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EEZBEER - AEHEREEREETEREK
( & H & B )

Ra7ul) X7 (BizTHEEZ) BAOREEREET A P71 2 (KB
LEE)OERRCEBERHEELT A K740 2 GE/NiniE, EEaE,
HEHFEIXF LU AR O—ESRIEIZDNT

BEHBGES L WEOEARLS 2016 (CERL 2846 A 2 BESERE) 1B
WT EHFMNEELOFEAORELEEZRIZZ LREVIAENTZZ L 2%
. EFHNERSR P ESERRE RT3 EDICEREFEREET A F
SAVEERTBHZELELTVWET,

L. NRAT Y XeT (BEFHETEL) 828R R4 : ¥4 PAL—F R
Tk 20mg R OMA 100mg) & 2oWT, REEEBIZH LU THEHTLAEOR
BEEHNROLBYBEBERAHEET A RS ELTERDELDELE
DT, FOERIC Lo TH, FHA FFA VROV THEESRD LS, &
FRNOERBHEERVCERCH T IAMEZBEVLET,

Fh, RAT ) Av7 (EEFHREL) HAEENARAELCEER
AEH L CTEATAEOZEERIZSOVWTRE, T=Ffr~7 (BETFHE%R
Z2) BARGRLAT oY X+ (BETEBRZ) BROEEERMEET A F
54y GEMBIEROEERAE) oW T) (FK29 £2 5 14 B
ITERAEE 0214 H1 FELAFHEEE - ARBLEREXLAFETERR
BN HRMERDF Y UREESH L TERATAEOEERRITONWTIL,
(RA7a) v (@rFREL) BHORBEEREETA FF14 2 OF
BORTX LY E) OERECREFERANETA FF 4 2 GEA IR
o EMEAHE) O—WHKEISWT) (FR 294 11 A 30 BT BAEEE
1130 B 1 EEEFHEEER - AEFEREELBETERREEM) LX
D, ThFhRLTCEREZATY,



S, RATrY Av7 (EETHEEBER) SHOER LOEENHITEN
ity UEEFEREFEEHIIS>WT, TREFNFIEO LBV RENELE
LD T, BEENOERSERECERCIHTIRADEBEVCLET, 2B,
WEROEBEERHEETA FF74 03, ERSZEO LB T,
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SRR VR Y VANEOREEREETA FT A OUETER (FIHBR)

b2 B
BN BY— (B TH AR ERHIES)
8 R—v [Zetkicf8+ 2 %1E]) 8 r— [tz B4 2 EE]

O TRIEEUTIAZFIZ>WTIERAZOKRS
BEERLENTWAZ Lk, B52TF7bk
Wwr k. _

o FHEIORBICH LUEBECHEETEED L
HHBE

O TREFEYUYTIBEZFIZ O VTIEHFRORE
REBERSLINTNWBEZ NG, BEZTbR
WwZ &,

o AFORS I LIBBEOCKRERD H
HBRE
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RIEEHHEET A FT A v

Ra7nl Xv7 (BlaFH#z)
(R : %4 hA—F RBHIE 20 mg, %A hA—5 RIFHE 100 mg)
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1. ZLdi

EFRDOADM: - REMORBEOT-DITIT, BATESTESHEBEREAIRD
bhd, &biT, INEOHFEEMROESIC LY. FUKEERL 2 L OSSN TR IERR
FEEMPERBINDZPC, 2R HOEERLZ HICNERBEICREET 2 2 L XARED
BEL TR BREMBGEE L SEEOEFRITE 2016 (L 28 4 6 H 2 AEERE)
WBWTh, EHNERSEOHERAOEEEELZRLZ L EEh TV,

FHERRTEE R, BHERCELE T 7 7 A VREEOCERF EHLMNE
RABZERDHB, ZOD, FERVESEIZET BRSO ERHT S ETORM,
UREEMOBELZMIFT 2 LANF SR ABECR L TERT S L L b, BIF
FARRE LB SBERYISE & D 2 TR —EOE 42T EREECER
THLLBEETHD,

Lo T, KA FZ7A Tk, AREESCINE TRELN TV D EFIEFER -
HEMRMcHE S, UTOERGORERFEHEHET 2B AP D UERENR, £
FRUOBESEERETRT,

B, BHA FFA ik MSTHEAEERERESEASHEMA, At ABRAK
FEERIES RS, — it B ARERARES R TR EA B ARRSERES O
Db LER LT,

WL RBDEHT ¥4 MA—F SFHE 20 mg, FA M—F SFEHE 100 mg (—
B ATl Xed (BEFHEEEZ))

AL RDPENEHE - BAACERER ICHEE U RIGEIRT R 2 RIS

HELLARERCEER - @H. RARKE, fA7o) X7 EETHEL) LT 1
[B] 200mg % 3 WRIRIFG T 30 23R CERHET 3.

B 3E o8 ¥ F . MSD RSk




2. FHIO%E. EREF

FoA PA—FARBHE20mg R 100 mg (—f4E : ~AT7 0l A<v7 (EETFHE
Z). LAUF T&HF] &v5,) i, PD-1 (programmed cell death-1) ¢ ZDYH 2 FTH
% PD-L1 ROPD-L2 & O#EEEFHETHET 5. & MbIgG4 £/ 7 v —FAH{ETH D,

PD-1 #£F&13 T ARSI D DRk 5 7o IS AKEIRDFIF 4 2 i st
AA v F T, PD-1 1%, BEARRIBICEWCEEE T AllofMlaRmicHE L, ok
ERIGE S DALELRR 2 EERIS 2T 5, Thbb, PD1 BRIV FEE
BT3B LIREVRESAERIC L BV 7T REEACHBET 22/ ETHS, PD-LI
OEFHRZEICBIT2RFATLTHTHIN, Z< OPAMR T THIEOB X 22 5
FEERNCRBE L TWA, PAMIRICEIT 2 PDL1 ORBHIL, THiE, RFigsE.
FAHAESE. BRBUE. JEAIRENRE A & D2 RPATTRARAFTHY | ENEFS
& OHBERBE STV,

BEORADBERNTH% & PD-L1 ZEOMEMEH S PD-1 & PD-L1 OREITEED
SREFERECB W TEERERZER Y Z BT ENTE Y FEBARKOERE L
THIRIh TN,

A#L, PD-1 & PD-L1 RO'PDL2 QW Y H > FOFEEEMETI Z2Ick v, B
8 R TR DRSS RAIE SN T U SRk S ¥ B RS 2 BT
3 L THIEBESRERET D,

AR ORI E-S < BEORERIGIC X 2BIERSEN S b biu. BRI
ELFRRMERD B, FROBREPRORERIZE, BEORASE -2ITTV,. RESR
B HNIHEITIL, BB L FRITE UMM mi & BB A R EM & d# LTl
PRERRE 2TV BECRERIGC L SRHEAREDN S BAIIL, BITRE RV
ERIOREEOEERNEZ1T O BB H D,



3. BREERRER
P AAL SR I IE U - BRI R LR O AR FHB 21T > 7o R
BRRBROMELRT.

[HaiE]

ERREFE S IR (KEYNOTE-045 #HR)

75 F AR ST EEREET 28595 RETETH IR O R EREBRE
542 45l (HAEA 52 5l&&ie) ZH&ic, A% 200 mg 3 BEMRERGOFMERTESR
R, LFgHE (27 ) F X, FEdFRINIT vinflunine) Z E3TR L LTHRRTE
hie, 2B, ERIHE CRBETIRD b HEI, KEETETRTERIHED LN
RV OEEMICRE LT 5 B T, REISIED BHEFTHR TREETIREDOND
FCAROBEEREET D - LBREE Sk, FEFGEH ITLEENA (0S) & -
CMERTEA R (PFS) & &h, FAIIMEERE LM LT, 0S8 ZABKIER L
(RI1IERUEL ,

1 75 FFRA S ST (—REE) RIORBEFEREDLRE, RUOTSFHRREET
(BT & BT - BB LI 12 4 H IPNCESR LRSS AR bR,

*3 « A G vinflunine FERRB TH B, 222 V ZHFEUNIZ FES FEAOWTRPERRL
e



21 KEYNOTE-045 3B DA $hidplak
#7) 200 mg b2
Q3W
(270 1) (272 )
os' HiRiE [A] 103 74
(95%{SHEX ) (8.0, 11.8) (6.1, 8.3)
NP REE 0.73 :
(95%{ZFaX ) (059, 0.91) —
P i 0.002
PFSH hgE [A] 2.1 33
(95%{EHRIX ) (2.0,2.2) (2.3,3.5)
AN REE 0.98
(95%5E X H) (0.81, 1.19) —
P f@! 0.416

V. PRARATRE DT — ¥ : 20164E9 B TR v AT

¥ BRI Cox Bl — FEFIIC L B{L300E L Ok
Y ERIn S5 s BE

I: RECIST 4 B354 > 1.1 fRICE-S < sy gy &
Q3W : 3 HFEREES

O TTEE e 8 10 12 14 16 18 20 22 24
3t riske, AETENE:
ztmuangqm 270'226 194169 147 131 ar B 27 13 4 0 0
{EeaE U 27293171438T09.89 055 27 14 3 0 0 O

1 OS @ Kaplan-Meier i (KEYNOTE-045 :5%)



- [Zak]
| BRAL R S T AHRAER  (KEYNOTE-045 FA5R)
I AKITE 248/266 B (93.2%) R UMLZEHRIEEE 250/255 7] (98.0%) IZRED D
. BIERIZENBh 162266 B (60.9%) ROMLZERIERE 230/255 6 (90.2%) 2@
bivk, AFIFETHREER SULLLORIERIITERO LB Thote,

#2 BHEEN SN EOBIER (RSERITH SRR

|EAASHE (SOC: System Organ Class) w?;ﬁg/;)
HAZE (PT: Preferred Term) 2664
{MedDRA ver.19.0) £ Grade Grades 320 E
162 (60.9) 40 (15.0)

[==1

(0.0)
(0.4)

52 (19.5)
2 (8.3)

[

Feds, ACKIBET, BER & LCRIEMEMREIX 10 8] (3.8%) . KBk - EEDOTH
X7 B (2.6%) . FEHEREE (T - NLU—REERE) 132161 (04%) | FRESREREE
W14 i (5.3%) « HURBRHRAEREEIT 23 B (8.6%) . RIEESREREIL 1 4] (04%) .
BHEEE (RASEIEEBRE) 1314 (0.4%) KU Infusion reaction 1 1 4l (0.4%)
D b, £, BEOCKEHE (MEEREER. SBAH. BREES) |
THEfchsgEREE, 1 BIERIR, MR, B4 - BEUGRIARE, EEMFENE. LHR. M
%« MEEgS . S DES fuisth i/ MR REREDR, W0 R OTRERE IR D
bihviehoi,



4. FEgRizoWT

AREM L LCHEAREEE (QFF) SREONTVB I L b b, YRELE
DI ERTE DR CHIUERD S, T0OLT, AROEENEE R RE 2D - 4
EL, FHOREICL D EELBEAZER LEBIZRIET 5 Z 8 X0 ELRD, BT
DO~@DFT T E T HRIZBNTHERT & TH B,

O HERizonT

@1 TRED 1) ~ 5 OVFhPEYT IR THHZ L,

(1) BEAGMAREIEET D BAREESEIL RS (BRI A SRR RRE.
Mg AS A RSB BT, MRS ARSIRIRIEAL &) (2044 H 1 HREA 1 434
Hegk)

(2) HrEMBERElE (Erk204E 6 A 1 HERR - 85 Hagk)

(3) FWENRAOFREET IBADIESRR (BARRELESERE. BARIE
WIHEEE. AR REEHEE R &)

(@) SSREERIEERZRE L, SR ERENE 1 IIARICEREEINE 2 Ozt
WARDBHZITo TSR (28457 H 1 BRER © 2540 Biagk

(5) PUBMEEAIAG M OMBRERIIZZBHET o COAMER (K 28 4 7
A 1 BRFA : 1290 FER%)

©-2 JREE LR O(CERER CRIER BRI OIS+ Mm%k L BREFOEMM
(FROWTINCEY T D E) B, SRRSO FFICETaHROBREE L L
TERESh TSI L,
x®

»  [EATRFFEGE 2 EOFTHER KT L2 BIZ 5 FU EOXB A BROBEERTHER AT
STWAZE, 35, 240 ik, BAEDEFEL L U-BREBEEZOIHERIT
BRoTHWBZ L, :

*  EMBRIFRGR 2EFOTHEELRT LRIZ4 8L EoWRBR2ZOBKRIHE %
fioTHY, 5H, 2L RELEEORARDHREL LM ABROBEK
WEEToTWBZ L ,

@ BHOERMBFREZEOERIZOWT

EFRMIFREHICHTTIEEENRE S L., BHEEENSOFEREQ, H9iE - &
2SR FMFROTERCEMSIC T 2 EHRIRM, AEESRRA LB 0RE
EE, EIEOHITORAEHIRE-TWBZ L,




@ BHERA~ORFIZOWT
@-1 ReskikmlicBE+ 2 EH

MEEMREREOHRELRBERASRAE LT, 24 RRABEERIOT, YkiERY
FEBEEMEER T BBV T, E LEREER IS U CARERR T CT S0RIER ORIz 4
ERBEOCREENY ATICE LN, EblzinTERE N E-TWH T L,

@2 EFNEEHICLIFEFSHIGNICETSE S

BARRICED D ERN LR R O ELF T 2ERHFEVRIEHE=F ) 7
FEDEROAY V—=r TEITOERE L FREEE TE 25— AEREHSE
HShTnadZ &, 2B, BliEhiconT, BABF L EOFRICTFICAmET
wazZe,

@-3 BlfER ORZETRX IR LT

BWER (MEMEMZEBICL, KBk - BEOTH. MRS, BRiERSE (R
EREETAY) ., NOWEE (TERAHERE, FRISEEE, BIREEES . 1
TIGERAE, B & DMk, K - BB RARE. Bk, EEOREESE (BEHIIRIER
BE, STAIBE. BARMEL) . Infusion reaction, MMk - BMEZE. BLAEMFIEVE, wEME
E(XT v AUERES) . DK, SRR/ ERER, B, R
FERBE) ITx LT, YRIERSULEBEREEOEMEZF ¢ S EM L EE L RIfE
ROREexRIcE L THERUXBEZ T oNIRKMSHH L) | HHIETRL
EXTESEHBE-TNDT L,



5 bR BE
[ZeMizg433HE] :
O TRIEHZYUTHIEFOVWTHARIORERZER L IRTNDII b, 5T
blpnz e,
o AFORSIH LIBBECKEREOCH B BE

@ WHBERIOFMICBWTTRICEY T 2 BEF OV, AR ORGEHEI AR,

B, MOBFRRINERRWEEIZRY , BEEICAHEZERTIZLEEETE S,

s HEEMRBOSH XIS S BE

o B ERE CREE LR D 5 BE KR OTEEME O R BT R e m Ytk i %
FEONCRERTBH LN D BE

+ BHOAREERBOSHE IEBHENLE L ITEREO B CRERBOETED
HHEE

o [BEBHE (EhRMRBEHEEZST) 0b3EHF

¢ ECOG Performance Status 3-4 @V DEE

[F2hkiz B4 A FE]
® FEIFFHEAEETMEERERESE T2 RFETE X IEB O RKE LREOR
FIZBWTHERIOFIESRIES RT3,

@ TRICEYTDBEIT 2 RH OB LG ROERAFEIZ VTR, AR ORMER
M SHTBLT, FHOREHRLRLARN,
o TIFIEREELEEREC LS IRRED VAR,
s FIRORMULERE,
o fOFEMAEERH L OOFH,

@& ECOG @ Performance Status (PS)

re ER

SR EHTE 5. BHAMERALAREERZHERLITLS.

PHERICH LOEBIRHREh 585, BITHRET, BERPE - THOERITY Z LR TX 3,
Bl - R, SRR

alwfe = Jo|8

BoEEAOFOEY O & LHTERY, AFD 0% EEF<y FFF B TT,

£<{BiTv. HEGOFOEY O LT TEAW, B2y FFGRTT.

ST CEROHOE Y O LT THRELRERRTE R, B0 50%E Lty FATRTT,




6. BERBLTHETREHR

@ FHACEBZCML, RERGEERRET 28RS ICE SEFHFOFER THEIESS
RADEDI LEREREZ+HIEM L THhOERT2Z L.

@ BB D, BEXITOFECEIERCERIEZ +aRH L, REEZE
ThbRET3Z L8,

@ FLREHERAOvRY A MZOWT

FEEHEEEES LA Z RS BOT, FEDTEIZH o Tk, MHHE
W (B, FREREREE, WS oRERRUTES X BRREOEES, Be 1
SIZFTH 2 &, e, RBIIIECTEE CT, MiF~——SOREL IR
AT L,

Infusion reaction 28% H o5 Z & 238 B, Infusion reaction 235D b HE I
i, BORAEEITY & L i, IERAEET A CREORES HOICEE
THZ L,

PR ISREREEN H Do 3 Z B H 5D T, FAlORSHERR U 5HIM
P EA I RN e R (TSH. I5HE T3, &0l T4 S0HlE) 2RET 5
&,

R iEEER S D bILE = LR 50T, AF O SERMSEHIE OGRS I
TERIRIC FFAERE (AST. ALT, y-GTP, Al-P, U VEVEQOHIE) #Ei
5k,

S Sk (IEARTUEEFREREED) SOEERREER DD
ZEBHBHOT, EHNIKBOREDOHERZRERTHI L, i, ROEFD
RHOLNEAICE, HONCERERATZSZR T L IBEEEETLII L,
FROFEIZ LY | BEORERISICEE T3 L EX b4 REBORE
Bhbbhditdhs, BFESEADLNEESICE, BRUEFRIIELE
B A st & R T 4 O (B AT L EHE U GRS RERIRET 21TV, BE ORI
IS X BRIERASRDN A BEIE, FFOKREITFE, RURIBRE S
NEVEIORESEZERTH L, B, BIBRERLEOREIC LY EIE
AOHRENZD BARWEEIE. BIBEERLVE U OREIHRIAIOBN
HEETHI L,

BEATH, BEM» OB AR LT bEWERARRET DI LA H B0,
AR OFTEKTHICHEWERORBRICHR2ICERTH 2 &,

1 BRI (BE 1 BERB 25T BHbbh, BRFEEF F 7Y F—v 2R
KEBZ EBHBEOT, OB, B, IRHEOERORERCIBHED -F-icT
NEETHT L, | HERFIRbLZEAIIRESEZPEL, 1A R
o EFOENRAEZITS> Z &,

@ FFOBEEABRICHWT, Fe5E» L Mk, ThUBIREMRSAN 6 1 /iR
6 MBI, #5080 B 1 LRI 12 BRIBIE CHIMEOFEZTo T2 &
EPER, ARG PILEHNICEERE THROBEEZTI Z L.

10



KEEREETA R4 v

Rh7n ) =7 (BT L)
(RFE4 @ ¥4 PA—F SEHE 20 mg, ¥4 M—F EH#E 100 mg)
~FE/ NS T RS~

WYRk2 942 H (ERrk2 941 2 HHET)
JEA @G



H&

I EHIT

AR ORFHR, 1T
A7

HERITDOWNT
BEXSL L DEE
BEIBE L THEETREFH

AN e

P2
P3
P4
P10
P12
P14



1. LI :

EFERDOALME - BREMOREROTZHITIE, B EEIESWaBERFHSRD
bId, ELIC, ITFEORFEMOMESI LV, FkERERR & OEFHRV2ETHRERR
FEELPEBINLGF T, ThbOERERFRICHELRBH RS2 Z L 2RO
HELR-TRY REMBOEE L SEOEARSTE 2016 (% 28 4E 6 H 2 HEHRE)
ERBWTH, EFMNERRSOFEROREEHERZES Z & LERATNS,

Pl FERRIT, BEEMASESE v 7 7 A VBEFOEEL LU LI RE
RBTZLBHD, 0, AYERORSEICETAERSH5EHT 5 ToM.
SHEEMORELMZITAZ LM INABREICH LTERT A L L iz, BliE
ABRRBA LR LERRGE & 52 LN TEL—EOEG 2T EREE CEH
THEREETHSB,

LIeBoT, BHA K74 Tk, FARERSLILE CRBLNTW AEFIREN -
PHEERIRMICE-SE | UT OERRORERER S HEET 2B R bSNEREF, X
FROCEEEEEZTT,

BB, BAA T4 0, BNTHENEENERBIAAHE, AHAEBEARE
BRREREYS. —AtEEA B ABERAR ES ., HEFEEFIFEDEA B AHEESRE N
— AR A B AR EZSOB IO b LIEK LT,

HELRDERSE  FA M—F BRHE 20mg, ¥4 M—FEHSE 100mg (—
W4 AT u ) X+v7 (BETHEBEX))

HELRDPETIHR : PD-L1 BHEOUIRRTEERHETT - BRI/ N ItE

HELRDPERVRE . @E., A, “a7n) vy (BEFHABRL) LT, 1
5] 200mg % 3 WREIMET 30 5T CARERRET 5,

R ¥ R 58 ¥ #F - MSD B St




2. AFIOFEE, EREAE

XA PA—FRRHE20mg XU 100 mg (—i¥4 : A7 e ) Xv7 (GEETER
Z). BUF T&#l) &vv5,) #%, PD-1 (programmed cell death-1) 2 %DV H > FTHh
% PD-L1 X U'PD-L2 & OF A2 EEHET 2. MEIgG4 £/ 7 n—FVHETH B,

PD-1 BRERIX T i EE AR b BN 5 T DI 8 A MR B FIF 3~ 2 S A2 s e il
AA vF T, PD-1 13, EERREBIZ BV TESER T ok micRElL, B0
ERILEESOABREXILRRZAERSEHET 5, $74bb, PD-1 RV H o FEHE
ATAZ LIV RESRERICL BV I IVMEERZRICRET AR EETHS, PDLI
DOERABICIT 2RBBTDLTHTH BB, & ONAMILTIE T HIBOWE 2% 3
ECREICEEL T3, BAMIIZBITS PD-L1 OFERERIT, BHiEE. HEE.
RrBRaEs, BREE, e/ NBiRlifEis ¥ Otks RBATTERBRRTTH Y, B4R
& OFREERHE STV,

BEOBADEKRNT% L PD-L1 BIEOFEBMEN S PD-1 & PD-L1 OERITIEED
GEERHC BV TEERREZM S Z LIRRENTE Y, Flo B ABREROEN L L
THfFERL T3,

##AZ, PD-1 & PD-L1 RUPD-L2 Off ) > FORESEBAETHZ LIX Y, B
RUNBRBET OEES RAIESM T ) R Fm e &8 B RE 2 Tl
5T L CHIEESEERET 2,

AN OAE A5 BEOCRERIST K 2EWERERH bbh, EEXIRETI
ELFRERH D, FRORSPRURERITIT, BEOBEL 2TV, BEFR
H BNTREICIE, B U2R RIS U MR e & BB 2 580 €50 & m#E L0l
E2ERRH 2TV BEOREFINT & 3EHWER BRI 2B, BIFRE R
EROEREEDOBYIRLEZTT O BB H D,



3. ERERRE
PD-L1 BBt D UIRAREE 22 HETT - R O IE/ NS O A FRRFIZ M 217 T LR KR
BOBEETT, :

[F%hi])

OEEILFRIFE MR (KEYNOTE-024 3%%)
(LR O 72V EGFR IR T ERRE, ALK B &8EFRER U PD-L1 B4 (PD-L1
PREBELUIEEMIES 5D R84S CUF [TPS) LV19,) =50%) ORI/ ST -
HEOHIEEERE (G05#l. ARA40MEZED) ZxEIC. AH# 200 mg 3 ERF
FRE S OFMER TREMEN, 77 F T A2 S TEENF#E (BUF Isocy &
WH,) ERERE LTRETSNE, 723, BRI CIRBETHARD bhEa, &
BHETE2 A TIERAEED b ARWEDREKRIZEE LT 5 835 T, RELABEOE{E
TG TRBETERBD DN B TARDKRE 2 /TS Z E R FREE i, FEH
TE B TR ATEIIR (BUF TPFS) &v5,) ., BIRFHEE H 22478 (BT oS!
Lwni,) kEn, AT F AR bRRE L B LT, PFS. RTPOS (1
EfEtT) Z2REIER L,

A=A B E UTESERERB STV A PD-LI IHC 22C3 pharmDx 4 =) 2AWTH

HEhik,
#=1 HUERFEE (KEYNOTE-024 35k)
A1 200 mg Q3W 77 :’CT}@%@“
(154 1) i
(151 1)
i [A) 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ AY Al - e 0.50
(95%CI) (0.37, 0.68) -
P fE" <0.001
g [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ Y- R 0.60
(95%CI) (0.41, 0.89) -
P {f" 0.005

Cl: 28X, NE: #EART], *1 : RECIST ¥ A FF 1 > 1.1 i3 < M dufE, *2 :
BRI Cox NP — FEFMZL D75 F FEME L LFERIE L OB, *3: Fille 7
SUURBRIE, *A: PRERTREOT —% : 20165E5 A9 R v b AT



Y

N,
20 """‘=;_WL___i
%
10 ) TSR
0 3 6 g 12 15 18
at riske i Eae il ol
FH200mg Q3IW 154 1_04 89 44 22 3 1
TIFIRARBGIERE 151 99 70 18 9 1 0
thaesizic & B PFSOBMMITR OKaplan-Meierdi#t (PD-L1BHE (250%) OBHEH)
100 1
90 7
80 |
70 '
§§_ 50 e ﬂ*ﬂlﬁﬁ-ﬁww—'w'ﬂ
5 40
30 |
20 | —— 20Mmg OW
10] wm rsFrumescees:
0 S " . Trrvr ,. e
0 3 6 9 12 15 18 21
at riskE% sFmmAal
FH200mg QW 154 136 121 82 39 11T 0 2 0
TSFHRRESOILENE 151 123 106 64 34 7 1 0

OSSO BIMFITRE O Kaplan-Meierfhi#R (PD-L1EHE (250%) ©BFHH)



@EPRIEFE T /MHHERE (KEYNOTE-010 %)
75 F A S e b EHRIEEE" A4 5 PD-L1 Bt (TPS=1%) 2 OB iadEl T -
BROFE/NINRMRESE (1,033 4], HAA 1 HlEETe) ZHRIT, F5| 2 mgkg 3 M
IR R % 10 mg/kg 3 WRIRRSR 5 OFMER RSN, FE& Ak
(LT TpoC] &v3,) 2HBE LTHREIENE, 2k, Bl CRBETEED
LA, BT 2R TERBED bR VWEDRERMICEE L TWARE T,
WIE A DGR TRBETHIRD b3 £ TAR OB GHE L ARE L Shiz, TH
FHMIBEE X OS RUPPFS & &N, AEIXIDOC LUHE LT, 0S 2ARICERLE,

*1 : EGFR {5 FEREHE Y ALK BAREFEIEOBE ClE, 77 F T UAZ S TR L3
BREICN L, 2hFh EGFR ME/ERXIE ALK MEER 25T 2 AEEIEERIC X 5 BRE
RHTBREREI AN LR,

*2 : PD-L1IHC 22C3 pharmDx [# =21 O#{EF » PEHTHESLE.

#2 AP (KEYNOTE-010 RA5R)

AH 2 mgikg Z#| 10 mg/kg Fe & FEN
Q3W Q3W

(344 {5) (346 f5) (343 i)

0SS | Hufif [A] 10.4 12.7 8.5
(95%CY) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)

ANF— KR 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) -
P i <0.001 <0.001

Cl: (KM, *1: K& Cox Ll — FEFAC LS K25/ EOEE, %2 BY
oSS UIRE

100 -
90 ——— M 2 mp/kg QIW
80 - s v 20 10mg/ kg CIW
70.: — FegFeh
g 60 -
50 iy _— :
40+ ey J”fé’iﬁ.‘:’; "
30 1
20 4 it
10 -
0- . . :
0 5 10 15 20 25
at riski¥ EHEM(A]
FM2mg/kg Q3W 344 259 115 49 12 0
ZM10mg/kg Q3W 346 255 124 56 6 0
R+l 343 212 79 33 1 0

08 ORMMELTRED Kaplan-Meier il (PD-L1 RB{%: (21%) OBEHEMH)
6



[Z24t]

OEBELLE 5 MAHRER (KEYNOTE-024 k)

FEFRIIAKIRE 148/154 B (96.1%) KT SOC B 145/150 ) (96.7%) IZF8®H Hiv,
BB ORBERPTETERVWEERRIT. TREN 113154 §] (734%) BT
135/150 f5il (90.0%) 2B biiz, W OB TRHARMN 5% LOBHERIITTRD

EBYThHoT,
#3 WThhDRCRARE 5% EORHER (Geaitfeirradg )
BEHBKLEE (SOC: System Fidk (%)
Organ Class) AFRE SOC#
HAZE (PT: Preferred Term) 15445 15048
(MedDRA ver.19.0) £ Grade Grade 3L E 4 Grade Grade 3LL &
£REIEH 113 (73.9) 41 (26.6) 135 {90.0) 30
MR LR AAREE Sl L R
i 3 1.9) 66
M ILER B A E 0 3
P ERE L E 0 34
Jﬁuhzrﬁﬁ/paﬁ 0
CHOWREE B L
@:ﬂtﬂﬁﬁ&*&m@ﬁ 0 0
B Wﬂtﬂ%&ﬁ‘é{ﬁﬁi 0 1 X
CHEEEE i T T
=5 0 17 )
TH 6 (3.9 20 . .
i 0 65 . .
et 0 18 . .
ﬂ:‘:ﬁz {0.6) 11 (1.3) 2 (1.3)
it 16 (L.3) 43 (28.7 5 (3.3)
BER 1 9 (6.0) 0
______ b3 7] 16 8 (5.3) 0
BREERRED oo ol e g
TI=TFI/RT /z 10 7 “.n 0
7 = F—EEin
FANRSE BT/ b 8 5.2) 2 (1.3) 5 (3.3) 0
S AT = —EHm
ety V7 F =45 3 (1.9) 0 15 (10.0) 1 ©.7)
5§ h ek 0 0 20 (13.3) 6 4.0)
I RS 0 0 18 (12.0) 9 (6.0)
B i ER Hee 1 (0.6) 0 16 (10.7) 3 (2.0)

0 0 12 (8.0) 0
8 (5.2) 0 1 (0.7) 0
12 (7.8) 0 3 (2.0) 0
11 (7.0 1 {0.6) 3 (2.0) 0




28, AHFEECHEIEMMERIX O Fl 5.8%) . KIB%K - EEOTHIL 8 #l (5.2%) .
MIREEE (52 « NL—EEREE) 2460 (1.3%) | FFASERE 22 41 (14.3%) |
R REREE I 21 4] (13.6%) . TESHEEREEL 1H (0.6%) . | BERKE 1 6]
(0.6%) . BHREREE (ROZHEEERS) 111460 0.6%) . BRI 16 (0.6%) .
% - B ERIErY 1 5] (0.6%) K UF infusion reaction 13 5 ] (3.2%) TEH LI,
$ie, BEEOREES: (REERERE, 2T, JEREES) | BIEHEREE,
HEREMEEGE, Bk - SR, 5L S ER, LRk, REE/ MR ERNR, A
PRI e ORFFERBRIIRE S b o e,

Q@RS I/ (KEYNOTE-010 3R5R)

HEHESRT 2 mghkg Q3W B 331/339 B (97.6%) . 10 mg/kg Q3W ¥ 330/343 £ (96.2%)
U DOC # 297/309 4l (96.1%) IZ3RH b, IBRIEL DR EBRBEBTERVEE
EFHIT, FhEN 215339 B (63.4%) . 226/343 4] (65.9%) K U*251/309 4 (81.2%)
ERD LNz, WTENLORETRERY 5% U LOBRERIITEO L BY Thot,



R4 WTHILOECRERS %LU LOBER (EEERHTaREH)
BERlALE (S0C: System FE (%)

Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W & DOC B
FEAEE (PT: Preferred Term) 33941 34347 3094

(MedDRA ver. 18.0) % Grade _Grade35LE % Grade Grade3Pll % Grade Grade 3pLE
_éﬁuﬂfﬁl 215 _(634) 43 (127)___2;6_(659) 55 (160) 251 (81 2) 109 (353)_

R 0 @9 T3 (09) 1 @n 1 (03) 40 (129) 5 (16)
IR o (03) 0 1 {03 0 44 (142) 38 (123),
AR R TRaE TN I L L O N O R i
_ FFW%%‘E{&FE o2 _(74) .___o_ 23 (6.7 0 1 (0.3_) o 0
SRR 0 e B R T s e e

TH 4 @0 2 (06 22 (64 0

G 37 (109) 1 (03) 31 (9.0) 2 (0.6

1
1

APk 3 (3.8 2.0

IE R 12 @3, 5) G. 3)
- AEMEERICERERMORE

$EHAE 20 (5. 9) 1

B 46 (13.6) 4 (12) 49 (14.3)

SRR IE 5 (LS 0 4 (LY 0 .
g 10 (29) 1 (03) 14 (4.)) 0o .

ﬂ¢ﬁ#ﬁv
 AmEREEL _
B URRREE
__ RER 136),
HEBAELUASEEREE o
ﬁﬁr

R = o— B 3 F— 2 (0.6) 0 3 (09 0 22 (91) 1 (03)

| SERE _3 0.5) 0 B sy o 17 69

RS U T e e e e
e 3 (0.9) 0 2 (06 0 101 (32.7) 2 (06)
£ 5 BEE 25 (14 0 32 (8.3 0 3 (L&) 1 (03)
plis! 2 29 (86) 1 (03) 44 (128) 1 (0.3) 14 (45) 0

28, 2 mgkg Q3W BER T 10 mg/kg Q3W BETENZ i, MIEMERIERIL 15 6l (4.4%)
BUN14 4 (4.1%) . KB - EEOTHIE S H (1.5%) RU28] (0.6%) . BEEDK
JEREE (REHEREREE, SIARE. BREES) 1316 03%) RO 6 (0.3%) .
FHREE (¥T 2« SNU—EERE) 132 F 06%) RO 3 6 (09%) . IFEREEE
13 23 B (6.8%) B 22 ] (6.4%) . HUR RSk 32 41 (9.4%) KUt 35 1 (10.2%) |
FHRARAEEEIT 16 03%) RU16 (03%) , BISEEESE 246 (0.6%) RU1
#l (0.3%) . 1 EBEREIEL 141 (0.3%) RU24) (0.6%) . BiEREE (RMEHEN
W) T4 (12%) R0 Gl BERIE 16 (0.3%) RUOO0 B, fhdk - BRECHRR
fEIX 1 4 (0.3%) BU0 B, infusion reaction 1% 2 il (0.6%) KU 64 (1.7%) TR
b, Eio. BEMEE, Bk - Bk, SEOEER, Uik, S/ MR
PESREE. it i K USRIFRRENIIERD bhvied o7,



4. HRICHOWT

A4 E UTEREERAE (2FFfFE) MEELRTWAZ hd, HRELEY)
WERTEZARRTHINERH S, FO LT, ARORENE RBELZH - BE
L. AR oOBEIC LV EELEERAEZRBR ULBRIEIET 5 2 LB LERED, LLITO
O~@D T _RTEWETHRICBWTER T/ X Th3,

O HERITHOWT

@1 FTRED (1) ~ (5) OWTFRPERSTIHRTHEZ L,

1) BAGBKRKESEETIBABRKEEL SRS EREFIRS LSRR RFR.
HRE A A RS RO BEIL AR, HI S A BBHRRE R &) (ki 294F4 B 1 AR 1 434
Hiz%)

(2) HEMrERlb: (Erk204£6 A 1 AERE : 85 Feak)

(3) HFERRMENEETIBABEESRR (BARIGEERERIR, SABREE
B, RADRCESHEER R Y)

(@) ARAVEFIEEERE L. AEFEREME 1 I bEFREINE 2 OfEgr R
AR BB EIT> O SRR (ERE28 45 7 A 1 BERRR : 2540 fififk

(5) PEAEERAGEEMEOHRERELEIC R IBHEET > TWARIER (FRk 28 £ 7
H 1 BEFA : 1290 Mgk

©-2 NEOCFERE R CRIERFEBIREORIGIT5r 72 5wk & BB 2 R oER (TRO
WNRNTEE T A ERM) A, HERREOAFICET 2 HROREE L LTEREBSh
TWwWazd,

*

o [ERGHERE%2EOTETHES KT LERIZ S L ORBABEROEEKTHE 21T
S2TWAZE, 55, 24U R, BAEYREY L LEEEEREFOVHELRST
RoTnazk,

o [ERTGFIEE2ECHMIHESL KT LBIZ 44EY LORBERZEE L THWA D
Eo OB, 3EELLER, FEORAEDREL SRR FEORERIHELZfT- T
Wiz,

@ BHOERRBREEOEHIONT
ERREREECERT S GEENRES L, MECEILOBERD, A -
PSRBT R CEMSI 5 R, ATEEnse LB oRss
B, SEESHTDRS - TVB T L,

10




@ BUERA~OHIIZNT

@-1 MEREHICEE T 5284

MR BLSOEERBWERSRA LRIz, 24 BRZEREROT, YkER
BHEERERICBW T, FRULEMERIIECTARSER UV CT £0RIER OB NE
RRBEOCHEPYAFICELN, EbicshsmiERAE-TWEZ L,

@-2 ERAEE L 2FFEEHITCET R Y .
BABICEL ZFEARRABE CERET T EREFEFBERe=F ) 7%
ERRERDOAL YV —= U TETWERE L HRE2HT T 57— LAERKHISEE
ERTWASI &, ok, BHEAFICOVWT, RARE EZOFRITTFITAmENL T
DTk,

@-3 BHER ORMr-ositicB LT '

BIEA (MEMEMESBINL, Kk - EEOTH, THEES. B#EES (RA%E
MBS RS, AOWEE (TEREERES. FIRIREREREE, BIFTEERS), 1 &
PERIA, S DBk, K - SRETTRARAE, figk, BEORIERE (BEHBEIRAEERE,
ZICHLBE, FIRMIES) ., infusion reaction. fM#% - BEfEESe, EAEMFE NI, MREE (¥
T2 RU—FERRES) . DR, SRSt/ MEEAEREER, Endemm, RFERE
) W LT, SR LR EARE OS2 AT A EM L EE L @R O
W c B L TRERUXBELZZITbhARFICH B Z &) | EbICHTIRAER T
& BEHIBEoTNB I L,

11



5. BERBRLRLEBE
[Zeftiz B4 29H]
O TRICEYTIBFIZ SV TRAFDOREBERL ENTHWHZ b, EH21T
bz e,

AR DR LIRBUEDOBHERED 5 5 BE

@ BIERIOFMIZBW T TRIZEY T 2 8F 20T, 2&%%&%@?&%&%721,\

il

i OIEFERIER WG EICRY , HERFAZERTIZE2EZERTX S,
EIEEMR B OO I EDH 5 BE

BTE G RE CRER 270 5 BE R OTEEIME O BUHR TR -SRI R
ZOMICRIEREP A LD BFE

BOSERBOSEE. XITEBHEMNZRE L IXERED B DaERBOERD
H3HBF

BEBRBRE GRS IHEL S ) OhDEE

ECOG Performance Status 3-4 ®P0BE

(A iz B 5 00E]
O FROBEICEWCAAOEPESRESL TS,

{LEREE O\, EGFR BETERERME, ALK BEE{ETEMER T PD-LI
SHE (TPSZ50%) DYIERAREAREEST - HROFE/IVAIRMEBE

75 FFHE ST L RIEEE AT 5 PD-L1 Btk (TPS21%) OUIBRAREER
AT - EROFENIEMEEE (8. EGFR EETERBMET ALK @&
BEFEEOBRE TIE. £hPN EGFR Fr i v —FREAXNIX ALK F
o —EHEROREEEL R T 58%8)

2B, TPSIEAT Y A~v7 (BEFHEL) Oar =3Bl (RE4A
PD-L1IHC22C3 pharmDx X = ) ZRWTHIET S Z &,

@ TRICHST 2 BFIHT AR ORERCERGEICSWTIE, FHOFHEN
HLENTELT., FROHREHFRL 2L,

W REHEZIRE,
L OFEAEEEH & DHEA.

%D ECOG @ Performance Status (PS)

%

2 HERLTERTES. BRELALBEEEIHRRIITLS.

AEHZH LWESIIIRRE NS B, HITTRET, BIERECH - TORKEITI Z LN TE D,
Bl : BVRE, FIER

SITTETCEQOHORIY O L ik d < TaiEESERIITE RV, BPO Sl ER~y FACRZY,

sl ~ (=8

BohBLAOHOEY DI L LHTERY, BRO S0%EEEAy K2R TRIT,

28Ry, BAOROEY O kel Ty, Z2ky FrHTGRSY.

12




@ WERRTA K74 (AEMEFSHE BT, ECOG Performance Status 0~1
@0 =75 pEL) |, X ECOG Performance Status 2 &V OBF TiX, 53 #HRHE

#H (P& 3% OBEFRSIMEEINWTRY ., 7JFFRHOFERAERE
BWrEbERINRWr =235 5, {LEFEEZ/TIHRFIERTIHE, 7

7 FFHFIORTERE 2K &b 3 ERFER A TOMREZ T S BE s
TH, AHloREE2EETE S,

13



6. BERBELTHEETEIG

@ BASGEETMA, SR EE VRT3 ERE RS E AR ORE R CURIERS
RO bIZ LEREHE TS RBER L THLERTZZ L,

@ BEBEBIZKLD, BEXIZOFRIANERVAERELZ 43P L. REEZFE
ThoHETHZ L,

@ EHREWERO~<RZRY A Moo T

MEMRERRH b3 Z EBHE0T, REOHREIZHT-> Tk, PIHHE
W (B8, FRRE, WS ORSELRUIEE X S$hEOERS. B+
SIATH T &, Fi, MERGCTHE CT, MiF~—t—F0OHEs ZiHd
A&,

infusion reaction 3% b5 = & 233 5., infusion reaction D358 HILF=H A
i, BYRLEEITS L &b, IERVEIE TS E TREOREL TOICER
TAHZ L,

RN ER S Db s Z B3 H 20T, AR OB SHGHT R R 5HM
L ERIR I R IREAEREE (TSH. 678 T3, 15t T4 S£0RE) 2 EkET S
&,

FHEREREND DN B Z LB H 50T, AFORERLITE GRS R X
EHRITHEAERE (AST. ALT, y-GTP. AP, YU AL L%0HE) 2FEH
TBHIE,

SEIER (IERRUILEERELEZET) SORERBEESHLDNDS
ZEBRHBZOT, EHIMICIEOREOFELHERTAI L. T, ROEENR
BOONEBEICE., B CEFRRE* 2 T5L38EERBETH &,
FHIOETEIZ LY BEORERIGICERT 2 L E 2 b bHke RIRBORIE
BhHbbhBIENRHB, REFRDLNEESITI, BELEFRIIECE
MR 55 & RRER -0 RN & U TR ERIR I 21T, BEEDFfE
BRI & A RWER RS 2 8E i, FEIOKRE TP, RUBIEREF
NECHOBREEEZEBTHZ L, 2B, BBRERNEOBEIZLY BHE
AORERRD DARWEEITIE, BIFREFRAE LS O ie ik A OB
bEETHZ L,

BERTE, RN LEIASEB L THOEERARERT I BB D0,
FHRIOEE5HETRICHEWERAORBRIZ+SIERTA I L,

1 BUBEIRYE OBIE 1| BUERB2ET) Bbbbh, ERFBES P77V F—V2R
WELHZLBHDZOT, AE, B, BEHEEOEROFERLMEFHED LA+
SEETDHZ L, | BERFEARDW-SHESZREER2FIEL, 12D 3
ROFTESOBYRNEEZITIZ L.

@ FHOBRKABRICIBVT, BE5HMPDL IBE, TR, BEHEEPD 1 FH
13 EREET L IEPEOFMmEIT o TWe I L 2BE I, FFRELEH
AICEERE THROBREITIZ &,

14



REEHEET A K74~

Roa7nl) X< (EiaFrEsz)
(R4 : %4 b — RHHE 20 mg, XA FA—3 REHHE 100 mg)

~ B RAE~

YRk 2 94E2H (FRk2 941 2 HIkED
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X UBIZ

FRIOFE. EREF

ok R A

FAERIZ DT
EEXRERDEE
BERBLTEETREFEH

AN S
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P3
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P13
P14



1. XL®IT

ERDOADMN - REMOFERO T OITIE, TATEFIESOIEERERARD
bh3d, &bz, EEONSEERFOESIZLY ., FUEEERR R EOEHN2STHIERE
FEELPEBENZIHC, ZThoEELZEICNERBEICRILT 2 Z LARED
BEE L I o TRV RFHBEOEE & WEOREATH# 2016 (AL 28 426 A 2 H BIZIRTE)
BV TH, ¥EHENERELEOEAOREEBEEXNLIZ L L shTWD,

PR EELIL, EEEACERME T e 7 y A LBBFOEER LH LR
BRBZENRDD, Z0D, APHERUESMECET 2 BEEF/TLEET 5 ETOM,
WHEEDOBERPBZIT I LBHFINIBEZICH LTERTS L L bic, BIfF
AN LB HERRE S & D2 LA - EOEG 2T BRI TR
THEIENEETHD,

LicdioT, KA FT7A TR, BRBEEPINE TITA LN TV HIEFRZEN -
HEHRMCESE, PTOERMOSEREREHEET IBAN O NERENS, Z2
FERUBEFRETT,

RB, AHA BT 4 id, MIATEHEAEESEREERRGEME, ARtHEANRR
EEPRNES S, — iRt A B AR NA ES R AR EIEA A AR ER#R0H)
Db L{ER LT,

WELRDEESR T4 M—F EFHE 20 mg, ¥A bA—F EHFHE 100mg (—
34 AT nY AT EBEFEREZ))

ML ROMEIEHE | RETRTELEEREAE

HHELRARERCRR  BE. BRARE, fA7o ) X<v7 EaFEBEL) LT 1
B 2mgkg (IRE) % 3 BRI T 30 SN TREHFET 5,

7 R 5 ¥ F  MSD RSt




2. AFOSE. 1RRH#EF

FA M—F SRBEE20mg R0 mg (—ik% - RaTn ) A=7 (BizFHEMR
Z). T THA &vv3,) i, PD-1 {(programmed cell death-1) &#FD Y H > FTh
5 PD-L1 RU'PD-L2 & OFEGEEERET S . b MeIgG4 £/ 7 o —F A HkTH B,

PD-1 13 T MRS BB ) Ik B 7 DIZ B AMBSFIR T 5 e i fls
AA ST, PD-1 1, ERRREICSWTEER T fileofEiiemicREi L, Atk
ERISES e A HELARRAERISERHET 2, T2b5, PD1 R F REf
ETAHZ LI L VHRSB I LD VST EERAIHET 2% 8K TH S, PD-LI
CEFEKIIBIT2ZRTLT M THEIN E<OBAMBTIE T HlEO@E 223
BRI EBELTWS, BAMIIZEITS PD-L1 ORBHIL. BARE. R,
JFHIRasE, OREE, JE/ NSO RBRATTERRRRTFTHY | R EFRE
OHBEERFESN T3,

RO A DK T & PD-L1 BHROMEMED 5, PD-1 & PD-L1 OERIIELED
REERRICBWCEHEERSEZAS Z L AFREINTEY  HieRBSABEOEN L L
THIRER T3,

ZA#iZ, PD-1 & PD-L1 X I'PD-L2 O/ Y H> FOBEEAETZZLIcL Y, IEE
P NBE T OB RIS SN T D 2 BRE T & &, PllEE s 2 JEtd
5L CHRIBEDHRERET D,

FRIOERBAFCES BEDHRERIGIC L DRHEASE S b bh, BEXIIETIC
EDFRENRD D, FROREHECERERITIT, BFOBZE+LIATV. REFR
B bITCBEITIE, FBE UCFRIC M2 L BB R -oER0 & 3 UCE
WREFDBE TV, BEOKERISIC X 2EHEANELN I HEITH, BIBRERL
TR DOEGFEORYIRNBEZTT O BEEDH D,



3. BEEEERGE
RIGTIREARER E B AE ORI 2 T o L E R EERBRORE T T T,

[F%hi%]
OERE I bR (KEYNOTE-041 3R5R)
{EFREREORVWILA Y Awr (BEFEKRZ) CTF Y s=7] L3,)
PEERV 2 LUAETOERERYE T ARG EREMHBREEEE 424
(BEMEARNT RIS 37 4) Zsebfic, A#H] 2 mgke 3 BRI LT TQ3W) &w3,)
BEOHIMER RSN RF S i, 2B, BT CREETARD bh BT,
REEIT 2R TIEIRDERD DRV EOBERMICERE LT\ 5 BE Tk, IKEILIFEOHE
BN THERETARDOND T TAROREZMET 5 = L BWHE L vk, EEF
TE B T ZEFHE[RECIST H A F I A > L1 Rz -5 < )2 L 258285 (CR)
KITE5EL (PR)] 1E, 24% (9S%IEHEXM : 12~41) Thoto, BB, FENHTHRE
LEBEX 10%TH- T,

@S E T HRR (KEYNOTE-002 H5H)

A€V AT I X BABFEEZFT T HBEBRARELEERABRE Z3&ic. £4 2
mg/kg Q3W 5. R T} 10 mg/kg Q3W &5 OEMER CREMER, (LEFRE (FINRY
V. TFEVaI R AAVRTTF L RV EIXBARFTANRTZF o +7 ) 7%
. LT TICC 8 2\W9,) 2XBE LTREIEhE, b, BTN CERBET
M LNTIEEI., KRETE2 T TERARAD OBV EOREREMIIEZEELTWH A
F T, KEICEO WM CREAETHRD b3 E THAEORE 2T 2 Z &8
heL Shiz, TEMEEE IISLEFNR (0S) RUMEEEALFIE (PFS) & &h.
AFNISERE L B LT, PFS #AEICER LT,

#1 HAHERGE (KEYNOTE-002 3RER)

AH 2 mgrkg Z# 10 mg/kg b3
Q3W Q3W
(180 4il) (181 ) (179 &)
0S | A [A] 134 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
N = R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
p &% 0.1173 0.0106
PFS” | fhdefii [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
~F— FH? 0.57 0.50
(95%CI) (0.45, 0.73) (0.39, 0.64) —
p " <0.0001 <0.0001

CI: X, *1: RECIST ¥4 B4 ¥ L1 it -3 < A ER CEERME & 5 5.
*2 : JBRI Cox Hefini— FEFMZ L DALRRILL DB, *3: BHIn ST 7 RE

4




100 1<
90 - — ¥ 2mg/kg Q3W
80—- —— FM0mgrkg QBW

i ) e (AR
50 ]

30—_ e
20 Lo
10
0 ree S —————-— e —
0 3 6 9 12 15 18 21 24 27 30 33 36
#M 2mg/kg Q3W 180 131 95 70 61 1 0
FM10mg/kg Q3W 181 138 99 79 67 12 0
2 55 179 115 80 60 48 9 0
0S @ Kaplan-Meier B
100 -
£ 70
# 60 -
k -
% 30
at risk®¥

FM2mg/kgQ3W 180 153 74 53 26 9 4
+¥10mg/kgQ3W 181 158 82 55 39 15 5 1
{EPs 179 128 43 22 15 4 2

PFS @ Kaplan-Meier fh#



@S EIIERE (KEYNOTE-006 #ER)
A AT L ABERORVIA Y A TR2EERN 1 LY AVETHOE
PR AT D RIGURAR L ELRAERE £ 5dRi1C. &) 10 mgkg QW #HER T
10 mg/kg 2 BRI (AT TQwl &wW3,) BEOAMERZEMRE., A ) b+
TEHBE LTRSSz, 28, BRFEH CREBETHIRD b aic, KEET
ERTIERPED b RWEOBRIICZE LTV 5 BE T, RELEOEEFMHT
KBETHED OGN E TAKOE G2/ 5 2 L RIRE & S/, FEFTMER 1
SEFEHF (CIF Tos) v 3,) RUMEREAGFMFE (BT IPFSI bwd,) & &h,
AHNIA Y AwFLHBE LT, OS KU PFS 2 BICiER L,

#2 AEERAE (KEYNOTE-006 3AER)

A 10 mg/kg A7 10 mg/kg AEY AT
Q3W QW
(277 %) (279 1) (278 1)
0s™ | et [H] NE NE NE
(95%CD) (NE, NE) (NE, NE) (13, NE)
A FEE? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
p i 0.00358 0.00052
PFS™ | sfigefli [A] 4.1 55 2.8
»? (95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
N R 0.58 0.58
(95%CID) (0.47,0.72) (0.46, 0.72) -
p fE" <0.00001 <0.00001

CI: {E#KE, NE: #ERT, *1: FREMBIHETOT—F 1 2015FE3 A3 by b7, ¥2: /8
B Cox LAY — FEFAIZL DA LU A7 L O, *3: B0 7 Z 7 BIE, *4: RECIST
A4 FF A L1 RIZES M LA ENERCEEEMIEIC X270, *5: TR
F—& (W4E9H3IALy bA7)



€] 2 4 6 8 10 12 14 16 18

at risk EHMRLA]

F¥omg/kg QIW 279 266 248 233 219 212 177 67 19 O

FM1omg/kg Q3W 277 266 251 238 215 202 158 71 18 0

AEULTT 278 242 212 188 169 157 117 51 17 0O
0S8 @ Kaplan-Meier Hi##

at risk3%

FM10mg/kg QIW 278 231 147 98 49 7 2 0
FMiomg/kg QAW 277 235 133 95 53 7 1 1
AEVULIT 278 186 a8 42 18 2 0 0

PFS @ Kaplan-Meier Hifs



[Z4etk]
OEAE I b #HRB (KEYNOTE-041 3R5R)
AEFRIT, 41/424] (97.6%) ZRD i, REELOERBEPITECERVESE
FRIL, 34/42 061 (81.0%) KRBDH b, FREDN SR LOBWERITHROLBY T
Hoir,

F3 REEN 5% LORER (EeERITTRER)

Fig (%)
BEMASYHE (SOC: System Organ Class)
FAZE (PT: Preferred Term) 2 mgﬂ;%{%awﬁ%
{MedDRA ver.18.0)

£Grades Grades 3 LA E
£RIER 34 (81.0) 8 (19.0)

FURAR SRR T AE 4 (9.5) 0 (0.0)

LA 5 (11.9) 0 (0.0)

HESR RStk 6 (43 0 (00
SR 3 (7.1) 0 0.0)

ieds, MIEMEMER 161 24%) . KB - BEO TR 24] (4.8%) | S 3
Bl (7.1%) . TIHRABEERE 2 7 (4.8%) . FRIREEGERESE 6 #1] (14.3%) . infusion reaction
1) (24%) BROSE ISR 16l 24%) TRHLIE, £k, fERE (FF72 -4
L—ERERES) | BHRERE (REMEHENETRS) | BIBESE, 1 2ERE, 5EE0
BSEEE (HERERE. SHa. EREERS) | Mk, ik - S,
EIEAF IS E, e - BRSO, SN/ MRBDEESREIE, EliEE ik R
ERBIIRD DR hoT,

OrEsE T +87R5 (KEYNOTE-002 A5R)

HEHSIL, 2 mg/kg Q3W B 172/178 11 (96.6%) | 10 mg/kg Q3W F¥ 178/179 41 (99.4%)
BCICC B 167171 1 (97.7%) KRB b, BRE L ORRBERTETCERVWEE
HHIL, FhEh 121178 6 (68.0%) . 133/179 i (74.3%) B TR 138/171 i (80.7%)
KERD b, WINMhORE CHRIRED 5% EORERIITRO LBV Thotk,



F4 VTP ORCREARY 5% LEOBHER (REMEEHTHRHEH)

SLE A (SOC: Syster Organ Class) ¥ (%)
#EXZE (PT: Preferred Term) 2mg/kg Q3WEE 10 mg/kg Q3IWIE ICCEE
{(MedDRA ver.18.0) 17844 17991 1718
£ Grades Grades 3L4 E £Grades Grades 321 F 2Grades Grades 3E4 E

121  (68.0) 20 (11.2) 133 (743) 25 (14.0) (80.7) 45  (26.3)

B iRk E
SFpERMiA i

( ) ©6 © (00 35 )

G 0 ) GO 0 0y 2 ) 0
T (08 0 (0.0 @35 0 ©®O) 6 (35 0 (0.0
S 21 (11.8) 0 (00) 18 (01) 0 (0 8 @M 0 (0.0
BER BRI 5 @8 1 (©& 10 (56 1 ®& 0 @ 0 00
RS 0 G6 0 (0O 9 GO 0 00 2 (1) 0 00

7235.2 mg/kg Q3W HE R U0 mg/kg Q3W FHIZIB W T ENZ L, IE MRS 141 (0.6%)
BOr4B] (2.2%) . KK - EEOTH 151 0.6%) BT 68 (34%) . figlE (¥
T v N RS 2 5 (1.1%) R U0 4, FFEEREREEE 13 41 (7.3%) B TR 15 4 (8.4%) .
RS (RAETHEMESRS) 141 (0.6%) B4 (0.6%) . TEEBEREE 1
# (0.6%) BU3 51 (1.7%) . RIS 14 61 (7.9%) BT 15 Bl (8.4%) . infusion
reaction 2l (1.1%) RU3H (1.7%) . EEORERE (HEEREREE. 2EL
B, B|REES) 15 0.6%) BC1H (06%) . E 14 (0.6%) XG0H, EEH
SENNGE 0 IR 1 #1 (0.6%) . Mk - BANRZE 0 IRTN 1 4 (0.6%) . MILEE IR
ROGIRT 24 (1.1%) TEDONE, £, RIFESE, 1 3UERE, Bk - SHUss
fiRhE, Lfhge, it/ MRBDHESRER . BILEE R URIERFIIRD bhitho
7=



@S EIERE (KEYNOTE-006 k) _

FHEHLII. 10 me/kg Q3W FE264/277 (95.3%) 10 meg/kg Q2W B 275/278 1 (98.9%)
B OVIPT BE 239/256 #il (93.4%) ICFRY B, BRI L ORREEIFTETERWEES
813, FNFN 2020277 B (72.9%) . 2217278 6] (79.5%) K T* 187/256 fFl (73.0%) IZ
BHoNT, WTRLDORECTREEN su LORERIITROEBY Thok,

#5 WFhIhOBETRERY 5% FoRIER (i)

B (%)
BEBlASE (SOC: System Organ Class)
HAFE (PT: Preferred Term) 10 mgﬁ% {%3 W 10 mgﬁg{?“.’_w& g éﬁ‘]

(MedDRA ver.18.0) ZGrades  Grades3LLE  Z£Grades  Grades3BA - 2Grades  Grades 3BLE

SHHER 202 (729) 28  (10.1) 221 (79.5) 37 (133) 187 (730) 31 (19.9)

W 32 (116 1 (04 26 (94 0 (00 13 (51) 2 (08

(14.1) (1449

K& 37 (134 0 41 47 0 (00) 37 (14:5) 2
AN il {12y o 35 0y 0 @O0y 4 (18 0

7233, 10 mg/kg Q3W FE R (R 10 mg/kg Q2W BEIZ BV TENLh, BN 8 4 41 (1.4%)
RO B (04%) . KB - BEOTH 10 #l (3.6%) RO 13 6l (4.7%) . #higEE
(X5« NU—EERE) 241 (0.7%) RU0H, FEEREE 1446 (5.1%) &023
il (8.3%) . BHRERE (RMEMEMBRSE) 24 (0.7%) RUC141 (04%)
{ShEREE 1 ] (04%) BOR 16 (0.4%) . HIRARBERERE 28 1 (10.1%) R U*33 m
(11.9%) ., BIFEEE 14 (04%) K24 (0.7%) . infusion reaction 7 #] (2.5%) K
V560 (1.8%) . 1BEERE 1] (04%) BROG0G, BEORERE (RIEHBRAER
B, STEAEE. SRS 0 BIR TR 1 B (0.4%) | Bk 1 1 (0.4%) XU 1 6 (0.4%) .
e « BASUGRARIE 1 #) (0.4%) RN 0, Mgk - BN 0 BIRTR 1 Bl (0.4%) | 3
IR E IS 3 6 (1.1%) RO 1H (04%) TRbhik, o, BEEHEDE.
D5, SRR RS, Bl R i B ORI IR D b o T,

10



4, HERRIZDOWT

AREEMEE LTHARERE (26FRE) PRELRTWAZ b, YA L ED
ERTE DR THASERDH D, FOLT, FEHORENENREE 22N - 5FE
L, BFoHREI LY BEELREHSRBE LIBT3 2 L BBRERED, UToO
O~BDT_RTEW I THRICBNTHERTIRETH B,

DO mERIZOWT

D1 TR () ~ 5) OWTFNNIIELTLIHERTHDIZ &,

(1) BAEFBREPIEET 25 ABFEEIL RS ERERT IR A ROEEHL R,
s A A B FOEE L RBT. HIRBS AR Y) (B 2944 A 1 ARR
434 Hig%)

(2) HeEdEeRbt (PR 2946 A 1 BRRA - 85 Bisk)

(3) FERRAFIRBET 2BABEELERET (A BT EHbE. 2 ABRER
BIRBE. A A IR AR &)

4) AL EHRIESEERE L, A aEinE 1 USSR 2 OMEsRIEHE
WARZEHETo TWARER (KK 2847 A 1 BIRA : 2540 Kis%)

(5) MEMEEAASFEENEORRFEEIFEIBHETo TSR CERK 28 F 7
A 1 BEFA 1 1290 Higk)

D2 FEEBAEC (LFERELCBIERARBRFEOR G IC 5375 & BRE FFoE
(FROWTHNTHEY T HEM) . Y& R oFAICEIT 2IROTREEL LT

EEINLTHNBEZ &,

*

+  EAMRFTIRGHE 2 FOTHIBHEZR T LARIC 5 FLU OB ABEROERNEL
ToTNBZE, 9B, 2 0T, BARYREEZEL LUEBRRERFOUHE
ZfTip»Tn3Z &,

o EHiGFREE 2 FEOTHTHESL R T L2RIC 5 £ Lo EMEE2ROE
KRB EHF LTS &,

@ BREAOCEXRBIFREROERICOWT

EELFHFRCHKT T 2EEENEE S, BERAEM L OFRE N, 3t - k2
HESEZNBFRHOTEE CEMTINT 2 HHRIL AEFERRELREORERE
%, SERECHITONAGHBE->TNE L,

11



® EBIER~DRIFIZONWT

®-1 BWeRRER O HEE - B4 2 B

MBSO EERAEANRREE L ZERIZ, 24 EHZREROT, YUk Ut
BRI BT, RELLZBERICIE UTAREER T CT ZORIEH OEFME
RBREORERLYBPIZELN, EbicEmiERE A E-TWSZ L,

@2 EFREEFICLHIFEHSHTICET I2ES,
BABERCELIEMNAMERE G2 T TIEREEEPAVERE=2 Y 7%
GHIEEROARAY YV —= T ETWERE L ERE G TE 2 F — AEREHI AR
ERTWAZ &, 2B, BlEEilc 21T, BABRE L EFORFICHSICAmEhTY
Ak,

@-3 BRI ORI LT

BlIER (REHmRBIZING, K%K - EEO TR, Frees, BleEs (RNE
MR LY . NOWREE (THRERRERE, FRREEEE, BIFRERS) |1
BUEERRIG, & & 9k, K - RRUBRIARE, Ik, EEOREEE (BFHRBER
. SIHIEE. BIRAEIFE) | infusion reaction, B¥Z% « BEMEA, BUEMME/IE. HERE
E (F7v - NU—EGRESE) | LR, AEEI/ MRS SR, FOtEEm., R
HEEREEL) TR LT, Uik LT ERERoEMEL 7T o EM LS L (BIE
Bo2ires el LTHEROCXEL2ZT bh3 &M d 5 2 k) | BEHiICEY 2N
ERTEHEHBESTHB I L,

12



5 BERBRERDIBE

[Zeafkic B3 5 %E]

@ TRIEEHTIBHFIZOWTHAROFESVREZ L INTNBE e, BEETT
bipnwz d,

AF DR LIBBUE DBLERED H 5 B

® BEFORMIZHV T FRITEYT 2 BEIT OV TH, AMOBR AR S0

2,

MOEFCBRER 2VERITRY , HEICARZERATIL2BHETE S,
FIEMEMRB DS UIBEEDH 5 8F

S ERRE CRIE R 2R D 5 BHE R UEEME OSBRSS R 2
EOfRCRIEER R A b D BE

HERERBOE0E. MITEBMENRE L IXERED B CREEROBEFRED
HHEHE

IS B CEM MR HELZ S L) OhLBE

ECOG Performance Status 3-4 #Y 0B ¥

[F2hkiz B4 5 H1E]

O (EBREBORWAERLEEEROLH 2 BEHEIZBWTEROFHMERT IR
T35,

725, BRAF B FEREZETIBEHF BV TIL, BRAFHEAIC L 3BELER
TAHZ &,

@ TRIEEITIAFOHRFEUERFEIZ WL, FHIOAYMEREL SN TE
Y AFOEEHG LRI,

ik ehiBhib Sk,
fhOFEMEEA & OOEH.

) ECOG @ Performance Status (PS)

Score

EH

2B EHTE 5, BARAEALAREBEIHBRITLS,

AR LWIERIRMR SRS, HTTET, BERPE- TOERRTIZ LS TES.
Bl : EVWFE, BEEXR

FITAETCTHSOHOEY D= & T2 THEEAERTELYy, Bho 50%8 Eit<y Fi
iR,

BoniHH0FOERY QX & L CERY, ARO 0% Ea~Ly RAEFCRST,

£{ B, BLAOFOED O 2l TERL, B2y FARTF R,

13



6. BEITELTHEET~&HH

@ FfCEFIOmA, BERIEEE PR 2SI O S AROER USEIEE
RADIDITHERERE T EFE L TrbHENTDZ L,

BRMAMICEN S, BEXNTEORZRICAPHRTEREE +OBIA L. IEER
ThbEETEZ L,

EREUERAO= XY AL MZ2WT

@

@

MEEREERS LDNE I ENHADT, AFOREIZH - Tix, FIHME
W (B, MERREE, ml%E) ORERUIEE X SRECEMS, 5L+
MITATHZ b, Fihe, KBS T CT. MiF~——EOREE RS
Bl &,

infusion reaction 234 H i+ B = & 233 B, infusion reaction A3FB WD HILIZHERIZ
X, EERAEEITS L EbIC, IERVEET S TREEORES T olc#lE
TAHZE,

FRBHEREREEN H bbb d Z ¢ BH DO T, FA O EBRERTR U5 8
IR EHIAIC HUR IREEAE R (TSH, B T3, &RE T4 FOHIE) 2EETS
&,

FFSREREERH bbb = XD B 0T, FAF OFR-GIMEFT RS EF L
EHIICIFHEERE (AST. ALT. y-GTP, Al-P, UL E0HIE) % EiE
T,

SR IHARVIIEEHREAREZED) SOEEREEERH LD
TERHBIOT, EHMIIIRORFOFELHERTHZ b, o, RORERN
RBOOLNTFAITIE, O ERBEEZZ2 T BEERETIZ L,
FROBEIZ LY BEOREISCERET 2 L& 2 bh ke REBRRE
RoHobbh3dZ E¥Rbs, BEFEDLLNEHEAICIE. BERULFRIIG L
PR/ e L SRR 2 H BN LB U CETRERNBE TV, REORE
BISiz X 3RERABSEDN 2 H&10E, ARIOERE TP, RURIFRER
NERIOBRESEZEBTD L, B, BIBEEALVEOREICLVEIE
AOMERED LRRWEAI, BIFERVE Y UAORENTF OBEMN
HbEETDHZ L,

BEHKTH, J0AM» LEH ARB L THALREANRRRTIZ L 8D,
AR OBELRTHICHRERORRICTFICERTH 2 &,

1 BERIR (BE | BERE 2 5Te) MAdbbbh, BRFEES F TV F—-V R
WEDZERHBOT, OB, B, BHEZOEROBELMEHEO LRI+
SEETH L, | HERFIRDNEESIIIESERIEL, AR ) #
Kok 50w ZAEEZITI 2 &,

FAIDEKBBUTISN T, BeL5BMP 5 3 y AN, Thild, #&5E»5 1
ERIT 6 BT A MEOFHE R T o TWie D L 2 BEI, AFREPILELNR
KHROREREITH> Z &,

14



REFHEET A R4
NA7ny X7 (BEFHEBZ)

(BR5E4 : ¥A P —F ATEE 20 mg, FA M—F SFHEHE 100 mg)
~HHEHE IR ) U RE~

rk2 941 1 A (k2 941 2 AkED)
JBAH @S



HiR

X U®IC
AFIDOFFE, 1ERBF

R PR R

HEERIZ 2\ T
BEstg b nBE
BEELTEETN&ETH

(AN

P2
P3
P4
P6
P8
P9



1. I

ERDOFE - Z2MEOFEREOTZDITE, BACESRESWEEIERERIRD
b, &bz, IHEEORZEHTOESIZL Y, FUKERERL R ¥ OSF iR ERE
FEELPERENAIFC, Zhb0ERSFRICHERBEIRET 2 Z L AARED
L R TR Y RFMEBOEE L WEOEKITEE 2016 (FRK 28 46 A 2 B MEERE)
ZBWTh, EFVEEREOEROEELEZRZZ L LER TS,

PRERRFERLIT. HUERRLE 2T v 7 7 A VBBEFEORER LT O MR
RBZEBHD, ZOD, HIMERGRESMHICET 2 EERN+EHET 5 E TOR,
WHEEROREZHZIT A LBHFSN2BH I LTHERT S L L biC, Bl
ABRFBRULBICHERGEE L D2 PR — 0Bt 2T ERBETER
TAHZLELBEETHS,

LieBoT, BHA FIA 2Tl BBEEEPINE TRBOLA TV DEFIEES -
B R k-S| DTOERLORERERZHET BN O LEREN, BX
FROBEFERETRT,

BB, AHA BT A ik, MISITE A EIER EFRRBAERE, AETEEARA
BREG RS, —EEA A ABRNB ERRC—REEEAN B RLRFS OB D
b LR LT,

WL RBERS : ¥4 ML—FRRHEHE 20mg, A M—F GFHE 100mg (—
W RATu Y AT (BETHEZ))

HEERBPEIPE  BRIUIEHEEO TR EFE X ) 1 E

B LRARERVAR @, BARIR., a7 u ) X7 GBEEFERLD) LT, 1
[E] 200 mg % 3 JERIEREC 30 R TR ET 3,

Bl & R & ¥ #F  MSD a4k




2. AHIOKK. ERER

XA P—F REHE 20 mg RN 100 mg (—i¢4 : RA7n ) A+ (BT
z), LT T&AE £vv5,) ik, PD-1 (programmed cell death-1) &ZFD U H i FTh
A PD-L1 RUPD-L2 & OFEESZEERET . & MEIgGd T/ 7 e —FAH{ETH D,

PD-1 BB T T MR D 3N 2 7 DI S AR AR 2 T fafe s
AA wF T, PD-1i%, BERRELBNCELRE T MoMlEmIcREA L, BOA
ERIGE SO ALENIRR 2B RIS EHET 2, T4hbb, PD-1 Y H FEE
BETAZEIRIOVREZARCL DV VN GERAHET S EETH B, PDLI
DIEFHEBRICBIT 2HHITDLTITHEIB. Z< OBAMB T THROEHE 2ME5
ECERIZRERLTWA, BAMIZIITS PD-L1 OFRRIL. BHINE., .
JFHmBasE. SRELH. FE/ NI 72 & Ok e RBALTTERFRBTETH Y, BV ErESR
EOHBEMRRESh TS,

BEROB A DR T4 & PD-LI FHOM B S PD-1 & PD-L1 OREITEED
SEEREC B W TEERERIZHES R RRENTEY . FlaRNABROENE L
THH/Eh T3,

A#ANZ, PD-1 & PD-L1 RO'PDL2 D ) VY FOFKEEHEET A iz kY., BE
/R TR OEE S RAMMEENE T U oS HRAEMN L & E FUEEAE - BiEtE ks
5k THIEEDRERET 2,

AHDERBFCESBEORENISIC L 2BWEFASR D bbh, BEX LI
EDREMEN DD, FHOFKSFRURSHRITIL, BEOBEL TSIV, RENRE
 BIICHEITIE, BB L7 F RIS U MR Rk & BB & 2B &8s LTl
WREFRE 21T, BEORERISIC L 2BHERBEDN 2 BEICE, BIEREHRL
ERIOREEOEDZAERTT O LEXH D,



3. ERERRRHE
ERXIIESEO WA R Ux v U o EORREICIHMEE 1T o L EREBKRARO
HEERT,

(H3hE]

EEF S 1 E7REB (KEYNOTE-087 #ER)

BRSO HREFR DX U L oYERE (210 Fl. BAAN 10 flzEin) O
Fo 3 onadk— bRz, 4% 200 mg 3 BRIE RS OAZER R 2R RE
Shis,

- HEEMSMIABHERETRIC. Ly i<T RFFULL3BReZTEA

#H (ad—1hD)

- HERELBHEBHEIEBESETH Y., PhOT L YFied RRFACLDERE
S RAE (ak—b2) ,

- B ESSMIABHERTRIC, 7Ly YFi=d ARFUILLHEER (—RIER
I REE LR —BE LTOT vy Fi<ed ARF UL BRIREILEE
2V BRITTHNEVWERE (3R—F3)

BB, BRI TEAETIED bhEE T, REBETERIERSHED RN
S DEEIICEE LTV 5 B3 Tl REIL MO EGFEE CTREBETHRBODONDET
AR OBEZRPET A LNAEEE i, TEFMEE THAHEPHE (WHT IWG
criteria (2007) (S < PRMEIR L 552858 (CR) XiEHHZED (PR) OFE)
HE1DLEY Tholk, BB, ERNCHREShEBFEEDERDL, WThoar—1tb
20% T o7z,

#1 HYHS# (KEYNOTE-087 BB

ag— bl StR— b2 aR— b3

(6961) (814) (6061)

E2%% (CR) 15 21.7) 18 (22.2) 13 217

p— 525 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
H#fT (PD) 3 {4.3) 17 (21.0) 7 (1.7

FHlAGE 3 (4.3) 2 (2.5) 0

4R (CR+PR) (%) 72.5 65.4 66.7

(95%IEHXR) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Zz44k]
EPEILFESE DA (KEYNOTE-087 3RER)
HEISITRBR ST 202210 6 (96.2%) 123D B, BIFERIX 144/210 # (68.6%)

ZRD LN, BEFEN UL LORIERIZER 20 LBY Thod-,
#2 RERN 5% EOBER (F2tRTR4ER)

HFERIXSE (S80C: System Organ Class) @ﬁ#&gﬁ
FHAZE (PT: Preferred Term) 2106
{MedDRA/T ver.19.0) % Grade Grades 3ELE
23 (11.0)

o i I 144

'Wﬁﬁ&ﬁﬁTﬁ 26 (12.4) 1 (0.5)

e, FEMMERIL 6 B (2.9%), KBk - EEOCTRIX 3 Ml (1.4%), kS
(FT 2« SU—FEEREE) 12141 (0.5%). FFEERET 8 # (3.8%), HIRiH#EE
FEEEIE 29 5] (13.8%) . fi5#% - HEUHRIAREE 1 2 41 (1.0%) . Infusion reaction §X 17 441 (8.1%) .
SESERE 2 B (1.0%) RODGRIZ 1 F (0.5%) TRObhE, £, EEOK
[EEE (RERBEREER. ST, FRERYS), TEAEERE, BIREkEsE,
1 BUBEPRIR, EEAEREE (RMITRIEMERRS) . Mk, EEHELE, Bk - fiEk,
SRR MR, RS IR CRIFREERD bhid o,



4, HERRIZOWT

AREMEL LCEARERE (@ARE) SRELA TV I L0, YHELE
B EETE AR THALERD B, TOLT, AR OREIE 2 BE LD - 4
L, BHIOEEIC L BEEREEA R RRULEBICRET 5 Z ERBRERED, UT
OO~BDFT T EETHRICBNTHEAT & THS,

O ERiZOWT

@1 TR 1) ~ 5) OWThHCEYTIHRTHDZ &,

() BEAEBHREIEES DA DFCEEEM RS BRI AS AP R
HUIRAS A S BOE S ARG, HIRAS A BHRRER /R L) CER29454 H | HEFR 1 434
M%)

() ey (PR 2946 3 1 ALK : 85 Migk

() HEFRATREET 2BADICEEREE (BASFEEHERR, NABIRES
BB, AT R R &)

(4 ARSRERERE L. A EERENE | AR FEREME 2 OfigkEEHRE
WARBEHEIT> TV AHERR (PR 2847 A 1 BRFR @ 2540 fERR)

(5) FrEMIEEHI S S EINE OB EREICRE D BHET o TV AHEE (TR 28 4 7
A 1 BERR 1 1290 #EE%)

D2 HHEAFISEVU L AEOREFEER CRHEARRREOMRIC o e &
B A EOEM (FROWTNMCHEY TS ER B, YRR OFAICET 568D
FEEH L L TRBESATWE I E,

=

o« EMGIHFREEL2FEONHIHEEZRT LRIZ SE LOBATREROBRIHERZTT
STWBZE, 55, 24N HiL, BAEMRES L UBRBEFEOIHELZTT
oTNBRI &,

o [EffiREEEYS 2 EOYTHELRT LERIC4EU LOBEESREZF LTS
L. 5bh, 34D, SRR IEE O A IEE & D ER IR EORHE S
fToTWWaZ &,

@ BRROEXERFREEOEHICONT

ERS SRS T A LA NRE S h, A%, LOFRED, Foit - &
LMK OB IR REMEIC R 5 5k, AEESRRBE LLBa0oRE
4. ERELHITDONBERERESTVWB I E, |




® BUER~OIIGIZONWT
@-1 HEgkikmlic i3 5 &M

MEMERBREOESERRER NS4 L-BBIT, 24 FrFERZEERIO T, HEZHEE
R IRV T, R LERHERICE CTAREBRR U CT S 0OREA OIS
ELRREOCERNRYAPIALN, EDIHERERERPE-sTHDZ L,

@-2 EREFEFR L I3FEFRHNH BT 2EF

BABEICEDAEMANRIRECEREZ T T 2 EREFEBRIERe=4 ) 7
EEDEFRDARAZ YV —o U TEITWERESFRL2IF TE 57— LAEREHINE
fEhTWwa 2k, 2B, BEEHlIcoWT, BABE L FOHRBRICHNCARSNT
WwWaHZ &,

@-3 BfER o oHRICE LT

BUER (MEMMREITNZ, XKIB%K - EEOTH., FHEERSE, BleRE (RE
ERENEAS) . NHWEE (TEEERERE. PRIEEES. BIE#EES). 1
BIBERRIR, S &Sk, ik - BURIARE. R, EEOREREE (RERBARER
B, ST, HERMEL) . infusion reaction, M4 - fHlES. BEREFENLE, HRE
E (X7 NL—EHEHE) ., DKk, et MOEERRR. B, i*
RS 1ok LT, YHERCULEMERBEOFEM LT EM L EEL RIE
HAoORBE-eNCE L TIRERVCEEZZIToNAEHIHD L) | HHiCEYR N
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