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B, BEEAH) O—WEIL 20T (FER294E 11 A 30 BAITEARSE
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1. Xz

EFEMOF BN - ZRIUEOMEOTZHITE, T CESICESEE 2 #E AR
oNd, bz, IMEOHFHMOERIZ LY, FUREIRS 7 X o &850 72 S /e i
FREZRLPARINAIPT, DO OEERZEICLERBFICIRMET S 2 L 2ARED
PRAEE TR BEMBGER & W ORA T 2016 (ERL 28 42 6 A 2 B S EE)
KRWThH, EFMEERMEOERORELIEELZ RS Z L L ER TV 5,

BE BT EREL I, EEEHPRSM T 0 7 A ABNBEOEER F 58
RLTEBBD, O, HIMEOESMIIET A B8R S8HT5 oM,
HHMERLOBELZBRT A ENMBINIBECH LTERT L & L, BlfE
ABRE LB SE e E® & 2 2 L NTHER — B OB M2 7+ EF s 6 i
TAIEREETHD,

LTcioT BAA KT AT, BREBSINRETIOBELIL TV A ESESEY .
FEAR R EE-S& | LT OREKR ORE A L e 2880 b p @i Empk s
FHROEBEEERT,

IRB, ARTA BT A 0%, MSTITEEE ANER DRSSO, A HTEAR &
BRI Y2, — ARt H RBRARIE S R U—iR R A H AR WRER 22 01
F1od EAERC LT,

MR HEEES  FA Ml FRINFRE 20 mg, F A MA—F EHEE 100mg (—
ek RATEY Xv T GEETEHR))

G LRBDRTNE « 38 AL I U AR IR IR R B2 SR R

HEEGHABERVAR @%. AL, AT e ) XY (BEEFHEBRZ) LT
1 200mg % 3 BRI T 30 4B TRBERET 3,

B R 78 ¥ F . MSD et




2. BFOKE., (EREF

XA R SIEEFE 20 mg RUF 100 mg (—H4 - AT m ) e (EEFHSE
Z). BLF TAHL 2W5.) kL. PD-1 (programmed cell death-1) &ZDUH Y FTH
A PD-L1 RUPD-L2 & D& EHEEET S b MelgGd®/ 7 a2 —FNABTHS,

PD-1 $R 5 1% T S se S Bt 7 & L 2 72 DI AFRIE D3RI A 3 5 A 5R B fil A8
A A F T, PD-1 bk, HREZRREEIC R WOESER T MiRoMBEREICRRL, BCR
FER A S RNE ULBR A GRS EET 5, $abb, PD-1 3V FEf
HF AT LI EVHESHEEIIL S VT FARERAICHIET 2ZFRTH S, PDLI
OEERBCBTARFLDTHTHEIN, £ OPAKRTHE THAROBE 2D
I ERICBE LTV A, AAMIIZIIT S PD-L1 OFBHIL, BN, REEE,
AR . FREUE . FEANEIARNE 72 ¥ Ok 2 R ATTRARKTFTHY | B0ERE
L OMEESAHEINTVD

WO DA OBREN T & PD-LT BROMEEMED G PD-1 & PD-L1 ORERIXER O
G EEEIC PO TEEARE RS T L AR AN TR HEARBABROER L L
THREERTWD,

AF|iL. PD-1 & PD-L1 ROPD-L2 O U # v FOBAEZEET D Z LIt kv EE
IR B D o) B AS BB AE M T U R A TR L S FUR R & MR LT

I & THIEED R BET D,

AFHOVERMEFICES CGREORERIGIC L DRAERESR S b bh, BRI TIC
0B EHEMEMR B D, AFIOEEPRUERESRIZE, BEOBRE TV, AESR
5N B AT, FE L WS U7 RS ik b R A RO ERT & L OE
IR BRI 1T IR ORI X ARIFEH B EEDL D HAICIE, BIERE R
E RO EOHYIMILEETOLER DD,



3. ERPRAGH
PR AALFERR IR RS L 7o AR IR EIRR N BE A2 SR L BB OGRS L 38l 247 - 72 7
HRAREA R OB & T

[E3hE]

E BRI A (KEYNOTE-045 345k)

T I FF R R EDERERT 28T 3 RINETH B O RK FRERE
542 ] (HANS2HIEETe) X8I, A 200 mg 3 @RI SO R VRS
P, (LR (X2 U F R0, N2 %X vinflunine) 2 % %R L L OBt E
i, Jpk, BEEGHE CREBETPED AR EEIL, BFRETAFRITERBED LR
ILVEOBRRIICEE L TV D BE TR, REILIEOE & CREBIETRED LS
FCAROREEZMETH 2 PR Sh, TEFRBERRSETEE (08) &
UEUEREAREIMN (PES) & &k, RN ESEEE L LT, 08 2 HEBICEERE L
C(EITEUE LD '

TS F AR SRR (—RRE) BICEBETERD LS. RUT S FIEAAE L
LRI X AR - IR MBI 12 7 A DUNITTE S Ls BB AL AR B I Te,

*2 0 AT vinflunine IREBTH S0, 27 U ¥ FEATE N X X000 T A8 L
7



# 1 KEYNOTE-045 %ﬁ%ﬁcf}ﬁ%ﬁﬁﬁ%

K7 200 mg Ik
QIW -
(270 1)) (272 8
os' ki [H] 10.3 74
(9S%IEHER ) (8.0, 11.8) (6.1,83)
st REE 073 '
(95%/4E 4 X ) (0.59,0.91) —
p f@? : 0.002
PEST i A 2.1 33
(95%(F 1 X 1) (2.0,2.2) (2.3,3.5)
st R 0.98
(95%E3H X ) (0.81, 1.19) —
P f&* 0.416

U AR O T — ¥ 201649 R THA v RAT

P B Cox Bl N — FEF AT L DI & O

S ERn sS o RE

I RECIST H A KT A+ 1.1 RRICHE-S < sr P e

Q3W : 3 MRS

WO TET
0 N
B
76T
Z 60
B0
%ﬁgg@-
e -
§§“ f:?@ﬁé’;
"oz 4. & B 1416 18 20 22 24
eng QRY 270226 184169147530 &7 B4 27 13 04 0 O
' 273232171138 908 80 B8 27 14 3 0 O O

1 OS @ Kaplan-Meier i (KEYNOTE-045 3R8%)
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EBR L[ B MABEER (KEYNOTE-045 #5%)

HEFRITEHFRE 248266 ] (93.2%) B UMLFIRIERE 2507255 1] (98.0%) 10885
. BIMERNSE L4 162/266 7] (60.9%) K UMLAHEIARE 2307255 4] {90.2%) IZEE®
LAV, FAARECHERN %LU LOBERIITEDERBY Thot-,

-
o

#2 BMEH 5% EORUER (REMMRT SR
: il (%)

#F#FBEMNX5E (SOC: System Organ Class)

HAFE (PT: Preferred Term) ff'(j;:ji
{MedDRA ver.19.0) % Grade Grades 3024 |

£ 1 N T 7 B R (X

BEL, 29
*‘%{"ﬁ%ﬁﬁ%ﬁs ;U&_ﬁﬁﬁﬁfﬁo)sﬁgﬁ? :
# e ‘ 15
g s 37
R 17 .
L BedgoR 2
CORBRRUETMBEEE o s e
D PEIE 52
55 22

Rk, AFIRET. BIEA L UCHEIEMERERIZ 106 3.8%) . KIBK - HEO TR
27 (26%) , FREEE (T S —EEBES) 1T 1 F (04%) | BTHSsRERE
14 B (53%) . BURARBEBREREE X 23 ] (8.6%) . BIEHEREREEIT 1 (0.4%) |
BHEREREE (GRMEREMEERE) 121 B (0.4%) KT Infusion reaction 1% 1 8 (0.4%)
RO LT, 70, EEOREEE (REREIREGE., SR, ERREYS) |
TRAACHAERSE ., | BRI, . BRA - SRR . BUEREAIE. L%, B
% BlilEge, 5 E DMK, REMR/ R ESEREERR ., it R USRI IR
Bz doTs, -



4, BRIz HOWT

AKERARE L LT AGERE (SHEE) ABEORTWAIEND, HiZmErE
Ve ERTXAMBTHALERD S, 0T, AFOESHEEEEE LD - ¥
TEL., FAFOBSICL 0 EERBHER 2 RE LZBICHET 2 2 EBRERD LT
DO~BOFT LT EBTHRCBOTERT 2 ETHD,

D BRizonT

D1 FED (1) ~ (5) OVWThNiCEY TR THL I L,

(1) EABERERSET 2 BASEEBILRRS EHEFR D ADREELURE.
Wi 28 A2 R L AR e . MRS A RS HRER AR &) (ERL294F 4 B 1 ARFAL: 434
%)

(2) HrmHsseRl CERE 2946 A 1 AR © 85 Mdt)

(3) EHEMFRMEARET SN ADREER (0 ABREEREERE. 1S ABRES
B R, A REEERRERE A L)

(4) FARALFHIEE 2R L, SR RILSHEINEA | SRR e 2 ORigk s
WRABEIT-> TV AHER CEER28F 7 B 1 HEFA @ 2540 MERX

@)#E&EWmMﬁﬁ@m%@%%%@m%éﬁm%ﬁofwéﬁ (R 28 & 7
A 1 HEE ;1290 Higk

@2 R LR O FERE L TR 1’?%%?}%5—#@%% IS5y AR & R ER e B o lE AR
(FREOWTINCEYT HEM) 23, YEBEBORAICHT 2 EEORIF L L
TREINTHD I L,
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ATWB IR, 91, 240 Lit, BAERIHES T LEEBERBESOMMELRTT
o TWATE,

. BRI R E 2 E O HIHE R T U= 440 DA RARR S O B BHE %
FoT0 . 5b. 24ELL i, B BB 07 A SR 2 BT A B OB
HERFoTWEIE

@ BRACERRBEREHEOMERICONT

PRSI R A ELE SRR S, BEAENLOFRED, AU - %
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@-1 MEEREHIcET B
FMBEEMEBRSEOER2AMERAEAE UnEIT, 24 BEDEERHOT., YED Y

R I BT, BB L ZEERICE U TAREEE O CT £ OBHER Oz 0

HRBREOBRPYAPIZELL, EHICHISTERERBIE-TWE 2 L,

@2 BREEEICLH>AEEFESNSICET G

PBABFRICECDEFM MR R UHEELZ G T EREEELEER =2 U 7
EEOEROA Vo T RITOERE L EREHE TE 5 F — ABRKIEH
HIhTWd e, b, BEERHIZ VT, PABRE L ZOFBEIHSICBMmENT
NWAZE,

@-3 BI{ER OZBF-PRHSIcB LT

BIER (MIEMEMERICN A, KIB%K - EEO TR, IHEEEE SRERE R
EREBELERE) . NoWwEE (FEEMERE, PREREES, SisiERrEEs) | 1
BRERIR, S ¥ 3R, fidk - BUUREMRIE, PE. R OLEREE (R ELEEE
B, ZIEALHE, FREHES) . Infusion reaction, MM - BN, EIEME A, 1R
E(FTr - SRR DR, St/ B SRR IR tEE . R
FERBEE) IR LT, HEAERSULIBE RS ORI 2 AT S EM L L (BIE
HOBERHMISICHE L TSR UVEE 2T ONIEBICH DI L) | BbIC@Ega
BERTEXLBHIESTHE D L, |



5. ENBRLLEDHBE

[# etz 5 F17]) :

@D FRIEENTDEF SV TIHAROBESPEREINTHD 2200, HEET
bigwnwr b,
o AFIORAICN LRBEFEORRTEDOH D BE

@ BEFOEECRBVTTRICESTHREII OV TR, ARlORGIHEEA TV

2. MOBRFEBIRES 2 WIBSICRY | WBICARISER TSI L2BETED,

o HEMEREROSHFREMEOH D BE :

o HIEREE MR TRIVEE 2R 5 BE R UNEEhIE O HUR BRI SRR 2
LD SENER AR D EE

o AOGEEEROAR LB E L EREO A DAEREOBELRED
hAHRE

o IESHEERE GEhsHlBERELE S ObLRE

»  ECOG Performance Status 3-4 “VooBE

[FHHEC B4 2 3IE]
@ T FFREE G AT 5 RETEITIE RO RE LR O R
FLILBWTEROFPHEBBRIEEN T D,

@ FRCHYSTHBFICHT AAMOEES L ERFIEIZ >0 T, AROREZES

MSIENTELT, KREOBREHRELRLR,

o T IFFRRRESTALERE LA IRREO LW ERE,
o RIFOMBILFREIE,

v OFEMERER & OO,

@D BeOG O Performance Status (PS)

Score o ik

0

S < BB Cx B, Feinm L L A BAEA B KT D,

B EE B L TR R X 1 5 25 R ATRE T, BEfERCHE~ T OTEREIIAT 5 Z L3 TE B,
7] |EE, REEE

AR CH R DR OR D B L 5T~ TR 2RI TE 2L, BHD S0%EL LSy FATE T,

o HNhEOEY O » LaveazLy, BHO 50%U EE~y KT TRIT.

da J LT




6. BEIIELTEETREFIE

®

@

@

AT BRI A, WERFES PR 2ERE IR ST RB OB R ONIE#

OO LERERE IR L ThBERT A L,

BRERGIZESLL, BEIFOFRRIIABHRVGEE S +0FHAL, REL2E

ThoEET ATk,

FREWVEHO w2 A Moot

o HEMMEERS LDOhDZ LBRHLHO0T, RO EIZH - T, WIEBE
W (B9, WREEE, ) ORI X BREOEES, BEr+
SIWATH 2 &, o, KBS UTHE CT. WE~— I —S0RE%*EkE+
LIk,

* Infusion reaction 738 H 0L 5 T & 43 & 5. Infusion reaction D3R HIL-IBEIT
WL EYIRAERTY & LI, EIRAEET S E TCREORESY FOIEE
TELHZE,

o FRIMEREEENHODLNDZ LBHAOT, REOR 5 FAGHETE U 5 51
PILEHARY I R RE R A (TSH, FHE T3, 58 T4 ST 2T 5
&,

v AHEREREER L LA Z L BEI 0T, AR O S BEEYE O SR T
EHIRG I FHEEERRTE (AST. ALT. v-GTP. AP, B VA SDHIE) %3
TBHEIE,

» SEIIRE WRRRUCIEERERYED) SOERREREERLLDRLS
ZERHHOT, THNZROBRFTOEELHRET L L. £, BOREMS
MO LNHEAITE, EONERBEEZR T AL BB LERET LD L,

o FROEHIZIY, BEORERINCERTD EEZ LN AL R EBRORE
BhobnaZledhns, AENFADLALEBACER, BE LB IUNUS
RS2 ek & AR B A RO AT &S U CETIARERBE AT, BE DR
PUCZ X AEHER R DA 256101, AAOKRIE TPk, & ORI E &
NE RO GEEZRETDH L, 2B, BERERLT ORI BiIE
RAOUEPRO BN WEE T, BIBBERAE - LSO REIHIE BT
LEETDLI L,

o BHEETH® HAMLEY AR L CHhLEERRRBT I ZERHA D,
AEOEERTHRICLRERORRII DI EEBETAZ L,

o VIUBEPRYN (R 1 AUEIRE A S bbb, HREES TV R
WEDZEBHHOT, 1|, Bl, BHEOEROBRESLMMEES BRIz
SEBTHIE, | BERFEARDA A CRBES 2 FEL, F 2 L8
RO EOHEYR2MBEEITH 2 &,

AFOBFERBRIIB T, HSEEND 9%, FNLBIIHRSEG,O 1 HRIT

6 IR, S 5 Bis 5 1 ELRT 12 BRBRB THOEOHME{T o T &

BBRE, AR PIIEMNCEBRE CHROMBIESITIZ S,
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1. XU

E# S OE G - BEMOREMEDHIZE, BN IESICESWEIEREMIRD
SILS, ST, TFEORSEOEERT LY FLEERR 2 & ORI RERTE
%E%&ﬁ”%éﬂé¢f\:h%wﬁﬁééﬁmﬁgﬁﬁﬁﬂﬁﬁﬁéq&ﬁ@%w
MEEL 2o T Y RHMEGER & DAL #2016 CEAL 28 £ 6 H 2 ARERTD)
TRWTYL, EHNERNEOHEHOREMHEEZRLIZ L L ERTWD,

SRR EE R L KBRS RS T e 7 7 A AP OEER LML NCE
RAHIERBA, TokD, BERCESMECET IHERATOERT O ETOM,
WaEROOBELMSTLIEPMFENLIBEICH LTHERT 2 & & LI, BiHF
HARRE LB L E g & 5 2 LR —EOBEG £ il T EFRRE THEH
TAHLENEETHD,

LT, BAA FFA T, BEEELINETLELA TV S ERIEE -
B RIS E | U TOERLOEE 2SR 2HET S 8E» b LBELREY, BA
FROEEEELYRT, ,

BB, BHA BT A i MSTEIEAE RS ERSIR AR, REEEREARR
ERpRIEE S . ikt A B ABENRES, BEHRENEEEA R ABEES LT
— R B A QAR S O A0 b LA L,

WL 7D R A N F RIERE 20 mg, FA b A& ERERE 100 mg (—
g, - S AT oY v GRETFHRE))

HEERAMEAE  PD-LY B0 SISOREE A2 T - TR ORIl

S$ELAREERUER  BE. RARR. fAav Y vy (EEFEEL) LT
6] 200me % 3 SRR T 30 S MH) CAMEET 5,

w3 AR 76 ¥ #F - MSD BSHt




2. BAIORE, (BRI

A FA—FEHFHE 20 mg LT 100 mg (M4 - A7 Y X< BTk
Z). BVF EARAG &£vH,) 1E, PD-1 {programmed cel] death-1) L FD U H 1 FTh
D PDL1 BRUPD-L2 & DS %I ﬁm%fétkwgmﬁwﬁww%w#mf@é

PD-1 B T IS AR 2> b e 2 72 DI WS AHIRR AT PR -4 5 S 72 Ch s il
AA 2 F T, PD-1 0L, BEALRECBOUENE TMROMEREI-RHEL, aoh
RIS EFLABE BRI RERINEHETA, Thbb, PD-1 3V - FERE
ET LIV HREERICEA VP RELAICHBET 22/ ETH S, PD-LI
DIEFHBEIZB T 2RI LT R THLER S OPARMB TR THECB S 2 M2
IEEBRICEB LT D, PAMRIZET S PDLL OB, RS, .
KrHtRde, BREUE, FE/NAIEHTE A Kok e o) hf?}f&fﬁ%[ﬁl%’(%‘? RWETER
E OREEREE SR TS,

OB A OBEFER T & PD-L1 BHOMEMEL L PD-1 & PD-L1 oRBITEED
R B O TEELAREEZM ) 2 EATRBEN TR BB AREOENE L
TR ST 5,

AAFNL, PD-1 & PD-L1 LUPD-L2 O ) H o ROESEETA I Mk v, BE
WU NBR B OBEE RIOHIIAEEME T U o~ EREIEML S8 USSR 2 Bl k1
HIETHBENR S RET D,

FRIOERBFESCBEORBERIS X AEHERS NS bbh 88 I
ELTREMNDH D, FRIOREFRURGEIZE, BEOBREL HoImy, BEAR
HONTHESITE, BRELUEERIIE UM 50 S RS2 5o BN LB O
I BRI 21TV B ORI RS oﬁﬁmm%bmé%éti RIS R E R
EoHIOPE 58 @ﬁ%@ﬂﬁ%ﬁiz%m%é '



3. BRSRRGE
PD-L1 Bt O U R A2 HET - B3 00 FE/ NN BB 0 AR IR BT & 17 - 7o R R
RO ERT,

(A 2ht]
OEEHER S MHRE (KEYNOTE-024 35
ISR R O 72\ EGFR 815 T4 B2 ALK Bl & @ s TiatE R U PD-L1 Btk (PD-L1
BEL L IEIEMIR S S B (BUF TTPS) &Wv5,) 250%) "OUIBR R AETT -
B O REERE (058, HAAN4 FEET) 2RIz, A 200 mg 3 EE
RG5O/ ME R R . 75 F R STEEN L FHE CLIT Ts0C) &
WH.L) AEEE LTRE AR, b, B TRBETARDBNESIC, &
BT 2 R AN ER D B e WEDREREIC B LT\ 5 B TR REI DI OHE
AR CHBR T B D TAMORE R MERT D I LB ERE L S, EHEIHE
TE [ AR A AE A (LU TPFS 2V 5,) . BIREEME H i 247 (LU T0S)
Puvh) kEh. AR TS F AL S TR L R LT, PFS, RUNOS (#F
RN A EIZIEE Ui,

¥ oot A B L L TESEIRE AR X N TV B PD-LY THC 2203 pharmDx 472 ] & v

TENE,
#£1 HEEREE (KEYNOTE-024 #5)
A 200 mg Q3W 77 ?j}af,ﬁjj% s
(154 ) flossts
- (151 )
hifE [A] 103 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PrS™ A i 050
(95%CH (0.37, 0.68) —
A <0.001
g (A] NE NE
(95%CI) {NE, NE) (9.4, NE)
os™ NHF— M - 0.60
(95%CI) (0.41, 0.89) —
P {E” 0.005

Cl: (ZHEIXFE. NE : HEERA], *1 : RECIST A F5 A o 1.1 BUCE-3 < JsrdrdulE, =2
B Cox il ~¥— REFAZE BT T FFEBEZELPRIEL O, *3: Eile 7
S ARE, * o PR OT—Z (2016 5FESHIBY Y AT



rr— AR L00ME GV
= THFFRETRTI

0 3 6 9 12 15 18
at riski SRS THNIE]
FH200mg Q3w 154 104 89 44 22 1
TSFIRRRZGILEEE 151 9% 70 18 9 1 0
| PSR & 2 PFSORMARITREO Kaplan-Meierti#it (PD-L1EBE (250%) OBELER)
100 =%
90
80
70
& 60
501
i‘H 40 7
30 |
20 ] e m200mE QI
10 o srrmmpectess
g -+ Ty — — —_— . -
0 3 6 9 12 15 18 21
at risk® %_ﬁ%@ [A]
AHI200mg Q3W 154 136 121 82 39 11 2 0
FSFFEREEUEEE 157 123 106 64 34 7 1 0

OSORARATR D Kaplan-Meierth#t (PD-LIBHE (250%) OHEL£R)



@EBRLFE O/ MAERR (KEYNOTE-010 #UR)
7 5 BRI A S e (L SR HEEIE T 5 T 5 PD-L1 BB (TPS21%) 7 O BIRRANER 2 AT -
| o NEREERY (1,033 8, AN FEET) &Iz, A4l 2 mgke 3 H
AARREEE 5 Y 10 me/kg 3 SRRIRIRS G S oA R OR MR, My FRoKmy
(LLF TDOC) *4v9,) &xRE UTHRF &S, 728, Bl CRBETAR
BILFIBA T EBET RPN MED bR WS OREINICZE LTV D BHE T,
R LB OO ST TR BT R B A E TEASOR SR L FREL Shit. BB
SR E 1L OS R UNPES & X, FAHTI DOC LI LT, OS & HEIER UL,

*1 - EGFR G FIE RIS WiT ALK ARG THAOBE T, 77 FFEALSLLFRIEC LS
JREERITIN % . FRER EGFR BLE R ALK BUEER 2 A1 SR IEAESEIC & 5 Rt
EETHBEMRLANL bR,

*7 : PD-L1 FHC 22C3 pharmDx [ ¥ =) ORIES » 2B TRESh L.

®2 B (KEYNOTE-010 3B

A#H| 2 mg/kg A 10 mg/kg R
Q3W Q3w
) (344 51 (346 #1) (343 #1)
0S | HifE [AB] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
snif— R 0.71 0.61 ”
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001
Ol CHERME. *1 . BRI Cox Ll FEF ML B KT k& Ol *2 : B3
o g T T RE ‘
g0 e T B RS RE QW
70 1 — Rlpgll
£ 60-
E 50 -
40 - % Bowr g om0
301 i
20 i 1
10 -
o 5 1 1% 20 25
at risk# ML) _
FH 2mgrkg QAW 344 259 115 49 12 0
F%10mg/kg Q3W 346 255 124 56 6 0
FeEs%eh 343 212 79 33 1 0

0S DRBAUTEFD Kaplan-Meier Bi#R (PD-L1 Bt (21%) OREHRED



[Zea ]
OEEEER #E MRS (KEYNOTE-024 35)
HEFGIIARTE 148/154 F (96.1%) KT SOC #f 145/150 ] (96.7%) 2B L,
BRELODRBEALEETERVWEESRRIL, FhFh 113154 #] (73.4%) KX
135/150 i) (90.0%) IZFH LI, W OBETREFEN 5% EORERIZI TED
LB Thov,

#£3 WTRLORTHREERR 5% FOBER (B4 iim)

ERKSEE (SOC: System g (%)

Organ Class) AR . ) SOC B
EAETE (PT: Preferred Term) 15417} 15015

(MedDRA ver.19.0) 4 Grade Grade 324k £ Grade Grade 300 b

ZRHER 113 (73 4) 41 (26.6) 135 (90.0) 80 {(33.3)
SIS RTR e R B T L L e T

il 8 (5. 2} 3 (1.9 66 (44.0) 29 {19.3)

= i BRI A (0.6) 0 8 (5.3) 2 (1.3)

7 o BRI A 1 (0.6) 0 34 (22.7) 20 {13.3)

ﬂnzjxéﬁz‘ﬁ/}f“ _ _ _ o 0 17 (113 8 {(5.3)

Eﬁﬁcﬁiwﬁ“m_ 11 (7.1 0 0 0

ﬁWﬂW&M&TV - 12 08 0 o i (0 7) 0

1%%1 6 (3.9 0 17 (1: 3) 0

FHI 22 (14.3) 6 3.9 20 (13.3)

B I5 9.7 0 65 43.3)

F1994% : 4 (2.6) 0 18 {12.0)

HE - 4 e 1 (0.6} o (20 0)
e @%Iﬁ%%&@i B AR e R

T 3 (3.2 1 (0.6) 11 (7 3) .3

s 16 (10.9) 2 {1.3) 43 (28.7) 5 (3.3

it 1 (0.6) 0 9 (6.9)

%ﬁ" - . 6 gedy 6 8 L B3 0

FI= /7’ Y ivy/x 10 6.5 0 7 .7 0

7 xR

TASAGELET S b 8 (3.2) 2 a3 3 (3.9 0

TRV = TR

i & L7 sF = 3 (1.9

R ER B -0

MR RS 0

Fd Ry o mm_ .
el DUMERME o i wn A

AR EEER 14 (9 1) (26.0) 4 (2.7

e 7% 0 b AUE 1 _(06) 0 9 6.0 0o
ﬁb %$}o Ua’:ﬁ?é"ﬁ‘ﬁ%?ﬁ% N : . -. e - .. : Ll '_ e
B - oL B ..(84). e A an 0

TR A i (0 6) 0 15 10.0) 0

i 2 —mSF - 2 uy»y 6 N _wm 1 (0.7)
PERER BRI L UMERBEREE L e S

ik ge 8 sy 4 e 1 «m B ©.7)
HOlE DU TR T e S

B ERE ] 0 12 (8.0}

FE R 8 5. 1 0.7

& RS 12 (1.8) 0 3 Q2.0

3E35 i1 (7.1) 1 {0.6) 32

—

(1.3)
(2.0)
(1.3)
0.7

R ARV o ]

L]

15 . (10.0)
20 (13.3)
18 (12.0)
16 0.7

(©.7)
(4.0)
(6.0)

Qo)

oo oo
i o oy e

[
w
b

<
oD OO




Foks. AFEECRVEMRERIY o 7] (5.8%) . KBk - EEOTRIL 8 # (5.2%) .
MRIBE (¥ - N U—EERS) 226 (1.3%) . FEEE R 224 (14.3%)
FR IR E R L 21 B (13.6%) . TEAEHEREI 1M (0.6%) . | BUEERAIL 1 H
(0.6%) . BHEHEREE (RAGTIEMERRE) 146 (0.6%) . BERIX 1 #1 (0.6%) .
B2« RESCHRBIAERE 1L 1 6 (0.6%) 2T infusion reaction 1% 5 ] (3.2%) TR bz,
T, BEORBEE (REEEIRERE, 208, BREES) | BITHEREE,
FIERG MR, N - BRI, B E Mg, DR, St R RS, M
PR MR URFERB IR D Hhviado i,

@E LSS /M35 (KEYNOTE-010 #5%)

HEESIT 2 mgkg Q3W B 331/339 ] (97.6%) | 10 mg/kg Q3W Af 330/343 | (96.2%)

K UEDOC B 297/309 1] (96.1%) (2B L, IR OREBESTETER2VWEE

HEL, FREN 215339 1 (63.4%) . 226/343 15 (65.9%) KUt 2517309 ) (81.2%)
EH LR, WA TREER SR LORHERRTRO LB Thol,



F4 WThh OB TEREY 5% EORBWER (RS Em)

SWEHRSE (SOC: System B (%)
Organ Class) 2 mgike Q3W F 10 mg/kg Q3W BF DOC ##
HAEE (PT: Preferred Term) 33945 3434 3095
(MedDRA ver.18.0) 2 Grade Qrade3ll b ® Grade Grade 38t % Grade Crade 300 E
PEHER 215 (634 43 (127 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
MU LR U o SRR e e e
i 10 29 3 0% 14 @) 1 03 40 129 5 (L6
W HREREME 1 (03) 0 1 (03) ¢ 44 (142) 38 (12.3)
FORBRAEIR T 5 G4 0 23 (6T) 8 1 () 0
BABREES T T L e T
FHi 24 0 2 0.6 22 (64) 0 56 (181 7 (2.3
Bl 37 (109 1 (03) 31 (9.0) 2 (06 45 (146 1 (0.3
e 13 (3.8) ] 720 1 (03) 43 (139 3 (.0
mEN: 12 (35 0 13 (38 1 (03 24 (78 2 (0.6
Sl BEWEES ORI PR L s e e s
|AIE 20 (59 1 (03 19 (55 2 (06 35 (113 6 (1.9
B 46 (136) 4 (1.2) 49 (143) 6 (1.7) 76 (246) 11 {3.6)
FIEMEE 5 (L% ) 4 (1% 0 21 (6.8 0
A 1w 1 () 1M o@h 0 1T (53 1 (03)
pElsebz e sl 0 0 2 {0.6) 0 24 (7.8 19 6.0
- AMmIRERE BT : 6 3 09 0 L6 B3 10 (32
RIS DO IR S T T e
BERWLR _ 46 (136) 3 (09 33 (9.6 1 (0.3) 49 (159 3 (LO)
BRI LG SRRRRIEE 0 i e T e
FARE 13 (3.8 0 19 (55) 2 (06 18 (5.8 0
Hir e 9 AT o 16 Q29 0 29 008 0
BRI T T T T i e T e T e
LEREE 4 (LD 0 7 2.0 0 16 (5.2) 0
R = 2o 8F— 2 (0.6) 0 309 0 28 (9. 1 (03
BEE 3 @9 0.3 (09 0 17 (55 0
F S U PRI s L T e D s
R EAE 309 0 2 (0.6 0 101 (32.7y 2 (0.6)
* HPRIE 25 (1.4 0 32 {9.3) 0 5 (16 1 (0.3
3E45 29 (86) 1 (0.3 44 (128 1 {03 14 (4.5 0

7R, 2mgkg QAW BER U 10 mg/kg Q3W BETENE 4L, FIE MR BIL 156 (4.4%)
BV 148 (4.1%) |, KBS - EEOTHIZSH (1.5%) BRUR2# (06%) . BEOK
FEREE (UERSIEIRIE Y, AR, HAEES) 121 6 (0.3%) B8 (03%) .
PEREER (¥ T o NL—EERES) 132 80 (06%) B3 H (09%) . ITHsemE
123 17 (6.8%) B UX 22 1) (6.4%) | BUIRNRMEREREE 1T 32 1 (9.4%) BT 35 1] (10.2%) .
TERAEHEEREEIZ A (03%) KU (03%) , BIBHREREIT 2H (0.6%) KN
i (03%) . 1 EUERAEIE LA (0.3%) RO 2 (0.6%) | FEEEREREE (RAERIEMY:
REAREE) X 4R (1.2%) MOto B BERIT L (03%) RUNO ., B - IBE Rz
FECE 1 (0.3%) JTR O], infusion reaction i1 2 % (0.6%) RUN6 il (1.7%) T
Siio, Eio, EEMBARE, MK - BERER. S OBRE. OFR, Rk i
PEEREEIR. BRI R OVREEIH IR e o 7o,



4. HERRIZOWT
AEEEE L UCHERERE (2P0 ABREOhTWA I ehh, HEmELED
WERTEABRTHINERDS, O LT, FAIORG /2 EE LB - HE
L AR O 5 ibﬁ%&ﬁ%%%%ﬁbt%mﬁfﬁé EBRPBERED, BTO
®~®®Tmf%ﬁt¢w BWNTHEHTARETHD,

© mRizoNWT

D1 FEo (1) ~ 8 OVWTIPIEESETOMRTHD Z &

(1) JBA: S5 B AEE S B S AR ILTR RS (BRI IR 2% ARSI HE B R e
Mk A% A E R B SRR . RS A RBIRRIER AR &) (CERC294E 4 B 1 HIFAL ;434
MEgk)

(2) BriEHEEEREE CERE294F 6 A 1 HIRA - 85 MEfk)

(3) ZHMAFREEARET A BABREERR (0 ABFREIEEEREE. BABIREE
W AEE., BABERESEHEERER E) .
(4) MAALFRIEE AR FE L, SR SEEENR | s b BEnE 2 Ok 1

RSB AT T D% (PR 28 4F 7 5 1 BHFAL © 2540 FERR

(5) FEMEEAOGEEMEORRERCRIBH AT > T ShEx (FK 28 47

H 1 BT 1 1290 Haak

@-2 WO SE R GBI ERABREEOR R+ e ik & BB e R OEN (TR
WP AN ST A ERR A, YUBREROARICET IREOREE L LTREEN
TWd Ik

. ERREIES 2 EOMIHE AT U181 5 B E OB A IERROBRERHE % 17
STNA T L. Hh. 24 . RAEEIREEE T L BRIEE R OHE £17
paTHnA I &,

. R IBE 2 R OMIIHE £ R T Lk 4 OB AH LTV D =
L, 5b. 3IELLEE, B KYIRE & A TR E O BRFFIE £ 17 > T
Wk,

@ BENOERLFBRETHEOEMHIZOWT :
EER S FWE ST A S SRE S h, NERENLOFRED, AUk K%
PhE A HE S OB L DENS T A IR, AEFRBRELEEGORER
B, SREHT oA BRI TS T L,
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® BUWER~OHIEIZONT

@-1 W R Et

BEMHEREOEEZBIERNBE LRI, 24 MEZEERHOT, Uit
HEERRICBWT, BELABERIR CTAREELV CTEORHER OERIZSE
IRREOFRENS L B PE L, BEBICHSEERERIBE - TWH 2k,

@2 EFREFRICL2H5EFSNINICET 2 EHF

DA ED AEMNMBRRUEEX AT OERIEEB VB2 ) L 7%
EWTEROA L V= s TEITOVERE LR E H TE D F — L EFRERE DR
ENTWaEIE, 2B, BiEEHEIZ>WT, PABHLEFOREERCHSIZEMIRTY
AT Lk,

@-3 BifER OB CISICBE LT

BIVER (BEMERRBICI A, KIB2 - EEO TR, ITHERS. BHRERE (REE
B RS, NOWEE (TRAEERE. FRBHREREE. alRfdess), 1 &
BERAS, S DR, B - SRAUTRARAE . TR, HE OREIEE (BRI BB,
ZIALBE, JERAIES) . infusion reaction, B¥4% - BEMEAK . BEIEMHEEGE, WEEE (¥
o oS L EIEEEER) DR, ShIEME MR PR SEBER . I L, FRIEERE
F) T LT, MR I R R o Mt A A S ES L S L (RIER R
Wi B L CHER R EZRT O NORHIZH D 2 &) | ELIGENRLEN T
X LREINESTNHB L,
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5. REXRLRDEBHE

[ZaIcET 5 %IH]

O FTRIZEETLIBEFLSDWTERARAORENRT L SN TWDE b, EET
PR
o AFOBSICK VIBBEEDBEREO D 5B

@ IBFATOMIIBWTTRICHE T2 BE I OWTL, AFoREFTHER 20

D, MOBRFERERL2WEASICRY | EECAREZHEHAT I L AHBETED,

» FEMHREROSHIIEBTEOH L BE

o JEEE AR CTHEE 2B 0 2 BAE R UTEEME O BN SRS P R M i ¢
LD RIEMEILR AR LD BE

s HACHRERBOEM, LB E L IEEEEO B DRERBORERD
bR |

» SR (SnBHRBREELS D) ObAERE

+  ECOG Performance Status 3-4 Vo B

bt 4 2 $H])
@ THROBFIZEBWTAROEDMBREES TV
o (LEEIREEO 22, EGFR Bfs T RN, ALKm BiEE TR T PD-LI
B (TPSZ50%) OUIERTAE/ZRELT - PR O FE/ NN s B
o TI5FFRAEELCERERE AT D PD-LI BT (TPS2 1%) OUIFRAEER
AT - BROFMEEMERS (2, EGFR EETEREMEIT ALK 85
BT OBRETIZ. #RFR EGFR F 1 i3 —CHERI T ALK F
a2y —EHERORREEH T 5 E88)
B, TPSIESA T oY X+ (BETHEBRL) Oar = BE (G4
PD-L1IHC 22C3 pharmDx  [# =) } #HOTRIEST S Z &

@ TN T DBRE T IAREORE K TR FEIC W T, AFOFDHIES
BESL SN TER LT, Kﬁ®&%ﬁ%k@&@w
o IWRMEEM b FIRE,
o fhobrEMEREREA & O,

W) pCOG @ Performance Status (PS)
Score 5%

0 | &< A EBTE S, BAAEE LA EEESERAE TS,

BRI L WCEBERIE SN A5 BITTET. BEESE - TORRIITI Z LA TED,
Pl ROEE, R

BHTARETENOSFORY DD LT Tl AEER Ty, 8o 5% -ty RATRIT,

oA nEOE D DI E LATERY, BHEO 0% Ed -y FA 2RI,

o | L2 DS

£LBITRV. BAOFOEIVOI LR TERY, BRIy FT GBI,

12




@ MEZRETA T4 (HAMEESH) 180T, ECOG Performance Status 0~1
WVt y5 Pl B T ECOG Performance Status 2 0 @8 FH TrE, & 3 #H{HUE
Al (FEFFEAE) ORAREREEINRTEY, 7770506 REEE T
B ehfEH SN Wr—20835 5, bFREESET2BFERTIHES,. 7
T FF A ORIREN 2 < L HE 3 HRFUERIHATORER 2 & T 58 B
T, ARG BB TED, :
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6. MERBELTEET&¥H

D RESCESOMA, REREEE R D RS B D & ARA] 8k R UNE E AR
oo nBERFEREHSICEG L ThENTLZ L,

@ tEEkkT L, BEXIIFORRICHESEROEREL FoRBA L. REEE
ThbRETHI L,

@ FREIERO<FRI A MI2WT

RIEMEMERN D L hhd 2 EBh 50T, KFOHREIZHT > T, PIBE
(e, PR, S ORSER O X BREOEKS, BEY -+
SITATH T b, F, MEISUTHEB CT, fE~v— 2 —F0oRELERET
Ak,

infusion reaction 73 % LI 5 7 L A3%H 5, infusion reaction 23589 Lo B &I
L EUIARMERITS & L i, IERMNENET S E TREOREL oI B8
TAHIE,

BN IEREREE A b LD 2 L33 h A O T, AFIOE SRR TR 51
L EFIE I AR AR A (TSH, bl T3, #5HE T4 T BE) #EET D
N

FFSEERE M 3 B b A I 2 ik 2 0T, AFIOR 5B EHT R O 5 MR T
IR I AERRE (AST, ALT. y-GTP, Al-P, B U A EVEOHEIE) & Ei
T5HIE, ‘

REHEE IEARTUEEFERALED) SOEERREEST LD
IERBHAHOT, EHMICIROREOEELEIT LI L, i, IROAEDR
B L EBAITE, BRI ERREAER T AL BELEETL L,
AFN OB EIZL Y, BECRERICIIERT 3 LB 5NDR» IERARRE
BHLbhAaZENbs, BENEDLNALEAICE, BRELUEBRIECK
HLPE 7 k& B A E O R & U CEYIRERIBE ATV, REORE
RIS & 2 BHWEH B8N A BEa ik, AR Il RUBIERE R
NEVRIORES R ERTLZE, BB, BIBREFATrOREZIVEE
Al OUE SR D HARARVREIT R, SIBRERT LS ORENHIH OB
LERETLI L,

P BT HR. BB LE Y ARB L T LEMEHBREET L Z 2B HH 70,
AR OB TR LEMERORBIZHSICEET L 2 &,

1 BIEERRRS (BIGE 1 BUEERIR 2 Bt bbb, BRWEES P TV F-v R
CEALERHHOT, OB, Bl EHEOMEROBECREED LA
SEBETAIE, | BERENEDLEEICEEEERREL, AR B
KO E5EOFEY L ABEIT I Z &,

@ FAIOHEFNIRI BT, BEIAS D 0 M, FRUGRL, BGBENE 1 R
3 R A T = b e A DI 21T » T - k2B, AR e
MR CHROERETIZ &,
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XEERHEET A FT A
Ra7n Y X<w7 (BETFHEBRZ)
(R4 : %A }‘}P*ﬁfﬁﬁﬁﬁi 20 mg, ¥4 bA—F BFEHE 100 mg)
~ Bt R A~ |

$m29$25($&29$123&ﬂ)
B A S E



Bk

LB

AF| DR, ERBT

B B

FEERIZ DT

BEXNR LD BE
BHEIIRLTEET & FEE

AN S

P2
P3
P4
P1i
P13
P14



1. XU

EH SO « EEMEOMIR O DI, B CES TS P E 2 A AR
LD, Tz ﬁﬁ@ﬂ?&mwﬁﬁ Lo, #%iﬁ&&&@ﬁﬁ%&ﬁﬁﬁﬁ%
5 5 L A TR R éﬂ’t%‘%ﬁ"f I EOERNAEIILNE R BT A & SRR
BREE 2> TRBY BEWHEY & EOERARS S 2016 CER 284 6 H 2 B Bz
RO ThH, EHENEERSEOEAOSEILHEELZRAZ L L anTWa,

FRERARFERLT, BRERPESM T 0 7 r A AR EOERS L HL R
@7’&ﬁ&50:®tm HHHR LM BT 2 FERA+SEET 5 T,

HERLOBEZB I A ENBENLIBEITH LTHERTA L L L In B
%#%ﬁLt%mMﬁ&ﬂm%ké_k@ﬂ E 7 — T O B & i 7 AR R T
TAHZEHEETHS,

LIciioT BUA FIA4 T, BBBEMBSINE TIZH LU TV B ELEEy .
MEMNRMICESE | UTOERRS OB ERZHET 880 0 LB Es:, 22
FROUBEFHE L RT,

ISR KIA BT A i, MSITEOE AR E R AR . O SEIEA B A
MRPREEE R — AL A B AR AR E S R UVAHE A B R ER RS0 1
DHEFERR LTz,

B LI HERS KA P& SIHEFE 20 mg, ¥4 b & SUHTIE 100 mg (—
B4 AT e Y X7 (EBETEREL))

HEL RO UIRDE  ARIHUIBR e 2 S e

HELROBERUAE  @E, AL, Na7r ) <7 GBEFHERLZ) L LT, 1

- W 2mg/kg ((RE) % 3EMMRT 30 BT TEBHRET 5,

B E R 58 ¥ F . MSD B




2. FHIOKM, 1FREF

XA b N— K EIEEE 20 mg RO 100 mg (—fkd - ~NaT ey Xv7 (Bis Tk
2). BAUF TAAL 2va,) i, PD-1 (programmed cell death-1) &ZDU X FTH
2 PD-L1 RUPD-L2 * O AEERET A & MLigGs £/ 7 n—FARETH S,

PD-1 5812 TSNS RS R 7 & N 2 72 01T 28 AR SRR 3 2 ZE 7R S Il
24w F 7. PD-11E. BRI BV TIENER T Mo MBERE CERL, BLA
BRSSO TRNELRR RIS T EET 5, T/bb, PD-1 XY A FEf
&F AT LT L VHESREIC LS VST AMEERACHIET 22 EETSH S, PDLL
OEEHEB BT ARRITDLTHTH LB L OPAMITIE THROBE LMD
1 SBENCRBL LTV A, BAMBIZIIT S PD-L1 OFBERIL. EAAE, PR,
ATAHEDEE . JRELs . BN E OB RBATTRERRETFTHY, BWERFRL
OFEEESEE STV D,

WO A DR T L PD-L1 RO & PD-1 & PD-L1 ORERITEEO
%E@ﬁmﬁwfiﬁﬁ&%%ﬁﬁ:&ﬁ%%éhfﬁb\%kkﬁbﬁﬁ®%%&b
TSR TWD,

AFiL. PD-1 & PD-L1 RUXPD-L2 OFi Y # v FORAEEMET I Z 20Xy, IEE
NS DN RO B T U B IS & W PR R 2 RS
B ETHEEDR L RIET S,

AN OV IR I B GREEORIERISIC L ARWERME 0 S b b, EEXIEC
FLAEMR H D, AHORESPRUERSZIIT, BEOBEE PoITATR, BWEE
B 5T AIT I, BB L ERITIE U BPRAY A ik & BBk A RO (R AN & e Ul
BRI A 1T\, EE OSBRSS SRIERRREDN 2 BE I, BIRAESN
E RO B S OMY B 2 S LENH D,



3. ERERAE

ARG UIERABE 0 M A I O AGRNF LT 5T 2 1T - 7o = 2R B AR 3R BR o) i 2 e o,

[ 2hit)

DENHE 1 b 838 (KEYNOTE-041 3 ER)

{EEFERE O TA V) A~T7 GEGFEEZ) UTFT T4V A=) Lind)

EEERD2 VYA ETORER LT AR UMRR A 7 B R 42 ).
(R oYEMRAT I8 37 1) 2R84, K2 mgkg 3 WM (LLF TQ3w) &1 5))

R EOAMER LSRN AN A, 25, B CESETHED LR 8an.

FBEIT A R R b2 VWE OIS E LTS BE Tk, REILIEBROE

GEHE THREETRRO NI ETHRAOBR G LM TA 2 L Nal s ahr, TEF

%@E*%a%ﬁ%&ﬂ%Tﬁ%574/Lﬁﬁ~%0<$%ﬁﬁm$é*?§@@m
ATEArEEES (PRY] IE. 24% (OS%IEHEIKI @ 12~41) Thot, 728, FHCHE

U7 BT 10% T o 7=, '

QNI ﬁ%ﬁ“ﬁ (KEYNOTE-002 3%)
AV AT DRERERT HRBORTELESMBAEERE MBIz, AK 2
mg/kg Q3W ?ﬁ&))‘w\ 10 mg/kg QAW &5 OF MR L2508, Lk (# m;w
Y.TEYAIN, AARTIF NI VST AT INR TS F o+ Y B
i, BT HCC aiéj EWVvI) RRERE LR AR, 2B, EGEEM TR
DBRRO LI HEI, ERMIT AR TIER AR DRV EOBEMIIEE LTS8
#F T, m@uﬁ%@ Gl CHREBETARD LN D £ CAENERE T2 - LA
FREL Enve, FEFHMEE AR (0S) RUMEMIEA IR (PFS) & &R,

AAN TR ﬁ{ﬁkt‘éﬁibf PFS Z HEIZIER L7z,

Btk kg (KEYNOTE-002 350

KA 2 mg/kg A& 10 mg/kg (=33
Q3W Q3W
{180 fi)) (181 #51) {179 #)
0S | gl (57 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
Ao — R 0.86 0.74
(95%CID) (0.67, 1.10) (0.57, 0.96) -
piE" 0.1173 0.0106
PFS” | fhstefll [A] 2.9 2.9 2.7
(95%C1) {2.8,3.8) (2.8.4.7) (2.5,2.8)
AP 0.57 0.50
(95%CD (0.45,0.73) {0.39, 0.64) —
P " <0.0001 <0.0001

CI:ERRXE. *1: RECIST A1 F5 A v L1 BRI B3 < BB B B B OB B P 1= T 5 524%.

#2 0 BRI Cox thB W — R4 L A {05k L Ok,

4

Mg o YT oo RE




100
90 _j e K8 T kG CIN
80 e AH ORI KE W
70 7
® 60 -
ﬁ 59 -
3 40
30 ":
20
10
0 3 6 9 12 15 18 21 24 27 30 33 36
at riskiy S-zEmmn IF ]
8 2mg/kg Q3W 180 131 95 70 61 i1 0
FEomg/kg QAW 181 138 98 79 67 12 0
[ 179 115 80 60 48 9 C
OS @ Kaplan-Meier gifft
at risk#

#E2mg/kg Q3W 180 153 74 53 26 9 4
mwmgfxg Q3w 181 158 82 55 39 15
A 179 128 43 22 15 4 2 1

LR
i

PFS @ Kaplan-Meier #if#




@S TR (KEYNOTE-006 #U8R)
AV L FILBEFEOLZNUIA L) AT E2EER0 1 LI A ETOESE
B T DARIG YRR R BE e B R A AR E & HP 1. AFL 10 mg/kg Q3W B E KO
10 mg/kg 2 @RS (BLF TQ2wy v 3,) BGOFEBEAUTER2MR, A ) A<
TERIEE LTRSS, 2B, BRI TRRBETARD bR EEAI0, BT
RAATERSFED S WS ORENICEE L TnABE TR kELBROE{EEHE ©
EEETNRED N D ETHRAMOBE 2T A Z e BHARE L Sz, TEFMER X
SAEGFHE (BT 10S) &5 ,) RUEEBATRIM (BT [PFS) &Wna,) & &R,
AAEFACY 227 LB LT, OS RUVPFS 25 BIZIER L,

#£2 MR (KEYNOTE-006 #5R)

AF} 10 mg/kg AFE 10 mg/kg AED b
Q3W Q2W
(277 1) (279 ) (278 #1)
Os™ | thuifE [A] NE NE NE
(95%C1) (NE, NE) (NE, NE) (13, NE)
N R 0.69 0.63
(95%C1) (0.52, 0.90) (0.47, 0.83) -
p g™ 0.00358 0.00052
PES™ | thidedily [H] 4.1 5.5 2.8
- (95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
N R 0.58 0.58
L (95%C1) (0.47,0.72) (0.46, 0.72) -
p " <0.00001 <.0.0000]

Cl: fEEXM. NE: #ERE, 1 PREFEAROF & 20153 A380 v 47, %2 8
B Cox Ll = FEFAILLEBA Y A~ L ORE, *3: B8R0 75 > 7 &, *4: RECIST
A FT A LR ES Oz Lo B B R CIEEHEMIE L A5, *5 . FRIfETS O
Fe W4FE9RIAHY b L) ' '



70
® 60
B 50 -
§ 401
307w dmitmgrkg QW
209 o Siemgkg QW
107 —— sevnvs

0 frreere prrverrres T rrrerrrTTY [rerrrerTy FrrerrreeT yrerrerrer frrrererey [rererrrr
c 2 4 % g 10 12 14 16 18
at riskil mﬁ el
FR0mg/kg Q2W 279 266 248 233 219 212 177 67 19 o
*&0mg/kg Q3W 277 266 251 238 215 202 158 71 18 L)
AEULTT 278 242 212 188 169 157 117 51 17 o
0S @ Kaplan-Meier i
100 '
90 - s v e 2 ORI e CADW
# 601
§ 50 ] .
% 30- gy ey
10 =1
G LALILAE B LR B BRI I LR LA AL AU BB BRI l"'t"""
G 2 4 & 8 10 12 14
ot skl RN (R]
FF10mg/kg QW 279 231 147 S8 49 7 2 0
FH10mg/kg Q3W 277 235 133 95 53 7 1 i
AEULYT 278 186 88 42 i8 2 _ 0 c
PFS @ Kaplan-Meier Hiff



{ZeatE]
OENE b HFAR (KEYNOTE-041 35k)

HESESIT, 41426 (97.6%) [ZE8d LI, RBREL ORBEEELSEETELVWEE
FHIT, 34/42 B (81.0%) IZFEH LNz, BIER 5% LORIERIITEOEBY T
o, '

3 BERN 5% EOBER (Z2MMITHSRAEN)

IR (SOC: S Organ Class) S -0
=) i ystem Organ Class
HAFE (PT: Preferred Term} 2 mg l;%f%‘w%ﬁ
{(MedDRA ver.18.0)
% (irades ~ Grades 3 LLE
®=RIfER 34 {(81.0} 8 (e
ERR T T e e
BT 4 ey 0 oo

P AABRLEET IS NTuaTas—vHm 3 a0 w0

_.._Wﬁ‘m”“ _____ A _“‘) v e
mﬁh:{“b“m%} 6 (14 3} ] {G.0)
BEEAR 3 (7.4 0 0.0}

7k, FEMEMERES 1B (24%)  RIBE - EEOTHE 26 (4.8%) . ITHEERE 3
] (7.1%) . FERAHEREE 2 7 (4.8%) . BUIRIAMEEEEE 6 #] (14.3%) | infusianreaction
1] (2.4%) RO E SR 1#] (24%) TERDHBNE, it %ﬁhﬁ% = (XT .

EREAE) | EHRREERE (RWEMEER RS | RIEE 1&@%5&%‘ . _ﬁ.ﬁjﬁ*‘z_a)
FREREE (RIEREIREGR. L0, EXEES) | H%&\ ﬁ"’ﬁé - REBCER R ARAE |
EIEMGEEE, B « BERER . LR, R/ MR IR, AL E R OWR
HEBEIIED N7,

Qs T 135 (KEYNOTE-002 35)

A EFERIL. 2 mghke QIW B 172/178 1 (96.6%) . 10 mg/kg Q3W B 178/179 il (99.4%)
B ONICC BE 167171 8 (97.7%) 123B9 L., TRBRE L ORRBHRATETERVWEE
%7%! . FRFER 121178 ) (68.0%) . 133/179 7 (74.3%) K UX 138/171 £ {80.7%)

RS BT, WM OB TREIRER 5% U EORERIITROLBY Thoto,



#4 WTROOBECREEN 5% EORER (XS REH)

BEE RIS (SOC; System Organ Class) e GIWEE 5 ﬁ‘iji ((uf;ng 1ICCH#
W (P mgle it
EAZE (PT: Preferred Term) LR ] 1755 17105

(MedDRA ver.18.0) 2 Grades Grades 3EL.E FGrades Grades 324 b “(rades Grades 304 F

SBHEH 128 (68.0) 26 (112} 133 (743) 25  {(140) 138 (80.7) 45  {263)
i ) ¢ (53
& B ] (0.0} 14 (82) 6 (3.5
FE P ER A ] 0.0} 14 (82} 6 (3.5
H 4

MR 23)

©0)

Lk 5 (2.8) 0 {0.0) 9 (5.0) 0 0

B 15 (8.4) 0 (0.0) 19 (106} 2 (LY 14 (8.2) 3 (1.8)

=i 8 (4.5) 0 {G.0) 16 (8.9) 1 (0.6) 56 327y 4 2.3)
| ek - o ooan 1 e 10 66 1 08 4
Ul aAmEBLURSHILOKE : L S

| EEE
W

R Eoied

 REBE -

Cmamrs Fodsmigs
o :

_ ﬁ?ﬁl‘f" .

ﬂﬁﬁ#&wm\:}w | C2ooany 0 @y 0 @0 0

R 1 @8 0 00 2 (kD 0

(1'2). o
00

5 (28) 00 1 08 e

0 0
$ (510 {0.0) 9 500 0 0.0
37 {208 O 00 4 (235 ¢ (0.0)
21 (118 0 {00y 18 (10l © (0.0
B BB R R B 5 (28 1 08y 10 (56 1 (0.0)
FHEHEAL 10 {560 ¢ (0.0} 9 (50) (0.0)

72352 mgkg Q3W BER UM 10 my/keg Q3W BHIZ B W TENE ., BYEMENFZR B 1 #1(0.6%)
BU4H (22%) . KB - BEOTH1H (06%) RU6H (3.4%) . #EE (¥
S N L—SEBEEESE) 2 ) (1.1%) Fe O 0 45, PR REREEE 13 1) (7.3%) B UM 15 191 (8.4%) |
ERpEEEE (RMBEIEMEEAS) 16 (0.6%) EKO1H (0.6%) . FHEERERES
] (0.6%) F Tt 3 Ml {1.7%) . FRIRMSRERSE 14 4] (7.9%) K OM 15 1 (8.4%) | infusion
reaction 2 ffl (1.1%) RO Hl (1.7%) . BEOCREEE (BEMEIRIERTE, 24
BE. TS 1 (0.6%) RUNTE (0.6%) . BER 1B (0.6%) RUNOFL EEER
M1 0 IR T 1B (0.6%) . MMZ% - BEMEZE O BIRLTN 1 B (0.6%) | WTRC KL S
KOFIRO2H (11%) TROLN, Tz, BIEEE. | BERE, B - SHUhE
e . RS, MR MR BERE, IR L R CRFHRBIED e o
7.



U ETHFAE (KEYNOTE-006 #5R)

HEER 10 mg/kg Q3W B 264/277 18] (95.3%) . 10 mg/kg Q2W B 275/278 1] (98.9%)
B UVIPE 8 239256 ] (93.4%) 0 b, IBRE L OREBFERTE TCERVWAESE
i3, FRFN 20227710 (72.9%) | 2217278 ] (79.5%) (X 187/256 5] (73.0%) =
RBobiviz, WO TREEN SULL EORERIITROLBY Thoix,

%5 WTPRORCREREN sl EORIER (RSN HSRER)

Bk %
FEBIKSH (SOC: System Organ Class) e .
%41%% J(PT: Preferred Term) 16 mgz’i% {%3WE$ 10 mgé%% QoW 2“5’?;]
i
(MedDRA ver.18.0) £(rades Grades 304 I “£(rades Grades3kl £ £ (Grades Grades 324 B
%Eiiﬁfm 200 (729 28 (10.1y 221 {795y 37 (133 187 (730 st {19.9)
ﬁ@‘ﬁﬂ%&'&“&m:ﬁi"‘

gy
R n ol 1 o4 6 o4 o0 00 13 Gn 2 08
L 6 0) 0 00 19 68 1 : :

BRSO TS o SRl L
Z e W4y 0 00 4 044 o ©0 & 0sH 1 04
i 37034 0 (00 41 (47 ¢ 00 31T (145 2 (08)
=L 3 (1) 0 (00) 25 (90) 0 ©0) 4 (6 0 (00)

7243, 10 mg/kg Q3W BE R TR 10 mg/kg Q2W BEIZ I3V THAL-F I, B MEME 2 4 51 (1.4%)
BT #1 (04%) . KBBZE - WEOTH 10 4] (3.6%) RO I3H (4.7%) | HgREE
(50« R —JERERS) 26 (0.7%) RUOF, IFHERCE 14 8 (5.1%) RU23
7 (8.3%) . BHEREIEE (RMEHEEBRE) 26 (0.7%) EC1#H 04%) . TE
CRERRERESE 1 1 (0.4%) RUV1H (04%) . FIRIBHERRERE 2818 (10.1%) MUY 33 f
(11.9%) . BIBHEE 1 6 (04%) K241 (0.7%) . infusion reaction 7 #l (2.5%) &
U5 (1.8%) . 1 HUBERIA 1 5] (04%) RU0H, BEOCHBERE (BRI %
T, ZIALEE, BRAEES) 0 BT F (0.4%) | BESS 1 B (0.4%) ROV (0.4%) |
549 « MELURSRMRIE 1 00 (0.4%) KT O {0, FM4S - BERES o BV T (04%) | WF
& E RS 3 ] (1.1%) RO 1 8 (04%) TRH bR, £, BEIEHEE,

SMTde . Rtk RIS PESERERR. TAM R E i R ORFEE IO e d o T,

10



4. W$Komr

FERME L THHEERET (ST PEYLRTWDZ b, YLAEL Y
_'%T%é% RTHDLLERD D, 2O LT, AR ORE2HEE A BE LB - 5T
L. REOBEZ LY BELAERAEZRRA L ABRICHET A Z EBRERZD, BTO
O~QDT_RTHRBE-TRRICIBNTERTR&ETH S,

O HERicoONT

D1 TR (1) ~ 5) OWTFANIEYTIRBTHD L,

(1) B4 REAEET D RADEEENEFRS EHBETIR S A B REEIL SR,
Bk S AR HGEHERL S B, MU AR &) (ER29F 4 A 1 BERA
434 HiE%)

(2) FEfEEmby (AR 294 6 A 1 BR§A : 85 Miask)

(3) FRENBRAMENEET 2 PABEEEER (BARFEEE TR, AR
WhWmE, S ABEEEHEERG 2 &)

(4) IRACEFRIEBEHE L, AL 5EEME | LI/ R(LSRIEME 2 Rt ik
ICRAREET> O BhEsR (ER 2847 A 1 BERR 2540 HERk)

(5) PUEHEEROFEENREOMBREECRIBHET > T HER (FAL 28 £ 7
B 1 B 1290 Fagk

@a BE L ) o0 { L SR i R OVBIE R IR IS 0 RIS VS 43 2p il & AR BR & F D EE Rl
(FTROWTRNIZENS T BHERM) 2, YEBFEAOAMZEATIREORIEE L LT
BEINhTWAZ &,

*

. ENGRIREE 2 FOMMTHERET L% 5 008 AEROERIHE 2
FoTnAZE, 55, 2 Pl L, RAKMIRESE L LRSS OUHE
Bl TWA T &,

. EMGIITSE 2 OS2 KT UEIT 5 L LR S EMIFE2ROMN
FiEBREE L TNDHZ L,

@ BEROERSFRAFROMEHIZOVT

R TR ST AR SEE S, BEELELL OBREN, A £2
P IALAE R OEHE DEMSIZRHT 2 E R, FEF25BE L BaomEE
B, SERECHITIThN RS- TNDHZ &,

11



@ BIFR~OHNIRITONT

3@-1 BB O HRICET 5B

PR RSO BB B NTE LEBIC, 24 BRS2RESOF, YUl
EHRERICEV T, BRLUEBWERILS CTAREER R CT SOEEH OB L E
RREORKERAY BRI o, BHIOSHERERAE - T B 2k,

@-2 BREFEIC L IAFERASICHET 2B

WA D BB AR G AT O EREEENMEA T =2 U 7 %
BOIEROAY Y= FETOERE LERE LT TE 55 — LERIRH B
ENTWDHZ L, s, BAASIZOWNT, BABELLTOFEC TSI AMERL T
DIk,

@-3 BIEROREIRPRRICBELT

BIER (RIEMEMRRIMZ, K% - EEOTH, IMEREEE. BHERE (g
BIEMERS) | NowEs (FEAERERS. PIRREERE, BIBEEREE) |1
BIBERRAR, 5 &Rk, Bk - MUUTRAZRE, NER, BEOREEE (K SRS
B, ZATEE, SKAIES) | infusion reaction, AL - BElEA . BIERPIE M NE, MRS
B A(FT o N EEREE) | ORI/ MR R . Eitt g, R
HFEBE) I3 LT, SRR TERERMEOE M2 AT 5 R & EE L (RIE
ROBECHSICH L THERVEEBERZT oA RMICHH 2 L) | BHITEE LN
BERTEDLEHIE->TVWBH I L, -

12



5. REMNRERDIBRE
[ZzetEiz B4 2 BiE]
O FHRREMTIBEFLZ SOWTHAMOBRERBZ L AN TWE I b BKEZIT

bipnr b,
o AAORATICH LIBEIEOREROH L BE

@ ifﬁ%u;@nﬁﬂﬁ BWTFRICEYTAREICOWTHR., BEleoR SR w

U M OTBRBRINE R RVEA IR, ERECAREEHRT I I EEETE D,
o BEMERREOSH IR H D BE
. EEGRE THIEE L ED S EE R UIEDME O RS O R R i
LD RENERL LN D EE
o HOGREEEOSO, TEENLE L EEREOH QAR EBORTED
HHLBEE
o BB GEm SR BAEREE ST OhOEBE
s ECOG Performance Status 3-4 &Y ¢ #B3

Utpieic B9 5 9]
O AEREEO 72 BE R MEEREEO 5 5 BB TRAOEMERR S 1

T5,
¥ . BRAF BETERPHTHBREICBWV T, BRAFHERICLABELER
THIE,

FRUCES T A AH DR G R OHERFEIZ W T, AROEHMESRRL S TE
L, AROREMR LR LRN,
o HFR B LR
o fhooBEEERA & DA,

D ECOG @ Performance Status (PS)

Score T

0 LB LG TES, REasELA %if&mﬁ%ﬂﬁ&fﬁﬁxé

) BRI B AR L A8, BITERET, B{EESH o TORERIT 2R TE 3,
Al B, HEE{EE

o B AECE ROBOR 1 O & kT2 TH el iMERIZTE 2V, B 50%5L Bz~ R
TR,

3 | RonBa0EnREVD D & LaTaaly, BPo 50% Ed -~y FhlgTtil s 1,

4 BTV, BOOFOEY O LT TERY, BRSNSy FpEFTERIT,

13



6. REXBLTHET~S3H
O WACEEIIMA, SUERREE DA D BRI SIS & ARE 45 R ONE IE

@

@

MOTZDI LB FRE+HICHR L ThHOEHETH L,

BB ML, BE I TOFRCHEOERVEREZ +4o3B L, 25
Thbs+22 L,

FREWER O~ R Y X MMZoNT

MEEMERRH LD 2RO T, KAOBEIZHT - Tt WEE
P (BB, WRUR R, WSS OREREE TR X REOERS:, Bias -
TATH 2 &, Fo, BESUTER CT, iF~— 2 —SohE s 56T
5Tk,

infusion reaction 23 Lo B = L7455, infusion reaction 23880 S 7= 18B 41T
WL, BB AT S & & BT, ERSEE TS E THREORES o8
TAHIE,

HIARREEER S LD 2 L0 5 B 0T, RFOR 5 BRLEAT R O 5157
L EHIEY I R R AR AR A (TSH., M2 T3, 7B T4 SolE) #Eid+ 2
&,

IFHEEEN L L LND Z BB A0 T, AR OB EB AT R OS5 1R Y
TEMIICRFHAERRE (AST, ALT, -GTP. AP, ¥ YA ELSOHEE) % i
TAHIL,

SEIEE WHERRUVIAEEHEEEED) S0EERERE LR
LEBHLHOT, EHNZBORBEOREELHRTA 24, 7, IROEEHR
RO LN CESICIE, EORCERSBEE 22T BELIEE T2 - L,
AR OBEIZLD | BEORERCIZERAT A L E L LN L8 2 7 BRI
BhLLALIERSD, BESREDLDLNALESIE. BRLUATR IS
FH 2R & B A FOEM & HE L ORI RN AT B DO
IS L DRITER B LR 2 BACE, RAOKRE I, RURISERE R
NECRIOBREERZEETHZ L, 2B, BIBRERVEOREID L0 EIE
ROEERRD HARWVEEITE, BIBEERVE - A OQBEmsFoEn
LERTLHI L,

BEE TR, ZCAM OB RS L CHhLRMERRRBET A b 85570,
FRIOFRER THICHEHWEHORBRR A EET S L,

1 BIERR (BE 1 BUERIG 2 88 b obbh, FRFEkEYy h 7 ez
WELZERSLOT, B, Bl BHEoEROBBELME RS R I+
DEETLHZ L, 1 AERRSELN-BESIERES TR L, A2 U
ROREEOHEULAEEZITI Z &, '

AR ORERFABRIZIV T, BEBRRNG 3 » AUN, TR, BEEE,S 1
ERIZ RN I L ITHDIEOFMM AT o T Z 2 2 8B 0. AKREPIZELSL
RO EIT O 2 L,

14



BEMEREET A KT A
Rr7nl) X< (BIEFHERZ)
(4 %A b A— 5 RIEE 20 mg, A N5 KHHE 100 mg)
~HHEFE T F Y o E~

ERR2 941 1A (ERR2 941 2 AKED
BAYBE



B &

IS i

U BHIZ

AR OB, ERF

B PR R

BRI T
BREGR LR DHBHE
EILBELTHEETN&EHE

P2
P3
P4
P6
P8
P9



1. 1TEHIT

E 3 DA - BEMOREO DI, BECEFICE SO EIERERNRD
LD, Eb, FEORFROERIC LY, FURERS 2 ¥ ORH L RERE
FEEBBARINGTT, 2ALOERRFEICLELRBFICRIT S 2 L S BHED
BEL o TRY  REMEGEE L SEEOREASE 2016 (FHL28 44:6 A 2 B REEIRE)
BV TYL, EENEELSOFAOREHERRS L L Eh TS,

FHERRFERLL, HEERSRZ ST 0 7 7 A VBB OEIER E B L IR
CRAZERHD, TORD, FEOEROESEICETIERS ERT S E TOM,
UHERLOBELEZT 2 LBRHMBERABE I LTERT S L &b, BlHE
FARBRB U -BOLERHIGE LD 2 ENFER— OB LT ERHERE THEM
TAHZLEPREETHD,

Lo T, BHA KT A T, BREESLIAE TRE LTV D EFEESR -
HEmRcE- % UToRERORERMEREZHETIBAH O LERER, B
FROEBEEELRT,

5. ARH A RS A Lokk, MAATEIE A EE G ERBEREHEE. AWEREAER
B IEE S — BN B AR E S RO AR A B ALERE OB O
b EER L7,

R L A AEMS ¥4 M b— FETREE 20 mg, %A R L— & AEEE 100 mg (—
e ~AT o) Xwd (B{EFHEEA))

B RAPERETE R GIEEREORER X U N

HELRARERVER - BE. RACE, “Aa7 o) Xv7 (#EFEBRL) LT, 1
200 mg & 3 BRI T 30 2T TRBRMET 5,

Wl B 7R % F . MSD B+t




2. AHOKE, ERRF

XA hA—FHEBE20mg LT 100mg (—#%% a7 ol X7 (B
Z), BUF TARAl Svva,) 13, PD-1 (programmed cell death-1) L # DU H 2 FTh
A PD-L1 X TUPD-L2 L OFELTEBRET 2.8 MulgGd F /7 a—FAHETH B,

PD-1#RFEET T MAR G BE AR 4 & b 2 72 9 R AVBIBR 23R 3 2 7 o s il
AA wF T, PD-1 T, BELNEBIZEWTIESEE THiaoMizRmicBE L, BdR
BRI B &L ANE BRI RERCERIHT 5. bbb, PD XY F FLE
BTAHZ LI LVREZAERIC LA VP AGESRICHET A2 EETH S, PDLI
OIEFFBIZ BT 28RO THTHIN EL OB TII THEOEH S 2 s
IEEBENCRBLL O A, BAMBRIZIET S PD-L1 ORI, B, i,
FFAENEE, DREGE, JE/ e X olka RBATFREARETTH Y, BWE7TE
EDOFBEERRE SR TS,

BE OB A DRESTH & PD-L1 BIROMEEM) 5. PD-1 & PD-LT OREILEED
RERBEIB O TEERERREHED ZEPREBEINTEBY 2R ABROER S L
THRFENLTWD,

AFNZ, PD-1 & PD-L1 RUSPD-L2 O U H o FORAEZBETL Z &icky, FiE
BN ER BB RATHIIEEMN T U RSB S8 HURE G & BiE T
LI THEEDR Y RET S,

FROEREFESQBEORERIGIC L ZEHERE RS bbh., BEEXIIECIT
ELWREMENR DD, AROBRLEIRUOREGRICE, BFOBSE2+210T0, RESR
HOLNHEEITE FRUZERIOS UM mE s BB A FoER L@ LTl
DI 2TV BEORERISIC L HREHI AR LA SES I, BIRKREFRN
EMOBRGEOBTIRAB LT O LERD D, '



3. BERAUER :
B T ER O H AR D% ) B OREERFIC I AT o T R AR AR O
D¢ - abT

[E4h%]
EFEHL S 1A (KEYNOTE-087 B
BER UIHEAE O RR Y 5 ) R 10 fl, BARAN 10 flzEl) DL
T3 »Oak— hEeEi, A% 200 mg 3 BRSO MR 2 553
Shi-.
- AFEELSMABHERETRIC, T YE ey NRF UL AERESTE
# (kF— b
- B FEEMSEABHEEEIETHY . DO T L YR T REF AL SRR
Zit B (mk—R2)
- HEE MM EITHRI, T YR T NEF L BTER (—RIEHRE
IR EREO R L TO T LYo d XNF U LARREITE £
VYY) BTV EE (ke 13)

fpds. EEEM THREETHED LR ABEI, KEBETERTERSRED by
BORERIICZE L TWDBE T, RELEOB SN THRAETHREDOONDIET
KR O LRHST A EANEREL Sk, TEIEEE THARDFE (BT IWG
criteria (2007) 125 < BAHIER L AREELED (CR) XEHHZED (PR) OFIE)
HR1OEBY Thol, 2B, FiCRESNEEESHIRIL. WThoak—Rd
20% T T,

%1 HHERME (KEYNOTE-087 BE)

LY a7 13

{691) (81f5) (6041)

FRE (CR) 15 (21.7) 18 (22.2) 13 (21.7)
mHES PR | 35 (50 35 (43.2) 27 (45.0)
m)_”ﬁm(ﬁﬂ 13 (18.8) 9 (11.1) 13 21.7)
47T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

SRR BE 3 (43) 2 (2.5) 0

B (CR+PR) (%) 72.5 65.4 66.7
(95%{FHE X ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Zait]

EIBE AL A O ARAS (KEYNOTE-087 #E#)

FEFSRITRBEE T 202/210 # (96.2%) 258D B, BHERIL 144210 B (68.6%)
IR Hvin, BB %L LOBIERRFR 20 LEBY Thoi-,

2 RERERS%ALOBHER (RSEAETNSERM)
' Fitk (%)
HEp 2k
210/
4 Grade Grades 354 &
BRI _ 144 (68.6) 2 (11.0)
R LD AREE S PR T R
N ﬂ‘q:' &iﬁ’} T‘
- ﬁa«lf‘ﬁﬁc?ﬁﬁnﬂ'l—f"
Tﬁ?
L
.'_5:':"_2':: _,_xg.'?-'}_ji‘_«ﬁ’ i‘ﬁ)@% JZ U‘%},‘%‘ﬁﬂ ﬁ)ﬁ“ %% e e
W
JEE
LoEREREEE
mE E
B
I 16 (1.6)

BERIAS5EE (80C: System Organ Class)
FHAEE (PT: Preferred Term)
(MedDRA/] ver.19.0)

k. MEMMERIL 6 1 2.9%). KIBK - EEOTHIL 3 H (1.4%)., fhigkeE

(FZ7 o« NL—EEEE) 11 # (0.5%) . FHEREREIT 8 B (3.8%). W IR
BEE L 29 B (13.8%) i 4% - B B ARAE 13 2 491 (1.0%) . Infusion reaction #3174 (8.1%) .
585@%@2%(u%)&ﬁ®%%@1%(%%)T%@Emtcit\ﬁﬁwﬁ
FEREE (FRHIRIRIE i, A0, HOUEES) . THREBREES . BIRHERSE.
1B RRA . BT (RAESRHEMEERS | BEE, %ﬁ?%%ﬁr\ N - BEMEA
e PRl DR A SRR . iR i R IR IR D o o,



4. BERIZOWT

A LR RERE (AT SBELNTWAZ EdD, YA LS
P EBTE IR THINENRD D, O LT, KFOREPE 2 EBE 22 - &
EL, KAOBGCL Y EELZBER2ER ULBIOGRT 5 2 EBRERZD, LT
DOO~@OFT AR TEFHLTHERICBWTERTLIRETHD,

O HFizoWT

D1 FTEo (1) ~ B) OVWTFRMICEE TR THD I L,

(1) BEARERESEET 28 ARBEEEISNIRS (BOEE RS ARSI R,
Bt 73 A R B LSRR . MRS AR &) CERL 29 424 A | BRFAL: 434
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