sl AN 08 L en ) o6 0 16084 ey 0
ARSI 9. 4501 0 LI ¢ a a o
BN : e :
{5 s (xm 0 [} 9 (54 0 o M @®y & [
TH 5 EH 0O 0 PB{os NN 0 M @EY 3Ly 0
i B 5 0 0 15EH L6 0 SEIHd 23 0
L B LD L 08 0 10 (56 L 06 0 26352 4 @ah 0
CRCANMEB SRR e T T T : . S
nA 6 (M) 1 (08 0 B @) L {0 0 10k 1 08 o
40(25 2 (L) 0 52Q%) L {06 0 62(6I) 8 47 O
e B B0 e e 0 LS Bn 1 Es 0.
.2 9 Lo lee 8 nLnasten oo

CEE 011 98 2

BN 108 0 12EN L P o0 9 3331 (@ 0
Lol NS pEh3Mh 08 3488 8 0 amen L es 8
WA : P o
Fifitk=a—eriF— ERNTH I ] 0 ] 0 4 @n 2 o
e 2008, 0 8 2y e 8 ek e 0
BRLBIUKTRMRE .
kS 3 2n [} q 1 {08 a 35 (05 | (08
B g (S 0 Q ¢ (500 a 2 4n o
L3114 e o a 42 (8 a [ X ]
E FIN(EE a8 (o a B @D o
WREE R S B 16 0 0 {58 1 a 0 [
AKEOE 10 156 0 4§ is; 4 2 um o

223, 2 mp/kg QIW BERTF 10 mg/kg Q3W BICEWTTheh, MHENSR 1 51

{0.6%) FRrr4 4 (22%) . KBt - BRI B (06%) BURe i (349 |
WH (X7« SL—ERBEE) 2 (A (LI%) BT 0BY, JRRAERE 13 5 (2.3%) R
TR15 (A (8.4%) o WHMACHREF (RAVERDMIERSE) 1 ) (0.6%) R 1E (0.6%) .
TFIRAEHASIRS | 5 (0.6%) RO (L7%) . HURIUENH 14 0] (2.9%) ETAIS
B {8.4%) | infuslonseaction2 Bl (1.1%) RIF3 G (1.7%) . IE OIS (G
SMEREEIRRE, SRR, MIRAEE) 1 B (06%) R4 (0.6%) | BEX 1A (0.6%)
Ftrod), EEAEENGE 0 IR L) (06%) o B - IS O IR TR 1 6) (0.6%4)
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TRl B2 500 0 FIRG 2 0 (11%) BB ehk. Rk, HRHE. | BNEH,
ihpE - METHRGAE, DRdt, fofitiim ENUPIEIRIER, FRim ik R ORI
Bibbhidhei. FRFARRARGRETES FEEREEREESt) LSUM
wRETT, :

DifsARMAEER (KEYNOTE-006 350

FHHFRIT, 10mgkg QW BE 2647277 I (95.3%) , 10 mp/kg QW BE 275278 4] (98.9%4)
FURIPIBE 2397256 B (93.4%) IZABROH. BN E CRRMIFSTETE RioITHE
Jebx, EATR 2022778 (729%) | 21278 ) (79.5%) RUF187256 4 (73.0%) Kk
BBohi, WPhSOHTRRREE U EOBIHARTHOLEY Thak,

6 PASDIETATURY SO (KEVNOTE-008 D) [ESIEMETAHRET

] LEA

BRRZW (SOC: Syatem T0mgkgQIWEE Torag kg2 WH TFIRE
Qrgan Clas) o] 778 2360

HH (PT: PrefernadTemd) Tl o) Tt
{MclDRAVEr.1R0) £0de H‘ Grades  Lrade 3._“ Grdes ZiGrade H‘ Grade $
2WiER 202 (729) 28 [Ie.ly 4 221 {75.5) 36 (12.9) 1 @-ll 187 (33.0) 50 (195 | !D.-ll
FARMIETCE 7 @n 0 LR TS ] 06 @Rt opd o
| ReRuEETE 2.8, .9 a2 GO 1005 0 1 {08 0 Q.
; ; i ey
) LANTE [} o 15 (380 [}
IR @ 5 (e S04 0 19 GH 6] O
T 40 (194) 3 (LY 7065 0 SEEN B {11 0
1104 1 {40y 0 ) 0 Y s o0 0
B ULy 1 A o O n RO L@y 0

Lo

Ea s R

bl My o ] 63 2 @8 o

s AAh 1 ey 9 {523 40 0

VASTHI e 58D L 0 0 .

s Bedtid b N N

JAwps I8 65 0 2.5 &0 & a 2

RN ey T e TS ey

L L] 2L 1 P4 0 26 (54) 0 1328 0
0 ]

[
v .24 g 3 @Oh, 0 5 (20 1 0d)

SRR T s T AL SR ko 4
L3124 B LB} o 0 a 0 ES{A) 1 @04 o
R T Mms o o L] 0 371552 (08 0
AR E 3] [ ] ] 04 (6 a o

A5, 10 mpfig QW HEETF 10 mpfkp Q2W BEICEWTEh TR, FIRIEMED 4 (7

(1.4%) BRI (0.4%) . KB« HEOTFRI0M (3.6%) B3 H 4 , M
B (7 0 - A —RERE 28] (0.7%) R0 Fl, FRSIERE (458 (6.1%)
RO ) (B.3%) | VMRS (RASWMBTHEW 208} 2 8 (0.7%) RTF1{A) (0.4%)
TFEAWERE 1 7] (0.4%) BOF 1 (0.4%) . TURBUEIEMEE 28 4 (10.1%) R1r33

11

#(11.9%) | BIWER 1 8) {04%) B 28 (0.7%) . infusion reaction 7 0] {2.5%)
EBUFSF (1.82) . 1 MR 0 (0.4%) RuXo 0, BECORMME (SIMSEIRIRGE
BRI, BTALHE, BURAIES) 0 (RO 1 1 (0.4%) . BEHE [ ) (0.4%) RTX1 1 (0.4%) .
B¢ - WECHMARSE | 3] (DA% BU 0, Kide - BIMLE 0 URTF 1 ) (D.4%) . 3ber
RPN (1% BT 5 (04%) 2SIBB bR, 3k, KEGREAE. O
B8, RAGHERMERPUREEN, RAIER0 R USRIFREED hihalk, FBIE
MBBURR NS EFERIEMRR L S0 LT MHRRERT.

DEPT A MEAEM (KEYNOTE-054 TA%)

FRERITAFBTIL 475/509 B (933%) |2, 77 RFHECIR 453/502 ) (90.2%)
ERALL, BB ORAMESTETE R AFRRE, EHRTE 3960509 H
(771.8%) i, FFEHBETR 132502 ] (66.1%) ITRALE. WIhhatEvRie
3 S%ELEDBIEAR FHO LR Thoh,

#7 WTALOHTRREN s ESMT (KEYNOTE-D5: BRI R4 sritat B ME)

BEM kS M (S0 P (2

SystemCrganClass) =] Flacebol

LR (PT: Preferned Teem) 30 503
(ModDRAVE20.1) RGmde  Grdedd  Gmde$  £0mde  Gnuledd  Grufes
AMitR 396 (778 T (43 L W02 332 (%61 17 4
ARER ;

PRMELAR ® BH 1 o©n o & @y 0 .
 FRRMEETIE n oy e
TN TR TR

M (I8S) & (08 [

6y 3 @& 9
38 (1) 0 o a
T o

(8.6)

i
= { =]

L RN
"L & on

(6.8)
bR 141 (1) 4 08 013 @em 2 (04 4
ALTHIm PLIES ) N1 [ 16 (32) ©.2) 1

BRERPE TR AN SRR R
BANEA soom 3 @8 ] 1T (54) 0 a
{5.3) a [3 18

@3 a & m

A [£] L (0.2 4

{167} L] Q 5 [9.8) o a
3 (5.6 ] a 3t 64 ] q

23, RISV CIRIEBEE R 15 {7 (2.9%) L KMt - MBED THT 23 81 (4.5%)
FTERRERRE 46 (] (0.0%) | WIRIEE (RETRET R 291 (04%) | FEES
TR 1) B {2.2%) . ECIRIRESRERES 105 (1) (20.6%) . BUWISUEREF 5 61 {1.0%) .
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1RINERA 500 (1.0%) . 58 HMdE 2 0 (D4%) | F4E - SUARARAYEL | B (0.2%)
W2 7 (04%) . EEEEEHE 1 B (02%) | DEESE 1 Bl (0.2%) EUFIZ infusion
reaclion 2 B (04%) MERS B, S, HEERE (¥ - o0 —HhIRNE) | ER
DHAMRE (EREOERR, ST, TS | Bk - BN, Ktk
P HESRIEN, R I R URIER IR & oh Aa o e, A BRI BLRELREE
R (BEEEMR TSt AR TT,

e - k)

o ERISEIRTR R RV et e & LA EREBAE (KEYNOTE-002 B
NKEYNOTED06 BRI DA5M, 2 mpkg 03W. 10 mpkg Q2W Btk 10 mpkg 3W
OWThOfE - RRCBOTORENOT SRR I 2 RIZBL bhizne
I,

o ANCHEMEROMBATORL, BRARMEITIT D 200mg QIW RN
AUCh et (EFIREITHIT D 6 HMOMBCREMERTTHN PRI [10%R,90%
&) mgeday/mb) i1 216 {145, 3.04] mgeday/mL T Y, 2 mphg QW LD
AUCw st (132 [0.722,2.06] mg-day/mL) & 3. L, 10mp/kg Q3W 4590 AUCu e

(749 [432, 113] mg-dayiml) &FE =%k, -

+ BHRARRE SRR Lk Ro@RSAUT ORI, S hac ik - TR (2
mgkg Q3W 25, 10 mghg QAW R EELF 10 mefke (5W $25) ORMAT AUCu e
LAPMR TR AN E oM AR RS b,

o FFOBREREEBREFAEHRLES T2~y e ik, A 200 mg ¥
QIW, 400mg & 6 AWM (EAF TQswW) &4 H.) T tompkg (RE) & 29
R (SLF TQawl bu3,) 0 LisReodiommhRES RN Shit, -
ZOFR, FF 400 mg ¥ QEW THE LAROAEMOEERBIZIN S Eihik
HRE (U [Coge) &4V 3.) 12, A9 200 mg & QAW TERHF LIPRD Copu &
FE S Mkt (T8, B, &% 400 mg & QoW CHE LARDERD
ERARIRE 20T B RN IEE (T [l £V 300 13, A1 200mg 2 QIW
L LI BRD Cuoren & BB LTEETT TR SN LOD, BRADBEICR
WTBBENRBESNTH SR AR THEHM 10 mphke (RED & QW TR
HLPIRD Coeese & B L THRMETT PR ELL (TR, &61c, MEREM
AU IR 400mg & QEW T LIPS (KEYNOTE-555 BUR)
I 0 Mo SR IS ERIEA3S 2 =S, T be—ba T XY T
LSRR AT A = E ML LA (T80, AT, BRIz 5 Rk
BRHICESE, AR OWR R L TAMR RS E DR RN WG
Frigiai, A 200 mg ¥ Q3W XX 400 mg 4 Q5W TEAF LARCHS R
ERHER A S OREIT-OV TR SARER, Lo « AR TH
PR RS IR SR E TR SR,



RE_FHOWPRBAD A—5

- AR Coms Ty Can [y Cotm Coe
Gpmtd Lagmtd gl lugreil) gl (ug'ml)
PE—— 5.1 778 151 51K 504 309
o Grs.san | Gzr2en) | O2R1R3) | (917940 | Gsame) | Gws e
™ " 13 324 0.5 ] $07 703
g Q5 122,124) {320,323 U4, 108 (245, 149} {30.1,32.) (198, 20.5)
100 g QoW LEE y 1430 - §
(M) | (1335,1364 NA (144,154 A NA NA
. p2) 14 428 i 197
Omgke QW g oy (143, 145) (117,121 (424, 333) {276, 282) {153, 200)

ta=295), I0EDY Salb—ia Tk ) MBS ARIELEOPRE (5%, 97.5%4) | Cu: W1
BEBORBURPAL, Co : TS EORHMNDAL, Con: PEIRFE (F1242 BEH) PRIER
MFRAE. Courn ! EERBICHTSHEAMPRE, Crse : EXERIERIT STHERERE, Coinm 1 XL
[ U2l B8 st b )

556 MR (O34 mEND

§i 5L oRMTHE (GsunsER)

NA RSS2

4, BRlzowt

ARFUIRRERE R BRI 3T HRTBRAE & L THRERNE (SHNE SRR
EhTWAIEME, HENEFEVICKRTE SRR THILENLE, FOLT,
EFRL Y X7 EEIT (RMP) 1o H-38 , ARSI £ 1 Bl i wh~o0 A 4] 55
OB TEH-TC, FNCEGENRBE RBE - L, Ao D IR
EHERERM LRI+ 5 2 & SRR o, BT OD~@0 -~ T M #n
EINTHAT 52 ThH S,

@ HEtizowT

1 FRS (3 ~ {8 evwPhihkkyraggehbi s,

(1) MEEHMAEISHTET B A ABREMALEIB (AP R AR SRR,
AT AM GUERELGINER, AL AR L)

(2) MiEiMREmR:

@) FEARAEARETZSABRNSEE (AR SR, AARSHN
AR, AA BB ERMRR &)

(4) FRAE(EmELET D S L, AR | RI3A LSRN 2 DRk
RS EHET> T 2R

(5) FUPEMGER L KR ORBENIZ R 5B 21T T 588

02 BlERSMDLERER R ARRS ORI 272508 L BW & -2 EN
{FROVTHSZEY T SEM A SR odRIMT S HEROMEF L LT

EREhTwaI k.

= .

«  ESNREGE 2 FOVMEHELET LIRS § FE Eai AR EHEEHIFE
ffotws il S, ZREBLER. HAMEMEEEE L LRSS OKIEE
fToTHWHIE,

v EFRITRGER 2 FOMETHETET LRI 5 SULE0 R RBERESHEO R
EEREFLTWSEE,

Q@ BADERLHREADKNIZINT :

EXSPHRERRENTSHTTNER SR, NRCKHLORERD, Tl -=
LSS REOEHE RN A A RRG, AERESNRE LIRS ONE
HE. BEBRMTOA S EMIE S TVWA T £,



@ BifpA~mihEionT
@1 REAREROMSEMI BT SR .

RN ESOEMLRIEFARE LRI, 24 FIBRHMOT, LIEERT
BRI 30T, B LRI ok L CARE AR L CT SRRl oEaic.&
EREORENYE APRBLA, Ebinrhiiitiif-Tnask,

@1 ERTEEHIC L DA WW I IC BT SR

AADBHICH S HPG A MR AR+ 5 EREIE MBI € =2 U ¥ 7
EEDEFMDALF Y =2y FETVERE L RRENE TE 5P~ ABERRMH T
WENTNB X, B, BMGHICOWT, BABY L ORI RadhT
VALl

@3 MEAOBEPHEIZELT

WifEA (MRHEMERGIR, KB - A M5E - ML OTH, ITAEMY - S{LEE
Edt. R (REENRICTES) . ASBmE (TRIGHGERS, FRamE
R, BRI | BRI, S 2SR, B BURITRATE. Bk, Bilo
vy (P s f ENAAG E . EX P TNILE BARY . SIATRE, SURAHEY) | infusion
reaction, B - BiME, BARRAE, EHE (¥7 2 AL—2RI) | SR,
ERZ2MPERE GO DR RN, BRiERm, AR, EREREY) |
MERRASERDE, FEHRY) (LT, UREROULERIE RN oW AT I S B
LR (BHFAOBRTRH RN L THENR UK BEZIT b hA REEHHTE) |
BGITES RN CE D RS Tha T,

[AE-2-55r 3337 .0 g
TH bR B3 S W0E]
D FROMSZBTHMDIPNTERTHS,
o {CEREEREOR R R EE O H SR IRT R B R M
v RECIRIEDAT — P BY DREREMIBY I DU B
J2d5, BRAF METFEREAFBREEOTIE, BRAF AFHIT ESERLEE
THLE. :

@ TEREKSTIHMORERTUEFEIIOWTIL, AROTMIEMRE ST
B, AFlofEstR oy,
o PAOBEHEEIE L SR LT S h o il

[e2tticpai %3]
O TREBEATIBE TN TIERRESIRBL SATHE I L, B521T
Bfec e,
o EHORSIcH LARRoRERoSH LB

@ HRMORE TV TFRIDEY T2 RE Iz TR, SRoRsifiigihiae
A, ROBRBRESRVESIRY | WMEIEFN AT 5 L b RETE 5.
¢ MREMEROGHXTEEOLSME
o BEIE R T RN B B A R U RN E O S R AR B Mg
SR IEEREMN A Hh S HE

s EDAEEBOA . XRBEENLE L RITRED A TRk oRERO
H5ME

v RBUHE GihtRMBEEE S ObHD BN

v R ORBRBEEL AT AN

v ECQG Performance Status 3-4 2 DfiaF

=0 ECOG & Paformance Satus (PS) }

Score | M g

¥ |E<MRECERTAD, RENEACARLENRBE LTS, =
) [HRRRLCEREMmEA S, SITRIRT, ERRCH > TOMRIT ) kiiTe 5,

[ ¢ EVVECKE, BTN

[GIRNETASNXDED O LT SIRBRLMNR TR L, BEO SGELEN~y FIFTRTT,

F]
1 [MehABNDROEYGSELATER, SR0 S0 E e~y FaRF TR,
4

[a<mitzn, ARNARED D EIREL TR, R FORTF AT,
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6 WHITHLTEE TS WA

O FEEZEEODA REEREREREG SREEEESEANOHER R ER
Aol b TR REE HHIEA LT B ERT S I b,

IR et SRS OB RIREREL OB, RELE
TinbigTHo k.

EREHEROT R P A o T

o]
)]

MRSMHBESH LR D LSS 0T, KAORS ST, IRE
# (BYTh, PRRERE, D% ONMIERTUMETX RREOKNES, Mg+
AITfrd s b, Eh, SEITRLTHE CT. hil~—r—SOoRELItT
52 &,

infusion reaction #t% B dalvS = ¥ 255 B, infusionreaction 3138 SISt
13, EARRESTD L b, RRAERT S ETAROREE R
FHzE,

FRIRMASIER, FRICUERERVTIRBENFES LD L ENHED
T, AR SRR USRI M P s (TSH, AR
T3, S T4, ACTH, M= AFr—BORE) ERETSIE,
FERE, MEFESHObhE L ESHE0T, ZN0KESMENE
TR BRI AR REE (AST, ALT, y-GTP. ALP. E YA LTS
DR ERETEIE,

HU MY (CRRRIMIH R &0} EOER2ARESH6bMS
ZEBHSOT, ENOICRORNOUKLHIBT 5L, ¥, BORNS
B bh @il ATrRERRAEEETE LIMTEHETS L,
AROLEI LY, BRORFEEERT S L LRy LRBCHIR
HBHELBRSDEAHS, AEARYLALBEISH. BRELAMRIELRE
HPGE LN b A RO & W L T BRI BIE T, SRR DA
Ui k DEHERNSEERN D BT, AKIDHREX Rk, RURIBERE
NMELHIGESGEERTH I, i, BIRERSAT ORFILE DR
AOTEIBYH Sh i VBEITH, BIRER AT LA OREIINIRom
bLERTLIE,

FUPTH®, MNP0 AR LTRSS RETE L ENHERS,
AHORE B TEICLBIER ORI HORERTE L E,

VRERS OE | INEMESL) Sthobh, WRREY b7 -R
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ERROA R - ELAEOMEROL DI, BT RSO WER AR
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2l AHA VP ik, MTHEAERLERBENS N, ARHARARK
BRI, —AEEE A DA RAH ERRC— R LA B AR a0 g o
bEERLE,

St L RDERK S KA PA—FEEHE 100mg (—RE 1 ~AT e Y XvT (KE
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HAERT,

[#g]
BRI {netM (KEYNOTE-087 HR)

BRI GO TR SR Y o QLo F, BEA AL EGL OUT
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2h—p1 k=2 e b3
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o R (D) 13 {18.8) 9 {111} 13 (21,7
¥ [ op) 3 (43) 17 oL} 7 (L7

AR 3 43) 2 (2.5 [

BA® (CRHPR) (%) 725 654 66.7
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EHRLTHEETTEFRES AL OO, BRARS BN T2MENRBEA T
SR ARTHOEH 10 mykg () & QW THLE LA Con, & HEILTE
WEFtETHARE (T8 . & 612, BHEMBEREHEEIHRIZEHR] 400 mg 2 Q5W
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Ehit (F28 . Ei, 350400 mg & QoW THRE LitandX o BBz B S &
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Hpmh e TREAE (T o 2ok, BERaRBEdatica 00 mg & Q6w
RS LSRR (KEYNDTE-555 B0 & 9 & hir i iz i < N
AFA—FE v Tav—a itk D TR LERRRE AT X —F LEE LA (TR,
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KPR L LTHTIRGRIME (S0 MO TS I Lhh, SENENS
VIEHEET HRRTH DLESDHE, TOLT, FAORENBORBE LN - 6
EL, oo 2 RRENAERRLERITH ST L8R 0, BT
OD~@o AT EW TR ECTEAT 522 Th 5,

@ MR- T

1 FTEO 1) ~ (8) o Phiipggd s8R obssl,

(1) MR E A R T 5N A BRI (IR AR RGRIRI SIKES,
KR AR TR RS, MRS ARG )

2) HHIBRERRE

() HATRERARET 2B ABRBE M (STAB KU, AR
BAFRE. RABSHRERRERLR L)

(5) FRCAEBRERENNE L., ARIEABEDN | RIARCERENN 2 DERER
CRSEHET o THWIER

5) FOBERROGAIALS MR ORI RS B 21T - TV 558

D2 R LHE ORISR CRIEAREI OIS+ ook L WL B EM

(THROVGPhi LTS ER A, GRS OdRRET SREORESE L
TRESHTVETE,

#

»  ERFRNIRTE 2 EOTMNELET LARIC 5 FHLEOSABROBRROEL
fToTWEIE, H%h, 2ZEMEE, SARGHRESEE U MURINEOTREE
ToTwhok,

r  BRETRAFIAE 7 EOmBBREL T LRIT 4 Ll oS RISR S O R
FiFoTHD, 35, 2ELALL, RRLEEOEAKSRELSLELIEROE
EREEfT2TNAT L |

Q@ RADERIMENFED EMITT

EXRLNAEDIHETIHESIREESh, RRERNLOMERD, - R
ZESRHENREO TBR RSz 5 iR, AaRiRs Uil ot
BB, HAHOATOASHEMAETHE L L,



8

@ RIEH~DHETONT
@1 BN I SRR

MR RBSOLEN 2 RIFHAREL AR, 24 SHEREMOT, LHRRT
RAKKRITHVT, I LABIRTIZE U TARERRRCT BOBIERA QBRI S
BELREOHRMEBREMoh, HEICHETHR2GNAE-THSI L,

D2 EREERRIT L S WERAR TSI

BABRKICED SHFR L ORE CERLE T SEREEESREAT=S U
EEDEEROAY ) =2 FRTOEBR SRR T Y D F— 2ERIEWAE
WEATHBZ L, 28, BRETICOWT, BABRST L EOREHHBREhT
whl &,

D3 BIFROBECRI LT

B (WIREMEmIc A, KIRSE - 1Bt - RO T, TFIERG - s
B, RRERE (RATRMRICRES), FXERE (TREMERE, FRBNE
TR, BIRRERRE), | BUNRR, S8 DUss, Thdt - (REUEMAARE. Bk, MEnH
WERE (CFWIETERNIGE, BWRENIREIRRY, & IBALNE. JURAIMY . infosion
reaction, FiYE - BESNSS, TOOERTARLE, HHEMEE (X572 SL—ERI) . LARK,
M2 e (g MR tEIREER, R, AR, MEEIRORE),
OEREALEREE, S5E) 104 L7, SRR HIREREMONMHEEAr SRR
LAl @IEROBECHTCRLTHERUSH RS 6h B RiFIHB I L) |
HHIHS RN TE SRR THE L,

5. EHRELDNE
[HEnEic i+ 5%R)
O FHFHUNTSILRFRIERE AT 5 AT RIIEBEC R RSB
TR CASHOIHEINRIE STV A,

@ FRICHE 5 BE T D AR oA R b0 T, RS
R EShTELT, FSloRdnsL2nian,
G FTEEE St LRRET L DIERE OV AE,
+  FOMBImE,
v POBRREMOGT & DEE.

[2atEic 45 %]

© FTRIEKYTHBFIONTRAFCEEARB L SHTWEZ s, Bl efT
blenzE,
¢ AMORCH LRRUE O RIERO S 0

@ EHEOTREI BT TRISY 3 3B TR, ARt Ehze

A, MoERREEN A RSIRY . WEIAREMATES L e SR TE D,

»  MESASAG AR RRT 0L T 0N

¢ MRS CHIRE L3 5 M R U B R R e B e
SO HEERIENR Hh LB

o BEREEROS0 LAMEHENLZITL CILFREO H EASEROERED
HEME

« BENHIR GhheMaEuEsat) obhsBE

« HHBOSRERER L0

+  ECOG Pecformance Stutus 3-4 SV 0BH

. " ECOG 4 Performames Status (PS}

core | E M

SN CEITE S, SARNER U H RERAWEALC AT,

[

Il PN LRI MME 220, SHTHRT. BHEMVE - TOERET S 2N TE S,
1 R, WEIR

2

RGhEAZDOXOED O E L Tad, BRososblbe~y FOaFTasT,

4 | E<BR, BROSNE0OI LA, TREN. RBIIAY FORFIRTT,

BITTETEAOKOE D 05 & FATERAH ERAT A2, Hho Sokil kL FATR S,

10



6 BHLRLTERT~3¥N

© BAEREEINL, FERRREE SR 5 RGBT & FH MR UHER
ROtz SRR+ CERL TRl a 1 2,

@ AR D, AERLRT OREIIIERUERIEE+ARAL, RELS
TibliEtsne,

@ FAREAG=RFAL MoonT .

MREMHEEN B LhhE & EFEI 0T, ANORESIZ 2T, WHE
R (E4Th, RRES. SRS ORBRUM X BREOREY, BEE+
SBIFTH T k. ¥, BRI UTMEE CT. N~ — 2 —SORib %1
Lk,

infusion reaction 218 Ll B T kN E S, infusicareaction B8 b BT
i, AT S L L b, MRSENT S E TREOREE R
THIE,

FRGHAERE, TECARNERURRAERESHOLRI I ENSID
T, AFID B T B O SR R R A AR R (TSH. D
T3, BRE T4, ACTH, Reb=nFY/—AGORE) LRETILE,
Brfichnds, mictbmEfatdhbihs o B30T, AACRSMIIE
TEEEMPR ARSI REIREE (AST, ALT, y-GTP, AP, EDAY-E
DWE) ERETS5IE,

S5 (ICEERCEERAR TS SORRRZRRERHLLLD
TEBHAOT. ENHRIACAROTKEMIBET 5T &, 1, HORKNS
BN ORAREIR, EPPTENRNEELT DL IREEHENT 5T b,
FROELI XY GRROKSRGIIEETS L EL SR SR RATHIK
RbbPhD I EMNED, ARSELSAEREIT, RALLERIELE L
WP R & e oD &M L TR ERIRET & T, RECRE
B SRR e HEE IS, FRIOEREBR L, RUMRE R
e RDREEEERTS I b, R MREREAE08EI2 LD BE
Houdih bhioviieizi, BRER kAT st ohgiiFonn
LENTS DL,

BT IR, YOAMS S %k H R L CHSRIERSRRT S I L bahn,
ERORSNTRICLRERORRHERTH D L,

1SR ORE | ZINRAE AL tbhobh, NEMEY F7 i F—R
KESZ EXHBOT, Al B, RESoERoRMChiEo bR+
SEET ST L. | RNESMRDR ST RREEPLEL, AR
HOBEGORIZIBEITI I L,

@ AHOBERBITE T, TLMES D 9 Rk, TRERMTR MM B 1ML
6 AMARIRN, FrEM2E G 1 FLIREEE 12 AMMER T EARE I E L {7 T &
LERE, RS RENI R RE CHRORBEITI T,

11

BE 5

BEEREES A T
AhFul A (RETFEMEL)
(R4 - %A bA—F RRBE 100 mp)
~WHEE~rA FudF I A FRRER:

(MSI-High) %45 EmHE~

T3 0412 (RT24E 8 AKED
LCoE )



HE&

1LoResi P2
2. AMO¥R. R P3
3. HIRRE P4
4, HEfonT P10
5, BeExHeLRBZNE P12
[

. BEERLTHES AW Pi3

1. RTBIC

ERSOURIE » LS OMB O DIk, BRI AEIER W RS
BhB, E6I, EEORPENOBHIZL D, KIEERRZ Y OEHANHEMS
HEESHEBENSPT, ThEOERE LI SELBEIRETS 2 L SR
WL Ao T3S 0 SRR L B e 2016 (VER 28 48 6 A 2 BIKRELUE)
E3EGThHL, ENERSSOEACMEIBELES L L Eh TS,

FIERSFERR L, BREAPEANT e 7 7 A AVKTEOERS LR 6 R
BT LHBD, SOk, FIHERTEAIIMT S R AERT 5 2 Co,
EHERSOUMEHRITD oL MRS AL BFIHLTHEA TS L L LI, B
JAAREL Lo P 2B A ah il g b B S B AR — R DR R A SR A A
THZERERTHS, )

LiedtoT, #ild 74220, PMREHCRETRB LR TODELRAE -
Bk S, ST OERNE O M HR L il 5 Wtk b LR, B2
FRUBENI R,

2k, FHA BT A 1t BETERAERSE RN RS WM, ANLEEARER
BRIRMEIRAE S, —RHLEE A B AR R IS B U — R A H AT RS Ol H
Db EERLE,

i R HERDL - o I F TR 00mg (—RE S8T o) KT (Ris
Tk

HRELLETIAE : AAACERER LT - TEROMME 7 & o7 T
PREEME (MSIHigh) BT D EEN (INBLRRIEEL
B RE)

HREGSARROAR A%, BRARR. _AFD ) XY (REFARR) LLT, 1
18l 200 mg % 3 MMMFRIL 1 E 400 mg % 6 FRFE T30 20
DI TARBES B,

N i BT ¥ 3 2 MSD #S




2. oM, EReE

Fo PA—F AR 100mg (—4 67 ) Xv 7 (REFARL), BT
#11 &Vv35,) ik, PD-1 {programmed celldeath-1) & %0 Y 4 F-0HE PD-LL RUFPD-
L2 LORSERGEEETS, b MERG B/ - iikThs,

PD-1 EER51 T RIS E MR GiEh D e S AR FIR T 5L Sselln
A4 wF0, PO R, AR EGTIEHS T SlSomBRaEcREL, goL
BRSO TSRILERGSEELNET 5, Thbb, PD1 RV FLE
&T3 LI LY RNEAEC X 5 v/ Tk EAICHT T 52 E&THS, DL
OEHMRICHT ERBEELTHTHDN, < ONAMETH T AROES T2
SITUEMIIRBL LT D, BAMKITIH S PD-L1 OWGREIE, WS, [,
NS, SRR, d/hAIRRGRE ¥ Ol RFATTERREFTHY  EVERE
Lofnfliag X h O s,

HEBONAORRGTHR L PD-LI RROHMKESS, PD- L PDLL ©ERIANE
DREDBIBECCEERFENYI0 ) L ESTRER TS FSA BRI L
LTHirshTh2,

HHiL, PD1 & PDALL RRPDALY OB Y A - PO LM T S LISk Y K
BREPOMES RTINS T U e RS, IR EE L
THIETHEEHRERET S,

HHIO ARSI R ORI L SRHER RS H bh, ENZRECK
HIWEEMSLS, FROEF PR Rz, BEONEE-FITfiv. BEAR
o BRI GO, BB LSRRG CIo M Pl & e SR S L O
Y7 BUBHITEATY, BREORERIGICE SRR LN SHWE 1T, BIRRRRA
BRI RSSO/ NMELT I HESDH L,

3, RN

BAACLRIE I LT - BROGEE < 2 0377 0 bFEEE (BT

IMSLHighl Ev3,) 2HTHERE (MBO2ERIERSFEICRS) ORBY

s R gk A et el S

%3, TMSIHigh 2315845 LELT, TPCRIEIZ & U MSLHigh LiEshi i
) 2EETDHHE (R ik IMSHHigh (PCR ) 23 58%) LPEL, DNA
LA FEINEBRORES DL BERATSES (K8), FiebbIPCR #Eich Y
MS[High X RSESHMILAERE (BT, [HC)Eu3.) iRk Y £ A o SRR
ORR {LUF TdMMRS EW3,) HESKENE) L RETA28E K IMSHRigh
ENTHRE) LRELE, HC KK LD MMR KL PCR IS L 5 MSIRFED—K
HIL966~98.7% T THE T LWHME S TVS,

[Hr5his]

QEFERDNAKR (KEYNOTE-164 TUR)
7 HEEY PRI, At 7 R U ST Dk g

2 & SRR D STRFMIRTRE2HEAT « FERO dMMR Xt MSE-High (PCR 35)
2 2SR - IR 61 5 (RN 72 &) £HRIZ, 1 20mea A
MR LT TQRW) 205, BEOWHEEURSEMRHERL, i, WiRE
T CHEMEITHEL bh R S 1, SNGEIT AR TR R0 bR ORI
B LTWSBE T, BB R THRBETAES W5 X THRIOR S ER
T HTLATRE Sh, EHREHEE CHIENE [RECIST X1 FFA - 11K
ES{PREEILE SRESRD (CR) XIEAEN PR)] 20T, ARWITER
Shit 6l HNBRERF 1 oLBY Thok,

51 | indor Naratane M etal; T Clin Oncol. 2002; 20; 10438, Bertagnolj Moalca M. et al; [ Clin Qncol. 2008; 2%
1824-21, Fergeson Sush E. o ol Cances, 2014; 126; 39525, Wing Yang ot al: J Mot iagn. 3017; 19 5754,
Smyth Elizabeih C. ef al,: JAMA Osscd. 2017, 3: 1157203

O ag g Repisdn T, O it 5 8 £ Rw o FIEHY 245 T3 MLHIL, MSH2, MSHS X2 PMS2
OUThIDRRVRL AR RAIL IMMR, PCRIEEL LD 2o0lbdvdf X ¥ F 5L Fv—b—2
MR ETEOVC XOREHRH ERAERHT MSIHigh (PCR S L&,

4



®1 RARAHRABCRAE (KEYNOTE-164 BB
{RECIST ver.1.1, AWEHMMGTANMEN, PItliE, 2007422 B 10 B —2 b v b37)

B (e
nAREAR LA FLE
SEEYEM (CR) 1] ]
%S (PR 17 (279) 9 (1.0
& (Sp) 14 (3.0 10 (25.6)
T (PD) 28 {43.9) . 13 (462)
HEETHR (NE) 2 (33) 2 (5.1}

¥ (CR+PR) 17 9
(E [osnBERM™ () (279 [17.1,408]) (23.1 [11.1,39.3] )
" ’Eagﬂﬁﬂﬁlﬂl. 2 R R NS 3 % MSLHigh (PCR ) 20T 5BE,
*3: IE;
QUEIFREFIF A8 (KEYNOTE-158 B8
~HER E LTI 2 A REE D & 5 IR R A6 T - TR dMMR R
MSL-High (PCRIE) ™2 24+ SEREBE © ZHAU, FH) 200mgQGBW Bb0f
PHRUREEIRIE L, 28, HRIPETHIGAITARSD S B8, 5
TR TFERABS bR RVWE ORI RE L 05 BE TR, RER OERIE
TREETIES 6D R TARIOR L LTS D LA L SRk, REIRERE
THLYEHM [RECIST HA FFA 11 FRICEI PBic L BR8Ny (CR X
a3 (PR} Ko\ vT, MSHhigh & BUTS h @A E ki &3 Y
(= K) OFFIE 2, ABMRICIRS T 91 (31283005 WIERIO L% 3
DEBHOHok,
22 KARAVHAZ IR (KEYNOTE-153 MR, ZA—7 K)
(RECIST verd.t, WEHEMTHHMMENN, hids, 2017424 H 28 BF—F b » A7)

; Bk (%)

RERemE Yy o
seeqs (CR) 4 (1.8} 3 e
ERSYEEY (PR 25 (30 8 {28.6)

R (SD) 20 (4.1) 3 {10.9

47 (PD) 24 (289} g {32.1)
BETFH (NE) 10 (120 5 (17.9)
% (CRPR) 11

29
R [osyiRIEm=] (%) (343 [24.8, 4621} {39.3 [21.5,594) )

*: Tiﬁgﬂm“m\ 1 WAHEMF A RMED D 5 & MSI-High (PCRER) &4 ME,
3

0] R b I Amed ISSHH I X A— T B MSLRigh DT EB BN &Ml AL ¥ 1 — 7 K 168
MER, FA—F A THIME (REELS), YA—7 B CRIBAS (BNECEFORE), XL
7y s =WRAMEER, S AT CTEM, GE, I, &, EINEUHIRNEONEA ST
# (KRB PN REAEEE), ¥~ D THFRARE (AIEUMRIERNERL),
FA—FETIETENSE (NELEE), 27 F 200 (R ERE), 77 G T2 M
., FA—F HOHPHRER, SR~ ] TRIERE, ZA~7 ) THSERN (IR
BR<), ZAmT7 KT MSTHh £ TSR (- MEERC) BRSAANRERE, Z—
T AT SRS A ARD MSHEh oo TR, ¥ haxr P g TR E Y HiR SRR,

5

33 MSLRigh %15 BESONMBIONMNE (KEYNOTE-158 H#)
(RECIST ver:l.1. WEWEMATHRIMEIN. ¥, 2007484 8 28 AF—FH» +37)

e g (% M3 {CR+PR) FI% (%) ¥ (CR-+PR)
94 #i (AR (34)) 39 7 (E (5)
- THANE 24 (4.9 13 {34.2) 11 {282} 6 (34.5)
Wi 13 (13.8) 6 {46.2) 7 (179} 4 (371}
AN 13 (13,8) 4 {30.8) 5 (154} 2 (333)
ns 10 (10.6) 1 {100) L {28 0
Libie 4 92 (98) 2 {2 4 (103 1 (255
BIRE R 302 L {333) 0 0
LJod 3062 0 L {26 0
AATFRRESE 3 02) 2 {667 o 0
THEN 20 1 {500 2 {51) 1 (500
NS 2 (21} 0 (I ]
FLR 2 (1) a 1 {25) 4
R LB 2 2 1 {50.0) 1 {26 ¢
EEEE 1 (LD [ [i )
PSS 1Ly 0 1] [
kA EE 10D o 128 ¢
4 RN 1 (LD 1 {100) 1028 1 (100)
NE TR 1 (L1 1 {100) 1 (28) 1 (100)
A 14D 1 {1c0) o &
LU E 1 o 1 26} o
i 1 (L1 E {100} LY 1 (100)

S WA MM, *2 : MR ITAGOR O 3 % MSCHigh (PCREE) %+ HM%



[&2H]
CERAEN IIER® (KEYNOTE-164 PUK)
WP 6061 FH (984%) 12, BHEAE 35/61 5 (57.4%) HD Ghi, RIlg
M A%LLEDRIERRTROEEY Bhoalk,
N4 BRI SHILE ORI (KEVNOTE-I6i M) (Z2HMITAHRNE)

BERRSA (S0C; Systers Orgag Clasy) Fx ()
EXTF (PT: Frelerred Tom) &14 |
MedDRA ver20.3} £ Grade Gradadd | Gades3

233, WRIHEIN 1 81 (L6%), BUROAMEN (MILDORIRE, ST,
EEEER) 1 (L6, FHAREHA P (49%). PRIMEME2M 059, I
SE300 (0%, A5 - PRECEMANGEE | 01 (1.6%), JEI2E - BEORSE | 31 (L6%) 2SEBaDE
Uk, B, KIS REOTR, HENE (655 AL—ERIY, TR
. BRAERE, | LEEN, RS (RAEIRLRES), REGRNE, &
Bk, Ametbiu MR RIRIEA, ML, R, flusion reaction R UK ¥ 5
PRI Gt ok, ABIRARRRENNESS (UFRERRTLEE) 28
T

DEIBRHFH T AMBM (KEYNOTE-158 R

FEEREL, 9194 (7] (96850 |2, BHEML, 5994 M1 {61.7%) IT@BH SRR, BH
Mt st EoRIER I TROLBY That,

NS RBRISLLLEGRIEE (KEVNOTE158 RIR) (RS M RRE]

BHHIKEM (SOC: System Orpaz Clas) e

AP (T Prefemed Term) M

(ModDRA ver20.0} £ Grde [ Gade34 ] Caado §
2K ! 1]

285, MRIEWSES B 43%), KBt RROTHIA 0.2%). HERE (¥5
e AR 2 B (21000, ITMAERET 8 () (B.5%) , RERMRMBAEED 8 I (B.5%)
1 B 1B (L1%). infusionreaction) 4 (L1%) MM GhE, &z, MEDHNK
R (RN BE, SAAIRE, SRAEW) . TR, BN,
WRLRE (ROTMEIERES). Wk, B - RebprE, SEHSHE, O
g8, Bt - WG, SEEtEduMEMPRKTER, ITMERE, FHRERUEY 5Bk
RS bhiadoit, FREMRRRRIENNS EERREERNESI) 240N
MERETT,



(A - AR]

AXIOFHEREIMBTF LR LS abe—ica Tk, B8 200mg %
AW, 400mg & 6 MMM (LT TQsw] &\ 3, ) X 10mgky (HEED & 28M
M (GUF TQawl kv 3, ) Ofs LRoeRohfoREs s S hk, 2o
B A 400 mg & Q6W TR LEROKRROEERBISR ST RN PRE (2
T MCagued E¥¥3, ) B, EHT200mg % Q3W CHE LAD Copw & HEIT3 T
shis (T, %, 290 wemg & QW TS LAROSRAIOENREI R 2%
WPRE (ST MCounn) EV15. 3 B, 2 200mp ¥ QAW THE LRJAD Course
EHBLTHEETTEFR S A 05, RBEARE BN TREEMHE IR TY
DM - RECHSHN 10 mghg (FH) & QW T LMO Cuw. 2 R LTE
HERTL PRSI (FH) . 5 bIC, BEMEERE SRR 00 mg 2 Q6W
TRE LARABHENE (KEYNOTE-SSS BB L 4 B 5h A iz -5 < R
RAFA=FIX, VL 2= a VLD TR LARBEE AT A~ ERE LA (TH.
AT, WHROERISET D REARSR I -0, AROBRELITSHER RS
L ORME RN DR EET T AARES L, A4 200 mg & QAW XiX 400 mg ¥
Q6W TS LATROSE RS AT et L oMK oW TR EAR R, B
EOAE - koM trelk LSt is MR B Rk L TR Eh,

e ENOBIMRIEAD F—5r

ek [ ™ Crn [ Toem Cunn
{agml) (up'mt) tugml) {ugimL) fgieni) fugmL)
200 awt 591 29 18.1 928 Epry e
™ O (325, 55.7) (27.7,781) {1248, 183) (91.2,94.1) {49.8, 51.0) (303,314}
400 g QEWT [F5) n4 105 [T1} 507 FOX]
g 0221290 | G2 | (o408 | (46049 | Gorsin | mesng
400 my Q6W 1605 1431
(ml | t3ss, 1150 NA U134, 134) A NA NA
750 ™ 1§ F3 ]
Wmeh @V oy | oanass | tunien | g | Grezn | ossae
Tr o=z 0, I0EGL L A P— 0 7% s ) BRI MTERMOPRI (2570, 97.5%A0 « Cau : DIEN

SRDREGRATRR, Cry ; DEIBFROTHUNDRK, Cun : HEHEFS (34 242 LLHN) ORI
PR, Comgm ! SERRMILIT D RE MR RE, Coyar 1 EX R30S REI MR, Coten s XK
i SRAER TR

1256 MOMIITLM (5% BIEN)

§ o4 POMOTTUE (5ot )

NA: EE 2L

4. HRIZOWT

AR E LTHEIETICRIT SR - BN MR MSTHigh 2474 5 BB S
M AHARARESREGRTVS, AMELTD, BRK ) #2 FEHE (RMP)
(2863 & BRI DB RS AMEEY ~ ORI RN S ST o T, RRlOR S
A E L - WL, SADEEIL D ERABIEA L RBL R 5 2
LAYERED, RTFOO~@0TATERETRR IR TRAT 54 TH S,

@ ERiZOWT

@1 TRO 1) ~ 6) ovihhlRE s ehs s,

(1) MR RCREIRET S AMRGKIELAUREEY GRMRTIN AR BRI LR
HEREACA B AR, AN ABRARR &)

Q) MrFEHRRERE :

3) MRS S A SR HERRE (AR, SLAR
WhEE. DA BRI )

(4) ARAERER LB L, SRCERGENE | UG RENR 2 OlRitE
IS REHET> TSR -

(5) PIEMH N T R DR SIS R BB LT T DRR

@2 ik e BECOLSRERVEERRAROMEIT L oM L R RS
SES (TROVFhPIIEYE TR M, HEBARORNRT SRORE
FLLTHREShTHST L,

*

o EAARFRIME 2 EOTMBHETET LRz § B EORAEROBRTEL
FoTWETE, Ih, 24FRLER. AARSMIEE L L EHRMr ORI
TeTdlE.

o [ESTRAFIRRE 2 SoUBREEET LEER 4 S EOREEREN LTS
z k., 55, 3EELER, Rk SBBRIETONABRMINE I ATED
BUEREFER T2 T Do &,

@ RACEMSNREBEOENITTNT

ERGMMERITNT IR SRR S, BEERS b0, HE -2
SHBEEHMAOF LR ORI 25 IR, TrFFLRRE L o
B, HXBEHICITRIE EMAESTWB I L,




@ MfER~OHEIRNT
@1 MREmicBET SR

PRI SRE DB RIRAAREE LM, 24 RIS DT, LG R
MR BT, R LAREARS CTABRERRTCT $0RIfEROE3E
FA2REOERNY HF e oh, HHIRERA Mo THAT k,

G2 ERAEENI L O HNEREER T S Xl

BABRB LSRR FER e TS ERERT SRR TR Y Y
ESHREROAY ) —= Y ETORIGE LN ERAT 02 5 F— ABRFNE
MERTVBZ &, 28, BNEHITVT, BABE L EORRISHYCEDShT
nasd,

@3 EEAOBNTREIMLT .

BIEH (MREEMEAITINE, KA « BB - BEEOTH, FFALE - DLt
£, RHERE (RAEMRERAS) . ADDNE (TEESENE, TiRGRE
B, BN, | IR, SO0, A5 BREUDMEARE. BE, HUEoR
SR (S R, I GIREREY, STATEE, SIRBES)., infosion
reaction, 056 - BAMRGS, BUEASAEDIE, HEME (F7 1 S L—RRES) ., LS,
EORZ2 e (ogESd IR KB, A, BREPERIE, MERIFERGIR)
MERAREERE, HHE) SHLT, YRR ER IO WERE LA T AR
Ll (BEAOBECHRCME L TSR TEEE R oh 3 RiFzh B 2 L),
EHICHIA NS T M TS L,

- P43
[HEI B+ %]
O FROSBFBWTHAHOTMERTEATVS
¢ NACEREER R IC M LT - BROBME T 2 0T T4 P TREE
(MSI-High) €755 ERAE 0 (Wt iibie s BN R IR S)
A3, MSWHIgh 2473 - L3~ a7 v U A+ (RIETFHMME) Do izt
BUTR (R4 - MSIMRHEF » | (FALCO)) ®FVWTHETSI &,

Q@ TREEKST28HCH SRR ROMAFEI-oTIL, Ao
M Eh LY, Aglodahn e 2o i,
o FfoRBRR
v RaGIEHEROA L O L TR Sh S

[f2etEi i+ 2R

D FREESTHREI SV TRFAORENRBE ShTWE I a0, 52T
biniE,
¢ CRRIORSH URREDRREDS 0¥

Q@ HEMORECEOTFRICES THRFIT-OVWTR, FAORG#RE AL

B, MOBKTERES 2RSSR, KEAEERTE I L TSR TES,

» MIREMREOS SR D HDEE

+ MEERRECMRETED 588 RIS O SH RN I i
HORREEEER S il

+  BEANEHMOSE XialaL® LS RYRE ASESEAOERRD
LA ME

+« REDHE (EHRARSHEESE) 0L

+  HikoBRRXAREETT oA

»  ECOG Perfermance Status 34 9 o 4

4 ML High €4+ SERESEN—NLY P FRRETHET LIRSS TOS (Labam Miie ot
a2 T Clin Cncol, 20187 JOOLBG2NS),
W) poog o Statu {PS)

SAMELELENTES. RMMLELEXEGIMRAECTAS,

|.

HHMERLOERRMBAShO, SMTHED. EEMCE-TOHERIET) J24TE D,
= R, R

-,

PHEABTEROROE 0L & RTATH BN MERE DR 2V, B SONELEN <y FRTRIT,

]

BSLAAFOIOEI G L LATALEY, BPO HGELEE~ KOSl T,

SL{MTE. DRGABED DL R DR BAAy FAGTFTE ST,

12
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6, WARLTHEET LW
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@

@

MO LR R AR L ThbiRT A b,

Fist-d PN 4 Mxrx-t—oml AR CfERE R T L, ﬁtﬁ'ﬂ}
LTI,

ELREHRARTAT A S Moot

s MREMEENSH GBS L LSS 0T, SRIGRHIH TR, TG

# (B4h, PHRENE, YRS ORBRUWR X SRECIHESE, BRit
BT D b, Es. BRITELTHE CT, ik~ Sohit gk
BTk, '

+  infusioureaction 3 BB S LBt B, infusionreacion HTEED S B

1, WYRRETT 5 & L b, ERBEN T 5 X TREORIEE-HAo R
FHoE,

+ FRRINENGE, TEMMERER VBN RENFS LR LABH50

T, FFGL S MRS PR P B RERER (TSH, #RE
T3, HRETH, ACTH, MdraA-F/—ABORE) PRETEZE,

o BRI, DRSS ST T Eath 0T, RAORSMAINE

DB MM AR BFMAEIEE (AST, ALT. 4-GTP, ALP, B U
oME) LRETEo L,

» FEIIS (RSRUTHEMER LS SOIN2IRRESS bRhS

TeBHEOT, EHEHZHORN OTRERBT ST &, i, RORKEM
BHShEEEICL, BT EREBE RGBT L IBEFLHEETS L,

¢ FFOREIELY . EROBHRESICERT 5 EH R LhD R 2EMSWE

BhHobhaILihs, RESEDORBEIE, BRLAFRIIE A
T e & B R-OTRER L e L CRAIZAERIRHT £ 1T B OfRE
i EARAN DA SRS T, AFRORRI L, RUBIHERS®
AECRIOHESEERTD I L, 238, BIRERGAT - ORERL DRI
HOU R0 HROVRE T, BRI R AT A DR SRR o
LEMFEDL,

o BENTE REMS GRo AR LT LRIPASRET 2 LA h Y,

ARORERTEISLHBRAORRIFiERTD L L,

+ 1BREE WIE L EERRERD) dhobh, MRAEY 7Y FovR

EE5H D LEHIOT, 0@, B, RkSoSRoRRChEO A+
SERTIIL. | EERFEMRDAES R EEREL, A AT VR
HoBSROENTARETI DL,

HIOEHRRBIC EV T, KEYNOTE-164 BRI CiL 9 Ml L, KEYNOTE-158 B
BCRE RS 1 MR 9 BN T L, 1 EEAET 12 MR D & s o FHE
BT T bR, Ao b P E e TR O 1T o

L.
13

FEEREEY A FFA
NRATBY w7 (RETHSRZ)
URZES 1 %o B A= NI 100 mg)
~ R~

STTEL 2/ (ffu 248 AHET)
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1 XLz P2
2. FFOWN. EREF P3
3. B P4
4, RERZIZ2uT 23
5. REmRL2EME 481
[

. BeERRLTHE T~ & W5 P12

L Lk

ERER A - L RPEOTROLBITE, B IO R PR E S B A
bz, ST, EEOREEROMEFE Y ¢, FHERRR YOERORTRERN
FERRPEESHEHC, TheORRHENICLBELBEIZRNTE - & MR
U & Y e T ) BEFRIECHE B XA AT 2016 (SRR 28 6F 6 A 2 B IOMILE)
REWTEH, EFNERESOERNORRLE#EERS T L & EATVS,

FRERERAN, BRI PEaN 0 77 A VHEEOERS L G R
2BIENBD, ok, FHERURAEET SRS ERTSETOM,
UEERSOBMER RIS D 2 ANFShIRE IS LTEATS L b, BliE
ANBRUERECLE2AEE LD I LN RSOl T RSN TR
TE5LENARCES,

Lo, VA FIA TR, MBRES L ETER R THSRENREN -
YR ESE, LTFOEMNRLOMGRANA % R 5 W & S Bk, %
FRUBERRRL T,

R, BHA FT A R A TREARRLR SR AWM, AEmEALE
MR MR, —RtEEEA B AN R EERC— R A EA BRER BRSO
FhBERRLE,

HRLEZERS %A FA—YERBE 100mg (—L R ATV XY (b
THAME))

FRELSHERIER 1 RIGDIRTRER G E O RAIEN

HRLLZEERUAR : 7 3 LF=F LOFAILENT, EE, AR, AAFB Y Xy
Y (RETARA) LT B 00 mg % 1 AMFELL 1 E
400 myg & 6 WIEMEE T 30 Mt TANBETS,

B R MSD Bt

®%) .

AF{ SR mp, RESmg (—i%4 : T F=7) OBERIIDE, FERUE

3

PHEITNER RV RIS O R ianS

MR CAE IS RARERT S F=FELT1IE smg & 1 H 2EENRETS,

2, AEORBIZLVETRRT 2, 18 10ng] B 2EECHET

%5,




2. FFOKk, AT

Fof Fo—F HHRE 100mg (—84 L7 o) X ETHRL). BT H
#1 EVr5.) . PP (programmed cell death-1) & 2@ Y Jf3- K'Cds% PDLI RIXPD-
12 & DFSEEEEYT S, £ MERGE T/ 7 a—Jniihth 35,

PO B T AR SRR I A & 3N S T 0 2 AR AR S o D 22 fe T
A »F T, FD-IL, RE2RMI BV TSNS T MROERREC AL, BER
BES ST LMULER SRR E M3, Thbb, D1 RYH > FEH
AT A LI Y ARSAERILL B v Rk RIS 22 HFRTH A, PD-LI
OEREBIZETSRRATETHTHEN, £ OB CLL T HROBE 2025
12 XERICREL TS, SAMBKICEIT S PD-L] ORI, RIS, RS, ¥
M, B, SRS L Ol ARATTRETRRT LY, Ev Ay
OHERENREERTCS,

WEDBADHEMT R L PPL] BEOAMNEG, PD-1 k PD-LL DEREIWED
REERICEOTEEA2RMEIES & EARESATHE Y R RAAEROB L L
THHESHTINSG,

#ME, PD-1 k PD-LL ZUFPD-L2 O Y 4 FORSEASTE I LITRY, IS
BAER OLEM R RS T U S T & 4, HUORI R A 4 B IR
5L THMWDRERET 2, '

AFOIER S LS GREORBEINIC X 2RHERSLS bibh, BRHXEECI
HAERMEN B D, FADREGRTRHEITE, BEORRL AT, BE
 SHREHAIC I, RO L WA AR R b B DR & MU L O
€12 RBIRRR % 170, MR IR X BEIEAMSIE N S WAz, RIRBRSA
E RO OB LB AT 5 R h B,

3, BHBRRRAK
BB IE RGO FRIREOREINIC R T » L ERREERRO R T
.

[Hrshix)

EPRIERE MR (KEYNOTE-42638)

(L REEOLRVRBPIRTAERITGHE" ORERE R RS aA 86l & (B4
ASBlEEl) EHRIC, A=F=27 D TME (BT [R=F=7) o) &
HEE LT, SME TS LA (ST I8/ 7 ¥ v F=71 203} *
OFPHERBLMEBRN Sht, SRR NSEFME (BT (05 &1nd.)
RUBHIEESHOM (BIT [PFS) knd, ) bdh, 3H/7XoF=73, A=F=
FERBRLT, OSRUPFS BHRICERELE,

*| ¢ American Joint Committer on Cancer FIX152 31265 < IRV

*2:350mg ] H 1 B4 AMEEE 2 AMiEK

3 13K 200 mp 3 MMM (BUF Taw) £v3, ) TMMAREL, TRLF=SEs
mgl @20 (BUF (BID] &5, } BHRELE, FHrF=7F0olrRkik, Smel
A2ETEETS 202 (M) BLLERENEY, Grade 2EMAZTHIF=
FORIEASEH S, MoREL 15090 mm Hg B TFIEE Sht @S, 7mgBID
~OFRETRE L, EERBQENEAY, 10mzBD~DHELTRELE, 7
FFoE NEROER, EERFCAECTHERZRE GmgBIiD, RiZ2mg
BID) LEREE LA

21 AR (KEVNOTE-426 )

RT3 T8 A=F=T8
@326} (42984
R (H) NE NE
[osuct) o ENENE] [NE, NE]
08" [ Aif—Fi? 0.53
[os%cr] [0.38,0,74] -
|2 & 0.00008
PRE (A) 15.1 110
[95%C1) [12.6,17.71 [8.7,125}
PRS- AF— FH™= 0.69 .
[os%c} [0.56,0.84] -
PIK? 0,00012 }
C1; MAEEM, NE: BBEF, *1: PAMNER0F—5 oBRsHMEH > 2t 2R

# Cox A HF— FEF AR L B AT S HEOHAL, 3: ARIR 23 2 7 B, *4: RECIST
Mo BT A LRSS WRFR i
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F (963%) HTt415425 ) (97.6%) ITEBHBRE, WhhOR TREE %L
OEHERI TR B ThH ok,
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[t ETrd LI X0
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REFRAN i ow

{50¢ Systern Urgan Clan] ERT R F=TI AzFoIRt
K (PT: fircfirrel Term) inm 43 M
(MaIDRA ver21.04 A draie Girniden 14 Orude 3 A Grae [TTER] Grd: §
FHE, REOLUMARE .. .
W n s 1 [0 F4] o 12 {221} L] L]
RMR¥ LB E2 VR B ()] L 2 an a a
L=t 2% 6 T 0% [ FIE 3] 2 @5 o
AHA ) o o I a °
Ol E RO TR TP
e 2] n e 1 an n LUB 4] a a
T RESERETLERE 19 Q1) 1 B a '] g5 1 1§ o
E5ME N gy 1 0y 0 B En a a
#(en 1 oy n N Em 1 e a

AWERE .

AT Iy Wlh 8 (L1} 0 1 {43 m {15.4)

lada, AR T H L F2FRHTHGTIRMRIEMBUD 12 (7] (28%) | R« 0% -
HEDTH 4081 {9.3%) . HEMF (¥51  A-—FREE 25 (05%) | TR
R# (ALT RIF AST 072 ¥ OEF AR L &) 15040 (3500} . HHARE
FERRE 165 (38.5%) | FERHHERE 5 (1.2%) . BINMERE 106 (23%) .
L RIERSA LB (02%) |, WileERER UREEREIER RS o (2130 | f5d -0
LOTRARE 4 Y (0.9%) | BRI GO (0.9%) . DA 20 (05%)  FYIR
#1189 (0.2%) EWinfusionreaction2 il (0.5%) 2518 &k, i, REORNRY
(HMESDERERTE, STV, SUREHS) | KR M - HGE, DN RS
(Rt BRI, Bl sk, SRIERM, FRINERE B) . MERAREE
BER UREBRIE D b i o, BRI R BUR BB & (HERREH RN 2 1)
FEUREMRERT,

!
[k - BIE]

AFOBMARGRBTFAEHALLY I a ek, HH 200 mg &
Q3W, 400 mg & 6EMMEE (BIF Q6W1 &vd, ) RIX10mghg (HKED % 20875
FIM (BUF TQ2W) 21 3. ) CE LEROAMOOREREEEhil, 205
5, K 400mg & Q6W TEL LAROAR O KRB Hh ks (BT

Cgul EVA 3, ) i, H 200mg % Q3W TEEE LI BAD Crrg BB ETFRIE
hit (F2) , %, 4 400mg & Q6W TR LA BOANDERRBI S DR
mNAPERE (BT MCuwl £V 3. ) 1, A5 200mg % QW TEAE LAMD Conn &
HBLTHEERT L FRSh A LOO, BRABFI RV TERENRR A THD
- NETHSAR 10 mykg (KED & Q2W TS LAERD Con & b2 L TEK
ERTETFRSRE (FR) , bk, BitRaEBHALHRITAN 400mg & QW T
Feb5 LR RN (KEVNOTE-S55 BR) L 1 oo SRHEICIE-5 < BHRIE 2
FA=HL, VI o beion VREOFH LISEIR ST 2 —2 LBELE (THR).
NLT, DO BEIZI B ERRBR A B, AROEMEETHETRATE
kDA RN SN ERR TS MREE SN, 2 200 mg & QAW XL 400 mg &
QW THE LATROWA I L ATER IXRSIE L oIz oV TR SR BR, L
EoRE - AEORCH NSRS ARLBRELN L TR Eh,

N3 FRACHBREAT A~

TR [ Tes Tom = = "
(ugfenl) {ug/mL) (pgmt) (pgmty tpp/mb) (pgmld
pm—— 5.1 78 i 928 £ 109
u G597 | ez | 078183 | iz | Gemsie) | s a4
pr—— 5] 324 106 148 501 03
- Oz2.029 | 020327 | (04108 | (e6149) | Goa,513 | 98,309
00 g oW 360 BEd y
GO | 16, 80 NA (144, 15.4) NA A HA
B ] (] G Fi] 57
10mgke QW] (o 233y {143, 143) 13,1210 tzia) | aewn | 09,00

1:i0=2991, I0EOS L at—Y e PEEIDNHEATBIIPENCPRE (25%0L523%00 . Cat YEHEK
REDBFRNPAE, Co : MEIRSEDTHANDRE, Can: DEESGR (4o 24 2 BSH) ORS0N
PR, Corsm s EHRBIT I3 SRR PRE, Copu : KX RBIZHT S THRNERIE, Canw: BERBR
B ARELRPAL

§ 1 SENOMMTIEE (ossMmlXmg)

§2 41 NIRRT (95O}

NA; DXL



4. MRisOWT

EXLY A7 FEiE (RMP) S, A0 ERERAEETRE R ~mI8H i
NHIERThH> T, FNOREBEALBE LB - HE L. FHORLIL LY HH
ZeBIPER R BBl LI BRITAET 5 - LS SEAR S, UTFoQ~Qod < TERLTE
Bk TEAT 5 & Th5, '

O HRlcont

@1 FER () ~ (5 erfhillBsET ol ths s b, .

(1) MESMAEARE oA BHMMELARES (AT IREL R R,
JBREAS A BRI AR, MRS ABRARA K)

2) AR

(3) SRR TSI ARRGINAE: (AL BRI, SIA RRRGRIM
Khmee, BABwEREERRL Y]

@) SRR R L, SREAREI 1 SRR RN 2 Ot
RS BHEIT> TV SRR

(5) PUBEMOGTL S T AR ORI R S B 21T T DX

D2 WRREOLERERTRIENRESF oSG0 & EREH 5B (T
OCThMSHY T HERR 55, BBIHOFE M5 HROWER & LTRE
EhTHBTE,

H

v EARRITIERE R 2 EOMMITELET L SEELEDS LR MRTTEL 1T
2TWEHIE, b, 2EHER, MAREREEEE LIRS0 LT
2 TWHIE,

- ERGHRBE 2 SOWNTERET LK 4 £ EOBREHSORERELT
2THD, 35, ELER, WEESORAKENEL SO ERTHER{T
aTWalk,

@ FEADERLWMRERDENIZONT

ERS WK RS HEAMEE SR, HRERS LOMARD, Frimtk &
SESRSAMAONTER RS M RRE, TUERSRE Lfg o
I, GBI AN T S Dk, '

Q@ EifER~oRGITAT
@1 WR MR SR

MREM SRS ORM A EIFRARAE LIPS, 24 SRIBREHO T, LI
PRI IVT, BB LB IR U CASE R BB TR CT S ORI o BRI LR
IeMEOMAY B cf bh, HHERETRETIE-TNB L E,

@2 EWfwN L S WA SR

BABKIC D S WP L TRE CHE ST T S ER S IRE e =y U
EEOEBEROA S ) —= Y EITORNE LR R T 5 F— L ENRRE
WERTHB I = 248, BEMITonT, BABE L EORBI 2 ROSHT
AL Relf N

@3 B OBHSIRALT

BHER (RIBRUEATRMIZNA, KR - MK - EROTH, FRIERE - mirikin
e, WHERE (ROEMRERER. ALRMEY (FEEMERE, FiRREE
B, BIWHAENE), | HREM, S1 MR, R - RIS, Mt, HEOH
MPEE (hRITREUNTERAE, BONSSIREREE, SHAE, MFMKES), infusion
reaction. B - BEDNS, RUEREGAGAHLE, PRERRRE (X5 - o0 —ERIME), D,
BNz R (gt MENRIEREER, MO0, R R, MBI |
IeERAALEREE, BB 28 L0, YRR TR E R O AT S Bl
Ll (RIEROREFPHE ML TRRECERZ R 6h 2Rk bE L) |
EHIEDL R TE DT R k,




5. WALl s M
| EspeulictAd e 2 4|
O {LPREBECRERTRREI LGOS BT BT, AL T 5
F=F G RARLOEMENTER TS,

Q@ TRIZHYTSHFICHT SR OB LR UHRF BTSN T, EH0HMEN
B AhTHAT, IFobath e b2,
v ItkMEEGE
. AHOERY
¢ CUERIOEENST SR Al o FEIHEIEICs & oiHT s

[Feattic i+ 5%H)
® FRIEHESTSHFIC O TIIRNORESREL ShTWA L 2hb, BE%{T
bz e,
+  ERORRSIA LBREOEERO SN

Q@ EHHOREITEOT TRIZES T 5 0HI-0V TR, AR it s hiae

M, HOBRBRESZGBAICRY . KRISEAZWAT S L2 ¥R TE 5,

v MRESFEB O GER B DS B

¢ PEERRE CTRE L1890 5 0 R U RO RO TR SRR
LB REER NS B DA

r AERSEAOSH, RITEENLE L TR ED B T REBENOREED
HEAKN

+ RABWE BhEARBHELSh) obiik

* EROBRCUNEE ST EE

*  Kemofsky Performance Status 70%sRill 2 o3y

00 Kumofiky Performui¢o Status_(PS)

ESDTEMITE S RRER,

I A 7 S
S, IEMCTER SRS LRATM
XS, k& Mo TRAEN

PR E R L7 X U R BT e L B

2 PR AL

G5 ELTR, HETEETET. A
ML A L EAMZIORE ES LOTh S,
xR OB LS,

AOEY R LEESTTELN, NREEY
RMREORB L FEOREE LM LTS, S8
HBMTRIT LTSNS 5,

6, PR THET<EFEK .
O Wl ZWEIC L, BRRARE AR 5 S - & ATl R LI TE O

FobIT SRy -2 ER L TA LTSk,

. @ IERMARES S, AE Rt ORI THERCRBIEE WAL, ERED

ThegataE,

@ ELRFADTFV AL FzonT :

v BREMERSEL LS D ENLESD T, FAOEHIER o TiE, TR
1R (ByTh, FRIGERE, W) OMIERUMEE X RREOMET, Rir+
SfIT e, B, PEITHECTHWE CT, hikv—br—S0RiEL i
ok,

*  infigionreaction B SRS L LRSS, infusionreaction AN Bh RS
L, WHRAMEST 3 & & b, ERSERT 5% TAEDRBE TN
EE-2-1-H

« PIRUSERE, TRENEREEUEVMERSSSELNSL LFHED
0, AFAOEE MR KRN R I M SRR (TSH. e
3, WRTL ACTI, P anF /S —AGORE) ZRETHIL.

o RS, BEEHEEERVS bhAS L L BRSO T, ARORERENER
CEERMPEAISICFRERIE (AST, AIT. v-.GTP., ALP, B L&
GEE) LEMTBIE.

v BYIMM CEAROBERERE Sl $ODNIRRENS b
ZERHIDT. ENGIZROKROFBERET ST L, gk ROANA
B ohiieizit, BehizERNAE D L S AemNo L,

» HHOBRC LY, BECRERINEERTS LR LN SR, ARETHR
BoHPhDIEMHS, RESEDShARSIZE, RRALAWRICE LS
BPURS2NR L FRBRE D EST LR LTI B R 1T, IR DR
RSk SEHEAARDL S RBIZIL, AROHER AL, RURBRERT
AL ROREEERETE D L, 18, MRERRA T ORE DY ETE
Hio@c#aR SR e I, BB RS W B b e amar il
LHERTHIL,

» BEMTE, SAMA YN AR L TR LRIRRARRT S D E NS,
SFORERTRIDLMENOBRI-SERTH L,

o LEISERA GBE 1 ERRATEL) Bhobh, EREES TR
KESI L#H500. 0E, Bl MUSoEikoziensiin Lzt
SEETE Ik, | EERHSRbhESHS IR ERREL, A YN
HlottEwnanzngeiT> 2 L.

@ FHOBKMBEHEWT, REMMEND 28E, DRIZMARETATE, Ta

% 12 M ERASMEOIPE 24T > TV S LA RHIC, AR m

RRETHROBBLTIZ L,



REERHETA FF 4
~ArTe ) Xed (RETFERL)
ORMA 2 %A ka— ANIHE 100 mg)

~EREA i~

FRGEEL 2A (248 AU

R E
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2. AN, AT P3.

3. EERRE P4

4. MBIzt P12

5. BeExR LB Pl4

6.
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L Risk .
ERSODIE - REEOMTRONBIZE, HfHLEEICESIORER MRS
bihd, &G, EFEORPHROEERIC LY, FEEER 2 LOERMZRRERR
FERRNRIBENIFT, Thd OERREMICEERDY|TRIC S = L 8%
PRMI L a0 D R EGE B & U RACH $F 2016 (T4 28 57 6 A 2 AMRRTE)

lHT L, ENNERASOEN OREEEYRIZE EShTWS,

FRAAREERRSL, RIEMSES T e 7 o ANEEOERS LFH B8
ADHEMDD, TORD, IAERUELSIERNMT AR FAFRTSETOMm,
HEERSOBYNE MR D EFMASABBEA LTHATIE & bl mifEs
JEMRR URRICSERR S &5 I LN — OB E T EREM TR
FBEILREBTHS, .

LaetSaT, BHd FF1 T, BEREBSSE Gl h TS EENSRW -
FHAA AN | LT ORKR QM2 ER T 28N 0 LMY, £2
FRUHEEHE T,

283, BN B2 ik, BSTHERAEER SRS SR, AHAEALS
B MRS, —AREEENEE A DARBIKMRES, —RiEETRA B AT ARPRI SRR
SEHEEA B ARNEAHER0BI0 b L{ER LR,
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