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THRERSHF U VNE) O—HEEIZSNT

BEMEEES L EEOEKRTE 2016 (FR284E6 A2 EMBERE) T8
WT EFNEESHOFERAORBEHEZRLIZ LBBEVAENEI L 2E
T EFNERR 2 ERCLNERBFCRERTI-DICRBEFERAEET A F
FSAVEERTDHZELELTHET,

G, a7 u Y XvT (BEFHRBRL) BE (KEAL: $1 M—F A
WA 20mg R OR 100mg) oW T, RELERBICH L TERTIHROR
BFEEY?NROLBVRBERBMHET A FFA L TRYIELEDELE
DT, FOFERCHE-> TR, A FFA VOV TEEEND LS, &
EROEREBERVCERICHT IEAMEBEVLET,

¥, RATa ) X<7 (BEFHEBEL) 8F %5 MBS R EEER
EEIZY L TEATAIABEOBERTHEHIZ WX, =R 1rvY (BEFERKR
Z2) BEIRUVSRLT v ) X+ (BEFHEBRL) MAOREFRBEET AR
T4y GERMEBEUVCEERAIE) o0 T) (FHK29 £2 8 14 B
TEAEEFR 24 B1EEATBHEEE - ARFAREEGRFETHER
BH) HAMAR IRV ) UNBIIH L TERTAEROEEERIZOWTI,
[(RAa7we ) X7 (BEFHRRR) HAOERHEERHEETA FF4 2 (F
MR DX Y N E) OERROREEBEET A KT 4 2 (FE/ANBRRET
B, EHEAE) O—HHEIT2>\WT) (EAK 204 11 A 30 A iS4
1130 B1 FEEFBHEAEE - ARFAREELREETHEERESEM) KX
D, TNEFNRLTEREZATT,



SRR, RaT Y X~=T (BREFHEEL) BAOER EOEESEETESh
ez iz, ¥EEEBEERIZOWT, TRENFIRO B Y HREWLLE
LD T, BERNOERBERUVERICHTIAMEZERAVCLET, 28,
REHOREFEREET A FF A1 0% MHRBEDLEBY T,
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1. LT

ERZOAE - REMORROZDITIE, BAXESZESWEEERERASRD
bivs, &b, EFEOREEMNOEST LY, FEERLR EOERN L HHRERE
FEELPEABINIPT, b OEERZEICHNERBEICRET S 2 L NREO
ML - TR BEMECEY L S nZEA e 2016 CERK 28 55 6 A 2 B BIEEHRE)
BN TYH, EFEELSOFRAORELEERZRE - L L SR TS,

HHEARFEELT, BREARCZSHE T e 7 s A VEEEOEE R EHLMZE
RBZERHD, IO, FMERVEESHIZET 3 HEN+0EHT D £ TOM,
UHMEEROBEEB T2 LPHFBINIBERMN L TERTS L bz, BIE
APBRR LR NERNSE & D2 ERTRER— 0B 2R+ EREE cHER
THILENEETHS,

LizloT, BKAA R4 T, BEBEPINETIZE LN TN 2ERIKER -
BEHRMCESE, LTOERLOKBRERZHEET 2BERALDULERES, 22
FRUBBEEERETT,

RE, AAA BT 400, BETEGEAERRERERASHE, A8HEEBRAREK
FEERMEE Y S, — Rtk A PABREAFES R C—RAEEEA B AR BR2ZEOH
HDb LIERLE,

WL IR AERES A P—F RFEFE 20 mg, FA FA—F SRHERFE 100mg (—
s s a7 e Y X7 (BnFasz))

HBLRAPETIHR | BAALEEERITHE L= Rt Ree /e R LR

HREDORERVHE : BE., BARIX, Ra7n ) X<v7 (BEFHEL) LT, 1
[E] 200mg % 3 BRI T 30 SR TARRET S,

B IR B ¥ H  MSD BXEt




2. AFIOKK, TR

FA PA—F AEEE 20 mg RUV100 mg (—RR4L : RAT v Y X~ (BETFHE
%), UUF MK &v5,) &, PD-1 (programmed cell death-1) L&D Y H > KTH
% PD-L1 RUPD-L2 & DA FEEMET 5. & MEIgG £/ 7 0 —FARKTH S,

PD-1 IR IE T A B D Ok B 1o DIC B ARSI FI A T 2 R S HlE
AA vFC, PD-1 13, RERRBICBOTESE T HROoMRRDCRRL, HOA
FEREEZEDAVE AR AERGEHET 5, Thbb, PD-1 Y F Fe
ATAZ LI EVHEZERCEL AV T MEEZAIHIET 2XFFTH S, PD-LI
OEFEBICBIT ARBRITDTITHIR EL OBAMR T THREOBE 2R
IECBRICHEELTVD, BAMIBICET S PD-L1 ORFBRIT. B, FEHE,
FEARBRRE, SRR, JE/NRMMRR & O 2 RBATTFERRETFTHY | BVAEFR
L ORBEERERE I TN S,

BE OB A OBEFE T4 & PD-L1 M OFEMMES &, PD-1 & PD-L1 ORBIXIERD
GEEMEC BV TEERSSIZE S Z EBFRENTBY , 2B ARROEFEN & L
TSI TS,

A#iX, PD-1 & PD-L1 RRPDL2 O Y H v FOREEMETIZ Lic kv, ER
Mo BT OIEES RAMILEENE T ) v SR B &8, FUESRE 2 BEETT
3L CHEBHRERET D,

AR OIEFERFICES RBEORERINC L 2RERSRH bbb, ERIFELTIZ
ELWHMERD D, FEOBREFRUVRERZITE, BEOBRREETIITITH, BESR
H BB, R L ERICE Ul TP 5 & RR AR OER L& L CE
2B 21TV, BEORERISIC L ZEERREDN S BEIE, RIBERESV
FVEIOBRGEORGZDEBEZIT O LENH B,



3. BRI .
AR I E L RIS IR e R L B O AR IEM T o o R
BB RBR DA E =T,

[HzpfE]
EESLFB AR (KEYNOTE-045 3RER)
7T F K B E LR 2AT 5 BETETHE ISR O RE LR E
542 (BANS2 BlaEte) X8I, F5) 200 mg 3 BRIMBRREOFHER RS
MRS, (bEREE (X7 Y X3, FEeH /00T vinflunine) 225 & L TR
Nic, 2B, BRTECERETARD LA, ERETETITERBREDOR
RVWEDOBRAICEE L T35 BE T, REILIEOERFIM CRAETHRRO NS
ECAKOREZMGETHZ LABFREL S, ZEFMERII&AETHHE (08) &
CEREATHM (PFS) & &h, ABNMEFARIEL LB LT, 08 2FRBICERLE
(RIECHLD . ‘
* o TFFIRAEELERE (—KER RICRBETERDEAE, RO FFIRALESD
{LEESREEIE & S TR - ITEHEMEERESR 2 P ADRICESR LEBF s AR b,
#2 1 FH T vinflunine IFRFEBTH DD, AZVFF AN BT FEFSFEL0ThAERIRL
e



- 3% 1 KEYNOTE-045 35k D 3 pif

Al 200 mg =373
Q3W
(270 #1) (272 B
os’ g [A] 10.3 7.4
(95%{ZHE X ) (8.0,11.8) (6.1, 8.3)
P— R 0.73
(95%IEHIX ) {0.59, 0.91) -
P i} 0.002
PFS™ i [A] 2.1 3.3
(95% (=X ) (2.0,2.2) (2.3,3.5)
ANF— R 0.98
(95%1E#A X M) (0.81, 1.19) —
p i 0416
T rpRAARARER DT —& 1 20164E9 A TR Ay b AT
P BRI Cox BN — FEFAT X BILEHRE & DLk
S @Rl S I RE
I: RECIST A FF A > 1.1 ARICEE-S < sz o)
Q3W : 3 AEFRR S
100 7
90 7
807
70
£ 607
50~
Yo ~—
20 ] e a0t QIW e
107 o aym
002 4 6 6 10 12 14 16 18 20 22 24
at riskBt. SEr A |
M200mg QAW 270226 194169147131 87 54 27 13 4 ©0 O
{East 272232171138109 89 55 27 14 3 0 0 O

1 OS ® Kaplan-Meier #i#R (KEYNOTE-045 #5%)



[Z&tk]
EERELREMIEHAE (KEYNOTE-045 H5)
FHEFRIIAHIFE 248266 B (93.2%) R UMLEERRIERE 250/255 4 (98.0%) 12385
. BITERIZENEI 162/266 1] (60.9%) B TUMEERIERE 230/255 6 (90.2%) (ZF8®
bihvie, AFBETREARN SBULOBERIZITROLBY Thotz,

22 REEN 5% EORER (RLEMIT SR
FIE (%)
AFURE
2661

BEXSE (S50C: System Organ Class)
A (PT: Preferred Term)
(MedDRA ver.19.0)

£BHER

T RAUEE
s DRBRGRIETIE

Grades 384 I
(15.0)

£ Grade
(60.9)

162 40

AAMESIUREBEORE
AT

w5y .
TEE 17 (6.4) 0

MRS TR T T e T e e e e e
BERRIE 23 (8.6) (0.0}

fv &mﬁ:ﬁ U‘E"Fﬁ&ﬁ%ﬁﬁ% S ........ .. M ! ',:-:':?-5"i:"-:;;j§_1;43.'::;: = .':;
Z HEERE 52 {19.5) 0 €0.0)
bt 22 8.3) 1 (0.4)

B, FEFT, BER L LTHIEMEMRAIZ 105 3.8%) . KBk - EEOTH
i3 7 B (2.6%) | BREEE (F72 - SAL—ERES) 11461 (04%) | RS
14 Fl (5.3%) | FORIREEREEIL 23 B (8.6%) . BIBMREREEIX 1 B (0.4%) .
EHREE (RAEREEELS) 1316 (04%) KU Infusion reaction i 1 ] (0.4%)
RO BNz, Ein, BEEOKREREE (RERERERR. £H4H, BREES) |
TEARERS. | BERRE, Bk, H%  SHREE, BEMEIE. Ok, B
%K - RS, B &SRS, SRRSO MESRTER . FIMEE IR CRIFERE IR
bhiahot,



4. HERIZO>NT \

EBEM L LTHEARERE (2HHD) BBRELATHE I Lb, YERELE
B ERTEXAWRTHEUERD L, TOLT, AFORENEE 2EBELLZH - &
EL, FHROREZLVEBREHEAZRBE LEBICIET 2 2 L BBRERD, BT
DO~@DTRTEHRETHRICBWTERTHRETHD,

O RERiZ-OWT _

@1 FEo (1) ~ 8) OVThhLiCHYTIERTHIZ L,

(1) BEAEFBREIBET S BASEESENARRES GRS AZFREREIL SR,
MO A3 A R L AR RE. MRS A BRI ) (CEmR 2944 A 1 BRR 1 434
HEER)

(2) SEHEERR (ER 2946 H 1 BIRER @ 85 MERR)

(3) HEFFRAESIEET D BADREERR (BABRESEER, SARBRES
Bmks, BARREEEEREL L)

(4) SRRIVFEFREEEZIRE L, S bBREME | ISR PEIEME 2 OMEFR AN
WRAEHEITo TV AR (CER2847H 1 BRER © 2540 FEsR)

(5) MEMEERNSERMEOHBRERITRDIBHET - TSR (K 28 & 7
A 1 BRI ¢ 1290 HEER)

@-2 EBEEEOLERERCBERRRBROMNRIC o2 miE & BRE R -OER
(FROWTRMIHY T3 EM) 2, YEBEROFAICETIRREOREELL
TREXhTWwWaZ &,

2 ‘

s ERGFRER2ECMMNEERT LERITSEULOR h?‘é‘ﬁ@ ERERBHE 21T
STWBAZ &, 5b, 24EN ik, BAERYEEEE L LEBRERBEOWHERIT
RoTNBIZE,

o EEIREFEREY 2 EOTITHE LR T LI 4 FLL L OWRBHZOBERIE %
TFoTEY., b, 26T, RREEEORAREGIREE SR ARKORERK
FEEZfT-TWEZE

@ BADEERMRERDEHIZOVT

ERR ERERCEET 5 BEEFARE Sh, MECE,bOWERED, Bl - %
AMERENNROTER CEMSICH 5 R, AEFENRE LBEORE
2355, SEREPHIITENDEHIE> TS E,




® EBIeR~O#BIZOWT
@-1 WEREHIZBET 5 B

MEEMRBZEOBEZRBERASRAE LRI, 24 HBUZREHIOT, USHERY
PRSI IC RV T, BRLEBERIIG U CARSERER DV CT SE0RIER 0BT H
ERREOCRKRENPYBEPIIB LN, BELICXINERERINESTHWE I L,

@-2 EREFHILIFEESMNICETIEYS

RARRICED I HEANZAREVHEEZ A T AERKESTENEMERHE=4 ) 7
EEDEROR I V= TETWERELIFEREHA TE 2 F— AERERINE
fEEhTnBZ e, 2B, BHEEHIZOVWT, BABE LZOREL+SCRAEERT
WwWaHr &,

@-3 BfEA o2l ic LT

BER (MEMMRBIZINZ, KBk - EEOCTHA, MHEEES, SHERE (RA
TREEBAE), NowEE (TERRERESR, PRIBEERS, BIB#EREE), 1
BIPERT, S & HEHE, iRk - BMETRARE, Kk, BEECKRERSE (FAAERER
B, EALEE, |REES) . Infusion reaction, f47% - §ElRSE. BEEMEAME, R
F (XF 2 NUERES), DL, SEED/MRBERIER, BOEER, K
IFRBES) KR LT, YEEROABERBEOFMEEZHTIEM L EEL BIE
AoOZhHxiicB L THEERUEZEZZ TN HD I L) | EHHICHEE 20
BRTCEIEHBESTNHNEZ L,



5 BENRERDIBE
[Zetticfi+ 52 FHE]
@ TFTREFEYTIEEFCOWTHAFORESERLINTNDE I b, BREZT
blns &,
o FAIDORR TR LIBBUEDBERBD H 5 BH

@ BEMOFMIZBEV T TRIEZEYTIRFICO>VTL, ARk EITHE S 2

A, MOBFRIRELZWHERIBRY, HECARE2ERTOILEEETE D,

o MEMMEROSHIBEOH S BE

. %%Eﬁﬁﬁf%gﬁéﬁb6%%&@%@%@&%%%%&@@%&%&
SO RIEWTLBZ DN D B

«  HEABRERBOAMN, ITBMALRE L IIFRED B CRARERORERD
bH5EBE '

o ERBEE (EhERERBHEEEES) 0hLRE

«  ECOG Performance Status 3-4 @V

[FahEiz B4 2 5R] ,
@ FF7F ARG LERRER AT 5 REETHE ITIEBE O R EEEOB
HBWTAROFMERRIESNTNS,

@ FRICHST BBECHT 5 AAOREROCHERFEITOVTL, FAOHHER
RS SNTBHT, RRORGHE LR B2,
. TIFFBAERDIEREC X B EREORVBE,
. FOMBLERE,
. IMOFEIEER X OB,

G2} BECOG @ Performance Status (PS)

Score EF

0 [ £<{PBlER{EBTES. HAMERALRAEEENHREITLS.

PREIZIR LWEBNIBIBR S D 35, BHITARET, BIFRCE- TOMRIEITI 40T 5,
Bl : BVRE, FHER

of o—

)

BONEBADFOEY DZ & LHTERN. BRD S0%UEESy FAFF TR,

i

£ BT, BAREORD O LT TERYW, B2y FFFTRIT,

BT TCEAOEORY 0 13T ATAREAERIZI TN, E¢®m%utmazbﬁ?ﬁ_T0




6. REICHRLTHET &R

O RAXEZCNA, UERFBEFRVRETIENECE IS FH O R ER CEIES
AOEDICLBERFTRE+HICER L ThHhbERT3Z L,

RERBICEYD, BEXREORKIIADHERERERZ+LBAL, RER2E
ThoEETBHZL,

EREMERO=R Y 2 Mz2n T

@

®

FIEMMEREH ObNE 2 ERH B30T, FROREICH - TiX., HIHE
W (B8, FRPREEE, BH%E) ORBRURE X #REOCRRES., 882+
FIATO ., T, BDERS U THER CT, MiF~—r—%0RELZEET
Bk,

Infusion reaction 3% 6L 5 Z & 33%H 5, Infusion reaction 2358 b BSI
. EEARAEEST Y L EBIZ, ERVEET S E THREORER - oICESE
TAHIE,
FRBHEEERH SN AZ LR H B0 T, AFORS AN R U EHIM
BRI RS RER A (TSH, FHE T3, 158 T4 S0RIE) #EkT5
&,
FEREEEHLONDIZ LRH IO T, AEHORERMBIIR RSP
EHRICAF#AERE (AST, ALT. y-GTP, AP, ED AV EVSOHIE) %Xk
THI &, '

AEIELE (MFRRCUEEHREREESE) SOEERRBEENH LIRS
TERHBOT, EHHUCROBREOFEEHRTIZ &, Tk, ROEEMR
BOONEESITE, FeNICERREEZER T 5 RERRE T L,
FRIOBEICEY , BEORERIGIKEET 2 L Z 2 bh 5k REKEBMWNIE
BhbbhbZ &dbs, REREDLONEERICE, BRLULEFRKISUE
BEFRZ 5 & BB 2 F-OER & B8 U TEERERRE 21TV, BEORE
RS &L B2RHERRELN 2 BEIIZ, AFIOKREEFIE, RURIBRER
NECRIDBREEFEETHZ L, 2B, BIBKESVELOREIZLDEBIE
ROEEFRD ORWEEICE, BIERERE VUADREITFA OEM
LEETH L,

BERTE. BRI LEIARBL THLEWERARR T A Z LS B0,
AR OBERTRICLEWERAORRIC+ATERETB I L,

| BUpERIR (BEE | BIERWE 251 Rbbbh, #RA%Y M T F—v R
KEDZEAHDOT, AE, B, IBREOERORERLMEEDS LRI+
SEBRTAI L, | BERARELNZBSICRREEZSIEL, 12 ) 1
RHOBRESOBEIRABEITIZ L.

AR DERRFRERIZB T, BERELD 9 BE, TRLBITREMRAE,D 1 E/MIX
6 EFEIRN. R EREN D 1 ELEET 12 ARKRE CEMEOREEE2To T &
BBET, AEFRESPIRIEHNCESGRE CHROERERITI L,

10



BEEREETA R4V
Rh7ul X< (RIEFHEBZ)
(R34 : %4 A —3 KEBE 20 mg, %4 M—4 KHEBE 100 mg)
~ 7 INHE B B ~

SRk 2 942 A (FR2 941 2 AWETD)
JBAEFBE
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1. RLC®DIT

E%nn@ﬁ-%ﬁ‘ﬁ M DORERO T DI IY, BT IEBERESWE BIEAaE AR RD
BA. &biC. IEORSEHROESI LV REERR R L OEHNRFTHRIERRE
EEEAERINEPC, 2hbOERMPEICHERBHEICERNT D Z L PRED
WAL fro TR Y REPEGER & RO LS 2016 (ERR 28 426 A 2 AREIRGE)
KBWTYH, EHNEERSOERORBIHEZRLI L LENL TS,

R R E R R, ERERASREE S0 T 7 A VPREOERML EALPICE
RABIERBHD, ZDD, AR OELHIC BT A EHRA+OEHET X TOR.
wEELHOBELBRIEITLHZ LA AN D BEICR LTERAT S & L b, BlfE
FARE LRI LER G E LD D L R AR —EOBRG 2 T ERBE CER
TARZLEBREETHD,

LiedoT, ZFL FFAL T, BIBERLD FETITE LTV B EEREN -
2 RIS E . UTOERSOEERERHEET BRAP DLERER, B2
FROBEFEETRT,

. AL K54 03, MSATEEAEEREFSRRAENE. AREMEARR
%%E%#%,—%&@%Aaxﬁ%WﬂE%\%ﬁ#ﬁﬂﬁ@&Aﬁﬁ%ﬁ%ﬁ&w
—ﬁ&@&AaKW%%# DEADL EHERE LT,

XL BEREE : A M—F SR 20 mg, ¥A M—F SRHE 100 mg (—
Wk AT X<wT GBETFHIEZ))

W LR AMEUISE | PD-L1 B0 EIRARARAREAT « BHOFE/INIRATE

WL RAEREEURE W%, RARIR., RATuYRXvT (BETFHEHER) LTI
& 200mg % 3 JBRIFRET 30 M2 CRFEHET 2.

¥ R PR ¥ A MSD KSR




2. AFOWE. FRBF '

XA P—FRIEHE20mg RN 100 mg (—f%4 : a7 u ) X+ (BETFHEH
Z). UTF IH#] £v5,) iE, PD-1 (programmed cell death-1) & FD ) H 2 FTh
% PD-L1 R U'PD-L2 L DFEFHEEEEFET S . & MEIgGs £/ 7 u—FNAETH 5,

PD-1 #2813 T PR faR BRI ) LN B 7o IC B AR AR A T 5 Ela ki
ZA wF T, PD-1 ik, ERREBIZEWCESER T Bz EIicgEm L, B4R
BERIGESUAMNENILARRARRINESI#T 3, Tbb, PD-1 U FV FE#E
ETAZ L VHFERBRIZLEZ VT A EEZACHET 2% 846 TH 5, PD-LI
DEFBBIZB I BRBAIHLTITHEIN ZL ORAMBE T THROBZ 203
IEEBRNCRBEL TS, BAMRRIZEIT S PD-L1 OERERL, Bk, kS,
FrAEEH., SREUE. FE/NHIRM R & Ok e RBACTFRABRETFTH Y, BAERR

‘L OFMEMERBESh TV,

BEOBADERNTH L PD-L1 FEOMEEMEH S, PD-1 & PD-L1 ORKIZEED
FEEREC BV TEERBEERD Z L RRRENTRY B2 RABRROER L L
TS TWS,

A#iX. PD-1 & PD-L1 RU'PD-L2 DY H v FORESEHAETIZ itk v, EE
W NBEPOEESEOMINEEN T ) o SREFE L S, RIS RE 2 BB LY
5L TCHREEDE2RET D,

AEIDOVERBEFCESBEORERGT L 2BERENH b, ERXIIZE LI
EDWRIENRSH S, FROBREPRGERERITIE, BEOBREL LTV, RENRE
D HNIBEITIE, BELLFRITE U HMR2 0 & BB RO ER & HEE Lt
YIRERRBET 21TV BEORERICIT X SRIEARZEDR S IBETIT. BIRRERL
EUADORGFEOEE)RREET O BHENDH S,



3, EREERR#K
PD-L1 BBt 0 GIEA AR EST - B D IE/NBIIE O RBIRFCTE % 1T - e ERERKH -
BORRETRT,

[F2hiE] :

OEEEIEFE MR (KEYNOTE-024 )

{LERIEBE O 72\ EGFR B FZ 2BM, ALK Rié =R U PD-L1 B (PD-L1
¥R U IBEMIAN S D AEE BLT [TPS) & 35,) =50%), "D EIRRERREST -
B OENHRMESE (G05Hl, BAA 40 el 238z, A% 200 mg.3 BH
MRS 0EMER RSN, 77 F A2 S 0EENSERE (BT Isocy &
VWi,) RBE LTHRFERE, 28, BREH CRABETAEDONEREIC. &
BT 2R TR R D R VWEDRRMICEE LT 5 BE Tk, IREIIEDE R
S CEBETHARBDOND T TEAAORE 2T 5 Z L NFRE L Shic, TEFM
H A IR B (BT TPFS) &1 5.) ., BIKEHEE B id 247 HH (BLF Tos)
Evn3,) kEn, AENT T FEE RS e FRE L LB LT, PFS, R 0S8 (7
W) 2RERERLE,

* o st BEEE Y LTREREAR S TS PD-L] THC 22C3 pharmDx 15 =] 2 BWTH

&k,
F1 EHHRE (KEYNOTE-024 #ER)
& 200 mg QW 77T BAEET
(154 1) fLeFitis
(151 %)
o [H] 10.3 6.0
(95%CI) (6.7, NE) (4.2, 6.2)
PFS™ NF— R 0.50
(95%CD) (0.37, 0.68) —
p " <0.001
e [A] NE NE
(95%CI) {NE, NE) (9.4, NE)
os™ AF— REE™ 0.60
(95%CD) (0.41, 0.89) -
P{E" 0.005

ClI: {EEXE. NE : ##ERF]., *1 ;RECIST HA FF 4 1.1 lRICES < sz sefE, *2 :
[ERI Cox b — FEFANIC L 275 FF A ST {bERIEL OLLEE, *3 . BRIn S
SV IRE, *4 DEFBAROT—% 1 2016ES5B9HB Yy bA7




— M QW
s FHFHARERGINGE

at risk¥
F7200mg Q3W
T5FFNRESOILERE

154 .
151

-
[

RISEETFM A]

89 44
70 18

104
9%

12

22
g 1

15 18

3

) =a
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Q@EER#EFEFE I /MAFRE (KEYNOTE-010 A5

75 P BRI B S T ERIERE" 2895 PD-L1 Btk (TPS=1%) ? O HIBRT i ST -
BROFEEREEBE (11,0336, BAAN filzeEte) ZXFIT. A% 2 mgkg 38
MRS RO 10 mgke 3 BARERREOFIMERZEER, FEF FeAKkn
(BLF T™DOC] &vv3,) ZxBE LTRSS, 2B, BRI CRAETHERED
BIEAIT, REBET ERTERPBO bR ROWEORRAICRKE LT\ 5 BE T,
REILA G D EFFE TREETARY DD ETHAORG ML TTREL Shit, EB
SEMRTE B 1L 0S RTRPES & &, FHIZ DOC LB LT, 08 #FRICER L,
*1 : EGFR G T ERBE XL ALK BaRETBEOBE TR, 77 FHREat{bfREIc LD
BRI, FRTH EGFR EIEANIT ALK EER 28T 2 EMEERIC & 5 RRE

BETHRENELANLRE,

3 : PD-L1 THC 22C3 pharmDx [# =] OREXx v FERVWTHESILE,

#2 HihERE (KEYNOTE-010 BER)

AH| 2 mgkg Z#] 10 mg/kg K& FEN
Q3W Q3W
_ (344 £ (346 #i) (343 #)
0s | JRfE [A] 104 12.7 8.5
(95%CI) (9.4, 11.9) (10.0,17.3) (7.5,9.8)
MNPFE— R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001
CI: {S8EXM. *1 : B3 Cox eI — FEFMTL B FEFFEA L OB, *2: B]
ays v IRE ‘ '
100 1 .
90 - ——— A 2mg/kg GIW
80 4 wew e F10me/kg QIW
70 - — RbEFFEL
g 60
50+ .
E 407 _"q‘ﬂll mt {l:iif’;:illtl i ]|
30
20 - #Eo
10+
0 "mmwmmmmmmqﬂmm
0 5 10 15 20 25
at risk#y MR
7 2mg/kg QW 344 259 115 49 12 0
##10mg/kg QW 346 255 124 56 6 0
Reg+eil 343 212 79 33 1 0

0S ORMMHTROD Kaplan-Meier Hi#R (PD-L1BBE (21%) DOBERE)

6



[Z4iE]

DE BRI RS MAEFE (KEYNOTE-024 %)

FEERERIIARBE 148/154 ] (96.1%) K} SOC #f 145/150 1 (96.7%) IZERD 5,
BRELORRBEATETERVWEEFTRIL. ThEFNn 113/154 §] (73.4%) RV
1ﬁnmﬁJMm%)L%bantuwfﬂmwﬁr%ﬁ%ms%utwﬂﬁmuTﬁo

e jb D Tﬁ) 2 f:_u
#3 WThhORETRIRY 5%I EORER (RSMEMTTHRME)
FERRSE (S80C: System Pl (%)
Organ Class) AFEE SOC B
EAE8 (PT; Preferred Term) 15441 1504
{MedDRA ver.19.0) 2 Grade Grade 384 E = Grade Grade 324 1
2BI{ER 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
Mg L RY /3R EmE S L o .
#m 8 (5.2) 3 (1.9 66 (44.0) 29 (19.3)
A f BRIBAE 1 0.6) 0 8 (5.3) 2 (1.3)
P ERIRAE 1 {0.6) 0 34 22.7) 20 (13.3)
i/ MREDE o , 0 17 (113) g (53
PISyIRREE o _ e
AR R RETLE A 11 (7.1 0 0
 RRIRERETE 0 12 (78) .0 D SN (LX) 0
HiBmE | . _ _ e
G 6 (3.9 0 17 a13) 0
T 22 (14.3) 6 (3.9) 20 (13.3) 2 (1.3)
By 15 ©.7) 0 65 (43.3) 3 2.0
o 4 (2.6) 0 18 (12.0) 2 (1.3)
- IRM (2.6) 1 (0.6) 30 (20.0) 1 o7
C R iﬁ{lﬁ%kitﬁ%‘:ﬁ*ﬂﬁmw@ , , B
& e 5 (3.2) 1 {0.6) 11 (7.3) 2 (1.3)
¥ 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
XN 1 (0.6) 0 9 6.0) 0
SBEL 16 (10.4) 0 8 .3) 0
CERRE , ' ,
TE2VTI/ I A 10 (6.5) 0 7 @.7 0
7 x5 —EEm
FANRSGEVBTI ) b 8 (5.2) 2 (1.3) 5 (3.3) 0
F A7 T —EHE
M7 L7 F =88 3 (1.9) 0 15 (10.0) 1 0.7
FhEREE S 0 20 (13.3) 6 (4.0)
oo/ NREER A 0 18 (12.0) 9 6.0)
B M Bk 1 (0.6) 0 16 (10.7) 3 (2.0)
CRBE S UEREE o
BARENR 14 9.1 0 39 (26.0) 4 @n
BV ARV UAME 1 (0.6) 0 9 £6.0) 0
 HEREBIUESHABRES
BEENE 13 (8.4) 0 4 @7 0
R REE _ o
WERE 1 (0.6) 0 15 (10.0) 0
Tt = 2w T 2 (1.3) 0 9 (6.0) 1 .7
CFRRER, TS K UMRRRREE :
S 8 (5.2) 4 2.6) 1 0.7 1 0.7
B R XU THESEE . o .
BiESE 0 12 (8.0) 0
bl 1A . 8 (5.2) 0 1 0.7 0
% HREE 12 - (1.8) 0 3 (2.0) 0
25 11 (7.1) 1 0.6) 3 (2.0) 0




7B, ARIFECHEMEMRERL OB (5.8%) . KBL - EEOTHIX S # (52%) .
MREE (T« NU—SERBES) 260 (1.3%) | IFsEREEE 22 41 (14.3%)
R BHERERE I 21 B (13.6%) . TEMAMEEREEIL 14 (0.6%) . 1 ZFERMAIL 161
(0.6%) . Bi#AEREE (RETHEEERS) X146 (0.6%) . BRI 16 (0.6%) |
4% - BELCARRAREE X 1 1 (0.6%) B UK infusion reaction iX 5 il (3.2%) TRHbhT,
7o, BEEOKEES (CEUSEREER., STIK. BXRES | BITRERS,
EIEAFIEAGE, MY - BEEs, B U DMk, DR, R/ MIROHEREDRE, B
P4 1 B OSRIEERES 13RR D b d o iz, ‘ '

@ERILFS I/MHERE (KEYNOTE-010 35R) k

A EESIT 2 mg/kg Q3W B 3317339 1 (97.6%) . 10 mg/kg Q3W B 330/343 #1 (96.2%)
B DOC B 297/309 5 (96.1%) 1ZeBd b, HREL ORRBENEETERNWEE
WHEIT, FnEh 215339 B (63.4%) . 2267343 B (65.9%) KTt 2517309 ] (81.2%)
R bz, WIhHOBE CREER SUULOEWERIZITROLBY ThHoT,



F4 WTRIDBETRERE s%U EORER (KM M)

BERNXSIE (S0C: System ¥ (%)
Organ Class) 2 mg/kg Q3W B 10 mgfkg Q3W B DOC

ZEAFE (PT: Preferred Term) 33047 3434 3094

(MedDRA ver.18.0) £ Grade Grade 3LLE % Grade Grade3BAE 4 Grade Grade 35lE
2BI{ER 215 (634) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
s LORY r_AREEE _

=il 10 29 3 (09 14 @) 1 (03) 40 (129 5 (1.6
HTPEREAE 1 03 o0 1 (03 0 44 (142) 38 (123)
IS IER , , , .
_ FURERSERIETE L2 g4 0 023 67 0 103 0
BB E N _ S

T# 24 (1) 2 (0.6 22 (64) 0 56 (181) 7 (2.3)

Ei 37 (109) 1 (0.3) 31 (®.00 2 (0.6) 45 (146 1 (0.3)

H P9 13 (3.8) 0 7 @0 1 (03 43 (139 3 (L0

ngnt , 12 (3.9 0 13 (38 1 (03) 24 (78 2 (06
iR - 2HEEBICERSRYORE . :

Fiabnd 20 (5.99 1 (0.3) 19 (5.5 2 (0.6) 35 (11.3) 6 (1.9

¥ 46 (136) 4 (1.2) 49 (143) 6 (L. 76 (246) 11 (3.6)

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

R , 10 %9 1 (03 14 @n o 17 G5 1 03

TRk 0 0 2 (0.6) 0 24 (7.8} 19 (6.0)

B R 0 0 3 (09 0 16 (52) 10 (32)
fREHR L Uik EE A e

BEURIE 46 (13.6) 3 (0.9 33 (96 1 (03 49 (159) 3 (1.0)
BERERP L UGS aREE o

BEEE 13 (3.8) 0 19 (55 2 (0.6 18 (58) 0
FRATE % @7 0 10 (29 o L2064 0
RS

BRERE 4 1.2 0 7.0 0 16 (5.2) 0

FE =z —mRF— 2 (0.6) 0 3 (0.9 0 28 (9.1) 1 (0.3)
 SEEE o 3 09 0 3 (0% 0 17 (55 0
B L U THERE '

R ELE 309 0 2 (0.6) 0 101 (32.7) 2 (0.6)

5 EE 25 (74) 0 32 (9.3 0 5 (16 1 (0.3)

& .29 (86) 1 (03) 44 (128) 1 (0.3) 14 (49 0

723, 2 mghkg Q3W FEKR T 10 mgkg Q3W BETENE ., MEMMREBIX 15 6 (4.4%)
B 146 (4.1%) . KEEXK - BEOTHIZSH (15%) RU246] (0.6%) . BEOR
BEE (FREREREREE. SHAK. BREES) 316 (03%) EU 14 (03%) .
WREE (FT « NL—ERES) 1226 (06%) RV 3 F (0.9%) . fFiaEmEE
v 23 ] (6.8%) B Ut 22 B (6.4%) . RIS AEEE 1T 32 1 (9.4%) BT 35 4 (10.2%) |
TREHERESIE 1 (03%) EOLH (03%) . BISEEESIT 26 0.6%) ROt1
F (0.3%) . 1 BUERWIZ 1 F (0.3%) RUV22H (0.6%) . BHEEEE (RETREME
BRE) X440 (1.2%) ROV0 G, BESIX L H (03%) R0 Gl fh4 - HEEAhRaR
FEIX 1 (0.3%) RTU0 . infusion reaction IX 2 B (0.6%) B 6l (1.7%) TED
b, i, EEGEE, MK - MEEL, BEOEE, LR, Rt/ MEEd
PESEBER, B LR OHRFHBIRED bhidoTe,



4, HERRIZOWT ‘

ARG L LTHERRERE (T PRELATVA I L b, HikRAERED
ICEM T MR THILERD D, TOLT, AFORENERBE B - FE
L. AFOHRECLYEEREEAZRR LEBICHE TS5 Z L BLERED, AITO
D~@DFTRTEMIETHRICBNTHERTIRETH B,

@ HEFizoOWT

D1 FTED (1) ~ 65) OWTFhPEYTIERTHDI &,

(1) EEFHREIEET 2B ADHFEEI RS (EHER RS A BRI RRRE,
MU A A BRI SR, MR A A RABE R &) (ERR 29454 A 1 BIFR 1434
HeRR)

() BEHERR (BR24 68 1 AR : 85 B5R)

(3) FEFRMENBET SNARIOERERR (BARRERBERR. NABREDE
BHFEE. PADREEEERRZ ) A

(4) HR(LFRIEELREB L., S RRIEME | I RLFERIENA 2 OEREE
WAL RHET>TWAHER (FR2847 A 1 B : 2540 FERR)

(5) FUSHIEEAALFEEMBEOMBREE RS BHET> TV DHER (T 28 £ 7
B 1 BEFA 1290 HEER)

D2 WEOILERE R CEHE ST ORI 4 e L R OB (FRO
WERAC RS T B ER) A, SRR OAAN BT A LRORES L LTRESN
BT L, -

%

| ERAFREER2ECTETHELKT LRI SEU EORABEOBRVHEETT
2TWAIE, b, 24 RIT, BAEYRERZE L LEBRRIEEZEOMELZTT
RoTnAZ E,

« EMGFRER2EOTPEIMELET L-RICIFULORKERZHELTHL D
&, ob. 3IEUER. OB ARYREESUNRSRFORKFEZIT>T
WwWar e, :

@ BRAOEXEZFHEROKHIZOVT

EESGERTHICEET IEEESRE SN, BEEENLOFREN, FiE - B2
HELAEROTER CEMS IR T 2 [F MR, AEFERRELIBESOREE
B, ERESPHITORIEHINES>THBH T L,
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@ EBIER~ORBIZONT

@-1 RRRAHIZE+ 5 B

FEMEMRRSEOCEERBEANRE LZEIC, 24 REAZEREROT, YR
HEBERIZIBWT, BRLUZAHERIG U TARETEER D CT S0RHWER OERIZ HE
RREORENYAPTIZFELN., EbiCHE R EHRE-THWE I &,

®-2 EREFHIC L 5F5EFENSICET3EL:

BABRICED I EMARABREVERE2T T IEREEERRER =2 ) 7%
BOEEROAI V-2 JRTVWERE L FRERRT TE 5 F— AEREKH N
ShTWHZ &, 2B, BEkflicoWT, BABE L FOFRIZHFICAmMEL TN
BZ &,

®@-3 BER ORErCRIRICBEL T

BHER (MEMMEBRICINZ, KIBE - EEOTH, FSEES, BHEEE (RAO%
FIEHEERS), NAWEE (TEABEES, FRBEEEE, BIggERES), 18
FERIA. & & DBk, fhdk - SDUmmARE, FEk, BEEORBEE (B SHRIRERE,
S, JAREES) ., infusion reaction. A% - SRS, EEMEENE, WERESE (¥
F v NL—EEHE) . Ok, R MRS SRR, ImniEEm, FRIERE
%) LT, YR IGEMERBEOEMEEATIEM L EE L RAIERAC2
ot MCE L THERUOXBEZITONAEHICHZZ L) | EBICEYRAENRT
ESHHAESTVWH I L,

11



5. ERBERDBE

(2T 5 5EH]

@D FTRICEYUTIBFSDVTHAHOBRENBRE L KTV L, b, BREET
birnZ k,

AHIDORAICH LIBBEOCHEROH 2 BE

@ HEHIOFEMICB VT TRICEYS T 2BE O VWTH, FAORSIHRIhZR -
A, MOBRBREARVESRERY, HEXAKEERTIZ L 2ERTE D,

MB R ROE G I H 5 BE

P ERRE CHER 2RD 5 BE R UTEDEO MR LRI R
O RERELRZ BN S BAE
HEAEEAOSH., XXBENAE L IFERMED B CAERBDEERD
HHBE :

ISR AEEE GE M AR RS 2 ) OHBBE

ECOG Performance Status 3-4 N B3

[A3hEicBE T 5 %E]

O TROBEFCEWTFADEDESRIEL RTINS,

{bEREREOR, EGFR BETEREY, ALK MA#EETRIERT PD-LL

BBt (TPS=50%) DEIERTRERETT - BROIE/ MBI ERE

75 FFE B STHLERIERE L AT 5 PD-L1 BB (TPSZ1%) DYIERTRER
1T - BROFMIBRERE (28, EGFR BETERBMENIE ALK @éE
BEFREOBRETIX., FHFh EGFR Fr ¥ 3 —F¥REFRIXIT ALK F
o ioFr—YREFOKREELETSEBE)

23, TPSIZRAT 0 ) X~7 (BEFHBEL) Oz =4 2K RE4A :
PD-L1IHC 22C3 pharmDx (& =] ) ZRAWVWTRET S Z &,

@ TRIZHYT3BECHT 5 AFOBES R OMERFEIZ VT, AEIOFE MR
X ENTE LT, ARIDBRERBRL LRV,

Ttk M bR,
o EMIERER & OHEA,

&ED  BCOG @ Performance Status (PS)

Score

EH

0

2 HER<EDTE 5. RFMEFE LB HERIHIRRATLD,

R B EHIE Sh o, BT, EFESE- ol LR CE 5,
Bl B R, SHIEE

[ N

B CESOEOEY DI LT THEEAERZ TR RN, BP0 S0%A LTSy FATRIY,

L)

TBHhAROFOEY DI L LB TERY, RO S0%UEEy FIAHFTARIT,

Y

2TV, BAOFOEY O L3 Ty, B2y FABFTRIT,

12




® MERENA P74 (AARRESM) 1BV T, ECOG Performance Status 0~1
@D =75 Ll k. XiZ ECOG Performance Status 2 &V 0 BE T, £ 3 #AHE

A (FEFXELE) OEARESBEEINTEY., 77 FFERAOERHEE X
EnZdERshR2Wr— 2355, bE2EFERTET2REFERT2E48. 7

7 FFHRORMAERR L &b E 3 ARERERA TOBRKEZH T A BEICB N
Tik, AAORELEETZ D,

13



6. REITRLTHE T EHHK
@ FACEZCML., BEREEADERT 2 BRI ESERAORER USEIER

Aot HERERE+AREFE L THrBERTIZ L,

@ EBEBEsCE D, BEXRFOFRCESDERGEREZ-LFHAL, REZE

ThbEsTaZ &,

@ FREMERAOD<-RI AL MZHONT

o MEMIEERLLLNAZLBHBOT, KRAOREITHT - Tt FIHIE
w (B, FREEE, W) OMERUIE X BREOEKS, BHERT
SHITATD Z &, Ehe. BEECTHEE CT, MiF~——S0REL T
Bk,

*  infusion reaction 3% b B Z L 2P B, infusion reaction 23R L TIFEIT
i, BEARRBETD L L bz, ERPEET S ETREORBE TSRS
THIE,

o FRBEEREENDODLND I LB HE0T, FEORERBNRESHM
FITERNIC Rk A (TSH, 88k T3, HBE T4 S£ORIE) 2/ MET5
ek,

» FEREERL DA Z EBH 0T, AHORERIGHTR RSB PIX
ERRENT ITHEEEME (AST. ALT. y-GTP, AlP, YU L EVEORIR) 2%k
THZE,

« REHBEE IEARUVIEEEELZED) TOEERIREESH OIS
IENRHBDOT, EHNCROBEOFELHERTEI L, i, ROEREMN
BHONEFRAICE, EONCERBEZ?ZR T L) 8E2BETI L,

o FHOHRECLY. BECABRRIGITRET S LEX BN AkL REBOHE
NhHLbILAZLBHD, BEEFBDONLEAIR, BRUESFRIIIELE
P82 L R 2 OEM & EE U CETREN R TV, REDRE
RiSiC X AEWERBELN S BEICE., RAOAREIPIE, RUBIBEES
NECRIOBREZEFERTHZE, 2B, IBRERVE - OREICLYEIE
AORERRD bNRWEEICIE, BIBERERVE VIS OREMTIFIOEBM
LEETHZ L,

o BEERTE, BRI LEIABBLTHORERARRERTAZ LEH DD,
FHOBERTRICLEBHERAORRIZ+LIEETR Z &,

o | EUEERR (BIE | ERFAEE) Bbbbh. BRRMS N7 F—v R
ERZENRHAOT, OB, Bl BHECEROCEBELMEED LF T+
SEBTAZ L, | BERBEAELNBATEEREEZPLEL, 1AV VB
Ko 5EOHPNRABEEITI &,

@ AHOBRERBRIZBWT, #E5FAENL BB, ThURL, #EREMD 1 £H
' 33 ERERT Z L CEBEDOTMEIT > TV L 285BI, FERETIIEH
FBICBERME COROBEREITIZ L,

14



BEERAHEETA FF A
RAT0 ) X277 (RISTHEBZ)
(R#B4 : 4 b —F BEHEEE 20 mg, ¥4 F—F K E#E 100 mg)
~EtERAE~

WRk2 942 A (PR 2 941 2 HET)
B A @A
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1. ZC®ic

ERBOFME - Z2EOREDOTEDITIE, FACEBHLESWBEERERAIRD
bhd, E6IC, IHFEOREFRFTOESIC L0, MEEERS T X OEFM SR ERE
FEESBAREINIPT, ZNOOERRZECHERBFICRMET S Z & NRED
REL2-oTEY BEMEGER LBEDOEAFE 2016 CERL 28 6 A 2 BEIHRE)
KRWThH, EFMNERREOHEAORBEIEBELZRIDZZ L L& T3,

FRERABFERRIL, BEERARCREM v 7 7 A VBRBRECERL EALNIE
RBZENHD, ZOTh, HERCREHICET S HRA+OERT S E TR,
UHEELOBELZMIZTI L AMGI2BHCH L TERT S L &bz, BIE
RABRER LB SERMEE B2 L R —ROBE 2 T EREE TR
THENEETHB,

Lo T, BHA F7A4 Tk, BBREESINETIEELR TV A ERERD -
BEHRAMIIESE, UTOERGORELRER2HET 3B bSLERE R, %
FRUEEFEETT,

BB, KHFA FFA bk, MMTEREAERSERERBSEE, ABHEEARER
BRERYS, —REFEA B ABENRESRUARTERAEA R AR ERZES0H S
Db & ERR LTz,

| B L2 BERER  FA M —F AFERIE 20 mg, ¥4 M —FEREE 100mg (—
Bk ~ATR Y Aed GRETFHHEZ))

HELRAPEIINE - RBYBRTRAENEANE

HELRARERUAR  BH. RARIE. a7 0 Xvs (BETHEHKEL) LT, 1
B 2mg/kg (KE) % 3 BRI T 30 2R T TAMRET 2,

B IR 7 % F : MSD BRAtt




2, FHIO®KBE, 1ER#F

FA M—F AHEHE20mg R 100mg (—f4 : A7 r) X<7 (BeFA%R
Z). BT A &vv3,) 1. PD-1 (programmed cell death-1) &ZD VU H . FTH
% PD-L1 B URPD-L2 & D#EE 2 EERE T3 .t MEIgG4 €/ 7 a—F A RETH S,

PD-1 #R%13 T MBS EE RS 2 bR B 1o IR AFR BRI A 2 R A kHE
A4 »F T, PD-1 1%, BELRBIZEWTEER T MlRoMAREECRERL. BCA
BRGSO ARLELAR L AERIRE BT 5, bbb, PD-1 YT FEH
ATAZ LRIV RESERCL VIV EERAICHBET2ZEFETHS, PDLI
OEFMBIBITEIREAZXDTHTH IR, EL OBAMB T THRIROBE2MAD
ESBRICHKBE LTS, BAMIRIZEITS PD-L1 ORRBIRIL, BHRE, RS,
BEAIBaRs, SPELE. I NVBRRSOBKe RBATTFERERRAFTHY, EnEFRE
OEEMENREE TN S, '

B ONRADERETE L PD-L1 RFROFMABMEAS S . PD-1 & PD-L1 OBEBIIERO
AEERICBOTEEARRRIZED Z ERTRRENTE Y, Hi AR AREOEN L L
THRFETWD, .

AX, PD-1 & PD-LI RU'PD-L2 DB/ Y H > FofES+#EET o Lic kv, B
W/ NB S R O B RAGIREEME T U o BRE AL &8, UBERE 2 BEELT
B2 L THBEHRERET S,

ARIOEFBFICE-S < BEORERRIC L DRIERERD bbh, EEXIETIT
ELREER DS, FAOREPRORER T, BEOREE+HITTV, BEFR
D LB, RE L BEKITS T BN & REBRE R OEN & EE L TE
REBE 2TV, BEORERGIC L ABHEAREDNZEEITIL, BIBEESNV
LA ORESOBIRLBET I BERDH B,



3. BRARERSK
RIGUIBRA R B RAEORRBFICHME 1T - T2 ERRBROREE T,

[ %hi]
OEANE 1b A (KEYNOTE-041 3RE) ‘
{EFEREBORVEA YY) v (BEFHEKEZ) CIT A€V AT 1))
EEERNV2 VYAV ETOILEFER > BT 2 MIBYIBRTiELEMHEAESERE 12 F
(BhPEMRITRER 37 ) 2RBRIT, AH) 2 mykg 3 BRI GLT Q3w &1 3,)
BEOHIER CEZLERBN S, 28, BETH CERETIRD bhizBiiiz,
FEREST 2 T TERSBRD b RWEDOEEMCEE LT\ BE Tk, REILIFEOHE
B CREBETHRD DNDETAAORS 2T Z LT E Shiz, B
MIEE CHDERLE[RECIST VA FF 4 > L1RICES  PREEIC X A5LE8 (CR)
XixEarED (PRY] 1%, 24% (OS%IEEEM : 12~41) Thole, 72k, FRZHRE
L7-MER 10% Th ol

OWEAE T +ERER (KEYNOTE-002 3UER)

AEY AT L BRERBE2FT RGBT REZESCREQIERE 2RI, £ 2
mg/kg Q3W B & K U 10 mg/kg Q3W & E-DOFSER RELMER, bFERE (XY
V., FEYOI R, AARTIFr, TV EFEARXBINTTTF o +7 ) 5%
SR, BT OTICC #) 20 3,) 2RBE LTRENT. 8. EEEHh CERET
DBFRD BNTZBEIT RRET 2R TERSED bRV EDBERNIZEELTWAA
FH T, REICIEOEGF M CERETEIRD O T THREORELYFET A LR
e &hic, EHEFFMRE AT (08) RUMEREAFLYR (PFS) & &h,
AANILERE L B LT, PFSZFERER L,

R1 FHERE (KEYNOTE-002 RAER)

AH| 2 mg/kg ZH| 10 mg/kg === 005
Q3W Q3W
(180 #1) (181 1) (179 #1)
0S | #kfE [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
AN R 0.86 0.74
(95%CID) {0.67, 1.10) (0.57, 0.96) -
p g™ 0.1173 0.0106
PFS™ | i [A] 2.9 2.9 S 27
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NP R 0.57 0.50
(95%CI) {0.45,0.73) (0.39,0.64) —
P f&™ <0.0001 <0.0001

CL:{E#EKRS. *1: RECIST # A FJ A 2 L1 JRICEI BHARERVIEERMER X 3 5H.
*2 : BRI Cox tEfINY — FETF NI X DALERIEL O, *3 : BRIn 75 7 RE

4




100

00 X 2mp/kg QIW
80 - % e Z10mE G GBW
70 _ \1‘“ s wnin {1 SEARE
& 60 - b
gol
# 40 ] \b\"‘\ Y
30 e g
20 - L
10
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk4 ' S (R
A8 2mg/kg Q3W 180 131 95 70 61 11 0]
ZM10mg/kg Q3W 181 138 99 79 67 12 o
(Lo 179 115 80 60 48 9 0
0S @ Kaplan-Meier Bii#it
100
' 90 R —— 4 2mgrkg QIW
80 N e AM10MEAKE QIW
g 70 _ s . (LRI
# 60 .
i 50
40 1
g 320 4
] e,
20 1 %Mwﬁmwm
13 . N —n
0 2 4 6 8 10 12 14
T riski RN LA]
M 2mg/kg Q3W 180 153 74 53 26 9 4 2
AH10mg/kg Q3W 181 | 158 82 55 39 15 5. 1
{5 179 128 43 22 15 4 2 1

PES @ Kaplan-Meier Hi##



@ESFIMHEAER (KEYNOTE-006 &)

AV A2 TICXBERBORZNIIA Y AT E2EERN 1 VYA ETORE
FREEY AT HRIBTRTRAERRGMBE 2 HRIC, A 10 mgkg Q3W HER KX
10 mg/kg 2 MR (BLF TQew) & 5,) BREOHFIERUVEEMEN, f ¥V A
TEXBE LTRET SR, 23, BRFETERBETIRD bhEEIT, BRET
ERTERBED DNRWEOBRKRAIIEE L TV 5 AE Tk, RE LB O BTN T
RRETHED LN ETAFORE LTS 2 E AT E &hi, TEHMEHRB IX
2ATFHME (BUF [08) & 5,.) RUEMEAFSR (LT [PFS] &nW5,) L&,
FHNTA Y A= LHBRL T, OS RU'PFS 2 FEICER L,

R2 FHERSE (KEYNOTE-006 3UER)

A#) 10 mg/kg A 10 mg/kg ALY beT
Q3W Q2w
(277 #1) {279 1) (278 1)
0S” | fifE [A] NE NE NE
' (95%CID) (NE, NE) (NE, NE) (13, NE)
NP — R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P ™ 0.00358 0.00052
PFS™ | rhsfg [A] 4.1 55 - 28
»s (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NF— R 0.58 - 0.58
(95%CI) (0.47, 0.72) (0.46, 0.72) -
P& <0.00001 <0.00001

Cl: {S#EXM. NE: #ERT, *1: FEERTHOT—F (201543 438y b7, R2: B -
B Cox EBINF— FEFNMZL DA LY AT L OB, 3 :BRIv Y F 7 HE, *4 : RECIST
HFARTA L RICES MY L BEHERERCEESMEICS 2570, *5: PRAATRO
F—% (20144 9HA3 A b27)



100 - :
90 - nea
80
70 7
¥ 60
# 50
§ 40
30 ] ——— Fmiomg/kg QW
20 ] wne dptomgrkg QW
107 —— srvavr
0 e preveeren prrrrorerT prrrrree prrrseeen e R ——
0 2 4 6 8 10 12 14 16

at risk¥
#Mi0mg/kg QW 279 266 248 233 219 212 177 67 19
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18
AEVULRT 278 242 212 188 169 157 117 51 17

OS @ Kaplan-Meier gi##

100

goi - v e 8 10 kg QIW
. 80 - “"'\ - —— 3 10mg/kg QAW
£ 70 —— LTS
¥ 60
ﬁ 50
BE 40 -
£ 301 bl

20 '--;v-l

107 -1

0 e RRARLEREM RARREERAL AL T T et

at risk3¥ SR EE TN (]

FM10mg/kg Q2W 279 231 147 98 49 7
FH10mg/kg @3W 277 235 133 95 53 7
AEULTT 278 186 88 42 18 2

O - N

PFS @ Kaplan-Meier #hi##



[Z4atE]
OEMNE Ib 83 E (KEYNOTE-041 %)
FEERII. 41426 (97.6%) KR b, WRELOREBREBEETERVWFE
TR, 344261 (81.0%) ICEED Bivk, BIFEN SULL EOBERRTREO LB T
o,

#3 BARYS%L EOBER (ELERITSMRE)

Y
FBEBIKRSHE (SOC: System Organ Class) s (o)
HAEFE (PT: Preferred Term) 2 mgﬂ;§§u3wx¥
(MedDRA ver.18.0)
£ Grades Grades 3 Bl E

28IfFH 34 (81.0) 8 (19.0)

= T
BEM: iR BB 6 (14.3) 0 0.0)
B ' 3 o 0 (0.0)

7B, MEEHEBR 1F Q4% . KBK - -BEOCTH 24 (4.8%) . FFBERESE3
Bl (7.1%) . TEEHERES 2 7] (4.8%) . FIRIMERERESE 6 41 (14.3%) | infusion reaction
141 (24%) RS ESER 1B 24%) TRDDN, Fio, HEEE (¥50 -2
L—ERRE) | EHREEE (RMEHEESLS) | BIBREE. 1 B5ERA, EED
EREE (RERRIBERR, WA, JRRRS) | R, B - BRYUEmARE.,
EREFHIEAAE, MM - SRS, L, St/ R EREER, iR I R Ok
FHBIIRD bieho e,

@S FE AR (KEYNOTE-002 BER)

AEERIT.2 mgke Q3W B 172/178 #1(96.6%) . 10 mgrkg Q3W B¥ 178/179 #1(99.4%)
BOVICC B 167/171 61 (97.7%) WZBD b, EREL 0RRBEFERETETERWEE
BHIL, FRFh 121178 51 (68.0%) | 133/179 #l (74.3%) ROt 138/171 ] (80.7%)
KR bhic, WO THRIRRN %LU LOBERIETROLBY Thot,



#4 WA OBETRREN 5% EOBWER (EiEii =)

FEKSH (SOC: System Organ Class) ‘ Bl (%
EAER (PT: Preferred Term) 2 mg/kg Q3WEE 10 mglkg (iBWﬁ ICCEE
(MedDRA ver.18.0) 17886 17941 17148
o £Grades Grades 324 E “£Grades Grades 3LL | £ Grades Grades 304k
éEM’FFﬁ _ 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45 (26.3)

SR AE
md\w&

& 40 (25

L0 S I

an 52 @) 1 06 6 (363 & @7
0

) ) 0 .
Jid; 1% ©.0) GOy 0 I 2 0
F I EEIE (0.0) (235 O (0.0) 6 0 (0. 0)
BB (0.0) 10y 0 (0.0 8 o0 (0.0
BLR SR B (0.6) 56 1 {0.6) 0 ¢ 00
AR BNE (0.0) (500 0 (0.0) 2 0 (0.0

7233.2 mg/kg Q3W R TN 10 mgkg QAW Bl BW T Fh A MRS 1 5 (0.6%)
B4 (22%) , KIBK - EEOTH1H (0.6%) R6H (34%) . #HREE (¥
F - S ERREE) 2 51 (1.1%) RN 0 B FFHEREIREE 13 B1(7.3%) R UF 15 £ (8.4%)
REHkREREE (RMEMEMBLS) 14 (0.6%) RO1H (0.6%) . TEMEEERESE 1
B (0.6%) B3 6 (1.7%) . FURIGHEAEREE 14 6] (7.9%) K15 £ (8.4%) . infusion
reaction 2 ) (1.1%) B3 H (1.7%) . BEEOKEREE (REREEEERE., £
B, BMAEES) 14 (0.6%) RO (0.6%) . BER 1 (0.6%) RU0H], HEER
$HRE 0 IR 1 F (0.6%) . K - BEIEZR 0 BIRCA L I (0.6%) . T HE SR
KOPRC2H] (1.1%) TRDON, Fio, BIBREE, 1 8RB, HK - B
fRAE, Ofpde. Stk MEBMEREDR, B EE R URFRFEIBEO bh b o
Yot



@S IAERER (KEYNOTE-006 FER)
FEHERIL. 10 mg/kg Q3W F¥264/277 1 (95.3%) ., 10 mg/kg Q2W B¥ 275/278 #1(98.9%)
B OV IPLEE 239/256 1) (93.4%) L@ b, BRELORRBHEATETERVEES
I3, FNEN 202227761 (72.9%) . 2217278 B (79.5%) R} 187/256 B (73.0%) 2
R ohic, WTNLOH TREEN sUL EORERIZTRO LB Y ThoTr,
£5 VWTRIOBETRAER 5% EOBIER (MM

nto R (W
! : 0 1

A syl e g =

(MedDRA, ver.18.0) “2Grades Grades 3L “£Grades Grades32l b “£Grades Grades 324 E
ZRITER 202 (729) 28 (10.1) 221 (795 37 (133) 187 (730) 51 (19.9)
AnER

FK R AR TS . , . :
| TRIBRMIBETE : 2 ue o 0 3 060 1..@e4 2 08 o 00

39 (141 ©00) 40 (144 (00) & (254
37 (13.4) 0.0 41 (147 ©0) 37 (145
31 (1) ©0) 25 (9.0) ©0 4 (1.8 {0.0)

7283, 10 mg/kg QAW BER TR 10 mg/kg QW BFIC B W TEN TN, MBS 4 51 (1.4%)
B4 (04%) . KEBZ - BEEOTH 10 # (3.6%) B 13 6] (4.7%) , FREE
(FF 2 NU—EEHE) 246 (07%) RUT0oPF, FFgERE 146 (5.1%) KRUt23
il (83%) . BifEEE (RMEHMBMETLE) 2/ 0.7%) R 18] (04%) . TH
FHEREEE 15 (04%) RO 1H (04%) . BIRARMSAERE 28 41 (10.1%) KT¥33 4]
(11.9%) |, BIBHEE 14 (0.4%) B2 (0.7%) . infusion reaction 7 B (2.5%) &
TS5 (1.8%) « 1 BERF 1 51 (04%) RUCOH, EEOKEESE (FEHEBEIRER
BE, ZWALEE, HRRBIES) 0 BT 61 (0.4%) | BEZR 1 61 (0.4%) RTA1 6 (0.4%) |
fRde - PRRUERAARAE | B (0.4%) RN O Fl. Bzt - BERAE 0 BT 1 fl (04%) |
RICEE % 3 Fl (1.1%) RO 1 6 (04%) TR LN, £, BEGENE,
DFFS, Rt M/ MR SRR, AR i R ORISR D bh o,

10



4, BRI ONT _
AL L LTERBERE (05T XBEbhTWA I, b, YERELEY
KEHTEARRTHISLERS D, FOLT, FHORENEE 2 BE BN - BE
L, ZROREC LV EBRAERERBE LZBCRIST 2 2 L BALERED, ITO
D~ T _RTEW/LTRBRICBWTERATEIETH S,

@

HERIZ >V T

@1 TED (1) ~ 6) OVFRHHELTIERTHDZ L,

1

)

3)

@

)

D-2

EABEAENEET 5B ASFEEILARERES GRET RS A BREEILRET,
A A SRS SRR, MRS AR ) (FRE204 4 B 1 AR :
434 HEg%)

HEEEeRbe (ERK20456 B 1 AR : 85 M)

T RAEHRIEE T 5 B ARREERE (DARREEERN, BARTESE
BhEE., BARRESEEERRR L)

SRR L HRE L. SR ERENE 1 S b3EREINE 2 Ok 2%
KRB BHE T CWAHER (ER 2847 A 1 BERR @ 2540 fifR)
REMERERAFEENEORRERICBRIBEHEIT> TV SR (FRR 28 £ 7
B 1 BERA : 1290 #EER)

B EAEOLERER CREARBERORIC 25058 & BRE2 HOERM

(FROWTNNITEY T HEM) 2B, YRR oARICE T HEOREE L LT
BEEIhTWsZ &,

s

EEMSEFEIEE 2 FOMMTHEE KT LRIz S FULORABROBRIHER
fToTWBZ L, b, 2 FRULIE, BARYREL XL LERIEREZONE
EITRoTWBZ L,

EESRFBEE 2 FOPHFEERT Lickic 5 FLLEDO R FEMIEF 2RO R
RBEREFLTNDZ &,

@

B OERRIFREHEOERIZOVWT

ERLERTRICHF T IEEESRES N, BREEXILOFREBD, Fiktk - K2
HERZHEROTERCEMSICAT 2 HREML, AEFRORLE LLBEORER

#.

L RERNITITONAEHIBE S TNDE T L,

11



@ BUHER~OREBIZONT

@-1 BERRRREORISEEICET 5B

MEEFESRSEOCESLRIERANREE LB, 24 BRRHDEREHOT, MmN
BEERRICBNT, BRLEZEERHIE T TAREEREV CT S0RWER OB SHE
RREOCHERNYAPIZELN, EDICHETREREHIBES THNBEZ &,

®-2 ERUEEEICL ZFHFFSNBICETIEYSE
BABRCEL S EFNRAREVRELZR T IEREEEVRIERE=F ) 7%
BOLEBORZ ) —=r 7 2T0ERE L FREHT TE D F— A EFREKHISBH
ENTWVWDZ &, 286, BEEFIZOWT, BABRE L 2OFRICTIZAMmEL T
5Tk,

@-3 RHERORECHIZBE LT

BUER (FMEMMEREBCIML, KBk - EEOTH. FHEREE. BEEES (RA%
MEMERTE) | NoWES (TEAEERES. FIRIBEEERES. FIFREERES) | 1
BRRA. 5L 5ER, Bk - BPURRAE, Mk, EEOREEE (RWHRIRERE
. SIBAEE, TEREES) . infusion reaction, ANt - ML, BEMESE, HRE
E (X7 v - NU—EGRHES) | L%, REEL/MRBAESER, BntEEm, &
HEREFE) 1T LT, MR T ERMEB ORI 2T 2 EM L EE L (Bl
BoORECHBRE L THEERUIREZ T bhAE&HEHa 2 L) | EbiZENRA
EXTEEEHNAESTNEIL,

12



5. REXNBLALLBE

(&I BET 5 HE) |
O FRICESTHRECSVTHARORERERL SNTNB LD, BEET
hlpwnwz &,

o FRIORSITH VBBECREROH D BE

@ BREOFTMICBW T TRIEHESTRFIC OV, FFOREIHE SR

A, MLOIBHBIRERRWEAIRY . MERARZERATIZ L2 EBTES,

o MEMRREBOSHIIBEDHSBE '

o PHMESRE THERERED 5 BE R OTEENE O KA HRIBIERIE O RRYu A
LDOMICREEERABND BE ,

o HOASKBOAGE. XIXBHAMLRE L IIBERED EERAERBDEEERED
HHBE

o EBSBEE GEnSHRBEEEE L) OhLBE

»  ECOG Performance Status 3-4 & DB

[Fahtkic BT+ 2 FH]

O {LFEREBOLVWBERUYELEREROH 5 BE LBV TARIOFTTESRRIN
T3,
723, BRAF BEFERZHTAHREICBVTIE, BRAFHERIC L3RR LER
TR,

@ THRIZYTIFAFOB/ERVERFEC WL, ZAOFMERHELEINTE
57, FRAOEERNRLELRV,
. IR,
o LOFEMERR & OFER,

&) ECOG @ Performance Status (PS)

Score EHE

0 | &<MEAR{EHTEI. BRMLALABEBRIHRRIITXS,

AEMICH LVEEHIEIR SN 58, BMTHEET, BIEECE- TOERRITIZ LR TED.
Bl : VRS, FHIEE

BT TCESOEORY O LT TATHRELAEEZTERN, BP0 0% LTy Fi
TR

3 BoLi-ESOHEORVOT L LATERY, BHRO W EESy FAET RIS,

4 | &<ETEV, BROEOED O LiTE TERN, ERIEy FAFFTBRIT,

13



6. REZERL THETREFH

O WECEBFITML, BIERBEHEPRIT 5 BHECESE AR OMER EER
ROleDICHBRBRE BB L TrLERTSZ &,

@ WREBILAICEY D, BEXITORKICEMMERVEREZ +AFAL, RERE
TrbRETEIE,

@ FERBERO=RXP AV MZ2OWT

FMEMEMRERD bR I LRBHIOT, FHOREZH - Tit, HE
W (E8d, FRREEE, W) ORBEUVIE X #REOXEES, BEE+
FITATH T &, Ee, BBISCTRE CT, hf~—b—ZoREE2EET
Bl &,

infusion reaction 233 bt 5 Z L 238 B, infusion reaction 3FEH I HHIC
i, WERREEITY &b, EERAEET I E TREOREBE +OICEE
TAHZE,
FRIREREERD bbb 2 L B35 50T, FF OB SEBITE R
BRI RRIEREREE (TSH, 28 T3, ¥l T4 SORE) 2 EM§ 2
Z&,

JFREEERH GbIE Z LB H 50T, FH OFERETE RS
ERFNCIFEERERTE (AST, ALT, y-GTP, Al-P, VYAV EDRIE) &+ FEHE
T5HZ &,

BES R (MEARCILEEREREZED) SOEERBEERLODNRD
TLBRHBOT, EHHIROREOFELZHERTIZ &, 72, BOEEN
BOONEEEIE, BOPrCEREREEZX2 T L5 BEERETH 2 L,
FHROBREW LY, BEORERIGICEET S &2 bh d#e RERBORIE
BhbbhadZedibd, BENROLONEEAEX, BELEFRIIE LR
H Rk & BB R S OER & B L TETRERNRZH TV, BEORE
B & BEWERARRDN 2 BEICE. AFIOKREEPIL, RURIBEREF
NERORGEEERETIHZ L, 2B, BIBREFRNVEOREIZX VRHE
ROBERRD bNRWEEITE, BIBREFRNVE VSN OREIFHIA RN
LEEBTDHZ L,

WERTE, AR OB ABEB L THLEIERARSEERET A L R3HE Y,
AROEERTRICHRWERORBRIT+SITERT A L,

1 BUERA (BIE | BERF 2S5 Kbbbh, EREES P TV F—v 2
KEHZERDHZOT, O, Bl BHEDCIEKOREECMPEEDS LRI+
SEETHZE, 1 BERFEREDN SIS E2TEL, 12 ) 8
KloBESEDFENRNBEITHIZ L,

@ FAIOBERERIZBWT, RER%EHL 3+ AURN, TR, B5REHb 1
FERIT 6 BRI Z & A EOFEEEIT-> TWeZ L 31T, ARBE P ERN
WRHROMREITI Z &,

14



BEEREET A A v

_RA7ul) w7 (RizFHE#RZ)
(R#4 : A b—F SEBE 20 mg, F4 M —F KB 100 mg)
~EHHREFTE Y B~

Pk2 941 1H (ERk2 941 2 AlET)
A S A



B

I S

XTIz

FEIOFRE, 1ERRAF

B PR B

HEERIZ DWW T

BEXMG LR DBE
BECELTEET REHIR

P2

P3

P4
P6
P8
P9



1. RU®IiC

EBROATNE - BEHOBREDT DT, BNXEECESWEEERSEHIRD
Bhd, bz, IHEORSEFOERIZL Y., MAERSR Y OEFLIHIERE
FEEMMPEBENZF T, ZhbDEEXERPRICHERBEICRET 2 LARED
BB L RoTRY EREMBOEE L SEOEAR T 2016 (FRL 28 £ 6 A 2 A EERE)
BEWThH, EFMERLECHFRORB{LHEEZHAZ & & ENTVS,

FHRERRFEEL L BRERASEZ2M vy 7 A VEREOERL LALNR
RHZZEBHB, 20D, BHMERUCREMICET SRS +-0ERT 5 £ TOM.
WYEELOBRBLZMZIT AL ENGFEINIBFCNLTERT b L L b, BIfE
ANRER LB nERNE e L 5 AR — 0BG T EFREE CER
THRLEBEETHD,

Ltmof\$ﬁ4F74VTm\ﬁ%&%@:ni?tﬁehfwéﬁ%ﬁ%w-
HENRHICESE, UTOEELORERFERZHETIBA» O UERER, B2
FROUEEFEEZRT.

B AN A FIA ik, MriTHEAERREREERASHE, AREMABARE
BERIEEYS, —BEEEA R RERARESRU—RAREA A RMEZES OB O
b LR LT,

WBERDERES X/ M —F AHEHE 20 mg, F4 bL—F SR 100 mg (—
R4 : a7 nl) X+ (BioFHE#z))

HRERAPENINR : BETEREOTRNAF V) A E :

HBLBRAMERVRAE : BY, BARE, 2A7u) X=7 (BEFEHRZ) LLT, 1
@] 200 mg % 3 AR T 30 BT TRFEHET 5.

1 % BR 7 ¥ & . MSD Bkttt




2. AHF|O®KM. ERBAF

FA M—FBHHE20mg R 100mg (—i4E : A7) X~v7 (BiaFHRik
Z), BLF T&RA &v5,) &, PD-1 (programmed cell death-1) & FD VY F > FTh
% PD-L1 RU'PD-12 & OfSZEFMAET 5. & MEIgG4E/ 7 u—FAFETH B,

PD-1 &RE&I3 T MR AEE R DN D - D IR ARBRBFIR T 5 Tk EFi
AA v F T, PD-1 1T, BELRBIZEWCEEE T HROERETICKERL, B0A
ERSE S AHELBRI R RERIS RT3, Thbbh, PD-1 KU F P
ATBAZLICLVRRZRFCL BV I EERZAHETAZAAERTH S, PDLI
OEFHBCRBITLIHRZOTNTCHIN. ZE OBAABRTIEITHIROBEZ 2MZ 5
IESBRENCEBL TWA, BAMIRICBITS PD-L1 OERERIL. MG, RS,
Ir#afass, BRIRER. FEANRRafRE e & OFx RRATTFEARBTFTHY ., BV AFR
& OFEEMEREE LTV,

BE OB A DERTH & PD-L1 BIROMEMR S, PD-1 & PD-L1 OERIIEED
REEBCBWCEERREZHES ZERFRRENTE Y, FlARBPABROER L L
THHFER TS,

AFiX, PD-1 & PD-L1 RU'PD-L2 O\ Y H > FOFKEEHEETHZ LI2LD, EE
P NERER OB RAMIEEENET V o rSR2 Bk &%, FUES S 2 BT
AZ & THERNEEZRET 5,

AEIOVERBFICESBEORERIGIC L SEWERSRH bbi, BEEXIIFETIC
ELAREERD D, FHOREPROURERICIE, BEOBREE STV, BESR
B oM BEIT, BHELUAERIS U EMRMR L BR LS OEAM L EE L TE
B ERR R EITV., BEORERGIC L ZEHEAREDN 2B &I, BIBRERV
ELVAIOREEOBENRNBEITILEXD B,



3. FEPREGR
BRITEHEMOEMMA R DE ) o YEOARBRBICEMEIT o = REBRERRD

BEERT,

Eopili|

EBRILFISE T4R38R (KEYNOTE-087 RAER)

ERUIEESMEO WK P ) oERE (210 51, BAAN 10 Flzgie) DL
FTo 350 ak— hERRIC, A3 200 mg 3 BREMBEEORIMER VLM BT
S,

- BREMSMEBERITRIC, 7Ly Yy RFFURLBMRERTRE

# (ar—1h1)

- BEEMSMIEBHEERRTHY ., T Ly YR e ARFUICLBEEE
LT BE (ak—12) _ ,

- BREMBHABHEETRIZ. TV YRies RFFUICLBER (—RIEHE
ITMBLEREO—RELTOT LY <7 RFFUICLIENERIEEE
RV 2RI TWARNVEE (ak—1h3)

2R, BRIl TRBEITHRD bh/Relc. KRETERTERSRD h2N
LOBREMNIZRE L TWAEBE T, RELIEOEST M CRAETARDOLNDET
ARNOBREEZHETHZ ERFREL Shic, EEFHEEE THIEHE (KET IWG
criteria (2007) WZE-S3< FRYEIC L 5ELEE) (CR) XITHAES (PR) O#HIE)
BRI1OELBY Thotk, 2B, FHNUHRE SN RERDHRIL, WFhoads—Fb
20%Th T,

#1 HLERM (KEYNOTE-087 Bl

2F— b1 ar— k2 2R —h3

(69%1) (8161 (6041)

T2%FEH (CR) 15 (21.7) 18 (22.2} 13 (21.7)

- srER (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

FHmAEE 3 (4.3) 2 (2.5) 0

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

(95%IEHIX ) (60.4, 82.5) (54.0, 75.7) (5333, 78.3)



[Z4iE)

ERERE DERE (KEYNOTE-087 k)

BESRITRAREET 202/210 # (96.2%) 125 b, BITERIX 144/210 41 (68.6%)

RO B, FEEER SUULORIEREF2DLEY Thole,

22 BHREs%L EORER (ZEEETHSAE)

B/ERIRAIE (SOC: System Organ Class) ﬁ}ﬁig&
#HAFE (PT: Preferred Term) 21041
(MedDRA/T ver.19.0) Grades 30LE
144 23 11.0

ETE

T

AR

THI
B

o SRR OB ONE

B
A,

R IR
IRE

;:j@;;;@zﬁ&%%\ AR S URRREE

i1 18
VURWE TR PiseE

it

i, FHEEMERIL 6 F (29%). KRR - EEOTHIL 3 ] (14%). #HEEE
(FF v« NL—EREE) 1314 (0.5%). FFEEREEL 8 41 (3.8%). Rk
FEEL 2941 (13.8%) . fh 2% - BRI BEAZIE 1T 2 450 (1.0%) . Infusion reaction i 17 %1 (8.1%) .

SESERE 2 6] (1.0%) BRUWLEERIEX 1 6] (05%) T
JEEE (RERRBIREERE, SN, FREES) . TEEBERS,

wn\&b E)ﬂfuo iﬁ_ EOD&

BIFFHRERE.

1 BUEERIR, BHeERRE (RMEEHEMERS), Mk, EEHENE. ML - fEB%,
S I/ MR SEBER, IR MR CRFIREIBD bR o7,



4, HRYHZOWT

ABEMAEL LCHEARBRE (@FFE) PRELNTHWAZ b, YERELE
P ERTE DB THIMNERD D, £OLET, FE OSSR E2BE RN -4
- EL, AFloBREC LV EBLREERERBA LRICHS T2 Z EARERLD, BT
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