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B SR 2, DA NE - B AP OREE O T DIz, I ESIC R SOILEIE R ER SR
BALD, XG0, AHEORSERFOEIC LY. BUEERR G E O FR AR
FEELPERINLPT, IRLOERLYEICKNERBEICREET D Z L BHED
HAE Ll s TR Y REMEOER & WEOLATE 2016 CEL 28 4F 6 A 2 B MERE)
BWTL, EHNERSSOMAOREEHEESRDL Z L L ENTND,

PR R E R T, MR AN T o 7 A VB OERES LB L TR
RAETERBS, ZOh, BEEOESECET RS EET OETOM,
WaEHm L OEEARZTAI LSRN ENDBEICH UTHERT S & L LI BHE
FZSEEE U B WA e & B T IS TTHE A — R OB i T3 R B O A
TAHLERBETHD,

Lo, AHA FF4 0Tk, MEERESLNETEBLA TV DEFERY -
BRI B U TOERSOREAEREIET 5B O LERER, 2
FROBESRELRT,

Pds. AHA KI A o id, M TEE AR RS EFRRSR TN, A AR AR
BRI A | — A B AR ES R U EA RAMRES O 0
&R L 72,

WL BEE, - ¥ A F— & EEERE 20 mg. % N L—FSRERE 100 mg (—
B AT u ) A7 (BEETEREZ))

FHE R AMEEE R IEBEOH IR OE Y N E

HRLHAAEREE ., RAKE, Sav e X7 (BEFHERZ) LTI
& 200 mg % 3 HERMIEFE T 30 20T TREEET 5,

Bk B R ¥ E  MSDRRE




2. FHOBE. (ERBSF

FA M~ FREIEFE 20 mg L OV00 mg (—F A ~AaTn U X< (BEFRER
A). BAT DR 2vv5,) 1, PD-1 (programmed cell death-1) *Z 0V H KT
2 PD-L1 RUPD-L2 & DG A EEMET A, b MElgGd &/ 7 n—F LK TH S,

PD-1 #EF I T MBS B R ) DN 272 208 ABE ST B 9 & = 70 S 75 HI 48
AA 2 FT, PD-1 I, BREZREBIZBONTENE T HREOMEEEICRE L, 5546
EUSEE LR LE SRR ERIS EHET 2, T2b5, PD-1 Z U H L F e
BTHI LR VRRRRRICL S VA GEYRICHBET AR EERTHD, PD-L]
DIEFHB BT 2RBITOTHTHIN, L OPAHETIX THROBE 425
IEEBRICEBR L TWAD, BARBRIZET S PD-L1 OERRIT., SMbaE. B,
JEMIIRRE, SNELRE . /IR 22 KO 2 Rl A CFRARBFTHY | BVEESR
& OB RE STV,

BEOBAOEFRSITH L PD-LI BROMBMS S PD-1 L PDLT ORBEIIESD
GRS W TEEREEEH) Z 2 ARB SN TEY SRl ABECER L L
THfRINTNA,

AHIL, PD-1 & PD-L1 BRUNPD-L2 O U H o ROESFRETA - Licky JEE
PN OREES RMARESEN: T U v BRETENAL S FUBIE GRS & FIEMAE
5T ETHEES R RET D,

ARE)OVEREIC &S GBEOSE RN L BEERSRN S &b, BEECE
EDLWRENNS D, ABOHRES RO EZIZIE, BEOBEE T, BENE
B HATIBAITIL, B U W U B2 405 & RS A 55T & s L Ol
EVR BRI 2170, BEORIERUGIC L BRHER B SEDI B BRI, BIBREHL
ERIOBREEOEY R ME LT LERS B, : o



3. BEPRAEGE

% U BEAE D T AT R % v Y v BB IKEE R TR A 4T - 7 LR ERERRABR O

RO R,

[ ahit]

IS 3E A 58 IMERSR  (KEYNOTE-087 38R)

BRI EEatE e BN P E ) LoERE (210 B
T3 omak— hAgic, A# 200 mg 3 BMBIRER S OHEL CREEES R

iz,

- B EE MR AT 1R 1T

F (ak—-1rD

C AEERSMEEAISEIE Th Y, o T L YR T SARFULLLEERE

- (2R b2)

- BFE BRI EEEITRIC,

T UEwT NRFEF L

TV HEee s ARFF AL B (—IRIBE
IR EREO—RE LTO T Ly X ve 7 RRF DL DRERITE R

vy AT ERE (k= 3)

fei8, WHREPAECHRAELT AR
OBERCEE LT EBE TR

criteria (2007} 12E-5 < hHuEE
HEIOLBY Thot-, i85, $ﬁu

Lol =Y el
3. WREIARE O B RV TR BTN ER
FEOFG RS S LB ﬁIﬁ:—; AR, TEFEEATHLRBR (EET WG
L A%e#Es (CR) XiEHo R (PR) OFIE)
RSN EMEEDRE. wThoar—-tb

(SR N

B B RIS

HAN 10 B & &) OLL

S AERE R

0% TEHE T,
#1 HHERSE (KEYNOTE-087 BHR)

zRe- 1 R B2 2 13

(69151)) (814} (6045))
Z&%EP (CR) | 15 QL7 18 (22.2) 13 (21.7)
J_— &g (PR 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 217
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

AR AR 3 (4.3) 2 (2.5) 0

R (CR+PR) (%) 72.5 65.4 66.7
(95%fE X D) (60.4, 82.5) (54.0,75.7) (53.3,78.3)

B B
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[Z2tE]

EIRR LR 0 /B35 (KEYNOTE-087 55k)

HEERITABR 20T 202/210 7 (96.2%) 12309 H i, BITERIE 144/210 1 (68.6%)
ZED B, SEEEN %L EOBERIEE 2O LBD Thotx,

2 REERSWILOBER (ZSMEITTSER)
g (%)
ek
21047
£ Grade Grades 300 1
2EIER I 144 (68 6) 23 (11.0)
VRS SOV SR s TR
ﬁ?%"ﬂw@a’} W _ _ N
_ ﬁﬂﬁ'ﬁ%&% {I’i rr _
CEpEEE S
“F i 15 (7.1} 2 (1.0)
Bl 12 6.7 0 0.0)
T 9 9.0) 1 .5
## 22 (10 5) I (0.5)
ComE <6 2> 0 (©.0)
. W"ﬁ%ﬁ‘ ﬁﬁj%ﬁiﬁ ;:UM@FE%}‘ Rt SETE . e T L AP LRI
CERBLOE TS e e e e
F3 3 16 (7.6) 0 0.0y

WERLRAER (SOC: System Organ Class)
EAKFE (PT: Preferred Term)
{MedDRA/T ver.19.0)

112 o 1 ey

7k, FIEMEERZ 6 4 2.9%). KBBK - HEO TR 3 6 (1.4%). Rk
(7 o« NU—RERSE) 131 8 (0.5%) . IFEEEEEE 8 A (3.8%) . HHkiRikes
W 1L 20 7 (13.8%) | A5 4% - BB BIAEAE 12 2 1 (1.0%) | Infusion reaction V3 17 {4 (8.1%) .
SEDRELT 2 B (1.0%) RUOLARRIE 1 F (05%) TERLbNE, $-, BEFEOR
%Mm(&ﬁﬁﬁmf@ﬁ ZIGHLEE, BUGEIES) , TRAMERE, RIS EERSE,
1R RR A, R REREE (RABEMIEMEE S, Bk, EERE N, B - BaEk,
S8 b I /R A 45 wr MR R RIS Lo e,
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BN ERTE AR THAINERDD, 20LT, AFEOERSFEEEE LZH - &
FEL. AFORSC L D EELBERZIE LEBICHET 5 Z L BRERTZO, EUF
OD~BOFT AT EFHLTHRICBOTERTLRETHD,

@ MRizoVT

@1 T (1) ~ 5 OWTFIANCESETIMRTHDH Z &,

(1) EAHEBREAIEET 54 AR ML IURETSS CBREATIRAS AR RIS,
ik 7S A S ROEME L AURDE . MRS A RRRRR R &) CERE 29424 A 1 HEpA: 434
Higk)

(2) BT (P29 4 6 A 1 HBFAL @ 85 MiaX _

(3) FEAFREERIEET 2B ARREER (B ABFESETREE. 15 ABREE
AR, 2 ARFREEHEERET 2 &)

(4) SRR E A RE L, SORMES R INE | USARL SRR 2 OfisEE
ICEDEHET - TV AER (TR 2847 A 1 AR © 2540 MR

(5) PUEVEBREAIN T S EINE ORI RS B ETT > TSR (CFRL 28 F 7
H 1 B#EEAS 1290 sk

@2 HEEE Y F ) o WE AL IR R ORI R FERY O 3iS I A ek & R
BA RN (FROWTROICES T HEM 5, HEBEMORANEY H1ERO

COEEELLTRESh TSI L,

#

. E%%%ﬂ%&zﬁ@@%ﬁ@%%TLt%msﬁukwﬂa%ﬁmﬁﬁm%%ﬁ
STWAZ L. Hh, 2L Bt BAEYREY T L LEBREREEOME LT
e TNHI L, '

o [EEIEREE 2FOMBTHERIRT LRI 4ER EOBRREERZH L T BT
Yooht, 34EDL I, iEMmEREMEE OB AEYRE S ETER LR T OHE &
ToTWALE, :

@ BRAOERLEBEROEMIZONT

PSSR S AT BRI LS 5 TR AR S v, BUEAHD b OMME N, At - %
AP H RO B R DNER S X 5 IR L, TEF QB RE LB OHE
R, SRECHITPRLEHIE-TWDH I L,




@ BHER~OMRIZOWT

@-1 MRk At
RIEMMEREOEELANERSEA U-EIC, 24 BRBBRERNO T, MiERY
FEE R BT, B UEER IS U CAREE R CT S0 RIVEE OB 75

BELRREOFERSE BRICEON, BEHICISETERENS BT WA D &,

@-2 Eﬁ%ﬁ%lc LR EFESSICE T EE

BABRICED D EMLMMRE L E T 5 EREEESBER 2= ) Y
a‘:a&marwx Ve THRTVWERE S ERE T TE 25— A EREHHE
HWEINTWDZ &, B, BHEEICOWT, BABRE L FOFERICFIICEASINT
WAL,

-3 BHEA OREr-OoRISICBE LT

BIEH (Faﬁélftﬂmi"ﬁ%mﬂﬂz_ K - %J%FU)_F%'— ITHERERE S BREREE (E_ﬁfﬁﬁ
EHEMER %) . NoWEE (TEEEERE, FRBEEEE . RIREREE) .
RIPERIS, 58 ?ﬂ%ﬁ%\ A - *ﬁfﬁ‘[%%ﬁiﬁ#ﬂ: Hﬁﬁ% HEOREREE (&E*ﬁiﬂ%ﬁﬁﬁiﬁ
TE, SEALBE, BREIES) . infusion reaction, 45 « BAIELSS, EIENEE MR, PR
E(FFv - Nb— ?“H@?ﬁ’g?) DR, iEthl Mg R, Bmitgin, &
FERBE) X « HEEHER SULE BE RS OB A T A R &l L (BIE
A OB KRR Fﬂtfﬁ’%&()\i?ﬁ%x HondRMICHHZE) | EbioEm LML
BRTEARRRAESTWAD L,



5. BERFRLLRIBHE

[Z24Hic 5 5]

@ TFTRICESTAIREZ DV THAFORENERL A TND I b, B EAT

o drd TR
o EKEOESICE UBBREORTEO S HBE
o MR XIMTREL TWATREMR O H D BE

@ EERIOFMIIBOTTRICEY T3 BHF OV UL, AR oRERAER Sy

B, MOBRBERIBE AV BAICIRY, MECAKMEERT LI LEEETE D,

o FIEMREBOSHENEZEEOH D EE

o EIEREER A CRVE R A3 D B K UNE M o0 S SR IR A o e i %
ORI RIENELS N L BE

o B OIEEROSEE. UTBMEMNASIE L REREO R CRERBOBRTERED
HEHBE

o BEESEBRERE SRAEBRERED) 0bHLEE

«  ECOG Performance Status 3-4 VOB

[z B 2 $E]

O B LS ERBE P UL R 2R O F R LB O H AR VX U v

FIEBRE LBV TERROEDENT I TN D,

@ TN D BFICHT B AR O G R UERTECOWUI, AROFHIES

HSLENTBLT, FRORFXER LR,
o ApEEERIGEOBA,
o o FUEMEIERH & OO,

D gcoG > Performance Status _(PS)

Score T

0 | &cmErEBTES, REFEFELDEEESHERATAD,

: R - B L\ EBN IR XL 528, BTAEC, BIFERE -~ COIEEITH 2L TE D,
B FE, WL

B SAE TR ORORY O E T~ C AR A ERETE RV, HEO 50%A BT~y FATHE T

T RoR-BSOgORI Do E LiCEZV, AROS%ELEE~y Rl T84,

4| Bcgdiav, BACEOEYOI IS TEAY, By K TR IT,




6. REIELTHETRETHE

@

@

©)

B XEFIONA, RISHFEEESDRIT 2 BRI CES 2 AR 08 R O IE(E

AOT DI B ERAE oI L ThoERT 52 &,

EHEDRARIZ e b, BEIFOFRCETHER BRI S +08E L, BEsE

ThoRE352 &,

FREMERHOv R A Moo T

s MEMNEZRH LRI ZEBHDIOT, KFOBSIZhT - TiL, E
W B, PROLEEE, i) OREEUINE X SMAEOREYS, Bigs+
GEATH T &, Fl, RBUUSUTRE T, MiE~ -V —S%0RE s BT
Bk,

¢ infusion reaction 255 GV H Z B H D, infusion reaction ERH LILIB S
L EEIRLEEIT Y & &L, IERAREET S TREOWREY 4o s
THLE,

« PRIBEEEESAHLDRAZEBHAOT, KEOREBEETR O 58I
HILE AR I BRI e R (TSH. 088 T3, 5 T4 S0 BIE) » T+ 5
-k,

© ITRERERLLLALZLEBH DO T, KAOKRSEBSIR OB S HR
EHIRZITHEEEMRE (AST, ALT. v-GTP. AP, VU ALV EOHIE) 2L
ThHZ Lk,

¢ SEHER WERARUIIEERELLED) SORERREERHLPRD
ZEBRBHLHDT, FHRGIZHOREOFELHMETLII L, £, BORER
RO LITTBEITE, BN ERBBEESRT AL BE LR TS L,

¢ RAOESCLIY BEORERISICERT A EEZ BN AR L EBORE
MHLLNLIERHDL, BEAEDORAESIZE. BRLUAESIISCE
R0 Ak & BRER A FE O EAN & HE U CE U 2RI AT B R
B RS BIWEH BN DAL, AFIOREIPRIE, RUBIESEY R

CAECROREEEEETAI L, B, BIBEERATE L OREIZ LY EHE
MOUERRO DR OERITE, RIBEE R LA OREmEiA o8N
LEETLI L,

o REMETH, BRI AEE L THLENERRNRBRT A LBHE 0D,

FROREETRIILAERORBIIHFSICEETHZ &,

e TR (B | BRI A St 255 b dl, BN h T Kt

KEDLZEHRHDIOT, 018, B, IBHEOEROBHLOFEEO EE 12+
SGEETBHI & | BIBERFREDNZES B S 2RI L, A2 8l
HOEEE0@EURLEYITS T &,
AFRNOBAREBICBC T, EHEMG 12 B2 L ICH MO E T~ T =
EERBEIL, REEEPIIERMIZEBRE COROHEATI T &,



R HHEETA KT A v
_RhaTn ) X<wTd (BTFRE#Z)
(BRFE4 : %4 A —F EBHE 20 mg, ¥4 M —F AWHE 100 mg)
~ FE 7N i 5 ~

T2 9F 28 (FRR2 941 1 AKED
BEASBE



=R/

Uiz

AF| ORI, VEFET

B PR RICHE

Mg lZ >V T

BhHMRE I AHBE
BEHECBELTEET ~&EFHIR

Sk =

P2
P3
P4
P10
P12
P14



1. L®»IT

L OF S - BRMEOHBRO R SITIE, R TESICESWEIERE R
BA, &b, FEORFETOMESRIC LY, FIREER e X ORI ITRIENE
FEERPEEINAPT, TREOEEL FHICKNERBFICRMIT L Z L RO
BUEEH L 7o TR Y BEMEEE LSS0 RATE 2016 CEAL 28 26 H 2 A MEIE)
ITRWTY, BERERLSEOEAOREERZNS Z L EEXNTWD,

B VE M FEE R, B ERS R A 7 a7 7 A BB FOEER I LMk
BAHZERDD, ok, FHMRUCREHCETAERATSEET D ETOR.
WMHEESOBELMZT LI EPMHINRAZBEICH LU THERT S & & LI EBIE
MR U BRI B S Ad & B2 L BERE e —F OB R R T BRI TEM
TAHLEREBEETHD,

LMo T, KA KT A4 0T, BRBEESCINE CIELA TV DIEFLIEER -
B B RS UTOREMOREREMA 2 HET 2850 o NERENE, B2
FROEESEHERT,

k. AHA RTA ok, MSr{TEGE AR SR PR G, AR EEEARK
BRI S — AR A HABREARE S, BERERESEABAMEE2RT
— AR A B AR SRS OB IO b L ERE L.

% A B EIR « %A P SIEEHE 20 mg, %A b A— & ATEEFE 100 mg (—
B4 . RaTm i Aw7 (BiaFHHRZ))

LR HBENEHE - PD-L) B O VIR REAETT - AR O3RN

HeLRAMERUEE . AR, Ravul) X< (BETFERZ) LT
[ 200mg % 3 BRI T 30 2 TEBRHET D,

3 IR PR ¥ & MSD R




2. AR OE. EBIEF

FA P FEGRHE20mg U100 mg (%4 : NAaT el Iv 7 (BEFHR
A3 EVF URAL w500 X, PD-1 (programmed cell death-1} & F0UH v RTh
% PD-L1 R UEPD-L2 & DEFE&&E &mgﬁzxzimgM%/ywwfwMWT@%

PD-1 R 13 T MBa e A RE MRS 0 3k 5 7= 1 23 A M 23 P 4 % o e S sie il
AA yF T, PD-1 M, @ELREBICRCTENE T HROMESETICER L, 8ok
ERIG 2 B0 NS BETRR e RERIS AT 5, Thbb, PD-1 B YT FEHE
ETHIELICIVHFESERIE DV I P A GELAICHET ASHBAETHA, PDLI

EFHHE BT HBEEILTHTHELIN . EORARBR TR TMEOBX 2L 5
IEEWMPIREB L T4, BAMIRRICEITS PD-LI OEFEHRIT, BHE. B,
RYHEbaRs, SREERE. R/ NMBRAEE 72 & O 2 Rl A TFRARRAT THY | K EFR
EDOMBBERARE SN TN S,

BEOP A ORI T% & PD-L1 BROMBHED L PD-1 L PD-L1 ORITEEO
IR B W T EE 2% J%ﬂﬁ:&ﬁ%%éhfﬁb\%t&ﬁhﬁﬁ®%%&L
THIfF &R TWn5D,

Kﬂif@l&HHA&UHNJ@WJﬁ/F@%A$ﬁ$T5 Lizkn, EE
BUNREET OB RAVHBEEME T U KRR S FUEE S & IS
D& CHIEESIRERET S,

AR OVERBTICES CGREORERISIC L BEHERS R H bbb, EEXIFEIC
EDEREENRH L, AFOREPRURERICIE, BEOBER 52T, B
WBNIIEEINE, BRULELR UM ik & B 4 5D B/ & U<
BRI 21TV B ORERISIC L AR EDILABESITIE. BIERE R
T AIOBESEOEYIAEEZITILENS D,



3. BEERRGHE ‘
PD-L1 BB BB ARBE AR AT - BE38 0D 3/ N B RS 0 ARG BB 22 4T - 7 fite R
B E T,

[ A zhit]

DE s FEE MAERE (KEYNOTE-024 #5k)
bR ERE 0D 72U EGFR BIETERBIE ALK B A #a TR U PD-L1 Btk (PD-L1
BB L REES 5 AES (LLF [TPS: LWv5,) 250%) "OYIRRAERET -
A% O I R R (305 M, BASA 40 BlEade) TR, AH 200 mg 3 @HH
BIEE 5oa SR RSN, 75 FF i 2 ST gL E#E (LUF 7socs &
W5 R E LCREN SR, Fodk, ERFHECREETERD bRIZREIL, &
BT B TR NI b AV O BRI EE LT B B TR, WRIE LA DR
SR TR MRS b D T TAREIOE SRS 5 I L RRE & Shu, ZREHE
TE B (IR P (UUF TPFS) &5 ,) . BREEBIE H 124778 (BAT fos)
LngL) b &R, AENLT T RA AR S TSR L el LT, PRS, RTROS (P
M) ZAEEIER L,

¥ ot B Y LT AL IR ARER X 41TV D PD-L1 THC 22C3 pharmDx T4 221 & 0 THR

Faxng,
#1 FPMEEE (KEYNOTE-024 3U5R)
AF 200 mg Q3W 77 %f_%éﬁ” EEL
(154 #51) feiis
(151 )
Hhaefe [A] 103 6.0
(95%CI) {6.7, NE} (4.2,6.2)
PFS” N — FES 0.50
(95%CT) (0.37, 0.68) _
pE” <0.001
il [ ] NE NE
(95%C1) (NE, NE) (9.4, NE)
0s™ o R 0.60
(95%CI) (0.41, 0.89) -
P~ 0.005

Cl- (B, NE : HE2 R AL, *1: RECIST HA K5 > 1.1 B &5 < sz dlig, *2
JE R Cox Wl — REFIATL BT T F RS & S DEERE L Ol 3 : BRIn Y

T U HRIE,

*4 . PEARATIE DT & 206 FESHOHEN Y b AT




100 ==
90 4
80 1

£ 70

8 60

# 40 -

& 30 1
20 e

e My QAW

v TEFFRATSUINE

at risk# %iﬁg%&g@g@ [H]

FHEI00mg Q3W 154 104 89 44 22
ToFFRREZCHERE 151 9% 70 18 2 1

PERIER X B PFSOBRMHTER O Kaplan-Meier Bi# (PD-LIEEMYE (250%) OBEER)

L I

100 =

ETEE (%)
P O
o o

AE g QIW
o FEFFEHEESTEYED

 RMEas e s e s

I PR e " )
at risk ¥y ' SRR A]

FHEI200mg QIW 154 136 121 82 a5 11 2
TIFFERERGIEEEE 151 123 106 64 34 7 1
OSO R HARHTRF O Kaplan-Meieril (PD-L1BME (250%) OBEHE)

-— Y [FS)
O O O O
o N

oo



@ERALFS 1 /MR (KEYNOTE-010 35R)
7 5 R A T SRR E £ AT % PD-L1 BPE (TPS 2 1%) 7 DUl A Re 2 1T -
IO RBERE (1,033 . BAAN9 flxEte) %8I, AH 2 mgkg 3 M
RIS R U0 10 mg/ke 3 BRGNS 0&MER RN, N &% 2Ky
(LT TDOCS 2v5,) wxtiBe LTSN, /i, BRI CREETHR
SRIEAIT ERET A RTERBRD S AVEOERKRMICEE LT 5838 T,
W [E] BURE 0 R E T CIEREIT R b D £ TAROR Gkt & JaE & Shiz, EE
ST 1L OS R OVPES & &h, AFIIZDOC L H# LT, 0S8 2 FEIER LI,
] EGFR B FERE i ALK e BEFEEORE T, 77 F 8L S 0PREC LD
sEREIZANZ . ZhPh EGFR BLERA XL ALK IHERR 28 T 2 REEEERIC X DI6RE
BT BERBAAN LI,
#2 ; PD-LI 1HC 22C3 pharmDx [# =1} GREX » M BGTRES R,

#2 Bt (KEYNOTE-010 #58)

Al 2 mg/ke A 10 mg/lkg K&
Q3W Q3W
(344 1) {346 1) (343 1)
OS | fThfE [H] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0,17.3) {7.5,9.8)
A — R 0.71 0.61 '
(95%CT) {0.58, 0.88) (0.49, 0.75) -
p i < 0.001 < 0,001

Cl: (EHXRE. *1: B Cox thJ/\.'ﬁsw REFAz L A R Z 3L OB, 2 B
w7 T RRE

o0 wer = g 2 PR QIW
3{31 . #piiomelkg QIW
70 - —— BueFEN
X 60
& , ?g_:%%é%é%é._. T
H ‘;2 ] o, LB mEEEED 1)
20; T R
10 -
0 5 10 15 20 25
at risk# A .
B 2mglkg QIW 344 - 289 118 49 12
FF0mg/kg Q3W 346 258 124 56 6
REs3eib 343 212 75 33 1

08 ORAMMAFFED Kaplan-Meier Hil (PD-L1 B (21%) OBHEEH)
6




[Zea=tE]

DEFRILE T ARFE (KEYNOTE-024 35&)
HEREGIIAKEE 148/154 #] (96.1%) KU SOC BF 145/150 ] (96.7%) 13 b,
BHRELONABRAEETERWAEERIL., ThFh 113154 # (73.4%) KO
135/150 f5 (90.0%) ZFEW LTz, TR0 TRERD s FOBERIT FED

EBUTHT,
#£3 VThhoBTHRERY % FOBHER (RS Riadesm)

FTHMHASE (SOC: System ¥ (e
Organ Class) AR SOC &

HAGE (PT; Preferred Term) 15415 15045

(MedDRA ver.19.0) £ Grade Grade 324 £ Grade Grade 384
ERIEA 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
ARE IO O RRE T T T T T T T

. 8 (5.2) 3 (1.9) 66 (44.0) 29 {19.3)

F3 s B E 1 {0.6) Y 8 (5.3) 2 {1.3)

BRI E 1 (0.6) 0 34 (22.7 20 (13.3)

EBIE . S 0 17 (11.3) 8 (53
PRASIEE A R e P e S e T T

R IR TR i} (7.5 0 0 0

m&waﬁ*&ﬁrr 12 a8 0 ! (0.7 0
SR TR AR U TP

e 6 3.9) 0 17 {11.3) 0

T 22 (14.3) 6 (3.9 20 (13.3) 2 {1.3)

B, 13 9.7 0 65 {43.3) 3 2.0)

WEts 4 (2.6) 0 18 (12.0) 2 {13

2 4 {2.6) 1 C{0.6) 360 @00 1 0.7)

MBETE 5 (3.2 1 0.6 11 (1.3) 2 (1.3)

W 16 (10.4) 2 .3 43 (28.7) 5 (3.3

HBER 1 (0.6) 0 .9 (6.0) 0 _
OB 16 {(10.49) 0 8 (53 0
R i T T T T

FH=LT I 1~7/z i0 {6.5) 0 7 4.7 0

7o T

TANFHUEET I /b 8 (3.2) 2 {1.3) 5 (3.3) 0

F AT G-

M o L7 R 3 (1.9) 0 15 (10.0) i (0.7

P kisd 0 0 20 (13.3) 6 (4.0%

RS 0 0 18 (12.0) 9 (6.0)

Ed Il BR Bcise o 1 0.6 0 16 107 3 (2.0)
Rk T USRERE B T R L TR L R

FRRBGR 14 3.1) 0 39 26.0) 4 2.7

v ¥4 0 LR i (0.6) 0 g - {6.0) )
BB X UMESMMRES o D e e T
P o A ) o 4 en 0

MR R 1 {0.6) 0 15 (10.0) 0

SR = o 1 S e 2 {13 0 S (71 R SR (N
PR AR, CHRERE R URMERRRE S T e
| Mggze .. 8 (3.2) 4 Qe 1 ©.7) i (0.7)
EEB LB THRESE o s S SRRSO

Sy 0 0 12 (8.0) 0

B R i 8 (5.23 0 1 (0.7) 0

F 5 EEE 12 (7.8) 0 3 2.0y G

b 11 (7.1 1 (0.6) 3 (2.0) 0




Frks. ERIEECRIGMENGE AT o 4] (5.8%) . KRIBK - EEOTHIL 8 # (5.2%) .
WHEREE (T L AN L — RS 12 (1.3%) . FESREREE L 22 4 (14.3%) |
FUOR IR 221y 21 5 (13.6%) . TERAEAEREEIE 1 A (0.6%) . 1 BBERFIL 14
(0.6%) . BHEEE (RAETHEERRE 1316 0.6% | BERIZ 1H (0.6%) .
s+ BRECRSREARAE 1 1 9 (0.6%) & T¥ infusion reaction V4 5 81 (3.2%) TRR® HLTz.
7. EEOEBREE (RBEEREER, SN, BREES) | RIBSERE,
TR NE . BMdS - BB . B L B, LR, MR/ OSSN, Fa i
W i G OVRIFERIEIEER D v o o,

OEBSHE RS [/ IABRS: (KEYNOTE-010 #8%) ,
A EERIT 2 mekeg Q3W B 331/339 ) (97.6%) | 10 mg/kg Q3W #F 330/343 41 (96.2%)
F U DOC BE 297/309 ] (96.1%) 1Z58b B, RBARK : ORRBERPFTETERVAE
T FAEN 215339 B (63.4%) . 226/343 i (65.9%) RN 251/309 & (81.2%).
ITERS B, WO TIEBREN %LU EOBHERIZTRO LB Th oz,



£4 ODTRPOBRTRERR S%LLEOBER (Z2METNSER)

EERIKSEE (SOC: System _ FiE (%)
Organ Class) 2 mg/kg Q3W & 10 mg/kg Q3W ¥ DOC ##
BAFE (PT: Preferred Ferm) 3398 34545 . 30915
(MedDRA ver.18.0) % Grade Grade3EAE  ® Grade Grade 38L.E £ Grade Grade 304 E
SEHER 215 (634) 43 (127} 226 (65.9) 55 (16.0) 251 (8L.2) 109 (35.3)
IR Z R DRI L T e T T T
=i 10 29 3 (0% 14 @ 1 (03 40 (129 5 (1.6
PR E 1 (0.3) 01 (03 0 44 (142) 38 (12.3)
PRI RE R T 25 (74) 0 BB 0 1 (03 0
T 24 (L) 2 {06 22 (6.4 0 56 (18 7 (2.3
B 37 (109 1 @3) 31 (9.0 2 (0.6) 45 (146 1 (0.3)
mMg 13 (3.8) 0 7O 1 (03 43 (139 3 (1)
W 12 (35 0 13 (38 1 (03 4 (78 2 (0.6)
AR RS IEE R LU ORI e e
A 20 (9% 1 O3 19 OGS 2 08 335 (13 6 0.9
B - 46 (1360 4 (1.2} 49 (143) 6 (L7 76 (246 11 (3.6)
FAH R 5 L9 0 4 (1.2) 0 21 (6.8 0
BE _ _ 1029 1 (03) M4 (4D ¢ 17 G5 10
iR R 0 0 2 (0.6) 0 24 (7.8 19 (&
EEikze ¢4 _ B 0 3 (09 0 16 (5.2 10 (3.2
PR D DURERIETE - L e e _
XIS 46 (13.6) 3 (09 33 (96 1 (03) 49 (159 3 (1O
BB LU ERRREEE e T
B _ 13 (3.8) 0 19 (G5 2 (06 18 (58 0
R y LLL8oan ¢ a9 o 28 09 0
BRER R
WHAE 4 (1) 0 7 2m 0 16 (5.2) 0
A = o e 206 0 309 0 2 O 1 (0
BER o 309 0 30y 0 17 (5.%) 0
BB R TR FARREEET e e
firEsthd 309 0 2 (0.6 0 100 (327 2 (0.6
% 5 25 (14 0 32 (93) 0 5 (8 1 03
315 20 (8.6). 1 (03) 44 (128) 1 (0.3} 14 (4.5) 0

723, 2 mg/kg Q3W BER UV 10 mgkg Q3W #ETERFH, MEMMESIL 156 (4.4%)
RO 1460 (41%) . RIBHR - BEOTHIZS H (1.5%) RU26 (06%) . BEDOK
REREE (JTRBRLIERRE R, A, JERRES) (1 61 (0.3%) ROV (0.3%) .
RERE R (FF - AL BRI 132 #] (0.6%) RUN3 F (0.9%) | FridsenEss
1223 4] (6.8%) T Ut 22 B (6.4%) . PRI REREE 1 32 4] (9.4%) KUY 35 43 (10.2%) .
THEAHEREREIZ L (0.3%) ROV A (03%) . BIEMEREREEIL 24 (0.6%) BTN
1 (0.3%) . 1 EOBEIRISIL 1 B (0.3%) R U2 5 (0.6%) . BHLEREE (BEMENE
RS 124 (12%) BUVOE, BERIE 1 F (0.3%) U0 L B - B Bl
JECE 1 (0.3%) R U044, infusion reaction i 2 7 (0.6%) KU 6 (1.7%) Titsd
B, £7o, BEEGHEAE, K - BEER, S IBEE, DFRR, e MRED
PEEBEN ., Wl R ORIREIIRO b o,



4. FERIZ->WT

FRERAEME L LT BREHRE (2FHRE) SEEbh Tna 2 b, HEHELEY
WERTE AMERTHILERLD, FO LT, AHORENET L BH LB - BT
L. AFIOB G L EEARMEN 2 RE L ARG T 5 2 e BuEeen, LTo
D~QOF ~TEFE-THRCIBOTHERT I AETHS.

@ Mgz oW T :

D1 FELo (1) ~ 5) OWTFRNENT LR THL I &,

(1) EASBKESEET D5 A DS NATRRS RHFRS A BHROESHLIREL.
Hi b 25 A RS BERE ML SRR . IS A BB RR e &) CERL294F 4 A 1 AFFAL 434
M%)

(2) Bkt CE20 4 6 A 1 AFREA - 85 Miex

(3) EERFRAESRET 5 B ABEEENEE (B ABREEETRR. 2 ABREH
BAREER, 2 ABEEEREERN R L)

(4) PRRALFIRIEE R L, S RLEENE | ISR FRENE 2 O EE
CEREDBHAET o TVAKEER CERL 284 7 A 1 BIRR : 2540 JERR

(5) PRI AT BN ORI R IEITR D B AT - TV B MiER (.28 &4 7
A1 B - 1290 BEaR)

D2 FEOLFEERURIERBIISORIG 4 72 ki & R A FoEM (TRO
WERMNCEEN T A ER) 2. NEBRBORFICET DIBROBREE L LTEBIN
TnDZ &,

ﬁ

R R 2 O YEHE T L= 5 FELL R3S A TR O B HE 21T
STNBT L. b, 24ERL L. A A KRS 1L L BERIEE S ORHE £ 1T
IpoTinAEI L,

S B G R B 2 S D IRHE A S T LTI 4L OB R RBR A A LTV A
Looah,. 34ERL . EEORARERE R SRR EOBERIIEE T T
WAhIZ &

@ BAOERGFEREFEROGHICIOWT

R A GREIICEET 2 BIEARESh, BECENLOFRED, A% - RE
PRSI B OB R CIEMS KT A iRt AEFRBRELLBEEORER
B, ERESHICTDbRLIEHIE - THD T &

10




@ BIEA~OMRICONT

@-1 FERRAkFIC BT 28 Y

MEMERSEOEELBIERNBA ULBIC, 24 FEBREH O T, HiEEE 0T
BERAII RO T, BELUABERICOE U CAREHE D CT ZORIER ORIz L8
PREOHEPLEEPELN., EHICHRARERERSE > TWhA T L,

@-2 ERUHFEICL SFEERNCCET 2 EA

WAL DHEMM ML TR AT OEREEEFRERNE =2 L/ %
BWIZEROAL ) —= 2 FETVERE LIFREH/E TE D F— LERER R
ERThWaHZ L, B, BERRIZOWT, BABE LEOFRCHSICERSLTY
5T &,

@-3 Bl oirexinicBAL T

BVER (MEMMESBIZINL, RBK - EEOTH, WEEEE, BHEEs (RaE
MEEERE), NoWESE (TRAEERE, RRSeRE, IBHEnEs) ., 18
R, S OBk, 5 - SDTRATE ., B, B OKERE (BRI EIREREE,
ZIEALBE, BFEIES) . infusion reaction, BM# - SRR, TAEGHEE, WREE (¥
T2 AU SEERREE) | DERR. S NG PR BEE . BRI L, RIS
) I LT, MR SO E RS oMt s E T o EM & EE L BIFEROR
B IS B L CIRB AU E ST oD &HICH D 2 ) | HEICEUARWMEN T
EAHREPESTNH I &, - '

11



5. RENS LR RE

[ZatEio B 5 FE)

O TFTREESTAIRECIODVWTHREFAOBRGNERE SR THWD Z 0D, EEIT
DIk,
o KAORS T LVIBBUEOTED S S BE
o HRRSUTEIBE L TWAEREMEO S B HRE

@ HBFEAIOFEIC BN T FRICEA T2 BE IOV, Ao SRS LY
ﬁﬁﬁﬁﬁﬁﬁﬁﬁ%ﬁw%A WSRO, MEEAAEERTAZELEABETED,
o BEENEEOSH RO HBE
o HotEifeam i CRIEE m@é$%&0ﬁ@ﬁwwﬁﬁ%ﬁﬂ$ﬁ U S

EOMICIEE S A BB BH
o HDREEBOSH, UTEENRE L IEEBEO B CRERBOBERED
SEE

o IEESRHERR GEM ISR E L) ObOIBE
»  ECOG Performance Status 3-4 """ BH

[FtEiz B3 5 FmE]
O FrROBHELZRWTEROFDENRIEENL TN D,
o ALFIEER O EGFR BT EREMSE, ALK BEBEFEMERT PD-LI
BB (TPSZ50%) OYIBRARE/REST - HROIF/ IR BE
o IS FFREERETMEEEERE S AT 5 PD-L1BAE (TPS21%) OUIRARRER
AT - EROIENHIERE (. EGFR B8 TERBRMXIT ALK @a
BETEMEOBRETIH, FhLh EGFR Fr i3 h—EHREA L ALK F
ot - YHBERORRELE T 5 E8E)
¥, TPSIE AT A7 GEETHIERZL) 0o A= Bk (RE4L
PD-L1 IHC 22C3 pharmDx # =) ) FHWTHET S Z &,

@ FTEITEYT 5BE AT HEROEE R UER oW T, REOF D
FET AN TELY, RAOERERHELLGRWY, '
o IRBREBhbEFIERIE,
o fLoPEEEREER & OO,

5D peOG ¢ Performance Status (PS)

Score ' TEdE

0 | &<pEAERTES, BENLEUAREESHRS2 AT 5.

EEMIZE LD EBIBR S AR, S REET. BEECHE - TOERRITI Z L TE 5,
@ B FE, FEEE

BATARECE R OEOE Y O L B~ TR A ERIETE 20, BT 50%E b~y FATHB I,

Bons BaoFoEHOn L LATE2yy, B 5% EE~ s R+ o4,

P tea | B2

LSBTV, BOOHOELY DI 2 el TEiL, BECSy FhET TEIT,

12




® MEBENA F74 2 (BRMBYER) 28T, ECOG Performance Status 0~ 1
WD T 75 sl b U ECOG Performance Status 2 T8 o BECIL, &3 HLHE
Al (Fe&de%) OoBMRSIHREINTEY, 77 5RO BRI
BEnwioER ashnr—283 55, (WEERELFT2BEIERTBEE, 7
7 FFRADHIGRE P 72 < & L3 RIUEAEA TORFEEL T BRI,
Tk, RAOREEBETE D,

13



6. BETBELUTHET&TE

@

@

@

VAT TN 2 . BEIE S AR T D R I RS & ARE DR P ONE TR

HorEblo B8 Edey ot EB L ChHheERTL L,

HSREIT e B, BEILF OFIRICHOER ERIEEL FARHA L. WEEE

TinsiRETHZ L,

FERBUWER O3 YA MW T

. EEMFEERHLDRAIENHDLOT, KRIOHREIIHT - T, WHHE
B (B, R, W) OMRAUE X BREOEES, S8+
SIS Tk, k. SEICSUTHEEE CT, MiFv— I —SORELEET
HI k.

¢ infusion reaction "B HRD = L 3% 5, infusion reaction PFEWD LG EIC
L EYZRAERIT Y & & bis, FERAEE T A T TREORES Holcdls
THEIE, -

o EURBHSEEREENRD LD T ERH DO T, AF OSBRI ORI
oo A RARG I FE Bak AR (TSH, BFEE T3, WHE T4 S0RE) &M+ D
&, _

o FREEEERHL DAL ERHDOT, AHIOR LR R UG MR
R e s (AST. ALT. v-GTP, AlP, © U A E - EORE) &%k
THI L,

o BY IR (UEARUIREREAEET) FORELMEERH DD
S LAHLOT, THHCECORNOFELERTL L, £, RORENR
Fh bR HEAINE, EehICEREEE R TALOBEERET LI &

o AFOBEIC LY BEORERIGIERT 5 LB L DN ke RRECHE
Rhhbha I lihs, BEAEDLRLBAIIE, BHELAFLRIGLL
HEPE 2Bk & R A O B LS U R B R BRI B A 1TV BB
Kl & AEHER AR A0 iE. AFIOKRETPIE, FORIERER
AELRIOYrEELEET DL, BB, BIBEERNE L OREIZ IV RIE
HOMERTRD LR WES I, BB E ST A0 RS OB
HLEBT DI L,

o BEBTH. BOEMSLEY BERBL UHLEIERRERT DI ENH LD,
AFOBEHETHRICLEMER ORI HSICHEETDH I &,

o 1UEERRSE GBI 1 RBERF A S A bbb, BREREES RV v R
CEL D EMNHHOT, O, Bl WEESOREROERLODMEED LRI
ST AL, 1 BEERBREDA B IR EEREL, £ R IR
Ko % O@y L NELTTI 2 8,

AR OEESREBRICHS T, BEE»H 9HE, FALME, REMEGNE 1 FER

13 A EET O AR OB AT o T W I BB AR S PIEES

ECEERE CTOROEREITI Z L,
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BEERHEET A RT AV
NhTul) Xv7 (BEFERZ)
(BRFE4 : %A M —F BHEHE 20 mg, XA bA—F SFEBE 100 mg)
~EERAE~

Vrk2 92 A (FRR2 941 1 HED)
B 5 8E



B

LIz

AF ORI, ERET

i PR R

HER I 2T
BEXIBRLRDHEE
BECELTHEETREXEE

A A

P2
P3
P4
Pil
P13
P14



1. LD

EESOEDE - BEMORBER O DT, T CES SOl ELFEHI RS
LD, EL, TEORSEHOERIC LY PUREER 2 & OB Ea 7 B
FEEGPERRBENZT T, INLOEERLFEICLNELBEICEREMT S 2 L 3880
MREEE 2->TB) FHEMBGEH L 8RR 2016 CER 28 £ 6 2 BHEEBHRE)
ZERWTL, EHNERLFOENORRLEEEZ RS- L L3R TWE,

FHE AT IS T, HEER RSN T e 7 A VDB EES S LR
RLEZERHB, IO, AIMERCESHIZETIERAHEET S E o,
MHEEEMOBBELRCZTDHIIEAPBINIBRIH L TERT A L 2 42, BIE
APRE LB LER xR & B2 L B AEER - JEO B & i 7 4 B C
THLEBREETHD,

LIciio T, BUTA BT ATk, BEBERERSCINETIA LA TWAESRLESN -
BEmRMIZES&, UToRRLORE2EAZHET 2880 bV EL B, &2
FROEEFELRT,

B EBTA RTA A%, MSATEIE AERLERERRASHEE, ARHEHEAHAR
FRARIEIE Y& — R EE N B AR NRE S A UARHEIEA B AR ER 2201
Db EER LT,

MR E R DERM A MA— X REE 20 mg, A b aUEETE 100mg (—
g a7 nl A+ (EEFHEEL)

HRERHPENIHE  IRIGVIR TR EHECE

e LA HERURE (@B, A, RAav e ) Avr (EEFHER2) LT,
Bl 2mg/kg (RE) % 3 MBI T 30 S8 TaBEiE+ 5,

% & R R E E  MSD B ettt




2. KFIORKH. FREF

A b— A SIEETE 20 mg RUVI00 mg (—B4 - ~AT e Y Xv Y (EE TR
2). LUF TAKl Evv5,) 13, PD-1 {(programmed cell death-1) L ZD YN FTH
% PD-L1 R UIPD-L2 & OSSP EBEHET S b MblgGs €/ 7 o—F AR TH S,

PD-1 RS 1T T $EA 0 Mo B BB /s & B4 5 1o DI 23 ARBRE S 3~ 2 272 S re il
A4 o F T, PD-1 1L, fRBEARRERIC 5\ TV T Mo MBEREICHER L, Bk
ERIGE SR RLE ULBR e GRS EHET 5, Tabb, PD1 IR P
ST AT LI LV PESAEKICL AV PV EESBICRHBET DRAERTH D, PDLI
@Eﬁﬁﬁﬁ%ﬁé%ﬁ@bfﬁf%éﬁi%(@ﬁh%@ﬁﬁT%%@@%%ﬁié
I ERICRELTWVWA, SAMBEIIZETA PD-LI OEREL, BHIRRE. WEEE,
IFalas . BpEGE . SE NI RSO RBATTFRFRR T THY . B ERFRL
OB #RE STV D,

W DI A ORI T & PDL1 RO S PD-1 & PD-L1 ORMITEREO
G BV TEEAEE A 2 EARB AR TR Y RPN ATREORI S L
THIB I Tna,

AFNE. PD-1 & PD-L1 ROPD-L2 O U 4> RoEGERET 2 Z itk B
O NEREE T O JEEYS ROERESME T U oSk B L S8 bUER S 2 ST
B ETHEEDR A2 RET D,

AR ORI RS GEEORERINC L 2RIEMSE R H bbh, BRI
E AT H 5, BFIORETRUESHICE, BHOBEL THICITH, AFPE
B REEAITIE, S LIS U R0 ik L RS & REOIERT & 8IS L Ol
B EBIBE 21T, BEOSERISIC X ARIFAINEDR S BA I, RIBRERL
EUHIOESHOMBENLNEEZTOMLEEH D,



3. BREREGR
TR IR G 7 B R O RGERF I 2 1T - = Bl R O 2 =T,
[#%01E)
OENE b HRER (KEYNOTE-041 3 E&)
EFRIEEO R WA B ) A= @ETHEL) BT AU ae7) L))
EEERV L VUR L ETORFEER AT 5 RIBINR R B BAE 42 41
(B HMMEMNT RS 3750 B8, A% 2 me/kg 3 BREME CLF T3w) L 35))
B 5O R SRR ?é%uio 7ok, BEHAMN TEREITARD LA,
BB T HERSIRD R A VEOEREMNCEE L UV A B T, IEILEOE
B R BT RS NS ETHAORE EMGT A Z L3RR S, TEEE
éﬁﬁrfaiﬁ T DFEHFERECIST H A K7 A LIRIZES <RI L 25288 (CR)
T#5r 2% (PRY] 13, 24% (95%(EHERM : 12~41) Thoto, B, HANHRTE
L?‘:Eﬁﬂﬁii 0% THo o,

@A E TR (KEYNOTE-002 35)
AV A7 L BEERESE T ARG E L EM EAEBEE ST, AF 2
mg/kg Q3W H 5 R TN 10 mg/kg Q3W G5 OFMER TEEMEN | ALERE (FhAy
YOTEYCIR, ANKRTZF RS UEXENNNTAIANR T TF o457 ) 2
T, BT TICC 81 29 ,) RRBRE L THRHE SN, 2B, BT TR RIET

SR LG, ERIETE2 R IERSRS N VWEOREKNIZEEL TWHE
%’T@i\ WEIPAE OB TREAEITNED NS FTAKOBRS 2o 2 £
ARE L Ao, FEFEE X2ATFHR (0S) KUEHEEATEM (PFS) &N,
AANIAL SRR L i LT, PFS # B EIZEE L,

# 1 HHMpAE (KEYNOTE-002 #X5#R)

A 2 mg/kg AHL 10 mg/kg w355
Q3W Q3W
(180 #) (181 ) (179 #i)
0S | wdeff [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) ~ (8.9,13.8)
oA R EET 0.86 0.74
(95%CT) (0.67, 1.10) (0.57, 0.96) -
p " 0.1173 0.0106
PFS"' | dufE [B] 2.9 2.9 2.7
(959%C1) (2.8,3.8) (2.8,4.7) (2.5,2.8)
N R 0.57 0.50
(95%C1) (0.45,0.73) (0.39, 0.64) -
p g™ <0.0001 < 0.0001

Cl:{E8EW]. *1: RECIST H4 FI A 2 1.1 RICE-S < R E R UIBESPEZ 1 AT,

*3 - @R Cox Bl — FEF A0k

DALFRE & DI

4

3 ERID ST Lo




100 75

99 - —— A Dk GIW
80 - oo AREIE/KE QW
20 R
& 60
g 50
# 40 7
30 §
20 1
10
O m 1 ""“'I""‘ 1 TR AT, | i 1 ) T 1
¢ 2 6 9 12 15 18 21 284 Z7 30 33 35
at risk2y S:rFRg (A1
EE 2mg/lkg Q3W 180 133 a5 70 &1 1 0
##10mg/kg 3W 181 138 99 79 67 12 0
{ESeRsE 179 115 80 60 48 g 0
OS @ Kaplan-Meier Bi##
wmeene L 3 Mg g QIW
- A i0mg/ig QW
at riska% sEETERIA]

#F2mg/kg Q3W 180 153 74 53 26 9 4
FEI0mg/kg Q3W 181 158 82 55 39 15 5
{Lgoz 179 128 43 22 15 4 2

S X

PFS @ Kaplan-Meier Bi#




s H MARFER (KEYNOTE-006 3XE#%)
AV LA TILLBBEROWEA Y AT E2EER 0 1 LY AETORSE
REREEZ AT 2R BEEREEEH 2 812, AF 10 mg/kg Q3W HE5 KT
10 mg/kg 2 BN (LT TQ2Wr &Wi,) BH5EOEMMRUFEEMN, f1 U a<
TERxEE LT &SN, ok ERITM CREBETERRD HAEST. EREST
EATIERPRD N WEOREMICEE LT 2RE T, RIEBLUEOE QI
REETHRD LN D ETHRAMOBE LT 5 2 LT L S, T ERMEEE 1L
EAFHE (LUF 10S) &vd ) RUMEEAFUMN (UT TPES) &vva,) L&,
BENIA Y A7 LB LT, OS KU PFS 2 HEIZEE L.

- #F2 AR (KEYNOTE-006 35

A 10 mg/kg A 10 mg/kg FaI NN
Q3W Q2W
(277 ) (279 #)) (278 )
OS" | dskfE [A] NE NE NE
{95%CH) (NE, NE} {NE, NE) (13, NE)
A R 0.69 0.63
{95%C1) (0.52, 0.90) (0.47, 0.83) e
piE" 0.00358 0.00052
PES™ | dhdifli [H] 4.1 55 2.8
-8 (95%CI1) (2.9,6.9) (3.4,6.9) (2.8,2.9)
AP — R 0.58 0.58
(95%C1) (0.47,0.72) {0.46, 0.72) —
pE"™ < 0.00001 < 0.00001

Ci: KM, NE: #ERF., 1 AfEREOF—F (200543 438y bt v, 2 B
Bl Cox (il W~ FEFALELBAE Y A7 L O, ¥3 . B9 0 75 7 BE. *4:RECIST
HFAFT A 1 RRIZ &3 ML U 7 BT RHE e OB S P R & ARF, *5 : PRSTE O
F—% (201449 B3 BHw b4 T) - '



S0 -

80 -

70 4 N
£ 60 e
50 -

f 40
30 7 o dmmdmg/kg QAN

20 e ARk QIW

107~ rewLwS

O trrree prrereT prrerer prrerere A ada prrrrre provrrrTeT prevrrrre prrrrrT
¢ 2 4 6 8 10 12 14 16 18

at risk#%
¥ 10mgskg QIW 279 266 248 233 219 212 177 &7 19 4]
FF10mg/kg Q3W 277 266 251 238 215 202 158 1 i8 4
AU LeT 278 242 212 188 169 157 117 51 17 0

0S8 @ Kaplan-Meier Bi##

100 {78 o
3 R v e A0 Yo Py QYD
:g_' L % o HBTEIkE QW
£ 70 ' % —— APULTT
& 60
& 50 -
B 40 -
§ 30
20
107
ﬂ RIS A S IR R A SRR AL WL BRI LI B A MU LR
0 2 4 6 8 10 12 14
at risk# AR EFARLR)
FE0mg/kg QW 279 231 147 o8 49 7 2 0
FF0mgkg Q3W 277 238 1323 o5 53 7 1 1
AEULTT 278 186 88 42 18 2 ] 0

PFS @ Kaplan-Meier BifR



[Zatt]
DEAE 1 bR KEYNOTE-04] 350)
HEFZIT. 4142 6] (97.6%) 12RO B, BRE L ORBEPGEAEE TR ARVESE
BRI, 3442 4] (81.0%) IR H LN, BEEN SR EOBIERIITHEO LB T
BT,

F3 BERE WA EOBHER (RIS ER)

Eoyeg i ‘5:\,‘%:5 (SOC, g O Class) {ﬁjﬁ (%)
By R " System Organ Class ‘
FAFE (PT: Preferred Term) 2 mg/kg Q3WHE

{(MedDRA ver.18.0} 2
“=Grades Grades 3 B4 b

24t 34 (81.0) 8 (15.0)

' Hﬁb\ﬁmﬁ%ﬁéﬁTr o _ 05 0 0o
%ﬂ%]@% E : i
om R R i
e @s‘rﬁ*%mzv REHORE CEEa s s

. 19

R R R an o0 o

BRI o 3 an o 00
CREBLOETEREE L Do

T DI 6 (14.3) 0 0.0}

R E B 6 (14.3) 0 0.0)

S H MR 3 (7.0 0 0.0

72, BIEVEMRE 1 (2.4%) . KB4k - ET#J)T%{ 206 (4.8%) | FRisEREE
i (7.1%) . FIAHAERE 2 4 (4.8%) . PR IEMEEREE 6 ) (14.3%) | mfusmn reaction
18] (2.4%) RO E DB (2.4%) z‘mzszbb;mao o, HEREE T
L fERREE) | EHRREEE (RMEMENE LAY | BIBREE,. 1 @ﬁéﬁf”, Eff-fff)
GRS (RRERIEIRE LS, S, MBS | PR, Aid - BEm BARE .
HER MDA, Mgt - BIMRAE, Dde. SRSt M MRS MESRBERN . B iR R R
FERBIFED b oz,

DS RS (KEYNOTE-002 3E8)

AEFRIT.2 mgkg QAW B 172/178 1 (96.6%) . 10 mg/kg Q3W B 178/179 4 (99.49%)
BOVICC B 167/171 ) (97.7%) W5 b, RRE L ORBEMESTE T VESE
FRIL. FAFR 1217178 7] (68.0%) . 133/179 5 (74.3%) R TN 138/171 14 (80.7%)

RO LA, W OB TR S%LL LOBFRILTRO LBy Thoiz,



£4 WFheORTRHERED S%UEORIER (Z AT X SR E)

ESE AR (SOC: System Organ Class)

% (%)

HEAGE (PT: Preferred Term) 2 mg/kg Q3WEE 10 mghkg Q3WHE ICCH

{(MedDRA ver 18.0}

1787 17970 17161

“£Grades Grades 324 “&Crades Grades 3EL_E “Grades Grades

300 E

ZEIER 121 (680)_ 20 (112) 133 (74.3) 25 (140) 138 (807) 43

ﬂﬂﬂ&’fﬁ tfﬁu ,;\gpg_g::._;._,_ i
San
B E BRI
A R R
md*&?@z&f o
CRAmEE L
' %bﬁﬂ%@i‘é‘%i&?f
-f_ri%ﬂ%lf%%
L fEE
Tl
i
W
: ';ﬁx f
CUEAE
I
%?ﬁ
Cammy o
! Z’f‘t%%iantb\ RS R
. ﬁaﬁﬁ?ﬁ B R T e S T ¥ S SR (% ) S (06) 9 (53 1
ilatid e sp o2 an 70 @39 0 08 10 68 1
-'_"@%&%ﬁ% e R R
Sl = o -r.lx\%w o ' 2 an 0 oy 0
s b oqes 0 (00 2
_.:"'&rgid;:tf&? %ﬁ%&ﬁ%ﬁ% i e
It T - X
R 9 (51}
T 5 R 37 (208)
15 21 (11.8)
B B R S 5 2.8
SHEBE 16 (5.6

é‘%ﬁ“%b {H’% G ff?ﬂ“%iﬁ

(0 6 7 (3% ¢ (00 35 (205 9
©0) 0 {00y © (00 14 (82 6
©0 1 (08 0 (00 14 {82 6
©o 1 (e 1 @6 16 (24 4

(2 8)
6.0}
(0.6)
(1

3
G
1
2

=

L0013 oan o e o

el

OO 9 B0 0 {0 E1 0

®e 19 (e 2 {LD 82 3
0 16 (8% 1 (06 56 (327 4
6 10 (56 1 (06 26 {152) 4

ot
o
-~
fd bl
e e ™
—_ 0 D@

3 oo

'. —~

R
—
=

G 52 (e 1 (06 6 (363) 8
L0 o 11 en 0 (p & @4n 1

. (OC') ) li_ (6 4} .

<@

(20 5)
(1.2}
(3.5)
@7
(0.0)
(1.2)

{0.0y

(0.0}
(€0}
0.0y
(0.6)
(0.0)

o®H 1 06

o0 9 G0
(.0F 42 {235
©0} 18 (10.D)
©6y 10 {56)
©0 9 (50

O e o b B
(=Rl vl

& — o oo o
e =

5 2 f .'ﬂ 1>' 3 dsy o

{26.3)

..(5’3) --

(3.5)
(3.5)
@3)

00

(©00)

{1.8)
2.3)

L2y

(47

R

00

06

i
_ (_0.0)

T

(0.0)
6.0)
©.0)
(0.0)
(0.0)

7245.2 mekg Q3W BER U0 10 mg/kg Q3W BEIC BT E R, ME MM E 1 11(0.6%)
KU 4B (22%) . KBS - EEEOTH 1 (0.6%) RU6H (3.4%) . ARERE (¥
5 LS L—REMEREAE) 2 B (1.1%) ROt 0 1 FTFHEREIRE S 13 41 (7.3%) UM 15 #1 (8.4%) |
RHGEEREE (AN RIS A%) 16 (0.6%) RU1H (0.6%) . TEREBERE
B (0.6%) RO # (1.7%) . HURBEEEREE 14 8] (7.9%) RU 15{15 {8.4%) . infusion
reaction 2 7l (1.1%) RUF3 6 (17%) . EEOKLERE (HREKBEIREGR. S
BE. EFEEE) 18] (0.6%) ROTLE (0.6%) . B 1 H (0.6%) RUN0 B BIER
ﬁ!%')}?"“o{il&(ﬁ 11 (0.6%) . MM - BEMEAS O BIRCR L B (06%) | LNZEE S

g5 0 FIRTR2 6 (1.1%) TR LI, £, BIBHEE, | BHERA, k- SRR
ﬁfpﬂﬁ\ S . SR L R A M SR B . VA M o R CRIRFFERE ia@&) HALigino
Fr



G F MR (KEYNOTE-006 35%)
HEELIT, 10 myke Q3W £ 264/277 71 (95.3%) . 10 mg/kg Q2W BE 275/278 171 (98.9%)
T OV IPY % 239/256 (1 (93.4%) Zidd b, IBRIEE ORRBRBEETERVFES
BiL, FRAN 202277 ] (72.9%) . 2217278 ) (79.5%) KUY 187256 ] (73.0%) 2
WH LT, WTHHORCHRBEED % LOBERIITEO LB Th-oTz,
%5 WIhhOETRERR s LOBHER (R2EET s

; FIH (%)
BERIRSEE (SOC: System Organ Class) - - .
HAGE (PT: Preferred Tenn) 0 mgﬁ%{%3wﬂ¥ o mgé%f%zwgi ;Eg;;
(MedDRA ver. 18.0)

% Grades Grades 3511 ©Grades  Grades3il B ©Grades  Grades 305

SERHER 202 (729) 28 {104y 221 (79.5) 37  (133) 187 (730) 51 (19.9)
PR o e e R e
kR T T @25 0 08 17 % 0  ©) 6 @23 0.4)
FRBBAE I TIE . L I Ge 0 @y 25 00 1 @04 2 @08 0.9
ﬁg%;%gg sl b b PR
iR r 5 (1.8}
ENE RS 8 29
T ' 40 (144)
O : il 4.0)
ol 31 (112)
gk _ 5 (18)
“‘ﬁﬁﬁ%’?ﬁ%%&?ﬁﬁ%%ﬂfﬁ@i}cﬁg
' ' o 31 (112) 0 (0.0
53 1 (04 s

—_
D e

(0.0)
(6.3)
3.0
©.0)
0.4)
{0.0)

00 15 (59
a4 19 74
@35 58 @7
©0 1 04
(0.0) 22 {86)
04 14 (55)

©0 10 (36
18 4 (04
(L) 4T (169
©0) 20 {72)
(4) 28 (10.1)

(00 10 (36

(=2

O
e @@ &
N

09) 0 OO 39 (52) 3 (2

b

_ (6.5) L0017 6 a8 0 00
ERSER LRSS T e e e
BAER 32 (16 1 04 26 (4 0 (OO 13 (51 2 (0.8)
RTE 6 2z 0 19 {68 1 {04 5 (20) 1 (04)
BRBSORTHESRE oo e e e e
T 5 EAE 39 (141 0 ©0 40 (144) O ©o 65 (254 1 0.4
RiB 37 (134) 0 00 4 (14T)y 0 (GOy 37 (145 2 {0.8)
SHtEan 31 (10 00y 25 (9.0) 4 (16} 0 (0.0)

=3
P
e
k=)
=

7233, 10 mg/kg Q3W BER U8 10 mg/kg Q2W BHIZ S5V T 2, VB PRI 5 4 471 (1.4%)
B (04%) . KIGHK - BEOTH 10 # 3.6%) KUN13 4 (4.7%) . HiREE
(FT 2« NL—EERES) 24 (0.7%) RU0H, MHEEEE 14 6] (5.1%) KRN23
Bl (8.3%) . B#uelEE (RMEMELELRSE) 26 (0.7%) ET1H (04%) | T
{EHEAEREE 1 ] (04%) ROV (0.4%) . FUIREREAEREE 28 1 (10.1%) MU 33 fi
(11.9%) | BIFEREE 14 (04%) RU 26 (0.7%) . infusion reaction 7 il (2.5%) M
S (1.8%) . 1 BUBEGRI L 5] (0.4%) RO O, EEORBEE (REHLERER
B BRHEE, HEFEAEES) 0 FIR O ) {0.4%) . BER 1) (04%) RUVT# (0.4%) |
s - AERUR REARAE 1 ) (0.4%) RN OB, MR - BERZE 0 IR T ] (0.4%) | A
2 AE MRS 3 B (11%) BTV 1 8 (04%) CRREO BN, £, HEAENEE,
RS, BV NRIE P MRS, BRI R UIRFREEIED oo,

10



4. HERIZHOWT

RBAME U THERRERE (&FHE) MR Tha 2 L0 b, HiGHELEY)
LEBTX AR THALENH S, FOLT, KHOREPEYLBE LB - FE
L. AF ORI L EEABEASRE L ABISHET 2 2 L 0B8R2, LLTD
D~BOT TR THRCBOTERTARETHS,

D HRizonT

@1 FEo (1) ~ &) DWTFRBICEEN T IR THD Z &,

(1) BAFBRENEET S PADEOEEILTRIES (B E RS A BRI .,
Mgk A3 A FGEIEIL SR . IS A BRI &) CER 294 4 B 1 AEFA
434 Jifi gk

(2) $EHRERRE CER 294 6 B 1| AR - 85 Hifk)

(3) THEFFRMESREET 58 ADFEERR (BADROEEEERPL, M ABREE
FsE. M AR NEEREE R &)

(4) SRIEEREELZHRE L, SR RREINE 1 SIS R P EEINE 2 Ok B
RS REEIT> TV D CERE 28 4 7 A 1 B 2 2540 JEsk)

(5) PREBMEIEEAG S & HNE ORREE RS BHET - TV ok (PR 28 7 7
H 1 HEE ;1290 Hea%)

O-2 EMEREANEOSEFEEE ORI RO IG5 72 ik & BB A O ER
(TROWVWPTRMNTZYS T AEM) 2, YEZEROLRRICETIHEROBER L LT
BEEIRTWAZ &,

=

. %W%%ﬁ%ﬁ2@@%%@%%%TLE%K5%%ﬁ®ﬁb%ﬁ@%%@%%
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