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AlCC American Joint Committee on Cancer KENASREER
ALK Anaplastic lymphoma kinase KoL) voNfExR S —F
Al-P Alkaline phosphatase TNHYEAT 7 4 —F
ALT (GPT) Alanine aminotransferase (Glutamic TT7= ‘/770 N /‘ ~Z ‘//j 77 *:‘{Z (7 v
pyruvic transaminase) HIUBELE U N T VAT I —F)
APaT All Participants as Treated B A 1 B EG SN =T _XTORE
ASaT All Subjects as Treated R A 1 [BIDL B ST X ToBHE
. . TANRGHRNRT I ) VT AT 2T —F
AST (GOT) Aspartate.amlnotran.sferase (Glutamic (FANH I AR Ol S 2T <
oxaloacetic transaminase) R
J—F)
AUC Area under the concentration-time curve | % — B¢ iR T i fE
BICR Blinded Independent Central Review SR TSP ERE RS
BIPR Blinded independent pathological review | H 9555 B2 i
CCRT Concurrent chemoradiotherapy [F IREA b7 R RS
cHL Classical Hodgkin lymphoma WHR AR X U R fE
CI Confidence interval 15 X
CK Creatine phosphokinase I VT FURARF ST —E
CL Clearance gVT T A
Conax Maximum observed serum concentration | s MLV I E
PD-L1 Z %3 Lo ffatk (g, <2
CPS Combined positive score 077 =Y RO RER) AR
ThHRL. 100 & % U7 fH
CR Complete response FERTER)
CRR Complete response rate TERRNE
CT Computed tomography a U E o — 2B REIE
Curough i(Ijl(t):r(;e;tranon at the end of the dosing Py I TR RS
%CV l(;;iif;ll(;ient of variation, expressed as a B RTR LI SR
CYP Cytochrome P450 F 7 a L P450
DCR Disease control rate S ha— L
DFS Disease-free survival L5 A A7
DLT Dose limiting toxicity FH =il PR w1
DMFS Distant metastasis-free survival i R SR A A
dMMR Mismatch repair deficient I A~y TIEEBERE KR
DOR Duration of response FEN ]
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EGFR Epidermal growth factor receptor FRERRTF =R
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reatment of Cancer
EU European Union R EES
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FDA Food and Drug Administration KEA S EE L
International Federation of Gynecol S gy
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GEP Gene expression profile BRI T 7 7 AL
GVHD Graft-versus-host-disease B A e 9
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Pharmaceuticals for Human Use
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IRC Independent Review Committee MNHEEREES
IRO Integrated radiology and encology HESRHR 0 R OB A48 & 7T A
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ITT Intent-to-treat ER b SN T X TOBHE
IWG International Working Group BrU—X 7 T —7
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N e I T
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VEGF Vascular endothelial cell growth factor 1ML PN Rz B4 K]
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1.

B DEE
XA h—FOEEEE 100mg [—f&4 : RA 7 X~7 GElaE# ) . BLTF. A%I] 1%, PD-1
(programmed cell death-1) & ZD U > RTH D PD-L1 KU PD-L2 & OfE A ZEHERET S, & b
b1gG4 €/ 7 v —F LHETH D,
PD-11%, %, IEMA THAOMEEmIZEI L, VT RBREET D Z Lok v URZRIRIC X
Ly T T IBEEAICHIET 52 FIK T, B ERERIGE & T R38R 72 6o KOS 2 B 3
%, PD-1 DV > RTH % PD-LITIEHABIZ DTN L T DD, %< OB AMIETIE TH
oo 2z 21F LEEICHEELL T, PD-1 & PD-L1#EIL, S AMM)S T #0502 B (R
NHIRND =D T 2 E /2B A A v F L7go>TW5, BAMIEIZIIT % PD-L1 O EFREL
. B, RN, AR, SRELE. FE/NIEAEE 7 £ OBk & fe A TR B, IRWATFE
EOMBEMERRE SN TREY, TEARRNTFTHLZENRBENTWDS, BEONADERNT
% & PD-L1 38BLOMBIMED B | PD-1 & PD-L1 OB IIAEL O Z MR IC BV CEEREEH 2 9 2
EWRBINTEY, BN ATREOER & LTI ST 5,
AF#L, PD-1 & PD-L1 X (X PD-L2 D U v ROFEAZRET S Z &2k 0, EEMNRE f o fE
R A ENE T U o SERATEM LS5 2 L THEERI R 2 RT &2 b5, ZRbDM
R AR OERFE DT DI, KE TRYOARBZ TG L7z, 202543 HBI/E, KEKODEU 5
T 109 OE X Tk THAFRE STV 5,

<M ERAE>
AAFNL, 2013 4F 4 A, KERMESKLF (FDA) L 0 #EITHEEMERANEIZ%F 5 [Breakthrough therapy
(BEHIRTEREEE) | OFREAT, 2014 4 9 A IS AR (KEYNOTE-001 #R) OfERIZHE
S&E, A BV L~ T 1E#ER KO BRAF V600 & AR 215 555413 BRAF [LEANC L 5 16# %
(IR BT VR DT UIBRARE TR E O B B ANE | 2 3mE U3 E & LTl R ST,
AFRIZEBNTIE, MSD RS HIZ L 0 AFIOEFRRBR S F0E < 4v, 2014 429 A 17 HIZix TEMER
Bl # TEINDNEEIINF L LT HERMICIEE Shz BEERS ¢ (263 350
7] o EWNE RS (KEYNOTE-041 3) 128\ T, HARNEMERAEEE TR 2 ARK 0% 4
PER OE IS RET S e Z &2, 041 5lBR, VS EE TARFER (KEYNOTE-002 35R) & OS5
MAAFER (KEYNOTE-006 k) % F 225 BRAE & L CARGRHGE 21TV, 2016 429 A, TRIAUIER
AREZRFEME R AR A RRESUIZNR & L CRUE IR PR A IS L7z,
FDHITFE N LT BEERRBREEROET Y v 7& I 2 b— g VOFERICESE  HIEROHESR
1 [8] 200mg O [ EHEICE L3 25 BLERFGAGREHO AR RGEZTo 7, I HIc, ERRILFEE
IMAHFRER (EORTC-1325-MG,”KEYNOTE-054 i) O#fR L 0 | FaRUIERE DO X7 — MO MR
IR AMBIFRIEIC B T D AR OF MR NREESREGT Sz 2 L nh, BEEREARFED
—EREEHRGE ATV, 2018 4F 12 Al HEMEEANE | OhRE I FIzxt LC 11 [8] 200mg % 3 i f#
kR C 30 3l 2T CRIEFET 5, 7272 L, INEMBIRIEOLA T, 5T 12 » AMETET
%o | OREROHENAR I,
Mz T, 522UIERE%E O A7 — Y MB XUF I C O EM:BAANE B 1Tk 2 AR O A Bh L O A e
K OV 2 it 4 2 [EER AL E 5 AR ER (KEYNOTE-716 #kBR) 733 S 7z, 2022 4F 9 HIZE
w3 117, BRRRGEE) 128V T KEYNOTE-716 R 2850 L 7=,
¥ D% ARGRIE L 72 FIE K O % < 400mg 6 B EEIFR#EG- > 0 E 2 2 1

< UIBRARBEZLHEST - FRRE DI/ N iR >

FE/ ISR ITIEE |2 k3~ 2 A 00 BRI 0D i PR BR 8 1K NS CRRAA S 4u7z, 2014 4= 10 AIZ FDA £ 9
[Breakthrough therapy] DFRE &% 1F. 2015 4F 10 121, #Eshss 1 AHRER (KEYNOTE-001 7X5%)

DFERICHS & [FDA KGR SN - T PD-L1 OFENHR SN, 77 FF A (&N EGFR &
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LR UT ALK @A BT OB AIRE N SIS T HIHEK) 12 & 21 % IR BETRD
SRR NI | &2 2hBE SUF iR & U CRUEARE S 7z, 2016 4F 10 A 121E [FDA THGR
SN7-ME T PD-L1 OFERE (EEMEO 5 5, PD-L1 BEBGMEMEOEIS 2 50%LL ) T EGFR
BIR T AT ALK fEEG TR0 NI 23T 5 —RIBE ) 22BEXI3shR e L
THAGR SN, £7. 20194 4 121X [FDA THER S 74T PD-L1 B34 T EGFR &5 14 #. X
1% ALK RSB AR T B2 O SN BHEIER SUIARTE R L B IE O W T U il S 20 A 7 — U TIE
7N R AT S X RS FE /NS |23 2 —WRIB ] A RhRE IR & LR STz,

AFNC T 5 BMEETIE, ERNE AR (KEYNOTE-011 3B/ S— ~ A) (X0 . FE/ Nl
T E N A BE BT 5 AR E S, AR Ve ARG 2 BRI Tirbh iz [EHER
HFEE T /MRS (KEYNOTE-010 #R) ~AKH O b3 L7, 010 3 BRE Y, ZO®%ICHEm S
AT ENE TR (KEYNOTE-025 #R) 2 2 ealBriaiid & U CORRBHGE 2TV, BiniEh L
[ BRIL A 2B AR SR (KEYNOTE-024 3lR) OFER bk E 2 T, 2016 4F 12 A2 [PD-L1 B0 SR
RHEZRMEAT « R DIE/ INHIRETRE ] DZNRE UTZN A IEIMAR ST,

FTo, ARFIEMPEIEICEIT D PD-L1 B O FRIERE O 70 LT TR M IR/ N fa it /B 1kt
T HARNMEE R L 72 E R FE TR (KEYNOTE-042 3488) ([CAH S b L., AFIoHE
RIRICB T 289 R O e m STz,

ARH EALFFE OO FFRIEIC O W T, ALFRIERE O 72 AT XXM EIE R B R R/ N e i
BEERNRE L-WANE T/ THEER (KEYNOTE-021G#RER) TEOLNIAA, <A FLFE R
FU ZAKFI (LLFSA KL FtE R) ROHILRT T F o O IREDZSNREDRE RIS X
2017 4= 5 A IZK[ET PD-L1 OFBURIIZ 23030 & T IER T LRIt 2 #IEREE & L CRIEAGR
IS LT,

LFRERE D 72 RS M IR R S bR e Ml BB 2t & L, AAlE <A MLFd& KR T
T HN O OF L O M 2 st U7 [E R ILF S AEEER (KEYNOTE-189 k) # i L7-, =
ORERAE RIS & | KEKO EU TiE PD-L1 ORIVRIU 20 BB IEIE R R IR/ N
% U CHIRNRIRE OMEISTER & L CORFEEITV, 2018 4 8 A KUY 9 AT A B L7z,
FTo, ALFEEIERE O 7 DB R - BRI Nl B A At g L L, RAIE DNV R T T F U RO
N7V XA NF R Y ZXE (7T I EER)  (LUF nab--X27 U Z 8 )1) OOFHEED
FE 2 st U= E B[RS I AER (KEYNOTE-407 3BR) Z 3946 L=, Z OB RIcE o X,
KE KON EU Tl PD-L1 OFRBURDBLIZ 3030 b T HEBNE R E R IE/ IR fE 25 U CRIENEHR O
BSIER E L TORGEZITV, KETIE 20184 10 H, EU TiX 2019 4F 3 A IZAGRZ HUS L 7.
AFRTrE, EWNE 1 HERE (KEYNOTE-011 38/ 3— F B X UV— |k C) OFERICBNTHRIGHED
HEAT AL ERFE ML I/l e il 8 R L2 % 37 B AR H O OF IR IE O 90k OVE 2P REF S vz,
KEYNOTE-189 75 } 0" KEYNOTE-407 RERICAF B & B0 LT,

A TlE, KEYNOTE-189 ik, KEYNOTE-407 i M OV KEYNOTE-042 5k & T3 2 ik Brplifg & L
THRUEIREAGE FHHO AT HFEZITV, 2018 4F 12 A1 THIBRRRE 72 AT « FFFE O FE/ N e il |
DABEZES LT,

< FR/NIBRBE (23T D AR - IRl Bh R s >

EEPRI I L, THA 1 X TIB 3 o0 JA A 0 6/ NI it fE - 2 e 50T, IR B IE & LA &
{E2EEE O OF FRETE B O A B 15 & L C O AHI B L O A 2tk B OVEE A % BT 3 2 [EI RS 4
[ MAEEAER (KEYNOTE-671 5tlk) 723MThoi 7z, KEK T EU Tid, ARBRORRIZED Z IR/
el fifides OTHT - IR ABIRIE I D AGEHFE 217V, KETIE 2023 45 10 A2, EU Tif 2024 4 3
AIERERS LT,
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AFRTrE HARNERZ 510 KEYNOTE-671 R 4 FEME R & U CORRBHFEAITV, 2024 - 8 A2,
[/ IR IRE L 35 1T AT RIT - AT A M BIRTE ) OZIRE ST AL O TR B TE Cld, thooHiisik
JEEA & OPFRICBW T, @i, AT, a7 nl X~7 (B ff#z) & LT, 1/ 200mg
% 3 3 I RIRE S 1B 400mg % 6 W FE T 30 R CHRIEFET 5, T Ok, ITRMEBIEET
iE, a7 nl X7 (Efa#iaz) & LT, 1[E 200mg % 3 8 EERE X% 1 [ 400mg % 6 [
IR C 30 23 Rl CAuilsE 3 5, &5 5UL, 3 EMEREGO5E ., ek 40 % <,
A BIFIEIL 13 [B1E T, 6 WMIEIMRI G- D6, INATHIBIREIL 2 [BIE T, e miBhfiziX 7 [
FTET5, | ORHEROCHEOERZIIG LT,

<P UTEHETEDO E R O ) LR E >

RUF Y RIS R D EEARBI I, 2013 4F 12 AIKENC TRIAA Stu, &M gsiEs s 2 xfg L
L 7= 1o 315 T ARER (KEYNOTE-013 35R) 12 & 0 | ¥ SUTEEEME RS Ehfs LR/ TR Ak Al
FUX ) ONEREF BT DARKNOBEMER OFIMEZRF Lz, £0%, AR ONZeME
BET 5 BT, BRUTEIEMEOHIMAR DX U U BRE AR E LT ARANZ G TeER
% D AHRBR (KEYNOTE-087 aklR) 72832k S u7-,

WAMEIEE T FE55R (KEYNOTE-013 #l) | [EFEHLEE TR (KEYNOTE-087 k) D AkiEIC
F3&, 2016 4F 4 A2 FDA £ W [Breakthrough therapy ] DfRE %32 F 7=, KETIX 2017 4 3 H I
TEREMESE 3 LU A UL EOIRIFEZICHER LI AR OVNE SRR % U Vol DIRE ] O
FHRE XTI & U CGREFEAGR S i,

AFNZFDTIE 2017 4E 11 A THERESUTEEHEMEO B AR O x U 3 ] OREE T B
DARBZEIUG LT,

Mz T, 11 VYA Ll EOARFEREERE 2 A3 2 R SUTEEMEO PR % o U UoRE-RE ) (12
X9 D ARFNOHINE K O 2 & a2 ERE LR 5 AR ER (KEYNOTE-204 #858R) 73 kit S iz,
20234 6 HICETIRSC 117, BERAGRE ] 128\ T KEYNOTE-204 Bt 2 1850 L 7=,

<HRIBUIBRRRE AR IR I b Ry >

PRE& ERegEClE, PD-L1 RBUGMEDIREE LR 2 k5 & U2 1Es e 1R (KEYNOTE-012 #5R)
Dar—k CIZBWT, AFDFFTETH UM O R EREICR L CRIFREEMETm 7 7
ANERLUIZZ LD BEOBERRBRGHE - it X, 77 FFRAIHR LSRR IC R X
VLT U 72 AT TE AT E O RIS R B 2wt & U - [EER L FZE MAERER (KEYNOTE-
045 3BR) i Z TEARRBEE E TO2WET — ¥ Ny r—VIiIciEoS5%, KkETIE FDA LV
[Breakthrough therapy | D57 %517 C 2017 4% 5 H 12, EU TIE 2017 4F 8 H @) BANAKGR 7=,
AFRIZB W TIE, KEYNOTE-012 345k & ) KEYNOTE-045 ikB & sl & kB & L CREBHEE AT 72,
AFNTEAE TG L 0 EEEEDIEE AT, 20174 12 A [ AALFHRER CHIEE L 7= iR15 804
REEZR PRI RO | DRVRE UL BN B M A&GR A S Lz,

T, ~RIBIRIZOWTC, VAT T F U EETLBRIE AR 72 R AT EL T SO TR O R 1 -
Fegs R 2t e & U7 VgAEE T AEERBR (KEYNOTE-052 3%BR) | YT TS MR IR i e
)i L U EERE RS IR (KEYNOTE-361 #6R) 723 &l /-,

—RIEHE L L CORFIEMBEIEIZ OV T, KETIE KEYNOTE-052 RBR OIS | 2017 4E 5
ANGREARE S 4L, 2021 4 8 HIC 777 F A % & e b PRI A 4% 72 ey e T S X5 R vk
DR ER IR | & 2hie UTsh R & L CIERAR & 72, EU Tld KEYNOTE-052 3B O Al 12 S & |
2017 4F 8 AIZ/KFR &A1, 2018 4F 7 H 1T KEYNOTE-361 sBR D RAEIC S & | ZhRE IR EN T %
75 F ARG T PD-L1 3B [Combined Positive Score : CPS=10] O RBFTEFTIE X ITEEBIED
JRE& BRI ) ~EE ST,



I. BMEICEYI SRR

EHIT, —WIBRE L TCOARFE DRV Y T NRF (EiaHEfz) OFREECONT,
VAT T T h B TR RS O R PTEL TV U TR IR S R B A kR & LT AN
[ b/ M#E55R (KEYNOTE-869, EV-103 3ER) | RFTHEITH SUIEBIEIREE FROE BT 235 s L
7~ [EER L E S MFERER (KEYNOTE-A39,/EV-302 iXER) 723 Ehi S iz,

K[E TlE KEYNOTE-869, EV-103 552 255 % FDA X ¥ [Breakthrough therapy] D8 7E %3217, 2023
4 AIGREAGE S =, £ D% KEYNOTE-A39,  EV-302 iABRICHES X | 2023 4 12 H I EREGR
SNz, EU TiX, KEYNOTE-A39,/EV-302 iRBAIZEE-S &, 2024 4 8 A IZAREZ B L7,
AFTIE KEYNOTE-869,”EV-103 #Bk, KEYNOTE-A39,/EV-302 7Bk, KEYNOTE-052 3Bk K& Of
KEYNOTE-361 35k & M AL & L CRLUEIRFEAGRFHO AR HFE LT o 1o, BATEE L0 E
FEREDOREEZT, 2024 4 9 AIZ [ AALFRIEZITHE U2 ARIR UIBR AR 2R IR IE BRI ) 228
U7 ZhRESUT R TIRIRUIBRANRE R IR LRz ) DGR Z S L7,

<P IACTFPRER TG LT - BROSHE~A 7 0T 74 MARZEM (MSI-High) 63
LEE (RN ZIRRE DRSS AR S) >

MSI-High 279 5 B LCix, 7 v be ) 2 OV RPUBEEEAl, 4% ) 77 F 0 ROA
U T T AN R DATFHRIERE O & 2 UIBRARE 22 R PTEI T T D I 2~ v FEHE (MMR) KH
X% MSI-High 473 2 55 « ELAGHE &2 %4 & U7z [ERR LR 4 T AERER (KEYNOTE-164 75k =tk —
A RO RIEHEE L CHEYER 2L ARIEE O & 5 YIBRAEE 72 R FTHEF T U E O MMR KHE
XX MSI-High #H 7 % B 4 x5 & U2 [FERS LR S DARER (KEYNOTE-158 #BR) 23FHHE - 52
i E 7=,

KETIE, 26 &2 BB ORBROMHRIC K-S E 7KGEHFE 21TV ) FDA X ¥ [Breakthrough therapy |
DIRE Z 5T, 2017 4= 5 A IS HIEH D B T2 Y) 22 TR UK 23 72V MSI-High B2 % LT
AR S,

AFRIZBNTIE, HARANEMZ G T KEYNOTE-164 7B = 48— kb A & TN KEYNOTE-158 #5 % # ¥4l
BRLE U CTHAGEHFEZITV, 2018 4F 12 AU T3 AL RIEZ IR L7217 - B OEHE~ A1 7
aY7 74 MAZEN (MSI-High) 283 5B (GEENLIGRNPNEERGGICRD) ® ) 0%
RE ST R BIM O AR Z i LT,

) SR & FHIAGEHIE O xR (k3045 6 A 22 H AT IRAEZSEH 0622 52 5)

ARG YIBRARRE TR 0 B Ml e g >

PR UIBRASGE LI E O B A 16k LTl A& 7 % o F =7 OO FIEIZ OV T, Pfizer £
2 &0 i ST RIBEOMEIT B IS B A 2 xt gt & Lol 28 1 FHRBR (A4061079,
KEYNOTE-035 #8k) T, ZaMEC O W TR Lz, ZOMEEZEE 2 T, (P RIEREO 22 WIRIEY)
BRASBE ST ME O B B (GRBAIRAD) 23t & U7z ERS LR AR RER (KEYNOTE-426
RER) ICBWT, RAIE T XL F =T OHFRIEE A=F =T OFENER NLZEEIZ OV THR L
77

KEYNOTE-426 ik # R /R MERAMAE & T O HFET — X Ny r— U2 HW T, KEKRWREUIZEBITS
R | Sk D S IB N FE 3T 47z, 7238, KETIL FDA XY [Breakthrough therapy] O#5
EAZT T, 2019 4F 4 HIZRhEE T ALEMN O 7K A Bfs L, EU Tl 2019 4F 9 A IZKGRZ BUE L
77

AFRIZF VT B, KEYNOTE-426 7R D plifi (2 F DWW THEFRHFE 21TV, 2019 4 12 A1 MRIRUIERA
RE SRR O B IR | OZNRESUT N RB M O AT & BfS Lz,

Fo, KR L LV oNTF =T OOFREIEICOWT, WEAMERIE [/ TTFEEER (E7080-111, KEYNOTE-
146 3BR) OBWIE 1FH/3— b C, EBEEL AT 2EENAERE GE/NEILiE, BMiaE, =



I. BMEICEYI SRR

(g, PRI BRI SESEERR T RO AT B R E) & kG B K R e OVHESE A B2 st L7z,
ZORER A E 2 ALFRIERE O 70 WOIRTEYIBR AR RE XIS M O B R o R (RBTAEIRTY) % ki 5
120 KK E Lo NRNF =T OO E L A =T =T OFNE L O M % il 2 E LR S MR
B (E7080-307, KEYNOTE-581 iXf&) % i L 7=,

KE O EU Tlik, 2 ORBRAE RIS ST B (25 5 —RIGH OIS IE K FEE 21TV,
KETIE 2021 4F 8 AT, EU TiX 2021 4 11 A AR EZ &G LT,

AFRTIX, FREDBEI AERE GE/INRaNE, BME, 70, R ROk, SESEE R &
o AN RAE) Zxtg & LIZENEBIE TR (E7080-115, KEYNOTE-523 &) 2LV,
HARNEE CTORA L Lo NTF =T OO FRIEOR SR OBEEERG LT-, Z0k, EESHEFE
FFHFRER (E7080-307, KEYNOTE-581 &) ~AH2H STz, 2 ORBRFE RN G, K
FTIX E7080-111, KEYNOTE-146 #ER D% B 1 #H/35— ~ | E7080-115,/KEYNOTE-523 7 & O}
E7080-307, KEYNOTE-581 3Bk % FAME KL, 1 SO M BrE L ERIC X 2 155E% IO L= RG]
AR BE XTI E O BRI B E A R I L oA F =T b m_a U AR EER L AR F =
HRIE D=1 U A ABMBRIEIC 69 D A 2000 K O 0k 2 it U 7= s 38 TARRRBR  (E7080-205
HER) ROIET = v 7 R A > b LERTEEER IR ST U AR TR AN RE S REE R o B/ s
BELZXHRICAFE Vo NTF =T O HFEEOADERRNL VA BEH L 72 E7080-111,
KEYNOTE-146 RO MAH/S— F 2B &L LT, HRIGUIFRANE S LRS- ME 0O B il e |
T 5 HEROCHEIZ L U TF =7 & OO L Z BN 5 JERFTEAGEFEHO AT HiE %
TV, 2022 4E 2 HICKRE TS LT-,

<M B T DT A B S >

BRI L2 30 1T DI B E IS LTI, BHRBRIN SR 4 TIBRINT £ 00 B Ml R e B 2 b &1
T AR IE & U CRA 2 BB 5 U 72 BR O A 2k B OV A % 51T 3 % [ BS 36 [7) 275 T AE 3R
(KEYNOTE-564 #B%) 7oz, KEKONEU T, AR O#ERICHED & BT O 4 )
PRI R D AGRHRGE 21TV, KETIE 2021 4 11 A2, EU TIE 2022 4 1 HIZAGRZ TS Lz,

A TITHARNEMZ 5 Te KEYNOTE-564 7R 2 fHE R & U CHRLE IR e AGE 37 I D — 8 B KGR
REEAATV, 2022 4F 8 A2, BRI IS I MiBhRIE ) OZhEE TR OB A TS Lz,

< PR S R ER RS & T 5 BHSE I >

B LR RIS 2 A 9 2 BASHEE (O L Cid, [EERIEREEE 1450k (KEYNOTE-012 #6k) 128\
T, PD-LI1 BPESESEES R B RE 2 xtg & Lz ad— b BIEONS PD-L1 O3EBLRILZ D720
SESHI R BB kG b Uiz adk— b B2 2% ). AFIOBEMBELEZBRE Uiz, #4ME TR
B (KEYNOTE-055:&8R) Tix. 77 F T AR Nk Y %o~ 7 RGH% I BT L8O 1BRIE
AT % R XTI PSS R 7 BRI R & X U ARK O R L & fiFt L 72, KEYNOTE-012
R & O KEYNOTE-055 sBR OfERICEES & | KIET 2016 4F 8 HIT 7T F 8% & e bR E
2L DIRER 2 A9 5 B3 TR R - L ROE ) 2 28e X3 R & U GREVRRE Sz,
£7-. I FFRUFIEETRIEEREE 1 [B3UE 2 [\ 5 B3 TR M G S 5 R L B BB % it
G b L, ARFIEIMIRIE OG0 022 2% it L2/ S TAERABR (KEYNOTE-040 35R) % J2i
L7-, KEYNOTE-012 ##%, KEYNOTE-055 58 & (' KEYNOTE-040 iR Ofk K-S % | EU Tk
[ Z FF0E % & e b FHRIEIC K DIREREZ A3 5 B3 TBBEIES R LR (PD-L1
Tumor Proportion Score ; TPS 50%LA 1) | OWFEEITV, 20184F 9 AICARR ZIUE L7,

F 7o, RIS R LRI 2 —RIBEEFE 2R L L, [RH - 77 F 7 8H (v
AT TFUXIIANRT T F ) « S-FUPFRBE ) X TARKIBIERE ) O 9ME % /et Lz EEg 3L
2 MAHFER (KEYNOTE-048 #5R) % ki L7=, Z OFBRRE RIS & | AREIOFHRIE L OAH| H



I. BMEICEYI SRR

MPFIEIZ DN T, BU R UK E THF TS R - BRI )3 2 — WG & LGl is e R
DOHFEEITV, KETIZ 20194 6 HIZ, EU Tl 20194 11 A &R E T LT,

AFD 51, KEYNOTE-012 3k = 48— bk B2 LU KEYNOTE-048 iRBRIZS M LTz, T35 OBk
s ARIRTEWTIL, KEYNOTE-048 7% & O KEYNOTE-012 &5 & 3l & £, KEYNOTE-055
R & O KEYNOTE-040 7l 2 2B kF & L CROSIRTEARGRFHO — AT HEE 21TV, 2019 4F 12
A THEIRULRMRES 2 A9 5SS O&GEE RS LT,

<ARIVGUIBRRRE 7R HET - TR DO RIENE >

ANEIE 6T D K O BRI I ST, PD-L1 P EOMEATIEETE N A BE 2 k5 L L= EE L
[R5 T AR (KEYNOTE-028 #lR) OfiEf 2R — b (ah— K A4) (2B T, AAlD PD-
L1 B ORIGUIBRARE 2 AT « RO BER I T 2 AR LR EMET 1 7 7 A VR RET S,
TN RO BT Z LD BEHEEIE A 2 T A VS T IRBEITER0 O N AR IR UIRRRE 72 81T -
PR OB RV R T RIEMRE (Siewert 7074 type | BRIEH#ATIMEET) OBEEFLLE L
7= EBE LRSS T AHRRER (KEYNOTE-180 #kli) K& OV—IRIEH & U CHEHER) 7o (LA IR O & A AR IRY)
BRAREZ2HEAT « IR ORIER - LR U EENE (Siewert 7358 type [ BB HEA MBS L) @
BEERRE U EBEIL RS AR (KEYNOTE-181 3B#%) 235t S 7=,

KETIE, 25 ORBROBGEIZ IS < BIGBIRFEEITV, 20194 7 A2, 1 [BILL o2 g R L%
(R BETT 233 B, FDA 2GR L 7= 2 Wr#kic X v PD-L1 2B [Combined Positive Score : CPS
=10] D3RR X7 RS T IR ST E R E R R DGR A S LT,

AFD 51X, KEYNOTE-181 58k, KEYNOTE-180 ik & O KEYNOTE-028 iR &M L7z, b
DORBFERNS . AFITI W TIE KEYNOTE-180 #ABRI ONZ KEYNOTE-181 Bk 7 1 — /N L a7k —
kR OHE 2 R — b & & £ KEYNOTE-028 iR 2 25 &k & L CRUEIRGEARFIEDO AR
REEZATV, 2020 4F 8 AT T3 AALFIEZ T L7z PD-L1 G EORIGUIBR R AE 72 HETT - PR D
RIER LR O&ARERE L,

F T, KE EALFRIEOPERHBIEIZOWTIE, ALFRIERE O 72 WIRTEYIBR AR GE 70T - RO RIER
b R By OV S e I OV & B 5 A0 (Siewert 2348 typel) O R SBE 1645 —RIGK & LT,
bR (5-FU KON AT T F ) ICARKI & O LT BR OB K OV A % 51T U 7= [E R 2R R 4
MFEFAER (KEYNOTE-590 5BR) 23 < 7=,

KEKR O EU TlE, Z OREBROAARIC IS & BB ISk 2 —RIGROBICIER PEE 21TV, KET
1% 2021 4 3 A2, EU TIE 2021 4 6 H &R A2 BS Lz,

AFRNZ BN TIE B ANEM 2 ETe KEYNOTE-590 5RBR & 2 FAl& K & U CRIERFEKGREIHD —H A
BHEEZITV, 2021 411 A2, [ AALFEIERICHIE U7z PD-L1 Bt ORIGEIBR AN EE 70 1T - 5
FEORIERT FROE] 28 H U7 2hie IR TIRIEUIBR ARG/ T - R O RIERE ] ORE % IS
L7z,

<IBRUIRANEEZ ST - R OEMEE~ A 7 a7 T4 AR ENE (MSIHigh) 24 2550 « Ei5E >
MSI-High Z A7 5 #&Ms « BRI LTk, RIGHE O MMR K48 XX MSI-High 2 A3 2558 - B
JEEBE kG L U EB L FE SRR (KEYNOTE-177 368) L OV7 vt ) I 2 0 RHUEME R
KR OAFH ) 77 F o LLITT7 b ) 2 DU RPUEMEEEAI L A U T 5 OV,
XAFZE DWW ICHUE N HEFER - (VEGF) # L <135t ERAERF= 51K (EGFR) £/ 7
B—FAPUREINZ T2 LV A AT LD 2HEOIERIEOH 2 MMR KHE XX MSI-High 247 5
15 « B B Akt 5 & U7 [E B IE RS TAHRBR (KEYNOTE-164 5% =48 — k B) 2350 S 7z,



I. BMEICEYI SRR

KEYNOTE-177 SBR D A2 Fa5 & | SKE KO EU Tid, MMR K48 X% MSI-High & 479 % # 5 « &
IggE (IVED (26832 —WRIBHE & L CARRBIBMPERE O GBI EE 2170, KE T 2020 45 6 12,
EU Ti 2021 4 1 AIZAGRZBUS L7,

AF 7 H1E. KEYNOTE-177 B M OV KEYNOTE-164 3Bk =ik — F BIZBI L2, 15 OB
BnD . KFITE W TIL KEYNOTE-177 iRl N KEYNOTE-164 388 =78 — k B 23 HMl&E R L L
THRIER AR FIHO A F FEE ATV, 2021 4E 8 H1C NERYIRAGE /R T « B OESHEE~
A7 aYT T4 NRLEMN (MSI-High) #8350 « BE ORRE IS L,

<PD-L1 D AR S AKFENE D> HER2 fat O FARANRE UL 5 3L >
RVEZRIREMED S b ERRER T2 FA 28 (HER2) FEMEOILEICR L TiE, 201345 A
X0 ARF BB 5 o FEEILRISHE 1R Th e (KEYNOTE-012 58R) , [EEH:[E S AR
B (KEYNOTE-086 #f®) LARE, HARNBF OBERZLG L, FHIHHE L WTT L THRLVE SRR
7> HER2 PEMED FLJE O “YRIGHR UL =R 2 %14 & U7 [EERILFE 35 AHFER (KEYNOTE-119 3
BR) 2MTHi7-, KEYNOTE-119 5Bk Tldoet REED LS5 EE & el L. ASH| o0 B 513 3 BRI
HELUCHRELE2AETHRM (0S) OEEMEE2RTZ LIXTEhotz, — ., {LFHIELE DI
\ZBET 2 ATERRSBR 2 JL 1, W58 - FRSUTRPTE THED A8 IR MDD HER2 R2MEOFL
FERE ERIBIC ALFRE (F AV X ROANR T TF o 7 ) ZER LT nab-s37 ) # %
BV) \CARKIE O LT O A I K O e & et 2 B B CEBEILFE S TTAHRE (KEYNOTE-
355 5ABR) DN E S iz,

KEYNOTE-355 #{BR D plAgIcF-S & . KE TiX FDA 2NAR L7-Z2Wr#kic L v PD-L1 I
[ Combined Positive Score : CPS=10] 23MfEiR S 7= YRR BE 72 RFTHR XIXEBHED N ) T2 7
o THAEICR LT EFRE & O ORI CRESEMBFE 21TV, 2020 4 11 AIZARZ IS Lz,
AFTIXHARNERZE T KEYNOTE-355 iBR 4 3R & LU CRBHRGEZITV, 2021 £ 8 AIC
[PD-L1 Bt ARV 5 ARE2 MDD HER2 [k D FINANRESUL R ILIE ] DORIRE IR D&
BEIUG LT,

<RV IR REMED D HER2 [2METHIEE U X 7 OFFEIZIIT D780 - I Eyieis >
RIVE VR RRIENE DD HER2 FEYECTHRERE Y A7 (RFRIEMIREZ PG 2 a0, B2 U
FEERBZMIC L TNM 2048 C Tle 2> N1~2, T T2~4 /D> NO~2 (2% 4§ 2 ml@iafs 2 4 L7
V) OJEEO I BE & RS, ITRTERIEE & U CARBI A LFEIE O ) XX+ VR
SFUE4a—R FORRIIAEL L UIZEALELY L+ 78R A 77 RE 4a—2R) &
OFRBEE. RO R 3EE & U TR A BB G U 7o BR O A 2 e OV V2 it 5 HIY CE
B E S MARRER (KEYNOTE-522 #BR) 23Tz,

KEYNOTE-522 i8R D A I 5D & | KE M O EU CTUIARRT K& O SR HREE S 7300 5 Ji S BN s
ZFTUN, KRETIE 2021 4E 7 A2, EU T 2022 4F 5 HIC&RZ TS LT,

A TITHARNEMZ 5 Te KEYNOTE-522 3R 2 s & kL & L CHRLEIREAGE S IH O — A B R
AT, 2022 4E 9 AT, THRVE U2 RIRREME D HER2 FaME TR G Y A 7 OIS IS T DT -
Witk L) OIRESUTZh R Y T1 (8] 200mg % 3 @ FE XX 1 18] 400mg % 6 3@ R T 30 43
2T CRIEFET 5, H&5-BE0E, 3 EMFRE G O5GA . ITRTEMREIL 8 [ £ T, iR
EIX9RIE T, 6 MR G O%GA | ITRIEEMFRIEIL 4B £ C, IMREWRIEILSEETET 5, |
ORER OHEOKGRZ TS LT,



I. BMEICEYI SRR

<HEIT - TR OTE A >

DS AALFEIRIEAR (IR U 7= UIBR AR RE 2R HETT - RO FEMEICK L Tix, BREEZA T 5 EEN
ABE GENiE, BRI, oA, R LROE, SESEER T B SUTEM R AN 2ot
G b Lo e I5s 1,/ AR (KEYNOTE-146,E7080-111 #&XER) 1CRW\T, = (A5 HE# 1Tk
95 A 200mg 3 W MR G- & Lo F =7 20mg 1 B 1 B 5O0FRREO B OV 2%
Fiit L7=, KEYNOTE-146,E7080-111 FRBROFE RIS & KEH, T LR PA—ZA ST VT D3 %
[ET 2019 4 9 AIZ [ RHRIERZICHEIE U 7o ARTA I TN SO BRETE IS AT IS 72 MSI-High X% <
A~y FIEEHEE/RIE (mismatch repair deficient : IMMR) %A S 72 WEAT =88] £ 2hae XIEzh
R LTHERR SN, 20%, 77 F T A2 &0 FRIERED & 5 UIBRARGE /T - R O1
HEBE LG, KHE L oATF =T OO EEO AR O ZEEZRET 5 B TIThhn
72 ERR AL FE S MAERER (KEYNOTE-775,E7080-309 #&B) OftR 4 4 L1, 20214E 7 AlC HRET
AT BT, RERIER ICHE L7 RIAE T SOE R A I ARG 72 MST-High X%
dMMR % S22V ET FE 8] 220Uz e LT, KETIERAR SN, £7-. EU TiL,
KEYNOTE-775,/E7080-309 #BRIZ D& | 20214 11 AIZ WRETZ A b bd, 77 F Al
% E T bR T ST RE R (T HE B U ARTR IO T U TR BRI R S A S 72 T - TR D1
ERERE | BREESUISR & LR ST,

ARIRTIX, FREDBE ABRE GE/INRaNE, BME, 70, JRE ROk, SaSEE R L&
JE TN RAE) Zxtg & LIZENZHIE TR (KEYNOTE-523,E7080-115 #R) (2X 0.
AARNEZE TORF L U o NRXTF =7 OO HRIEDO LAV OB EMEE RE LTz, £ D%, KEYNOTE-
775,/ E7080-309 FERA~AH O S LT, Zib ORBRFER) S5, KEYNOTE-146,”E7080-111 7
5. KEYNOTE-523,E7080-115 &5 & (N KEYNOTE-775,/E7080-309 iR & A&k & L C/&GRHIF
ATV, 2021 4F 12 BT T AALSRIER ICHEE U 72 UIBR RREZR YT - RO TS OZhEEX 1T
hRDIERAE TG LTz,

FTo ALFRIEREDO IR WIETT - BROFEREEE x5 & L EELRFIAHZER (NRG-GY018
/KEYNOTE-868 allit) 73%f Zdv, &AL LFHE N7 U ZXBLVROINVRTTF ) Loff
FIRIE, RO D% OARFIHMBEEOGIME L OSBRSS iz,

NRG-GY018  KEYNOTE-868 7k Dt FelZ FD ZKGEHFE ATV, KETIE 2024 /£ 6 HIZ, EU T
%2024 4F 10 AIZ THEAT - R OFEEE] 22me XTI & U TREEA TG LT,

AFFTIE NRG-GY018 /KEYNOTE-868 #li Je ' KEYNOTE-011 #fit (/X— b C) ZRHli&EE & LT
RGN AR FIHO A FEHGE 21TV, 2024 4F 12 12 THEAT - RO TEIRE] ORHRESUTRR
DIRRBE TG LTz,

72, AANL 202143 A 11 BIZ [FERE]) 2 TE S NAREEUIRR & U TR b BE A ERMIC
eSS HEEES : (R3Z) FEs5125] .

<D IEFIREZITHEE L s WEEER 2R E (TMB-High) A3 51T - R OEEE (I
YER IR IRIR SRR A ICR D) >

TMB-High % H 7 % [EHE 23 L CTiE, ALHIRIER O H 58T - R OB EE 2 x5 & Lz EE
JEE S MARRER (KEYNOTE-158 #R) OFRNIHLE L 72 T 5HENIZ 255 < TMB-High fi#tr. & OVK
FIEAFEO 12 3B (KEYNOTE-001, 002, 012, 028, 055, 059, 086, 100, 199, 010, 045 K&\
061 ER) ZOFA L7 hr A~_2 T ¢ 772 Whole exome sequencing (WES) #F&fidT 2 Ikt L 7=,
KEYNOTE-158 #8t /1 i hr &% O WES DFGEHT OfE G EE-S & | KEIZIW T TMB-High #H3
BT B )3 2 IR & U GRS BMHAFE 21TV, 2020 4 6 A ICHUEAR ST,



I. BMEICEYI SRR

AH CIX KEYNOTE-158 585 & FEA & kL, WES OFS i 2 it o g el & L CRLEIRGEARF
THO—EAERGEZITV, 202242 A IR AALFEERERICHEE L gV ESE G AR E (TMB-
High) #f 3 2147 « HROERE (EEARIGRENRNEERIGAIZRD) | ORRERE L=,

<HEAT UTFFIE D1 = S >

HEAT XL BFE O 7B SRR LU, ALBEEE O U7 iR R R OF5 R 2R B . RIRAITEHR
DI < ALFEFERE O 7oy ((BEHHRRE & U COBRGREIERR ) EIT 3UIFRO 12 S
BEE BRI, AH EMOFUEMEIESS] X7 ) 2 XL R OT T FF A (AT TF AT
RTTTFr) £RNUXvT] L OO RRIEDO IR VM Z2 MG 2 B 09 CEER IR 5 T
B (KEYNOTE-826 i) 733k S iz,

KEYNOTE-826 BR DI H-3 & | SKE K NEU Tik, PD-L1 #E M [Combined Positive Score :
CPS=1] 2\HERR SIZ AT UL R O F = SHFE~D —RIGRE & L TORA & HrEMEEEA & o0
FREOBIBINHEFEZTTV, KETIX 2021 4F 10 A2, EU Tl 2022 4F 4 A Z&REZTE LT,
AFRTIE HARNEM % 5 0 KEYNOTE-826 il & FEANE kL & U CRFRHFEAZITV, 2022 4 9 H 1T [
T XL O T 5] ONEE XTI R OEB A TS LT,

<R T 7 SR >

JRFTHEAT T SR 1Tt LT, ARIBIE D FIGO 2014 HEATHIED 1 B2~ 1B #1 (U o S EHili B byk)
ATM~IVA # (U > SEfERE B T Fa M) O R pT T 5 SR A 2 PRI, ARH & R Lk
F#RE (A7 7 F R T COMNBRE . K OEO%O/NMREFIER) & OO OA 2hitk kO
LM RHT 5 B CEERELFRFEIAERE (KEYNOTE-A18 :RABR) 2 Ehi S iz,
KEYNOTE-A18 SBR D RAEIC S & | SKIETIL 2024 4E 1 A2, EU TIE 2024 4F 10 A 12 [FIGO 2014
AT CIM~IVA Bl 7= I3 5 IR Uik & O ) OIS EMA KGR S U
776

AFRTIE HARNERZ B Te KEYNOTE-A18 3B A FEAE kL & U CRBHFEZITV, 2024 4F 11 A
RPTHEST B S ] OZhRE XTI R OARE B Lz,

¥, AFNL 20234 12 A 22 HIZ [& Y A7 ORFTHET O1& SRS 5 [RIRF L iU s s |
TESNDHME IR & L THDFERHERMNIEE SN (FBEES: RSF) F5925],

<P ST EE R O RO PERERR FCHERR R B fife U > Vi >

PR ST EE IR IE O R MR RR AR B MBI U > ) (rPMBCL) (Z%F L Cid, B SUIEERMED
YE I g P RIS B & el R S AT B 1 D 22 Ak By OV 20 % 3T 3 2 72 D O/ 5 T FER
B (KEYNOTE-013 &) 2 Fh S, £ O P 7efb 26 rPMBCL K OVERZ U EHARMED U &
2 —JEERE R E 2 xt G & Lo RF O F MR R 2 Z T 2 72O OS5 1A R B
(KEYNOTE-170 #kB#) 2330t S 47z,

KEYNOTE-170 55 rrPMBCL =t 78— h OFERICEE-S X | KE T, #EAMESUT 2 FELL EORTTERE
RICHR DT DT A K OVNE O rPMBCL BF 2% 2 16# 5 & LT 2018 4F 6 H IZHBEARE
AU, 2020 4 10 AT ERKRE S vz,

AFTIE, HAAN rPMBCL BF Z x5 & LT, RAIDOF IR VL2 2MEEET 2 B CTENE I
AR (KEYNOTE-A33 &) 280 Sz, Bl EORBRE R 5, KEYNOTE-170 35k & OF
KEYNOTE-A33 iRt & 7Ffi & £, KEYNOTE-013 Bk (adh— k 4A) 22E &R E U CREHE

ATV, 2023 4F 6 AU THRFE SUTHEEA M O RIS MEHERR ISR B HEfL U >Nl ozhae XITZh R D&
RAEIS LT,



I. BMEICEYI SRR

2B, AANT 2022 4F 12 A 9 HIT TJFURVERERE IR B AR Y > NE ] % P& S5 ZhEE Esh
RE L CHRPERAERLCEESINT: HRESES : (R4FK) F549 5]

I UIBRARREZR LT - FERE O HE >

HER2 [ O DIBRABE /1T - RO B ICK LT, —RIBHE & L CORF EALEE (7
mEUiVV%ﬁ%ﬁ@%ﬁ&waé%ﬁ%@@%ﬂ)k@ﬁ%%&_owf\lﬁiﬂ I FHER
B (KEYNOTE-059 ik =/ — F 2) WNT, PD-L1 BEtERE &2 5f 5 & Uiz [EFR S [E 4 T A R BR
(KEYNOTE-062 #fi#%) MK OEWN#Z M TR (KEYNOTE-659 i) 235k S, e 250FH L
CAUBBREI SN, D95 PD-L1 BEEEEICR S 220y KEYNOTE-059 i 24— b 2 Of5 R %
B E 2 ALFRIERE D 72\ HER2 [EME OV UIBR N RE 2R 1T » R38O BB 1T L, A & (b7
B2 LI2BR OB M Kk VL a2 et 5 B B9 CEBSILFSE MAHEER (KEYNOTE-859 #5#R) 7
e <7z,

KEYNOTE-859 7B Dt Bz Fe-D & | SK[ETIE 2023 4£ 11 H IZ HER2 [&ME DGR ANRE 22 81T - F
FEO BN HT D —kIGHE & LU CER % S L 72, EU T 2023 45 12 H 12 PD-L1 38 81544 [ Combined
Positive Score : CPS= 1] 238 S 417- HER2 fa M DGR UIBR N BE 72 AT - TR DO BBk 2 —Wis
L L KRB EIS Lz,

AFTlE, KEYNOTE-859 B2 (2012 T, KEYNOTE-062 5k & (N KEYNOTE-659 55k % 314 & ek &
U CHARBHFE ATV, 2024 42 5 HIC NEEYIBRARGEZRMENT - RO H R ORREUIR R OA&GR
B L7,

HER2 5 OV OISR BE 72 HETT - TR O HIIZxT LT, (L FRIERE D 72y HER2 B D 1EH Bl bR
REEZRHEEAT « FERE O BRAE 215102, AH EMOPUEMIEER] (b7 2y X~ 7 Hb22iE) 2 0F
H U T=BER DA e OV 2k 2 it 9~ 2 [ERR LRSS MAREER  (KEYNOTE-811 36#%) 72350 <7z,
KEYNOTE-811 3B DOfE AT H-S &, KETIX 2021 4£ 5 H 12 HER2 (MO IGMUIRANRE 22 84T - F
OB D —IGHE & U GREAFR 4L, 2023 4F 11 A2 PD-L1 854 (CPS=1) 23
7= HER2 BMED TR UIBRRAE /R HEAT « FEFS DO BT 5 —WIGK & L CRhAE X ITRh AN eksT
Si7z, EU TIiX 2023 4F 8 HIZ PD-L1 ZBIBGME (CPS=1) 23R &7z HER2 BtE DR IR A HE
IRHEAT - RO BERICKTH IR E U ORRE IS L,

AFRTIL, 20254 5 HIZ PD-L1 B (CPS=1) 7> HER2 Btk OIERYIBREARAE/2 1T - RO E
WX D EERARAE & LT, B 117, BRRAGRE ) 1 KEYNOTE-811 Bk 23850 L 7=,

< IR YN BRANHE 72 R TE I >

B Y BR A RE 2 IRE R IS %E L Cid, AT E R B 2 xS b L EE L FE S 58 1R
(KEYNOTE-028 #f%) ®=dh— K AS W ONCHEATHERRE RS B 2 x5 & U7z ERR LRSS T AHER
(KEYNOTE-158 &) D = — k BIZEBW T, KAIOH R NLRMERBREF S iz, £ O T
IRfERN D AT (M) SUIYIBRAEE Gﬁﬁﬁﬁﬁiﬂﬂéﬁ(ﬁw/%wwﬂﬁfﬁﬂﬁﬁ%*)%
FaRRIT, AH EALFRIEDO PR G- 2 Etd 2 EERILE S AR (KEYNOTE-966 #tk) 7

i =iz,

KEYNOTE-966 iR BR Dt FIFS & | KEK N EU TlE, IRmYIBRRRE 72 IRER 695 — kIR &
L CORHF &AL O P HPRIE OB IN A FE Z2 170, KIETIL 2023 42 10 A 12, EU Tl 2023 4F
12 AR AE BT LTz,

AFRTIE KEYNOTE-158 388 2 8 KEYNOTE-966 8% % sl & F & L CRGBHGEZTTV, 2024 4F 5
A R OIBRARREZ2 MEE | DORhRE IR OEGR 2 B L=,
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I. BMEICEYI SRR

< UIBRABEARHEST « P8 O FE: il S Rz A >

UIRANBE 7R 6T « 38 O M M IS o Rz I Lk LTI, AL SARIEIE O 22 W UIBRRRE 7o 4T « P8 00 bk
g rh fe R A x5 & L7 Wsh BB T TR ARBR (KEYNOTE-483 55%) 73 F2Mi S v, AH &AL
B (RAMLUXE RS RN AROT T FFH8A) & OOFRBIEOR MR OB RG S vz,
KEYNOTE-483 3BR D RARIZ FED & | KIE T, YIBRAREZR LT TSR 0D FEME g S jiz L2 e
HDAKESRA R LFE RS N T LAROT T FFHRA L OO HEEOBEIGBINREEZ1TV, 2024 45
9 AITAKGEAZ IS LTz, BU CTIIUIBRAREZRIE B AR i I ) A ARA & =X F L& K
T RU T AR T F 8K E OFFRFEEE LT 20254 4 AIZHAGREZ TS LT,

AFRCIE, LB O 72 W EIBRARE 2R AT - FER O MM Fz JE AR 2 kb 5 & L7 ENEE 1b 48
Bk (KEYNOTE-A17 #klik) 250 S, AAFEALFBEE (XA MLXFE RPN TARRV AT T
FV) L OPFRBIEORRFE, BREMEROCHEMESREF SN, DL EORERMEREN S, KEYNOTE-
483 B )2 N KEYNOTE-A17 iB# 2 Rl & £ & L CRAGBHFEZTTV, 2025 4F 5 A2 [UIBRRAEAn itk
1T« PR OEMEREE IR OBEE IR O AR Z TG Lz,

<400mg 6 H [H MR 5>

AF| 400mg O 6 3 RIFEIRE 5O FER CHEOBINIOWT, EMERAHE JE NI E, SESEE
R ER . MBI U U ol RIS BRI, MSI-High A, B K OVRE . OfK
HARAROWESEE 2R E LEBRRBRO AN T — X AW TEYERES I 2L —va v
T OARKNOUETE & & AN UI L 2MEORBRICESEMRFT Lz, TOfEE, 200mg @ 3 H#[H MR
5. L 400mg @ 6 IR 5- & O TH L OVZRMEIC BV TR 2RIV & RISz,
ZOFEREG . EU TIE 2019 4 3 A ICHEMEIEIC BT 2KRZEIG L2, KETIEZ 2020 4 4 A2,
A DN DAGRE G Lz, AFICB O TIE, AH| 400mg O 6 [ RIFE# 50 LR O
HEDIBINIAR 5 AA| O RERFE AR FHO A TAGRHRFEZITV, 2020 4 8 HIZ [1 [A] 200mg
% 3BT 18] 400mg % 6 BN T 30 R0 CREiFET 5, | OARERS LT,

2. BEROAERFNEN
(1) AANX, T = v 7B A > b (PD-1 %) #[1E LiEE 2~ L& 2 545, Linvitro]
(p.221 ZM)

(2) etk

HRZRIEH :

MEMEMEE, KBk, MGk, EEO TR, PElkEE LR AAEIE (Toxic Epidermal
Necrolysis : TEN) | FZRFREIEIRAE R (Stevens-Johnson JEMERE) | ZZTEALBE, JERHEIE, #f
bR BHEZE . AR, IFREREE . TR, Si{brEIRE 2. AR REmE . T =M
REfEE, RIRFBEREFETE. | BUNEIRA. BREE. BER. B IBERE A, Mk, BERUHRE
SiE, BAEANEE G, DA, Mo, BERESE. BRER. EEALMIEEE, EEOHRK, 5L
g%, IMERERIEMERE, #5F%, Infusion reaction N SN D Z LB D,  (p.2455MH)
F2REIWER -

IR ERECD . A, R, B ERED, B, R R, ST, HEE, RAKEOR,
ZOFEIE, B, BEESENOLDONDLZ N D, (p2475H)
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I. BMEICEYI SRR

3)

< EMERAOE >

OuFsETIAHRER (KEYNOTE-006 #5#%) Tik, RIGUIBRARE7 B BAEEH 2 X Riz, ft
CTLA-A PR A B Y A~ 72k L CTRAEFHM (0S) WNC MR A F M (PFS) OB E R
EREZR LI, (p73 &)

@ENE 1 BB (KEYNOTE-041 iB2) Tix. HAANDORIRUIBRARE 2 B s ik B A
W, AAIOFIER N Z BRI ST, (p.68 2R)

Q@E BRI [FH M FERBR (EORTC-1325-MG, KEYNOTE-054 :&88) Tix, e 2UIREBEDO AT —
I oD Bk Bl A (23 1T DT miBhRIE & LT, AAIREIL T 7 AR BEIC R L TR ATF
M (RFS) OFERIEREZ R LTz, (p.76 ZH)

OEFEILE B M AHRER (KEYNOTE-716 i5R) TiX, B2UIR#ZEOAT— B LI C O
PERAAERE TR DR ABIERIE L LT, AFIBIEI T 7 B RERCx LT RFS OFE/R4E
FamLllz, (p.79ZH)

<UIBRAHEZRHEAT « FFFE D IE/INHE R il >

OE B FF AR (KEYNOTE-189 i) Tid, {LFHIEED 72\ EGFR #in 1K Rigt
F Y ALK e B An - Rt O VIR A BE 7o 61 T - FE38 O FE R - _E R IR/ N it /R 12 s T
KAl AR Xt REROT 7 FHR-AGHEFREO ORISR X, 77 BAREE, XX b
Lt REOT T FHRFOFRCEEEO OFRRIERIC T LT, 24 (0S) KOV
AR (PFS) OFBERIEREA /R LT, (p.81 &)

OEFEIL[E B M AHRER (KEYNOTE-407 i5R) Tid, (LHEEREO R W YIBRARRE 72 1T « %
D - R e NI B IS B W T, A AVRT T F ROV Y & %t/ LT nab-
X7 U X AOMRABERL, 78R, IAVRTTF U RUURT Y X XV nab-
X7 Y H RO RABERICR LT, OS X ONPFS O BERIER 2/~ Lz, (p.85%MH)

OEFE LA M AHFER (KEYNOTE-042 35#%) Tl L FRIERE D 72\ EGFR B 1n 128 B2,
ALK &8 s Fat: o O PD-L1 Bt (TPS*=1%) DOUIRANREZRHETT « FE-38 00 e/ NI fififea
BEIZBWT, AFIRHLT 7 FH A E ST P RIERICH LT, 0S OFERIEREZ 7R L
7o (p.89 M)

@EFILF B AR (KEYNOTE-024 i) Tl (LB D2\ PD-L1 &3 Bl (TPS=
50%) DOBIFRARE/RMEAT « FEFE OIS B 2B W T, RFIREX Y 7 7 ikl = &5t
EFRIERRIC LC, PRSOFBRIEELZ R LTz, (p93 &)

OEBEILFESE T/ MAHRE (KEYNOTE-010 #5%) Tid, ({bL#REREZ 4325 PD-L1 &%8
(TPS=50%) I ONC PD-L1 Z&BIME (TPS=1%) DUIFRAREZRMEST « T3 DI/ N i
BEICBWTC, AFIBET X 2B LT, OS O ERIEEZ /R LTZ, 728, PFSIZ
BLCIFEREENRENR -T2, (p96 B M)

*: TPS (tumor proportion score) = PD-L1 % F&81 U 7= fEIE a2 M MR 2 TR L, 100 % 3 U7=fE (%)

<FE/INHERE R L S 1 A ARTRT - IR A B L >

E BRI E S MAARER (KEYNOTE-671 #5k) Tidk. ERAWHITH], A #150XIB B0 JE i
D FE/ NI ITE BB IR TC L TRTRBIIREE & L COARA & Ab5pik & OO IRIE K O 440
BgE & U COARFMIBEIMBERIL, WRTHHBIEE L LT 7 1R LLBERE & ODFHREEK
Ot iiBIE L LCO T 7 v R G & ik U CRAFIR (0S) K UVEA <2 M7
(EFS) A EIIERE L7z, (p.100 ZHR)

12



I. BMEICEYI SRR

(6)

* o R HIE American Joint Committee on Cancer (AJCC) /Union for International Cancer Control (UICC)
JEEIYE (O 8 i) 1235 <, B Hik T3N2MO, T4N2MO (Z5%24 3 5 BRE DS x5 & SNni=, EGFR &
128 B XX ALK Bl &85 T O BE 2 5T,

<RI UTEHARME DO AR U U o>

OE R RS (KEYNOTE-087 iER) Tid, H¥R UTEHEEO KT U X
JE R 12 BT AR 200mg 3 T IR G- DB 0 M 2 B et S vz, (p.104 B HR)

QEPBEILF B MR (KEYNOTE-204 35k) TiE, 1 LU A UL EO(LSERIERE BT 55
FETEEMEO AR DX ) LOoEBETICBWTC, AFIRHI T LY R T XK
T URETHR U TR BRI (PFS) 2 OFEMRMIERERLTZ,  (p.106 )
*1 . AFE MR TZ IS, XIEH ZE B O®IS & /e bW EBE DR R & Sz,
*2 1 A FiE M AR SRR I M MRS O REIR 7 — # R ONEiR T — & %5 9 TRl 247

yrLrani,

<IRIGYIBRARE 72 RIS b R g >

OEB I FEH IR (KEYNOTE-A39,/EV-302 #&ER) Tix. HRIGUIRAGE /2 R IE R
WX T 5 —IBEE LT, AFlE Ry ~T RXRREF o (BIEFHEILZ) & OBHREE
R T T F R 2 & T L FRIEREI O L CRATFYIR (0S) K OMES A fFHIRT (PFS)
DHEBERIERE 27" L, (p.108 &)

@A M AHRER (KEYNOTE-052 #lR) Tix, VAT 7 F v &G T b FBRIEICAREE ORI
UIBRAHE 7R RIS b R B 12kl 9- 5 —WkiGH#E & L C, A 200mg 3 3 MR 5% 5- O A7 501 &
W sz, (pl12 &)

OEFEILFZE M AHRER (KEYNOTE-045 #RBk) Tl (LSBT HR™ IS UTEITRA S
T2 JRETHEL T TR RS 0D PRI B B2 AR 12 B\ C AL SRR IERE 2 25k L CARAIRE T 08
DEBERERE 2R LTZ, 228, PFSICE L CIIAEBERIEENRENZ -T2, (p.1155H)
*1 0 —IRIGRD T T FF AR RRER H D\ WVIE T T F - RFIGRAL 2RI L DR L <X

IR AB L PR DIBIERE T 12 % A LA
#)  TRERFR Y E AT AN IR LB 2RRE - %2 U Z )L (EREIGSN) © Fe & 2w (EREGS |
vinflunine (FEPNRHKZTE

<IN AACFIRIERS (BT U 7= 9T « 5% D MSI-High 243 2 B (BEUERY 27698 A3 K 7
eI iRs) >

OEBEHEFZE TAHFER (KEYNOTE-164 35 =R — bk A) Tik, 7 vkt U I ¥ U RPuBEMiE
BAHl AV TTF U ROA Y )TN X BAHRIERE O B D UIBRARE 72 Rl T U
HEFBE 0 MMR K4 X% MSI-High %A 2 #6515 « B EE 1TV T AH 200mg 3 18 fH
bR G- DA RE R V2 SRR S, (p.119 B3 R)

O@IEBE LR DA (KEYNOTE-158 #B%) Tlik, —WKRIAE & L CTEHER ZMLBIRIERO H
5 YIBRARE 72 R AT T U O MMR K48 d MSI-High 2 H 7 % E B 1288\ T,
AH 200mg 3 E IR B G- OB Mk LR RET Sz, (p.122 &)

ARTAUIBRANRE SUTHER 1 O B e >

OEBSERFIARRER (KEYNOTE-426 #BR) Tid, (LRI O 22 W RIBUIFR AN GE S TSR
PED BB B B E W T, AAN L TR U F =T BT A =F =T L i L
TRAFWIH (0S) KOMEHEAFLIM (PFS) OFERERZRLTZ,  (p.127 M)
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I. BMEICEYI SRR

@E B[R FHMAERER (E7080-307, KEYNOTE-581 #8%) Tlix. {LFIERED 72 WRIEUIRAR
HE X T #AR M O ¥ BA A AL B IS BE I B W T, Al & Vo RNF =T I A =F =7
REL IR U CPFS OFBERIERE AR LTz,  (p.130 &FR)

(10) <BEFHmpasE IS 1 DI RBRIE >
ERS IR AR (KEYNOTE-564 55%) Tix. BRI X IXB A 0 bRtz O fF5 U A
7 D 1N B A R R R e AR L s T A IR A BIEIE & LT ARAIBRIL T T B AREE L b
U TR AR (DFS) 2 A BICER LTz, (p.133 2/)
* LR (1) X (i) OBESHEAEAN LN,
(1) Wz OFBEMBFRIRZENC LD TRoWnTnnIcii Y4 5853 (Grade 1% Fuhrman 5358)
« pT2, Grade 4 UFAMEEZ(LE S . NO 2> MO
- pT3/4. Grade [H]7>3°, NO 2>> MO
 pT I Grade i, N1 2>> MO
(i) MI no evidence of disease (M1 NED) Tk ¥, JFURHE K CE[REBE & 612, BRERITRE R
SAXBRBRINE | ELUNOWT DR TSR RETH > - BH

(11) <FHRUTREEEE 2 A3 2 SEEE T >
FERS I RS MAHFER (KEYNOTE-048 55%) Tli. B3 TSRS R V- EROE O —Ik
BRI RBFICBNT, KA, 77 FFRARLQ 5S-FU SFRBEIEEY X o~7, 77 F )
K OV5-FU PFRRE L bl L ¢, 24AFHIR (0S) OFERIEE AR Uiz, £, AFIHM
BT, BYRo~7, 77 FFHRHN KO 5-FU OFFRE S i LT, OS OIELMEE R LTz,
(p.137 Z1R)
* o DESHEE OJFRHET Ce, thuHEE, R EEE K OWEEE

(12) <ARIGVIBRAREZREST - RO RER >

OEFEILEZF M AHRE (KEYNOTE-590 #5%) Tlid, YIBRARREZR RATHEST X TisB M o £ 8 ij
Jei ST RE R BT L < I Siewert 738 type [ Bl B #2550 I B 749 61 (H AR 141
Bz Ete) R, AH| 200mg 3 EREIFRE G-, 5-FU KO AT T F O REIEO A 2%
KOEZRMEN, 7 78R, 5-FU KN AT T F UL Z R E U TR S vz, ARAN
5-FU KON AT T F U OFRIRIEREL Y 7 ® AR, 5-FU KOV A7 T F O HBRIERE & ik L
T, ®AFHHE (0S) MOMEMSHEAFHIM (PFS) 2 A EICER Lz,  (p.147 ZH)

Q@EBIFEFH AR (KEYNOTE-181 #8R) Tid, —&RIGE & L UEEN ML FHRERO H
HIRTEUIBRARGE A ET - BRSO RIE R b RO R OVEE B B 628 ) (H AN 152 il &
Te) ZXIRIT, AH 200mg 3 WEEERE 5 OF 2ME R OZ 2D LFFEE (X7 ) Z2F% &
o REZXBEAIIAY 27" xtie LTRa sz, RFEFHMIEE X 08 & &
. EfRbTa 4 L LTRESNT (1) PD-L1BE (CPS*2=10) 4. (i) R LR ER
KO (i) ITTEMIZEIT 5 OS OfEFITFANIBE SN EEL - S o T, —FH, F
ATELE ST R TIE RV b 0D, PD-L1 Btk (CPS=10) 7o RE LD EE 167
B (AN 77 Bl % G ie) \ZB 0T, ALFEREERIC X 2 RFIBED OS O~ — REE 0.64 T
Holz, (p.151 )

1AV T AT AR L E NG

*2 : CPS (Combined Positive Score) =PD-L1 %33 L7-ffusk (BB, ~7 v 77 =YK R

BR) ZREEMAEEL TR L, 100 23 U7-fE

14



I. BMEICEYI SRR

(13) <JBMUIBRAHRE/REEAT - 3D MSI-High 289 545 « B >

[EI B L[] 25 I AH R (KEYNOTE-177 #klik) Tl LFBIERED 72\ (i mBhiE 2R <)
TR YIBR AR RE 72 T T « FF& D MMR K48 X% MSI-High % 9 % #55 « iR A5 307 61 (H
AN 22 BlZETe) ZXBIT, ARA| 200mg 3 8 EFBEE 5 OF ME K O 2y, #2Y4 E Al
OBINT D b2 E [5-FU- AR Y F— b - A x4 U 77 F 7L (mFOLFOX6) . mFOLFOX6
AN AT EH LT XU~ T OO RIE, S-FU- ARV F— bk« A4V 2T T Rk
(FOLFIRI) ., XX FOLFIRI & XN X< 7 EH XY F o~ 7 & OOFHEE] 25 e
U TR S 7, AFIBEILSERE & ik U CIEEA TSI (PFS) 2 A BICIER Lz,
(p.156 ZHR)

(14) <PD-L1 5P A /VE v 2 35 KFEVE > HER2 [k o Tl AR HE L A8 3L >
E BRI AR (KEYNOTE-355 #Bh) Tl &8 « BR XUIRFTEITEO R VT %
FARRENED D HER2 [2MED LB 847 B (HAN 87 & Ede) (23U TARAIR b7k
B (TLAVEEROPINRTTTF o, R_7 Y 2% Enab--37 U Z X /V) O
ERET 7 7 B R R O E O G ERE & b L€, PD-L1 Bt (CPS™=10) D HAFH 323
Bl (HARN 28 Bl & Te) [T\ CHEEEAFHIM (PFS) 2 A BIZIER L7z, (p.161 Z/H)
*: CPS (Combined Positive Score) =PD-L1 Z#8 L7=Mifatk (MR, ~7 277 —Y RO o8
) ERMEEMmIECRL, 100 #F L-E

(15) <ANErZEEEMEDD HER2 2P THIEE U A 7 OFEIZIIT D780 - 5 Ky as >
B [F SR MAARRER (KEYNOTE-522 3B&) Tld, /T V2 FIREEMEDD HER2 &M CTH
U A7 T OB 1,174 6] (HARN 76 il ETe) ITBWT, AL L L CARAl
KOMbERE N7 VEX BN+ INRT TF o da—R ZO% KXY LBV U XET
LB+ I aRAT 7 X REe 4a—R) EOPFREIERE (RAIHESRIER) 1%, 7
TR R OMEERIE & OO RERE (777 R HESRRIERE) & il U CIRIB TR o= #E
FHIFERTEE) (pCR) FEAFHREICKE LTz, £, WRTOARE K OLFRIEREIE QNI
AFKI AP GAE (ORFHE5E ARAIRE) (X, iTRTD 77 ' AR & OMb AR NI 4
DT 7 v RBMEGHE (77 2R HLFRE 77 v AR L g U CHEA 2 M AR
(EFS) A EIZIER L7z, (p.165 &)

* IR PRE 2 BIA T A RN, BERZMUIEERZMNIC L Y TNM 4338 T Tle 2> N1~2, I T2
~4 DO NO~2 1T Y T HEBIES AT LARWBENG L S, 2, TNM AJEIZOW T, G
BRSEMEH IR 1 K TIL AJCC 2B 7 RS, TRBRIFEMEFH I E TG 26 2 ILARE 1T AJCC 28 8 RS WV &
ni-,

(16) <HETT - FROTERE >

OEFRLFEFEIAEZBR (NRG-GY018, KEYNOTE-868 ) Tld. (L2 FRIER D 72 4T -
BROTEEREAEE 2806 (HARANT7HEZET) 2BV T, pMMR XN dMMR OV 330D
HEHTHAF LALFEE X7 ) ZXRR AL RBIARTTF ) LOJELE, MOEDE%
DOARFIHEIIERIL, 7T B R SbFRE L OJHRE, ROFORO T TR EREL
fig U CHEEASE IR (PFS) 2 A BICIER L-,  (p.169 &R)

QEB I FH MR (KEYNOTE-775,/E7080-309 #Bk) Tix, 7T F |2 &t el 2f ik
JED & 2 UIRARE 2 AT - RO B 82761 (HAN 104 G142 ET) 2BV T, K
# 200mg 3 FEFEFEHE G- & Lo "F =7 20mg 1 B 1 03500 HBEERILFRE (R
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I. BMEICEYI SRR

VNE T XAFN7 Y H L) BEE R LT, 2AFHIR (0S) XOVPFS #F EIZIER L

7o (p.173 )

*1: IRRIBNIRIE & UL RIEIEN & 5 BEOLE . YL RESR TH 12 s HE B2 THIE LT
B ITHAILTRE & STz,

2 R OWT NN T HBRENRG L Sz,
- RECIST 7 A RZ A > 1.1 WIS EE-S < JIE ATHEIR A 2 A7 2 FIGO 7338 (2009 4EhK) A ZIVA
o1& g B
* RECIST A KT 4 > 1.1 fRIZES  JIERTRER A OF % 720 FIGO 4338 (2009 %) VB
WIS O 1= (R B

(17) <D AALZFREIERR ICHEHE U 7= TMB-High 2 H 3 21T - RO EE FEAER 72 1590 IR #HE72

BaIZiRs) >

E B [F 4 T FEERBR (KEYNOTE-158 3Bk 7 /L — 7 A~]) Tld. {LFRIERET O & % H1T -

3 O ¥ B 2 %P8 K] 200mg 3 3 [ M a5 O A 2h i K V2 RIS RE Sz,

TMB-High™ #6875 1026 (HAAN 6 f5lZ & Te) (Z351F DA 200mg 3 3 [EI[E a1 50 F %h

PR OZRERRF Sz, (p178 &)

¥ —IBHR L L CREMERIC M & T B ALSERIATE NS B2 TRV BT B R R OV
R % S IR IR IR R D BE 2 A AND Z & & Shi-,

¥ H T N—TITBNT, ENERLU T OBEERHRAAN DI,
A IR RV ERGE) | B: fHERE (BELXOEEORE, 727207 7 — % —BRKEESG % bk
<) C: i, I, N, FE. R O R Sk OB S WES (B4R S Ay L T sk
RNWEE) . D FEANEE (RESOIMERESEZR) | E: T7ESE (R¥ELEE .
F: 4 ad ORSE L) © G/, H: PRAE, 1: BURARE. T MR (PR X
TERNESE 2R <)

*3: TMB A 27 [5%LL L7 LVBE TRl 7= [R5 B % OFERIZEZ R b | IR 0%
HEOBEAMNIIHENERDP DD EEZEXAONIEREZBRVEETEES -V OERDHK
(mutations/megabase) ] 7% 10 LL EOHA & FRNITER L1,

(18) <HEATXUITFFFE D 1= Sl >
[EIBE L[R]85 I AHFER  (KEYNOTE-826 5B#%) Tik. MRIGAIEHE OIS 72 < . {LFIERED
ey (bl & L CoRGREEER<) T UIHRO T ESEEEE 6176 (HAAN
57l & ETe) \ZBWT, KAl MOBEEMEESA] (327 U 2 XA KON T F Al (2
TIFURIIHNRT TF ) £_R =T ] L OPFHBRIERIL. 77 R L hoHrEs:
NG & ODFHRERE & il U T4 (0S) M OMESSEALFHIM (PFS) A EITIE
L7, (p181 &)

(19) <JRpATEIT v &= S >
FEBS IR MAHFER (KEYNOTE-A18 #5%) TlE. RIGED FIGO 2014 EITH /3% 1 B2~
OB ™ (U o _EEEE) AT ~IVA #8172 (U 2SS S XRaME) o /Pl T+
BSEE B 1,060 51 (HAN 90 B2 & Te) (2B T, AAIE RRHMEFERE (AT T
F VAR T CTOMTIRE, R OZF 0% O/NRRIEH)  (CCRT) EOOFHEHLZT 7 &R
& CCRT & OOFFRE & bl U C2AFHM (0S) R OMEREA IR (PFS) 2 BICIER
L7z, (p.187 &%)
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I. BMEICEYI SRR

*1 D dem B X D H O, UTEERAZH] B e RS 7B SHH & 8 2 CTIRDS o T 5 AV e
SOFMERET 13 12T L T Wb D

*2 : MEREREAMEEE TS H 2 AWVE MBS E TIHEL TR b0, BERIBECE TELTVDEHO
i L < IBKBIERCIERERER 2580 5 b O, UTBHET 2 BRI ICRERH 5 H O

(20) < FFFE ST HEEAME O JFS MERERRE SO ia R B M U o< >
OEWNE 1 3B (KEYNOTE-A33 3Bk) TiX, HAAN O FEIE ULHEERME O A PEHERR IS
B o SJEBET T B & SRR, AK] 200mg 3 38 R B G- O whit K OV BT R
FAfeic, (p.191 &)
@S N AHER (KEYNOTE-170 35%) Tl, FHIE SUTERAME O TR MR I In T B #fa
U o8B ERET 535 256 BT AN 200mg 3 38 [ B W% G- D A 2 M V22 MR Sz,
(p.192 1)
* o B FE MBI (CERARO b, T HFE MMM 60 B LANIZ CR # L <X
PR 35 Lo 7o B . LA FE MBI i Th 2546, 2 L EoRiaE =
L RS U < IXEDE OB ICER L2 BESHAAN DIV,

(21) <IRMEEIBRAREZ0HEST - FFE D B e >

OEFEHLE M AHRE (KEYNOTE-859 #lg) Tid, (bFIERE D220y HER2 [EMEOTERYIFR
REEZLHETT - B O H X3 Al H A i B 1,579 61 (H AN 101 Bl &2 & Te) 128V T,
AH) L ALEEEE (FP XL CAPOX™) & OfFFRIEREIL, 77 &R LLEE & ONFR%EE
B L b U TR (0S) 2 A EICIER Lz,  (p.194 /)

OEFEILEZE M AHRE (KEYNOTE-811 #5%) Tid, (bFEIERE O 220y HER2 Bt O TR EIFR
REEZLHETT « B3O H T RE H AT BE 698 5l (HAN 84 ffla&te) IZBWT,
AH) MM OPEEMERESA] [ R T A Y X~ 7 +H{b2EEE (FP XX CAPOX) | & Off IR IERE
X, 77 AR O BUEMEREE A & OOF RERE & g LT OS K OV A 71 (PFS)
EABICER Uz, 72 BRI HE S 7z CPS™ B DO fEHTfs ¢k . PD-L1 Bt (CPS = 1)
DEHEIZIBNT, 77 R EMOFUEMEIEE A & OB FIFRIERT 6 2 A4 & fth oo f i
BRI & OOFREIERED OS LY PFS O Y — REiE, 2 0.79 X 0.70 TH o7,
(p.203 B HR)

*1: 5-FU+ AT TF

¥ HNUH LA XYY T TF

*3 : CPS (Combined Positive Score) =PD-L1 %33 L7-ffud (BB, ~7 e 77 =YK R
) 2RISR TR L, 100 &3 U7l

(22) <JRIEUIBRAHE 72 AAIE >
[E B RSB ARFRBR (KEYNOTE-966 5B#) Tid, L ARG D 72 R YIRS RE 72 IHiE
B 1,009 6] (HAN 102 B2 ETe) 128V T, AFEbF ik (FAv e RV AT
7 F V) ORI, 77 R L ALERIEOOHRERE & i U CeA T (0S) 2 4E
WIER L7z, (p209 &HR)

(23) < UIBRAREZRAMEAT - FRFE OO HEME a5 R fid >
OEWNF 1bFHFER (KEYNOTE-A17 #5%) Tik, BHARANDALFHIRIERE O 72 O UIBRAGE 22 1T -
B O BENE R B IR 19 Bl A2 X4, AR AL FEE (XA LR RPN T AR
WRTTF ) L OPFRBEEOREME, ZeMEROEIENHREF SN, (p2125H)
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I. BMEICEYI SRR

QST MAEER (KEYNOTE-483

HER) Tl ALFRIEREO R WEIBRRRE R AT - FR

O ENE N R (B IAH S — b A D PEARAT %52 440 B, 25 11/ TIFR /S — b 22 = VEmRsT
X5 473 ) 1BV T L AANLALERE (KNA P LR RS R T AROT T F ) L
DOFFRIE DA NIE R VL EPEDRG S Il AH LALFIRIE & OOFHRIERF L, (LRI
FEL R L T4 (0S) 2ARICER Lz, (p214ZH)

3. HROHFIFHMRFHE

AANX. 18] 200mg A 3 #FEIHFEXIE 1 [[] 400mg % 6

Thd, (p33&H)

4. BIEFERICEALTRAMIREREHE

MR T, 30 432N oS4 2

EIERE B 5 B =
U HEET A BT A 5 i3

ZA bv, BIRSEE

RMP f

[1. 6. RMP OIS OIEE

BIMOY 27 F/MeiEg & LT
TERL STV D &R

C EEAEFHNTEM  WIEEAT A R

CHBEMTEM BEANC R T v TR PA—FO L D IRR
oD BEI A

(TT. 6. RMPOE ] DIEEM)

BB HEET A R F A cl

REERAHEET A T4 Na7ul) A~ (BGFHAHRZ)

Fe/ N e

TR R AN

WA R % Y LN E

PR L B

EHE~A 7 aVT T4 NARLEN (MSI-High) 263 2 ks

RO - B

A g

SRS

FLFE

FE R

AR A R E (TMB-High) %7 % [EFHE

T G

JRAE VERERR AR B il U o S

B

fE &
PMDA fciliftf FHIHEHE T A K5 1 >
https://www.pmda.go.jp/review-services/drug-reviews/review-
information/p-drugs/0028.html

PR E o> B T l

. F# PD-1 FLEPUEMENEE AN R 2 i HEE T A K7 4 DR
WO BEFHEIZOWT) (k2942 H 14 B RE% 0214
51%477)
. F# PD-1 HLiR UM AN AR B e fE AHEE T A4 KT A4 > DR
WD) EEFEHEO M EICSWT) CER 294 11 A 30 H
{%E%é 1130 55 4 =)
. F# PD-1 HriR UM AN AR B e fE AHEE T A4 KT A4 > DR
WD FEFEHO—HWEIZSWT] CERE 294 12 A 25 H
ﬁélz%é 122555 2 %)
(5T PD-1 Hri P M EEA & O PD-L1 SUAHUENEIEEHI R
2 bt FHEE T A R T4 v OWETEITHED ﬂﬁ$rﬁm~+mﬂz
IZ2OWT) CERR30E 12 A 21 B fRES 122183 5)
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I. BMEICEYI SRR

[T PD-1 FriAHTEMERES A K OB PD-L1 Ui IEEANI 4R
% e il AHERE S A R T A DR EICHE S BEFHO —H L E
WIZOWT) (BRIt 12 H20 B FREF 122028 5 7)

51 PD-1 HUEHLENENES A & O PD-L1 riEHUEME RS A £
L il AHEE T A KT 4 L OREIHE S BEFHO —HIEID
SWT] (BRM2E8HA 21 H RIEF 0821 4 4 &)

« 191 PD-1 FUEPUEMENRE AN R 2 i HEE T A K7 4 DR
ENE) BEFHEO L EIZONT) (B34 8 A 25H #
E3 0825 %5 3 5)

« 191 PD-1 FUAPUEMENRE AN MR 2 o HEE T A4 K7 4 DR
FNAE S BEFHEO R EICSWT) (B34 11 H 2508 %
B3 1125553 )

« 51 PD-1 HFUAPTEEMEREIE AN AR 5 S fE AHEE T A KT A v D3R
FNE S EEFHEO R EICSWT) (B34 12 H 24 A %
E3E 122455 9 =)

« 51 PD-1 HFUAPTEEMEREIE AN AR 5 S fE AHEE T A KT A v D3
LS HEHEO - HKIEIZOWT) (Bf4E2A25H #
E3E 0225 %5 4 =)

« 51 PD-1 HUAPTEENEREIE AN AR 5 e (E HERE T A KT A v D3
LS BHEHEO - HKIEIZOWT) (Pf4E8A 24 H #
E3E 0824 55 2 =)

« 51 PD-1 AP EREIE AN AR 5 Fead (E HERE T A KT A v D3
LS HEHEO - HGIEIZSWT) (Bf44E9A26H 4
E% 0926 45 3 =)

« 51 PD-1 HFUAPTEENERIE AN AR 5 S (E HERE T A KT A v D3
FNWE) B EFHEO L EICONT] (BS54 6 A260H
EF 0626 45 2 =)

« 51 PD-1 HFUABURENEREIE AN AR 2 e fE HHERE T A KT A D3
FICLE ) MEFREO—HSLIEICSNT) (Bf6FESA 170 4
3 0517 %5 1 75)

« 51 PD-1 HFUAPLRENEREIE AN AR 2 S fE HHERE T A KT A v D3
ENE ) BEFHEO L EIZONT) (5648 A28 H %
£ 0828 55 5 =)

(e 3R 0 PR SR AR S 1A L OZEE - RS OEEITHE ) HEFED
—HWRIEEICOWT) (FFI64E9 A 24 B fREFE 092455 1 )

« 5L PD-1 HFUAHURENEREIE AN AR 2 S fE HHERE T A KT A L D3
FILE ) BEFEO—HREITHONT] (BFf64E 11 H 22 H %
3 1122455 5)

« 51 PD-1 HFUABLRENEREIE AN AR 2 e fE HHERE T A KT A v D3
FWEY BEFHEO L EICSONT] (A6 12 A 27 H %
E3E 1227 %5 5 75)

( TX. 14, BB EOEE) OEBH)

B, mEMEAHEED A RTA4 NFICITENT5GE. BAY
BAERER L0 RS EOERIZE LRz S5 alagtk
WD, BHIEREMERT D L,
https://www.mhlw.go.jp/hourei/new/tsuchi/new.html (R HZH)
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I. BMEICEYI SRR

(FwVEBAEERIZOVT

AFNITFE SN DREE TR [FEMERAE] (2O T, 2014459 A 17 BV HIE FE S L
ExZ T TWD HREES + 2638) 5350 51,

AENITE SN DEIHEXITNFR T FEAFE] 12OV T, 2021 43 A 11 BIZADEHIEEM
Bz TCnWg HEERS - (R3F) HF 5125,

AENTTE S DEHE TN F TR PERERR ISR B Y > N (22T, 20224F 12 A 9
HICA DR ERGNEEEZZ T T D HBEE S : (R4F) 5549 5],
AFENTTE SN DR XITNE [15 Y A7 O RPTEIT O 15 S22 RIRHME SRR L) 12
DUWNT, 2023 4F 12 A 22 BIZADIRFHEERGIEEEZZ T TWD HREES : RSHK) 559251,

juliy

it

5. RRBEHRURE - FRLOFRER

(1) ABEH
<EUREE.ET BROFEARE.SALFRERICBELE-EVESEETFEES (TMB-High)
ZHIHET - BROBEMRE (REMNTARNIR#LTIZSICRD) . BAETFEEE. BEXE
HnttoRFEERRAMRE B M) 2/ E>
PR Y 2 7 EHEE A2 RE O b WYNIFERT 5 Z &,
72¥. LUT OZNRE XTI R O REENRGEAGRIUFIRHC LRLO AR DMT ST, FFARE R !
ST Z LI ZR TR RER & e o T2,

- FERARESLEAEHA H 2024493 A 21 H
- WAACFIIEZ IR LT - BROREE~A 7 a7 74 NAR%EN (MSI-High) =4
T HEE (FEERNZRIEREP RS 5] D)
- FRARESEAMEHA H - 202445 A 17 H
- UIBRAHEZ2HEAT « TR O IE/ N R AT I
- R AT IR AR % U N
- S AALEEIRRIEAR (R U - ARTB YIBR AN BE 72 RIS R
- IR IR UIBRANBE X THE R D B Al B e
- BRI S U DA A RS
- PR XX IREE RS & AT 3 2 SHSEEE
- IRIBUIBRABE 7 AT - RO RIEE
- IRYIRANEE AT - BROEHEE~A 7 0T T4 PRLEM (MSI-High) /1 5555 -
B
- PD-L1 B D 5 L8 2 AR 73> HER2 Fah: O FHF R RE U 3 SLE
- IRIVE U EREEMED D HER2 FEME TR & U R 7 OIS T DI - itz Kk
- AT LR O S

PD-L1 D UIBRARE 2 AT - IR OIE/NMRafigE (2016 4F 12 H BUEIRGEARI ISR | ARIGH)
PrfneZe R ANE (2016 4° 9 H RUEARTEAFBIUGRE) | B2 XITEAMEO F R F U o
fE (2017 4= 11 A BUERRGERRBEUGERE) KO AALFRIER ICHE L2 RIGUIR AN e 70 R % BRI
(2017 4F 12 A BUEIRGE ARSI (2% U TRt ORI M SN2, R AE (260
) 2L, ZNEH20224E 11 A, 20234 10 A, 2024 4F 5 A KO 2024 4E 5 A 2 &KGREA: D i
B & 2p otz
[ENCTORBIEFI O TR O TND Z Enh, BEERGER. —EEROIEFIRD T — X
HINDE TOMIL., RIER 2RISR EL FT 5 2 &Ik 0 AFEEHBEE O =
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I. BMEICEYI SRR

BRaEfET 5 & L b, AFOLREEROFEIMEICET 27 — & 2 R HICIE L, A4 IE
R E BB LD L, )

2018 4F 12 H OBIEIRGEAGRISRE, FreOEGRSIED T Sy, DAL R ICHEE Lk

1T BROBHEE~A 7 oY 7 74 MARLEME (MSI-High) %63 % B EEE 2 55U 5 L=

2ODFNARBOFER (V. 5. @) 1) EREILFEZF NAHRE (KEYNOTE-164 ik 24— K A)
<A > R OV EBRAEESS T ARRABR (KEYNOTE-158 iBR) <7 v 75— MR > ) ZE

BEUIGICIE IR T 2 & & b, EHAUERAAZ %M L, 2024 4F 3 A GRS bR & 2n o7z,
(1. DAACZFHRER B U =11 T - F38 D MSI-High % 3 5 B ERE 2 xR FEE o 2 >
D NARERIZOWT, & THRECNICEORERZ EFRBS ICHRMT 5 2 & 2. MSI-High #f
T DETEHED 5 Bk - B % bR < BB O A NECRET 2 RPN TS Z &b, B
EIRGES ., ERARERAZ i 2 2 LIC k| AAIERABREOY ZIERE HoICEET 5 & &
Bz, AFNOFMER NZRMEICBET 5T — & 2 BHICIE L, AFI O EE R I8 i i %
wLHZL,

(2) FE - A LOHREIE
(RBEEFIZOVT)
EIREFH T EM (EEfER T A F) F2 M L CARAORE, BWIESEH O 7 DI BRI E
A L, BMRA RS T D & & bIs, REEAHEET A BT A 2 TR ST S fii i Z 0 J OV Al
2 et L@ B 21T o
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I. BMEICEYI SRR

6. RMP DfE
EFELKVRVEETEE RWP) O#E
LM S
[EERFFESNZY 27] [EERRFESNIZY 2 7] [EEARRFESNZY X 7]
- PR AR  RRIEE (T - NU—E - Infusion reaction
s RIGZ - N2 - BEED TR TBREE) - g (oo i e e R e

« BUEATAR - FFA4 - ITHaERS
e HFSR - LML

- TEHERERRTE (RN I EIVERS
%K. RERIFERE)

- OIS (FEEARRRERE ., T
IRIRFERERE S, RITEARRERE)

- 1 AUBE R

- SE IR

* FRA% - BRI RARIE

© R - NI RES 42

- e - B -
« AR 4 0
- DA

LR LS (St

- BEOREEE (hErhR AR

FERMIRIE . B2 FEREIEEARAE fB 7 |
ZICALBE, FRMIES)
FhEi%

W TESRBER, TR PEE L, R
IFERBS ., MERERLERE )

- BEOHRK
- MER BB AE R

zELe) Db D BE~DHH
- At

[EZEREENY 27 ]

RAT 1Y X TERE5%ORESE
I E MR R e B3 B B S
PHEDFREBL Y 2 7 ORI (3%
PR )

- IR - iR ERE

[EZ 2R H]

L

AEIZBE Y 2 BT SR

- I ERE TIZI1T 2 23 AALFRIER I L7 TMB-High 276 3 58817 - RO BB BE T 2 2k

| ERRICEES S RAMEREA O T- 0 OTEH)

| B2 Y 27 B/ MbD - D iEE)

[ 3 i 22 A VERE LG i) O A

U A2 fg/ MU OB

R H O S VR AR TEE)

BB ST
CFEREREEICHT S L AT =T HHE GO
R RE AT FH BRI A
« D AALFIRIEZ ICHEH L 72 TMB-High 2 9 5 i
1T « B OE T B TR 2 — il Pl B A
B3 U TEEEME O JRFE MR IR, B il U >
AEBET KR D R R R A

WH O ) 27 fg/METES)
B

Mo U A7 F/MEIEHE)

CERGEEER T EM GEEMFERATAR) OfFEK

FORME CEMERAME, 1T - B0 -EEE, 23
AACEEIRIESS \CHE B 7= TMB-High 2 &4 517 «
T3 O GEYER 7GR SRR 5 A 1R D) |
3 ST EE A P E O JR B MERCR KA B Mifla ) >
SN, R T )

BEENTEM QRN BT v 7)) OVER R UL (B
PERGANE, 1T - BROFEERE, B ALFRIERIC
A5 U 72 TMB-High 26 7 2817 - B OB (2
YL IR IR BRSNS R G A CIR D) | FR U EEAMED
JFORSTERERE ML B M Y NI, AT TS
SR

AR BT DA - RBROFE O
« M AALTFIRIERR TG L 72 TMB-High 2 A9 %
1T+ T OE T B N5 5 — ARl AR A

(FRH4EHAB : SFf744H9H)
B OWEWIT, MNTATEE A B3 RS A O R 3L MR BR— U THER L T E &0,
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I. AFIZEEdHIEH

1. R5E4
(1) 0 =]
FA FL— R ERE 100mg

@ # %
KEYTRUDA® Injection 100mg

3) BFRDHAXE
Brizp L

2. —i&4
1) FL (WA
NAaTn X7 (BEHER ) (JAN)

Q) #4 (M%)
Pembrolizumab (Genetical Recombination) (JAN)
pembrolizumab (INN)

(3) AT L (stem)
b MbE /7 o —F LHE © -zumab

3. EEXRIETTER
AT EOT I BRFRIEN 72D HEH 2 AR O 218 HO T XV BAFRIE G 72D L#H 2 A THRIND
Wz R ETH D,

4. FFXRUHDFE
A1 0 Cos04H10004N 171602036846 (Z 737 B84y, 4 A$H)
H 5 C2201H3376N5780681S18
L 4 Cio51H1630N2800337S5
531 1 K9 149,000

5. %48 (GRK) XEEXE
NLaTu Y XvTE, EETH e MEE ) 2 a—FARERTHY . v~ T AHiE k PD-1HiikOHE
FPERESS, WNCE b 1gG4 D7 L— AU — 7 R OVER L2 , HEH 228 FH D7 I/ WLk
FEDR Pro lZEMENTND, N7 Y A< TE FrA =—ANLZAZ =PRI LY EASH
Do NAT Y A TIE, AATEOT I BIRIEN G5 HE (y4 ) 2 AR O 218D T X/ BRsk
Ko7 d L () 2AKRTHRINDHEY V378 (G5 59 149,0000 ThH D,

6- ﬁm&s E“%s mﬁ%\
B3 &S + MK-3475

=&S

23



II. 9 B89 5IEH

1.

WEL MR
(1) MR - R
A~ A T~ A RDIR

() BEE
M L

3) WiBHE
EARRANA

@ER (9B, R, BER
M L

6 BRIEEBHTER
L7
(6) D EIRE
Y L2
7) OO ELZREE
pH : 52~5.38
2. EOHASDBEEETICEITSREN
R PRAFERAE RAFIERE PRAFHIH TS
EWIR AR -40°C+5C 24 % H RN
JnsE AR 20°C+5C S S RF 5 Sy S 12 % H ;iilj; —
- =p o, [¢) /3 0) (=] D 3
SRR 5°C+3C 12% A Y

HIEEHE - MRIR. pH, MEEERAER, MM, ERiE (X o7 BRE) |

RS OERRERE, EEX
TR BR S
HEWTEME © ELISA 15

WS AR me N ST T 4 —
NTFFv T R aY N ST T 4 —

EREE

Z Ry IR SR AT R E

&

24

TURBMFT, NS AT




IV. 1%l

EJ5HHE

1. #Hifz
1) FRORE A
EHHAl (AT 1)
Q) HHONE R UHER
oned FA FL—FC R 100mg
PEAR A~ A CHEA~IL A AOIR
@) #Ala—F
L7
4) B0t
R5E44 XA FL—Z® R ERE 100mg
pH 52~58
BB 0.9 (EBREHHKRTLL)
(5) T4t
Y L7
2. HEIDOER
) BHES GEERSD) OEERUFMA
W7e4 XA b—F® S EE 100mg
ESEi %) Na7ul) X7 GEErHfkz) T
Gy e/ RERY (13 T L) 100mg/4mL
I thﬁﬁ%/ﬂﬂg)\Lt?%yyﬁﬁﬁmﬁ%J@&@\
AR (280mg) . AU Y L<X— k80 (0.8mg)
D) AANTERE T HEHIC LY . Frd ==X L2 7 =Mz W TRES NS, v AZ — -

T N7 OEFERAFREER I, U URRMEEZFER LT\
T 2) ARANTESHEE B FFOEREBE L T, BREAEINLTNDLDT, %ﬁﬁ%iMM%myumm?&éo

Q) EREFORE
ML

Q) RE

BRI

3.

BARRANA
4. Affy

A DG

AtERROEBRRURE

i, RXAT7n ) XAvT (BaHHiEz) (2378 E) TRRLTND,

F 72 ARANOFX; X PD-1 1Z%F T B & HIAE & ELISA IZ KX > THIE L T\ 5,

25




V. ®AICEE9 HER

5. BAYT HFIRENED H 5D
AR, AR, PRILIRSE

6. HADEBEHTICEITIREN

ABR PRAFSRM1F REFIEE | RFEUM AL R
FEMRAFRER 5+3C 24 % H JRFEAN
et 25+2°C/ 53 PR W) O % B Y T 4
AR 60% - 5%RH 62 R s m i,
- 40=2°C/ A7 A 53 R4 O HE W (1) 72 18
L 75%=+5%RH ATV 3n K INARERD BTz,
AR WRBEE 120 77 lux-h BA 1 N .
\ R4 O K43 3R
| RO A O = % - gﬁfﬂamﬁ
JLF—200W - h/m? 2L | =

WEEE : Mk, pH, MERER, REMEREY ., REERRLT. fExtil, @&k (X X7 ERE) | =R
rEv, HEE RY Y L_— | 80

7. RAEZERVBSBEOREN
VL. 11. @ FoREE) OHEBR

8. HHlEDEATIL (MELEHEL)
LR L

9. A
BARRANA

10. &% - 9%
) FRNARDELER - A%, NENFHRLESR - XY 51FH
L7

Q) ax
134 7/ (4mL)

Q) PHEE
4) BHEOME
INA T IV BAN T ANAL TV

=N /= R= A ) =N -3 = i V) = VY

11. RFRRHE SN LIEME
FE LW

12. Z0ih
BARRANA
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V. AEIZBEd HIEH

1.

2.

ShRE (%R

OEMERE

ORI LT - BROIE/NERSAHRE
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3 I FRE X 1B 400mg % 6 HREIFRE T 30 2RI T CRMEEET 5, &G EEIE, 3 HEMAFRE
H-oO%4 INATHEBIEIET 4 [B1E C, NIRRT 13 B F ¢, 6 BEMRE S O5EA . iraifeh
FIEIX 2 BIE T, R miBRIEIL TR ETET 2,

GRABUIBRTREX (XD EHikaRE. PD-L1 BBHEDRILE >§§1$K§'I‘$;b\o HER2 FZ 14 D F i A8k
XITEHIE. 17 BROFERE. £TXIIBROFEERE. AEVIRTEELET - BXEOB
fE. UIBRTRELEST - BROBMHWESRIE)
fh O PUEMEREE A & OOFHIZIW T, @% ., AT, a7 nr ) X~v7 (BiarHfiz) & LT,
1 [8] 200mg % 3 3@ [ EIFR SL1E 18] 400mg % 6 3 [ FE T 30 /0 M2 TR+ 2,

Bz T S k@B Ex)
WHE. RAIZIEZ, XaTvnrl) X~ BEFHIEZ) & LT 1A 200mg 2 3 EFMRESL 1 [E
400mg % 6 B [E[HFE T 30 43 [T CrifeeE+ 5, BEWEIT 12 » AMETET 5,

GRABUIBRT R EST - BROBER)

INFaT TNV KN ATTTF o EOFFRICZENT, @, AL, a7 e ) Xv7 (B
FHAMRZ) & LC. 118 200mg & 3 3@ RIREIRE XX 1 [[] 400mg % 6 #EENE T 30 20 M2 C A g
W95, DAACFIRIERITIETE L7z PD-L1 B ORIAEIBRARE /21T - B ORIE R T EREIZ %t
LT, AAIZHME T 52L& HTE D,

(RILVEVZBAREMENDHER2 BETHERES Y R Y DEEICE T ST - MEREYMEE)
WHE. RAIZIEZ, XaTvnrl) X~ BEFHIERZ) & LT 1A 200mg 2 3 EFMRESL 1 [E
400mg % 6 F[FEFE T 30 3Rl CRilsE 7 5, &5, 3 EMERE G O%E . iy
FRIEI 8 B T, MR EWIRIEIL 90l £ ¢, 6 MR G OHA, WaEY#EET 4 B F T, i
BEMPEIT SEETET D,
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V. BRICEYIHIEE

(BFETFESRR)

VAT T F ok AW RIRHES O RRE & OfFRICB W T, B, AR, XAaT el XvT
(BlafH#e ) & LT, 1[H 200mg % 3 MHFFE 0L 1B 400mg % 6 JH[E HIFE T 30 43 fHlH~ T T
SHEET 5, B 24 » AflETET 5,

CGREYIRRTEe/ RERE)

FAUEEUVEBE ROV AT TF o EOFHICBWT, @E. AR, a7 rl) X+7 (&
kL z) & LT, 18] 200mg % 3 M REINE X X 1 5] 400mg % 6 38 EFRRE T 30 4320 TAaiE
HEd 5,

(fign)

VB (4mL DIN) 223, TANLHEEY . BRAFERERUIHAR 5% 7 USROS
Ny ZTIZEAL, mEEEL 1~10mg/mL &35, KANX, 17427 4% — (02~5um) %
LT, 30 40T TERIRNIR 545,

Q) AZRUVHAEDHRCHEE - 188
(EMEaE)
ENE [ B (KEYNOTE-041 i) 12BW T, HARNEM RSB ISRT 5 ARF OR 2K
OHIMED MRS ST= Z & 5. KEYNOTE-041 585k, #4455 T AE3ABR (KEYNOTE-002 #Bk) K Y
WA EMAHRER (KEYNOTE-006 #5R) % FZeilBpkis & L CORRMFEEITV, 2mg/kg 3 M
bR 5o k& O & CHAGR S vz,
ZD%IZFENE LT BRRBREGE L OSMNENEE 2SR E LIeET VU 7& Y 2 b—r a VORER
X0 KK 200mg 3 EFRIBREE G- O FTE R OH DY, 2mg/kg 3 WM NG & ZIE RO B M 0%
BERTZERH LN o7z, BEHEIL, BENMHE CRGRROBAEY A7 2R TE 5
b EAIORTFNC X AN E ClanaE, R EO A Y » RAAKE N, & 51T, 200mg 3 ¥
B GREOMRFE BRI AT AITRD 5T, BANEFITE T, BE—INEBRIC X BN
ERRICEIET 5 2me/kg 3 IR G- L IRBEENFRE TH D 2 LIRS NI, £72A% 200mg
3 HEEIFRRE G1E. BARANBEICBW TR AMRER LML R Lic, Lo T, BIRUIBRAEEZ H
ARNEEREAFEEE BT 2 HEEOCHES 2me/ke 3 AR5 200mg 3 # MM R G~
EBELUIZEETYH, AAEEGIZ X 055N 5 R e G90ME & V22 TR0 S &H
Wr L. AHIO kK OH &4 200mg 3 HEEFEH#R G- ~ZF L=,
F72. 2mg/kg OG- & B RIFREE OMRER 83 A D 5 [E EH & 200mg % F W CE BEIE R 55 T
Bk (EORTC-1325-MG,KEYNOTE-054 35k) % %0 L, AFRBRAGEIZ IS iz ik o ik
N OV % 200mg 3 WEFEFER G- & Lz, £D%.  [200mg 3 38 IR 5% 400mg 6 1 [H H bR
Beh) ICMET SN (V. 3. QHELROHEORERME « RIL)  (400mg 6 H IR G DA
ZM) . F72., KEYNOTE-054 &R Tl | -2 2 DI MBIFRIEOEHRRIL e ned, &
HBWIREIZ12 » AME T) E&E LT,

(UIBRABEAR AT - BROIE/NERATRE)

FE /N e OO B 12 35 1T 2 AFI O ERIRBAR I BV T, 2mg/kg 3 MR G-, 10mg/kg 3 iE
[ FR G- O 10mg/kg 2 BEEREGIIOT b . 0 2R PUEE 2 5 N B AT 72 2 M O
FMEE R L, RRE L7 &#P N T 2mg/ke 3 BRI CHMEIRIZIERKRICEFEL THDH Z LR
mENTE,

— 5, VR ENE K O NG B OF — & A Uz RHEM SR Eh AT OfE R, AHKI %
AREIZESTHERTG L-HAEKORBEICLOTEREAE TR LG GOWTRLL, EY#EiiED
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V. BRICEYIHIEE

EENIFRREE L E 2 b, BEHET, B5PHE CRGERORBEY A7 2 TE 5 E, 3K
FIDORRNC L DN AETWE IR EDOA Y » FRKREWNT &6, 2mg/kg D& & falF
FEEE DU BN FLA W 2 [H E H & 200mg 2 VT, EFEILFRFEIAEER (KEYNOTE-024 5i6%) %
Fhi L7z, D ORBRAGREICHE-S & . AFID HTE MR O B4 200mg 3 W EMRE®R S & L=,

e/ IR IEE 2 38 1T DAL FRTE & OO G ICB W TR, IERFE LR TIENA FLdE KRR
ZFFHH L OGRS R ERETIE A7 U XX XEnab-X7 U XX VKOO NRTZ
F v L OOFREEICEBT 2 EYENE, AMER LA G LT, ARA| L AL FHRE & ORICHEY
FEAERITREO v & WONCEHERIL R IR (KEYNOTE-189 J& UF 407 #llR) itk
FARIZ DS & AFORELOHES 200mg 3 HAMMERERS-& Lz, Z0%,  [200mg 3 ¥ HbE
Be 5% 400mg 6 I RFR & 51 (C2mT &7z (TV. 3. (2) FTE K OVH B OR% E R A& « 1R (400mg
6 AR EG) OmHEH) |

CE/NRREREIZ 3 (T B fTRT - MEREEE)

FE/NRRARTEZ 31 B, IRRTAHBNIRIE & L CORF AL 9E (R ERE/NRaftE « > 277
Fr+ T A EZE B D VITIERT LRI NIRENE - S AT T F o+ XA R LXER) EOHEH
VR RO BB & U CORBIBEMBEIEIC BT A EIMER V22 RE L-, ZiLE TK
) & DI AAERZ OV TRRET S TO LA IS A ERIERD bienz & ffix
72D AFER TARF OB B ICERR I E B 2 2S5 358 0 L AL TW W2 & I QNS E B 3L R 25 A
B (KEYNOTE-671 #Bk) DOEFRIKEAEICHE S S, AFIOHIEKOHEE LT 200mg 3 i [ 1R
HIXmEycdh b L U, Iz CEEARRORIEE U H THGR ST % 400mg 6 38 R FIRE % 5-
X, ARANO Y EHRE K OIRTE—ICEBRICESE, DA OO THARREE B 2, AHlDH
ROV R % 200mg 3 8 [ MR 5 XX 400mg 6 ARG & L=, $£72. KEYNOTE-671 A5
DRERT VA NHS X 200mg 3 BB RIFRE G- OB SRR REIT 4 [ £ T, ik Ryntis
1L 13 [EIETE L, 400mg 6 I [ EIRR R 5- D55 I3RS EE I 2 [A1F T, I EWREEI 7 B F
T& LT,

(BREXITHAMOHHMAR ST U VB, NAEEERERICIEE L ET-BHOD MSI-High %
59 5EKE BENABRIEYEGIHEEICRD) | BRVIRTRELGET - BHEONSI-HighzHT
54505 - EiRiE. NALEEERICTIEE L= TMB-High 289 51T - BREOENRE (EERHLAE
HPR#TIBEICED) . BRXITHATORREMMIEAMIRE B A >/ fE)

WA Y U VoS, MSI-High B O N2 ORI ICS WO CTiE, AH| 200mg D H)
B, A E R OVt A et U, TR FE/ NmARitE . R0 AR % 2 U oS & O MST-
High EEHE CEMBNEEZ MG L, DAFRIZ)H b BT, REIOEYBEREIZAETRD LR &%
B L7, I DICENENORBRBAICIES S, AAO ALK O H R 200mg 3 B ME#E G L L
72 =D, 1200mg 3 #[FMFEE 5 T 400mg 6 ARG (cdgiTanz (v, 3. @ A
ER O EOBRERE « R (400mg 6 HFMIE#E L) OEEMR) |

MSI-High ## 55 « E¥E . TMB-High [BEJE5 O BEIRBIFEIZ W T, Bk & 722728 AFEE TAH 0 K &)
REICHRRMICE B 2 2 13RO 5N TN &, I DIZENETNORBRFICE SIS AFIOHIE
KO E L LT 200mg 3 HRIFMRE#K 5 13EY) TH 5 &l Uiz, 1z TEEAGROZhEE ST Zh R TK
P SAUTUV D 400mg 6 [F IR R G-1%, AKI O3B HE L QMR FE—ICEBIRICIE S & BAFEITH)
OO PHEA RSB . AAIOBELOH % 200mg 3 3 [ k&5 513 400mg 6 3 [ [ R 5 5-
L,

PRI ST TR 00 SR FEVERENS ] AR B M U o SR FER BRI BV T, A 200mg DAZ)
PR OV A G LTz, MM IR AR CHMBIRE A Mt L. k& 7o 23 AFER] CAKI O KB iEIC
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V. BRICEYIHIEE

BRARICEERZITRD ONRWI L 2R L, S HICENENORBRAAEICE S &, AFIOH
EROHEE LT 200mg 3 BRI MFER 51389 T 5 &l Uiz, Iz TEEAROZRE XTI H T
KGR E ATV S 400mg 6 T [ EIRR P 513, ARAI OB RE K ONRER— LA BRI S X | BNAREIC
Mo LT HEAFRE &5 2. AFIORIER O HE% 200mg 3 3 [ k@5 X 1% 400mg 6 8 [ kR ¢
ER A0

(HRIAYIBRAFRE/G FREG £ R f)

DS AALSFIFRIE R T U 7o ARVEYIBR N BE 72 JRIE |- B O BRIRBAFE 12 3\ Tk, AHAl 200mg D 34
Re. AMMER VLA RRET Lo, B 7208 AFER CARHM O3B EICERIREVIC B 22 2213380 b
NTWRNZ & WS EER L RS IR (KEYNOTE-045 308R) ORBRREIC IS & KAl
AEKR OH &% 200mg 3 EEIMREHR G- & Lz, 0%, [200mg 3 # MR 5 X% 400mg 6 #H[H
ffa& G- IcdGTanse (TV. 3.0 Q) FEROVHEOR E/REHE « fR#L)  (400mg 6 3 [H IR 5
DIEZM)

a2

S BT, RIGUIBRARE R RIE ERCEEIZ X9 5 —IRIBE & L CORAHEMB G L OARHF & =Ry
~7 RREFr GBIETHE#HZ) L OFREEICRIT 2 EyERE, ARk Va2 iE L,
AR RNy ~T RXRFU (BaEfz) L OMICEMHEABERTGRD NN & KR
F B B2 51 3 TRR & 72 93 AUFR TR C A O SEW B R I ERIRPUIC B EE R 22 TR O b T n 2
& NTHEANE Th, TAHFER (KEYNOTE-869,EV-103 #R%) | [EER L[R2 AR (KEYNOTE-
A39,EV-302 #kBR) K OVES S DAHRER (KEYNOTE-052 3BR) OBREGAEIC IS &, RIGWIERA
REZR R I BRI A AF O HEKL &R L LT 200mg 3 HEFMERGIZEYTH 5 LHk L
72o INZ CEEAGRONRE TN B TR I T D 400mg 6 3 [ 5 G- 1%, ASHI 0 3 Eh e K OF
MR —OEBIRICE S X, BAMIZO DT EAFEE & B 2, A& O LK OHE% 200mg 3
IR 35 5- 1% 400mg 6 HE [EIEIFRE I 5 & LT,

GRAUIBRT R X (XERFf E D B HIREE)

B IS BT BRI ICRB W TIL, TRV F =7 L O GICRBT 2EyERE, AoEE O
et EREt Ui, RAIE T X TF =7 L ORIZEWHEAERITRO bR & Bkx 72 AFE
W CAH OB RE I FG R R I 2R 2 T3R80 LAV TV AR W & M ONC [E RS 3 (7] 255 AR A BR
(KEYNOTE-426 i) OFBREGAEIZHD | AF O HEKL O &% 200mg 3 HFFRER 5 & L,
D%, 1200mg 3 [ FEIRR$E5-301E 400mg 6 F IR R G- (G &z ( TV, 30 Q) HEEW
FEOR TR - IBHL) (400mg 6 BEIFIFERS) OEBMR)

I, Ly ARF=T EOREGICE T 2 WERE, AL OREMEEZRF Lz, RAlE L
NF =7 & ORI AAERITRD SN T & kBix 7228 AFER A O Sy Eh i |2 FR B9
BEERETRO LT WD & ENZHE [ R (E7080-115//KEYNOTE-523 i) K& OVE
B[ 55 MARGAER  (E7080-307, KEYNOTE-581 #&8R) ORBRAAE, W ONSAHKI OB HE K O TE
—IEBR [TV, 3. QHEAUHEORERME - IBHAL  (400mg 6 W HIFFREG-) 1CFEHE L7 4R
] (ZHESE L AKIOER OJHEE 200mg 3 3 [ B R 5 0T 400mg 6 8 RS- & Lz,

(BMEIZE (T 2R mEELR

e BB OB ARERIE & L TR S8BT 2 A9 E R O et E R Lz, S hET
B2 7203 AURE R CAK O I BN AB I BR R VI 22 813780 DTN 2 & | [EFESE R 25 AR
Bk (KEYNOTE-564 #lk) OFBRaAE, W ONSAA| O T B RE K OWREE—ISEBIR [TV, 3. QM
EROHEOBRERKE - BHL)  (400mg 6 B RHIFIREE G (ZF0H L7oRIL] ([2E-S & Bl A
F O AR BRI 3 2 AHKI 0 A ik K O £ % 200mg 3 38 [ FE #5313 400mg 6 38 R FIBE % 5
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V. BRICEYIHIEE

L L7, F£7-. KEYNOTE-564 iBr T3 1 218 2 DI aiBh i o R IL iz, T
SR 2y AE T EREL

(BREXILRREGEEEHT HEHEHE

SHSERRIE 31T D R BRI BV i, ARFIHAMAE L <IEARA], 5-FU RKOT 7 FF8H (275 F
YXUIHANRT T F ) EOPREGIZER T MBS, AR O L e G L, AAlE 5-FU
K ON7 7 FF 8K L ORI EEDFE EAERIERRD D2 & | Bk 23 AFRB CARKI O Y EhRE I Z i
IREIZEEZRZITRD 5T 2 & WONZERRILEZ TAHRER (KEYNOTE-048 3ER) il
ARIZEE D & AR OHER OHEZ 200mg 3 HEMR&R G & Lz, 20, 1200mg 3 3 [H H R
5303 400mg 6 WM G- ([CWET SN (TV. 3. Q) HiEROHEORERHE - BRIl (400mg
6 AR E ) OmHER) |

GRABUVIBRTRELETT - BROBRER)
ﬁﬁﬁm%u5$ﬂ$@&5@%%%%m3w1ﬁ\Kﬂmwgwﬁ%%“ BN OV e %
Bt Uiz, BEx 72208 AFE R CAHI O S Bh e | BRRHIIC HBE 72 251338 H LTV RN T & | I%A
A MAHRER (KEYNOTE-181 #kBR) O#Brkig. I ONT 400mg 6 FJF%F'EJBVH&EJL TR DA A
%\ﬁA%%ﬁ%&K%ﬁbkmﬂA%ﬁ@ﬁﬁ@@ﬁ%&@ﬁ-ﬁ%@ﬁ%ﬁﬁi&ﬁmﬂﬁé
AAIN O R 1E M O &% 200mg 3 I #& 5 X1 400mg 6 AR & S & Lz, (V. 3. Q) HiE
R OVHBEDORRER A « ARHL]  (400mg 6 B MR L) DOIESMH)
X 5T, 5-FU KOV AT T F v EOPFRBEGICE T 2 8MER L2 RGT LT, AFlLE 5-FU
KO Z FF 8K L OIS AERITRO b2 & a2 AR TARK O L EhRE I
FERAICEE 2 253500 DAL TV RN 2 &L WONCE RS [E ZH M AHRER (KEYNOTE-590 #&5R) o
AR AR IS & | RIGUIBRARE R ST « RO BB T 2 A% 0 HiE R O HE L LT 200mg
3@%%%&5iﬁﬂf%ékﬂﬁbtoMZT%%a@@ TR THEGRE TS 400mg 6
R G, REIOFEYEIHE K OIRGE—ICEBMRICE S, AR b O TEH LS
Z AAKIORER O H &% 200mg 3 8 M HIFE R 5- X1 400mg 6 B FIER 5-£ L7,

(PD-L1 BBHEDRILE S ARAKRIEME N D HER2 B D F M ARER ITEHILE)

PD-L1 (D AR VE 2R EEME DD HER2 F2ME O FIEIZ I 1T D ERIRBFIC B W TIE, AF L 7 A
AEVROPANKRTTF o X7 ) ZXE /LKt nab-,37 U ZFL & OFFHRGIZEB T 5 HM &
O M mat Llc, ZHE TRAIE OFEMM EAERIZ OV TRET S 70 T D 59805 Tl SE
HAERIFRE O bNnZ & ka3 AR CAKI OEY BRI ERRAICEZE 2 21T b T
RN b WONCEER AL F S IARER (KEYNOTE-355 #BR) OBRAGEICE S & . AF O HER D
A& L LT 200mg 3 MR 515EY) Th 5 Ll Lz, Iz TBEAGROZIRE X TR TRE I
TV % 400mg 6 I FEIFEEE G-1%, AHI OB IE K DR — LA BHRICHE S & BARIZ» D 5T
WHARE & B 2. AFIOREL O £E% 200mg 3 8 R 5 30% 400mg 6 R G- & LTz,

(RILEVZBAREEND HER2 [ZETHRES ) RV OFEIZE T S8 - EREYMEE)

RIVE VB RAREENE DD HER2 P2 T3 A U A 7 OFLEIZRBIT 2 BRIV T, iRy
BEEUTARRI LT E RV 2XRV+HIVRTTF o da—A, FTOHREFILET X
EmEALE Y+ I aRAT7 7 Re 4 a—R) EOPFRBE. ROMRZIEMIETE S L COARAIH
M EITIBIT DGR NZEMEERE LT, ZHE TRA L OFEMHEBAERIZ OV TRET ST
W DAL FHRE TR BAERIERRO 2N 2 & | k& 7203 AUTER] CAAI O 3 EhRE | Z R R A0 &
BERETRD LN TN &, EHELFEFIAERER (KEYNOTE-522 #lbR) ORBRAGE, IONIAR
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V. BRICEYIHIEE

F S ENRE K OWETE—ISEBR [ TV, 3. Q) AEROHEOBERSE - IRHIL)  (400mg 6 i [H [H IR
Beh) \ZECE U7ARML] (2RSS & ARAID HE L OV & A 200mg 3 38 [ R4 5- X 400mg 6 ## [
R G-& Uiz, F£72. KEYNOTE-522 sUBR DR T A T E-S & | 200mg 3 I8 M MR G- D55 130
AR 8 [0l £ C, FESEWEIEIT oMl £ T& L, 400mg 6 RG5O G I 3T Y5
I 4E1FE T, IFRIEMIFRIEITSEIETE L,

GETT - BROFERE)

7T F A & E T EEIERE O & A UIBRARRE/R LT - B O T EIRNERE 2 xR L LIRS
IZBWTIE, LT =7 L OHEGICB T 2HIMER L EMEEZREF Lz, AFlE LT =
7 L ORI AERITERD SN2 & ka2 AUFER CARKI O S Eh B I FE PRI EEE 72
ZITRD LN TN & WONCHAMEIEE 1/ THHER (KEYNOTE-146/E7080-111 38&%) | [#
NI T A5 (KEYNOTE-523,E7080-115 5BR) M ONEFSH:[ 55 M AHFAER (KEYNOTE-775,
E7080-309 #Bk) OREBREAFICHES X, AFOHIELOHE L LT 200mg 3 #EHHREER 5 13E 5 ¢
BB Ll LT,

{LFPRIEIE D 70 LT « B O 7= (R R 2 k14 & UTZERIRBRFE 1238\ T, ARAI &b E (O
7V EXRNAVKODNVRTTF ) LOOFREE, KO O%OARFIBEMPBIEB T 52 H0 MR
LEVEZ G LTz, AANE R U Z XK OINRTTF L OMICEYEEERITERD b
WI & ARHIR 5T I TR & 70 23 AR CASHI O SEM B RE Mo NG R — )& BRI BR IR A
ERETRD DN TN & I EHEEIEFRFEMAEFER (NRG-GY018, KEYNOTE-868 #f#)
DOREBRSAFICIED &, M#AT « FROFEHIREIT T 2RO HiE RO &E & LT 200mg 3 18 R
B 53U TH D LRI LT,

N Z TEEAGRDOZNEE TN R THEFR S TV 5 400mg 6 TR WE#HE 5-1%. AH| 03y Eh e & DR
—INEBRICESE | WARIZ D LT EHATRE & B 2 AFIOHIEK O &% 200mg 3 38 [#[H
f 4% 5- 3 1% 400mg 6 IR & 5- & L7z,

(ETXIEBROFEERE)

T E SIS DR ICB WL T, AF SO FUEMEEA] (X7 U X2 XL kOT T FFHl
Bl (AT FFUXIIHNRTTF ) £R_NR 7] L OGEREGIZB T DA MR N
ZREt Uiz, ZHVE TARA L O EAEFIZ DU THET STV BB RE TS B 1338
DHIRNT & K& e AFERCARF O ENREICRERICEE 22580 b TV RN & I
ONC[EBRIL A S IAEFER (KEYNOTE-826 #BR) DEFIKBMEICE S &, AAIOER OHES LT
200mg 3 M RIBRE 513 CH 5 LR Lz, Nz TREAROZEE IR TERBIN TN D
400mg 6 JE MR G- 13, AF O EIIE K OMRGE— S EBIRICESE . DARIC) ) &3 Al
HE & B 2 ARAEIDHEK O &% 200mg 3 [ MR 5 XX 400mg 6 MRS & Lz,

(BFETFESER

JRFTEAT = SR 35 T D RRIRBH IR W Tl AR & FIRH bR s (v 2 7T F o [RREF
T CTOINBIRE . L OZEDO#HO/INRRIER) & OIFHOANMER N ZeEE2 et Lz, ZhET
A & DOFEMFAAERIZ DOV THRE STV (L FPHE TIEEMMH EERITERD b w2 &
KR % 72703 AFE ] CAHKI O FEM BN REIZBRRAVIC B E 2 2 TR D b TV RN & | WONCEBRILFE S
MARFER (KEYNOTE-A18 #%) DGR AAEIZIHE-S & ARAI O HIEKR OHE E LT 200mg 3 #[#H
b G- 30E 8 Thd 2 &I L7z, 1R CREAGE DO #hRe IR THERB ST 5 400mg 6 1 I [H IR
5T, AFOERYEHE K OBRE—CESBRICHESE, BNARICHr b LTl RRE S & 2. AH|
D K OV B % 200mg 3 8 BRI FE & 5-30E 400mg 6 HE MR #&S-& L=, £7-. KEYNOTE-AI8
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V. BRICEYIHIEE

FRBR CIIAA| & [REHMEE R RERE & OBERICB W TR 2 FF 2B 2 5 A O AR /W=,
(e 5 Mx 24 » ARIE Tl ERE LT

CREVIBRTEELET - BEOER)

BT D ERRBHFSIC I\ T, HER2 BB CIEAH & oFUEMEEE A (7 vk IV
FYUEMERES A X AR UEMEIEEA) & O GICB T 2 AR O ZeERF Lz, 2
E TARA & DA EAEZ OV THET S TV DAL ERE TSR EEHIZER S S s
T KRx T DS ARERE CAKI O S BN RE I CEE IR AVIC EEE R AR O DTV T & I N [E R
LEZEMAEER (KEYNOTE-859 #tliR) | [EERILFEZEMARRER (KEYNOTE-062 i) & ONE N H
5 MAHFER (KEYNOTE-659 iB) DEGREGEICIES & AFIO HiE L OHE L LT 200mg 3 i K
MbE# 51388 TH 5 &R Lz,
HER2 5 B CUIAH & O BUEMEIESA] [ N T AY X~ 7+ ik (Fe—rybak—§
FP" X% CAPOX™?, HANBM A — bk : SOX?) | L OUFHEEICRBIT 2 EMERE, AMEE DY
MR LT, KAlE NI AV X<7 L ORICEMHAEERITERDO bR & kxR
FE ] CAKI O KB HE I B R AOIC 2 2513580 STV & M ONS [E B3 [F] 4 THFE RABR
(KEYNOTE-811 k) DERRAFICEEDS &, A0 HELKOHELE LT 200mg 3 7 MR 51X
WYITH D LWL,
A2 TEEAGR O REE UL RN R THAGR STV 5 400mg 6 ¥ [EIFEI R 3 513, K 0 SR B HE M O &
—ISEBMRIC IS & DA BT ATRE &5 2. AHI O HTE KR OV &% 200mg 3 1 [ ]
fead% 5- 1% 400mg 6 H EIFIME & 5 & LT,

¥ 5-FU+ T AT TF

HNRBEE A AN TTF

S+ A XY ST

CREUIBRT R EERE)

MHIEE 236 1T D ERIRBAF I W T, AF LML FIRE (FAVZ R ATTF ) EOPFH
BHIZ BT D AIER L RMEE R Lo, ZvE TRF & PR BE S iz b2iih & o crdEk
WHHAEERITERD SN2 & B 223 AUFER CARKI O Y Eh IR ICEF PRI EE /2 22138 b
TNz & WO EERIEFE AR (KEYNOTE-966 ##) @uit%ﬁﬁizﬁa HSE, AKHIOH
EROHE S LT 200mg 3 BRI G130 TH 5 &l Lz, Iz CBEAGROIEE TR T
KGR E ATV S 400mg 6 T [ EIRR P 513, ARA| OB RE K ONREE— LA BRI S X | BNAREIC
MO LTHARREE B 2, AAIO MR OHE% 200mg 3 3 [ R FE# 5- 1T 400mg 6 3 i 5 b ¢
ER A%

(VIR RELHELT - BROEMREREIE)

SR BB 31 D ERIRBAF 12V T, AR LA FIEE (XA RLFE RF R T LAKROS
7%%@%)&@%%&5 B DEIER LM R Lz, 2 E TAAIE OERWHEEER
DWW THRET S AL TV DL FRIE TIEEWF BAERITEE O IR W2 & BRx 7203 AR CAHAI D
HEENEE I BRIRAYIC B E TR LN TV RN & WONCEWE 1 b i35 (KEYNOTE-A17
B L OMESNE T/ AR (KEYNOTE-483 iBR) ORBREIC IS &, AFlo ALk O HE
& LT 200mg 3 3 MR 5130 T 5 &I L7, I CEEAROBRE IR THER SN T
VN5 400mg 6 3 [ @B G- 1%, AH| D Sy EhRE K QMR EE— S B BIRICE S &, BAMIZ) D BT
WAL % 2. AHIO kR OH R4 200mg 3 8 [ FE#5- 3% 400mg 6 @ B RE#R S & Lz,
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V. BRICEYIHIEE

(400mg 6 EFEIFEIMRERS)

FICHEANBEZx G L L EEhies I 2 L—3 3 2 X v . AH 400mg 6 38 R R 5 DA %)
PEDIEIE & 72 5 EFIREBIZB T 2 P MIETIRE (Cas) « EFIRBIZI T D ARG A
(Cuoughss) % TR L7255, 400mg 6 1 ][ R 1 G- O gk 813 200mg 3 8 IR G- Dk Ez & & 4
RERTH o7z, ARMEICEL T, BBEISEMRITICES< I 2 b—3 9 /2K 5 400mg 6 1 [H
b 5 5 00 SN B0 i NI/ NIRRT BRI IS B 1 DR 21T o TS R, W hics 0T 200mg
3 AR GREORE R S LT D 2 L AURE T, T AN T T AVEETIC L D |
400mg 6 JH[H IR G- D JEEH O PD-1 R ~DOFES 7 1 7 7 A /LI, 200mg 3 1 R 5- & il
LTCWDZ ERTFHIE, 25 OREL ORI TESS O PD-1EE~90%LL EiES L TEBY .,
EEORMISRE SN, LLEDOFEEN D 400mg 6 3 REIFE 5O A ZMEIX 200mg 3 18 [ %
HOHNE & R ERIT W ERTRIS T,

Flo, BEMIZEHLT, FIAEAREETRICE SV I2b—Ta ik, 400mg 6 H[HE G
5O EFIRIEICE T 5 RE MiEFIRE (Craxs) 2 TRl L7Z8EE, Rm A& (10mg/kg 2 HFFFR)
BB D Coaxss THMEZ TRl o 72, BB E K& OFE/ NI B3 OB RER T — % & v Cig
B — BRI S R 2 b=y 3 2 XY 400mg 6 B MIFRER 5 D22 MOt 217 - -4
R, T E COBRRBRIC TRE L2 E R O &R GRFORE RO COREFRIEEIAS X
WhR—ETH Y, 400mg 6 HEMRER G OBRERITZO®HPHICEEND Z N TFRIS N, BllEo
FERDNG . 400mg 6 HREIMMRE G-OLZEMET 1 7 7 A VX, 200mg 3 HEMRER G OZeE7m 7
7 AN ERMERER TN ERTRIS N,

HARNBEIZIIT D 400mg 6 18 IR 5D Caygss TR O Crougnss THIMEIL, 200mg 3 JH[H IR
HReOFER EFRIT 5 2 DR SH, Craxss D THNEIL Z 40 E TORGKRBRIC TRET L7 HiE RO
R GREORPANICE TN D Z ENRTHIS T,

SIS, AR OEYBBIIN AL S TRFRETH Y, KEIOBRE —SEBRIT—-ETHD &
EZONDLZEND, DAL R—OHAEROCHEZBEATL Z L IIRUYTHDLEEX
BT,

PLE XV ARAEIOD RO &% 200mg 3 3 S % 400mg 6 B MR G & Uiz,

(GhEEHE) RIVER R BIRF ORI T IEDOFE#E S v

B R RER Tl B 7 E ORIER AR b BE IS LT, BWEREET LY X AICH|-> 72
KL TN Tz, %< OBEN, BEIEEIZS CxHERE, BIBRERLVE CHOEL, WK
FIOWRIEIFIIC X D [EE Uiz, L7ed-> T, KRR CHER LgIEREET LT Y X 8% 5K
2. FRCARBIORIE I IE NI LB 2 B0 EORIERICRT 20E %2, #/H Lo
HEEELTHE L,
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V.

ARICEY SI1EE

4.

AZERURAEICEET 53R

1. BERUVREICEET 5FE
(UIRRTBE7E 1T - BROIE/NARRAHE)

1.1 KK 2o FUEMEEREA & 0P 3 256, DFH T 2 toPuEEEEAIL 117, BREGE] omHE
ONEEHH L, ENNOERFTOTA RTA V5B E Lz LT, BRI L, [17.1.6,
17.1.7 4]

GE/NRREREIC & (+ D TR - fTREEEE)

1.2 OFHT D oPuEMESANL 117, BRAGE) OHONEEZRM L, ENINORFOTA KZ
AVEEBREBIZLZET, BRTDH L, [17.1.11 5]

(RAYIBRTRE/ FREG £ R &)

1.3 =Ry~ T7 XRFy (Barz) DSAOFEEMEES & OO W T, Bohitk
O PEITIHESL LTV,

1.4 PESRPUENEIEEAZ & T FHIE DG & 72 DAL FPIRIE RIS (64 2 ARHK| B &% 5-
DN V22V ITHENT L TR0,

(BEXILEREGEEET HEEHEIBE

1.5 AFNOREROCHEZ 117, BREE] OEOWNEZRM L, KAIOF ML L2 E -+
WCHEE L7- BT, BRI A 2 b, F . ARl MMoPUEEMIERA S R 2 5E. SR Ao
PUEMERESEANT (17, WK OTHORNKEZRM L, ENNOKFTONA R4 V%5 BE|C
L7z kT, BRI 52 &, [17.1.2251]

(HRAVIBRAEER (LEH 0 BiMiarE)

1.6 OFHT DfhoPrEMEEEANL 117, BRAGE] OBHORNELZRA L, BENINOERFOTA KZ
AVELZBZEBIZ L BT, #RT 52 L, [17.1.19, 17.1.20 ]

(PD-L1 [BHEDRILE o ZBRIKEMEMN D HER2 IEMED F M ARER X B HELE)

1.7 OFHT DfhofErEEEANL 117, BRAGE] OHONEZRAF L, BENINOERFOTA KZ
AVHFEEBREBIZLIZET, BRTHZ L, [17.1.26 5]
(RILEVZBAREMENDHERR2 ZHE THEHES ) RV DEEICE T 51iET - EEMEE)

1.8 ARFNORET N7, BRKAE) OHONEZRMUERIRTHZ L, £70, UFAT 2 thoHrEN:
JEEANE [17. BRIRAGE ) OHOWNEZRM L, ERNINORFOTA R4 v F525EIC Lk
T, BRI DL, [17.12750]

GET - BROFEKE)

1.9 OFHT OB ANL 117, BRG] OHONE LR UEIRT 52 &, [17.1.28,
17.1.29 /]

710 RFN L Lo nNF =T L OOFAIZOWT, —IRIBEIZE T D HEIER O E2VEILMENT L TR0,
(ETXIEIBROFEERE)

1.1 PEHT 2o FUEMEEEANX T17. BREGE] OEONEEZR LIEIRT 5 2 &, [17.1.31 3]
BEYIRTRETET - BROBE)

1.12 PER T 2o PUEEEANEL 117, BRSGRE ) OHORNEFEZRM L, BN ORFOITA KZ
AVEEZBEIZ L BT, IRTHZ L, [17.1.35, 17.1.36 1]

(UIRRA B 1T - BROBMMESEIE)

1.13 DT 2 thOPUEMERE AT 117, BERRARR ) OHEONEZHM L& 52 &, [17.1.38,
17.1.39 Z1g]

114 OGNVKRTFZF U RONRA M LFE R R oA EHT5A, W5, RACIE, 3 AR
T, BAVRTZTF 0% 18] AUC 5~6mg min/mL AR B4 30 /LA B CREIEFEL, XA K
L3t R b U w7 AT 1A 500mg/m? % 10 432N CridiiirEd 5 2 &, 728, BEDRREICX
DEERET DI &,
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V. BRICEYIHIEE

(BMREE. BEXFHAMOTAMKROX D) VNE, NALERERICEEL-ET - B
D MSl-High Z2H Y 5EME (BRENTEARIRETESICRS) . BHREICES T SiliREME
& RBYIRTREGETT - BED MSI-High H7 51885 - ERE. NALFERERICEE L 1= TB-
High 89 5#1T - BROERE RENTERVEABTISESICRD)  BEXIHAEORENM
fithmAHEAaE B HAE ) o/ \fE)

7.15 A OFLENEEISA & OPFHIZ OWT, AR O APEIEHESZ L TV,

(ShBEtE)
716 ARSI L 0 RIEIATRB LB AT, FREBEIC, ARIEREUITIETS 2 L,
R Ve F T i
Gradel LA FIZEIET 2 £ T, KA &K
o %,
[RIELE Grade2 DYty ;Zﬁ%%ﬁiéﬁﬁﬁ%(MMIHTi
it i TEE LAV AT, AR E T 5,

Grade3 VL T FFMED Grade2 DA | KKl Z2H1ET %,
Gradel A TIZEIET A £ T, KA & KHK

+%
B JEA °

Kisg/ | Graded X33 055 12 % B2 5 (R b Gradel AT %

TH THHEL L ARVE AT, Al ETIET 5,

Grade4 I3 HEFMED Grade3 DA KK &P kT 5,

« AST # L < 1% ALT 2N JE¥EfE EIR D
3~5E AT E Y LB L A L YEE
RO 1.5~3 51 L 7= 54

- BHERE TOT R F =T L
OO I T B F)EIFE B Tl
AST 3UiE ALT 23 EUERE EFR O 3 fi%
DI E 10 f2asicaim L . e
VL e s P IEYEE RO 2 5 AR5
i

« AST # L < 1% ALT 2N JR¥EfE EIR D
5{EB TR E Y L E AN
PR 3 {EHEBICHIIN L7354

- PR H 5 FBE TIL, AST XX
ALT 2NBHEBAMRIFIZ Grade2 T, »»
DR—=ZAF A UMD 50%LL E D
A 1L EFfE T D854 AAN I35,
- BEERE TOTRF =T L
DOPFRINZ I D WIEIFEBLRE T,
AST # L <% ALT 2 EYEME FIRO
10 5 LA B, UL 3ok e Y v
A IHEE_ER O 2 5 LA IS HE 0
L7255

Gradel LA TNIZEIET 5 £ T, AK| & IRE
15,

12 &2 51KFE%E S Gradel LT E
TR L2 WA, AAl 2145,

JTH&

[y

ff

"
T}

anp
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V. BRICEYIHIEE

Gradel LA FIZIBIIE T2 £ T, AAHl &2 IR
EIRA)
iEI/IEl\ N ° > AT N
T 12 B %% HK%4% b Gradel BLF &
TEIE L2RWGAEITIE, ARl 2 IET 5,
Grade3 LA EDEGE KA EHF LT 5,
« Grade2 UL L FHEEHK . ,
Z S | S
SERIEOPNLH (iRl | Gt 2 TImET S5, AREIRE
mpis | LS 12 R & 2 5 K b Gradel DI &
o AR TEE LAV AT, AR IEER
+ Grade3 LA _b o & b 2447
- 1 OpTR T 2.
KFN O HEEZBE HIZF IR 5, 1 REEILAN
_ Grade2 DA [ZEET 2561203, BGIEEZ 50%
Infusion # L CHERIT %,
reaction Grade3 UL E D8 & X H &M% O
rade =] | - N
Grade2 OHbA KREEEHIZHIEL, BEES L,
» Grade4 X IFFFMED Grade3 DEIVEH
. > D% M. X5 -
O B PR RE Ty oma sk ARETIET 5,
= = R SUTEHRME O AR % ) oo
=) Uun [ EX )& VRS .
Eapshe | BEFHOLE L UTORBETR |y ¥ oo vt o J5 56 b W S0
- IWEUVHIEZ T =Y a U HE T . e N
EIEH Lome/ H FB % B LT % ¢ 12 SERELL T B Y o EBE 23T Graded D
e o T i E s BB L7541 Gradel LA
NICHE TS 2 EE I % £ TAR R R
- 12 B &2 2 DK% S Gradel LU °
T & TREIE LeWGEE
Grade /X NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.0 [Z#E U %,

() * () OF LB FIRLOEFE S5

7.1 KEYNOTE-189 it Cid, ({LFHIEED 2\ EGFR i\ s 128 BFEME & O ALK A B s 7t o
BIBRAREZ2 AT - R OIER T ER I/ NI IR RE 2 X5, AF, <A MLdE KK 75
F AN OO ARG FEh Sz, £7-. KEYNOTE-407 i8R Tl (LFBIERED /2 UIBRAEEZ
HETT « P8 D - B2 B/ NIRRT FRE 2 RIS, ARA, AVRTZF 2 RO Y 2 XB 0 T
FTIRAT VT I UREGR T Y BRGNS LTz, ARH A o HUEIEE LA & Of
AT 2581203 AAOBEFIRIL N7EIREAE] OHEONEZHR L. ENIOEFHOTA FZ
A VEHEBEZ LT LRI 2O FUEEMESEANC W CERUNGERIRT 5 2 &,

72 KEYNOTE-671 ikl Cix, FABH T, A $HIIXMB # (T3N2MO, T4N2MO) O &Ik
/NHIRR A R A RIS, IRTRBIIRIE & L CORR LR E AT TF o+ F Ay H ey
NIV AT T F U +RA R LXER) & OPFREER OINZMBIELE & L TORF OB EN
FehE Sz, AAZOPUEEES A & OFH T 258101 AAIOEFIRSC T7.EREGE] OHE
ORNFEEMRB L, ERNNOERFTOTA K74 %2 5E12 LT ECHFAT 2o siEMEESANC
DWW THYNIEIRT 52 &,

13 RN RXEFr (B Z) DS OFEEMEEE A & OO IOV T, AL D
TEMIITRENTWARNWZ EnD, TRy ~T XRIF EaHlEz) USOHTEMEE
B E OO OWTHRIME R ORI L TNz 2 LT,

7.4 A4 R PUEMIER A Z & T EEE OIS & 72 AR IE R BE TR 2 ARFHEME G-
FINE R V22 I IHENT. L TR,
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V. BRICEYIHIEE

7.5 KEYNOTE-048 55 Cld, FFF S THRRME O BHSE R F- b R * D — URIBHR B 2 3312, ARHIH
M EFE L IIARK, 77 FFHA (VAT TF TNV RT T F ) KON5-FU OFFREES
Ffi S iz, ARFNOMER AL, AFOBE IR N7EREE] OBEONKE/MR L, A
DA NMER VZ M2+ ZHRE U BT, SUNS®RIRT 5 2 &, E7o, A2 o Hu ik il
EOFHT 25810, AAIOB I TEIRBEHRE) OHEOWNEZMEZR L, EWNINOEFO T A
RIA VHEBEIZ LT ECOFRT 2 BUBEMESANZ DWW ClEEICRIRT 5 Z &,

* o GRSAEDIR OJFUR BT O, hUEEE, FUEEE K OMESH

7.6 ARIGUIBRANRE XATHBME O BHIHEE 125k L, KEYNOTE-426 ik Clx, A#FlE 7 X F =70
B 5. KEYNOTE-581 il CTld, AFIE L o R_F =T ORG-S Tz, K% oG iE
BRI L OFA T 2355810, AROEBE IR NTEREE) OHEONFEZ#ER L. ERNNOEHO
HA RTA 5 BE I U ETHAT 2o PUEMIEREANIC W GEUNSEIRT 5 Z L,

7.7 KEYNOTE-355 iR Cid, #/ - BRI KT 2 2 MO RHARE O 72 VR - B3 SULRET
HEITVED RV VS RARIEME DD HER2 [EMEOFFEEE 2RI, KA EF Ly X e ROV
RTZF v, 7Y ZFEAT nab--37 U X X VNG NI S i, KEIEZ OO
PUBEMIEES & OHH T 2B oAk 22 iTme ST vz, AFIOEFRC 1176
RSl DEONEZHER L., ENNAOEFTOTA FT74 525512 L LT 2 huEnE:
FESANZ DWW CHEYN®RINT 5 2 &,

7.8 KEYNOTE-522 iBR Cld, /L U ZRIREEMEDD HER2 FaVE CTHIRE R Y A 7 OFHLFEEBE & x5
(2. WRTEREE & U CARA bR E (AR T FTF o+ "7V Ex L 40— FDH% R
XYNLEV I ELE Y U+ VI aiR AT 7 2 RE 4 a—2R) L OFFARE, LOHEEY
Wik L U CAAIO BB 50830 S iz, AFIOREZ, AFIOB RS T7.BEKE] OEO
WA ZMER L, BMUNRIRT 5 2 &, £i2, KA ZthofuEEEREAl & 0PI 256121, RAl0
WIS TR IRAGRR ] DHONEZMHER L. EBRNAORFTOTA RIA L E52BEIZ LT LT
G 2 HUEMIEESNC DWW CETNBIRT 5 2 &,

7.9 NRG-GY018, KEYNOTE-868 7l TiX, (L FWIERED 72 LT « F3E O I B 2 %512,
KH &AM DHHEVERRIEH] (X7 V2 XV LR OILRTFTF ) L OPEREE, MOFED%DOAH
BAMURTE AN ol S 72, KEYNOTE-775,/E7080-309 3Bk Tlx, 77 F 8K %2 &t e b 2R IERE D
& HUIRARERETT - RO TEREEFT L XRIT, RKEIL Lo NF =7 OO FFRIEN FEiE S
Too AHZEZ O OPUEMIEER & 0T B0 AR OLEITMF SN TV RNED, K
FOE I 7RG OHONE =R L, FH T 2 BUBMERSEANC W Tl bl o SR 5
5T &,

7.10 KEYNOTE-775,/E7080-309 Bt Cix, 77 FF8E| 2 &b HRIERE D & 2 UIBRRRE /R e T -
BROTEREERE 2550, REE L oNTF =T ORRIENIER I, AFlE Lo nTF=
T EOHEHIZONT, —RIBEIZB T 2 EIMER OZEMEITMHESL L TV enZ E 2R L,

7.11 KEYNOTE-826 sk Cli&, HRIAHIEIR DI 72 < | ALFIRIER D720 (b P s L LT
O GFRITFR ) TSI O 15 SEEBE xR0, AR S thofuEEEEA (X7 ) 2%t
NEOTTFFRE (AT TF U IIHNRTTF ) - X~ 7] & OB N S
iz, R % 2 OMOPUEEMEEE A & OF 3 2B OB MR L 2T STV RN T2 o,
AHN OB THEIRAEAE ] ODHEOWNE Z MRS L, O3 2 BrErEES AN SV CRE b EIR
T5HZ L,

7.12 KEYNOTE-859 7k Tl%. {LFMRIERE D 72\ HER2 [t ORI MR R RE 2R 81T - B30 B AE
PG, AA L oGUEEEE A (FP' X% CAPOX™) L OffHxG NIz, £,
KEYNOTE-811 382 Tl {L2FWIERE D 72y HER2 [ DT UIRANGE 2R 1T - FHR O B HEA %
R AF EMOFEMEREES] [T R Y X~ 7 +H{bFEE (Fa—rak— b FP XX

44



V. BRICEYIHIEE

CAPOX, AARNEM=A— |k : SOX™) ] & OUFHEG-2Eh S iviz, AH % hoHuEMEEE Al &
PFHT 2581003, AAOEBE IR NTERERE] OEONEZHER L. EWNIOEFHOTA R
TA VEESZIZ LT BT APUEMEEEAIC OV CHEENISRIRT 5 Z &,

*¥1 . 5-FU+ VAT T F

¥ AR BE A XYY T TTF

*¥3:S-1+AFH ) FTF

7.13 KEYNOTE-A17 35 }2 " KEYNOTE-483 &k Cix, (L HRIERED RN OIFR AR HE1T - FRRED
S R b R AR A PRI, AR SO PUEMEIERA] (XA ML X RFRY T LARORT T T
FHUF) L OB G N FER S, AE & F OO HTENEIREA & OEH S 5 BROA M R OV
IR I T RN, AFIOEFIRIL N7EREGE ] OHEONREZMR L, 0FHT 580
MRS AN DWW CEENCERINT 5 2 &

* : KEYNOTE-Al7T REE CIIL AT T F L OHFHERRETH > 7~

7.14 EPER R R I U CARA I NR T T F /XA N LX® RPN U AERETHEEON
NRTTFURORA R LFE RF M) 7 AORE - AR&ICOWT, MLoEELZ 0T 5 =K
fh RS M OV R R O KR EEE OB MC DWW T (B 645 A 31 HfHITESK
T 0531 25 1 5, EIERESETE 0531 58 3 75, [EIEZHE 0531 55 1 5) 12H-5 % | KEYNOTE-483 ik
BRICBITOREFLSHEIT, AFOHE - HEIZBEET 23S OHICHGL L,

7.15 O FEEMEIESA] & OOFHIZ DWW THIMER NZEMEITI RSN TN L, tho iyt
FEIEA & OOFRIZ OV THIME R VRS L T2 L2 LT,

7.16 RIS G- H IEOHIWREDOSE & LT, BN &K OVEMERRER T ORI G- RS K
OBEIMNASA SCE COEBMENRICE S EH G- IR MR Fo# L7,
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V. BRICEYIHIEE

IPI: A BV A~=7, Q2W : 2 MRS, Q3W : 3 WM RIMRE# 5
YA 70 123 ak— b TOHBEZITV, Y1 702505 2 T 10mgkg Q3W DWW I o # 5% B

whL T,

5. BRERACHE
) BERF—2 v 5r—
<EMEEE>
B AR AR —

Phase | RERAEE POES FHER O & | A2 | 2t |3y Ehhe WL
EWN® 1 |[KEYNOTE- |/S— K A : HAA [2mg/kg Q2W — © © |EmR JFEEME
FHEER 011 HEATVEETE 25 AU B | 10mg/kg Q2W Zo bR

#1041
EWN 1 |[KEYNOTE- | H AR AN EFTHEEME [ 2mg/kg Q3W © © © |FEMmR FFEME
FHEER 041 RafEBE 42 4] ZAbFRBR
iS4 1 |[KEYNOTE- [ 78— k A, Al, A2: [/S— K A, Al:| ©2 | © © |[/S%— 1A, Al
FHEER 001 HEATPEETE 28 AR | Img/kg Q2W A2 :
* 3mg/kg Q2W JEE M FEHEAE
s3— K B LD 3 | 10mg/kg Q2W ZAbERBR
1 JX— K A2 /X— K Bl:
HEAT P B A | 2mg/kg Q3W IEM. IR
B 10mg/kg Q3W 2 bERBR
sN— | Bl : /N— K Bl: N— K B2:
IPI AR IRIE B & OV 2mg/kg Q3W e EES
IPI BEIR R B 10mg/kg Q2W {bsBR
/N—hB2: 10mg/kg Q3W /X— kK B3:
P R HUPE R RX—hKB2: FEH. EES
X— kB3 : 2mg/kg Q3W {bakER
IPI ARVREE BT, IPT | 10mg/kg Q3W R—FD:
BETRIR e OV IPT #E | 78— |k B3 : IEEM, EIES
Pk 10mg/kg Q2W {bsBR
/N—hD: 10mg/kg Q3W
IPI AR TR R N—hD:
Hrat 685 15l 2mg/kg Q3W
10mg/kg Q3W
W45 I | KEYNOTE- | IPTHGHUE O HE T4 | 2mg/kg Q3W © © © | —H# e (5K
FEEER 002 A IE B | 10mg/kg Q3W REDR) | AR
540 {31 A== 3 5 Zb, EFHEKT IR
3 B R
WAL 55 | KEYNOTE- | IPLARTRIE OHEF T | 10mg/kg Q2W © © © |FEMR EIER
FHEER 006 T A I B | 10mg/kg Q3W b, FEHEXRIHE 3
834 f1] IPI HEEL AR
[Elps 3t E | EORTC- | 52 2 G)FR#% O A 7 |200mg Q3W © © — | EEMREE
g | 1325MG/ | —omeomEsRe | 75 B R BAC. T TR
B KEYNOTE- |y i3 1,019 45 (H st B LR R
054 AN 15 Bl & &)
© : FHmE R

*2 HMEREMIC 1L, BEERAERE AR L Lo — FORROLZFMER & L THWE,
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V. BRICEYIHIEE

2022 FHE T SCUGET IRE
Phase | FBRE= POE FEKR OV & | A0 | L2k Ry Ehhe 2
[E g3t A | KEYNOTE- | 52 2 4B o 2 7 | 200mg Q3W © © — | HER. EE
AR | 716 —YIB XiFIC|77&R Bt 7T R
B O ML B E R % PR LR
976 il (A AN 3 4l
EEte)
© : FFffigEEt
Q3W : 3 MRS
< UIBRFRELHEST - BROIE/NMRMME>
Phase | WBE 5 55 FIUER ORI | #ont | et [gcmmie | i
OF S
EWNE 1 |KEYNOTE- |[/X— K B: HAA®D |/S— K B : — © © |/*—FB:
FHEER (011 RIGWHE OHEAT 1% |200mg  Q3W+ k. FEmE
IR B | 7T T Al VE 2 bR
Jem R 12 45 O bR L
N—KC: HEAD|/N— ] C: N— ]k C:
RIBWE DO ST X% |200mg  Q3W+ e, IR
MR b | 77 T 0 Al TEZA bR
B 14 4 Of bk
WS 1 |[KEYNOTE- | =t — h A ARVAHE | 28— A © © — aR—hA:
et 021 D HEFT TR | 2mgkg Q3W+ HER, JfF
FE/IN MR Jifi i R | 77T T T LA AL ER
25 {5 O A bk
10mg/kg Q3W+
77 FF fA
OF bk
ak— b C:RIBE|aF—KC: ajk—hC:
DOHELT TR | 2mg/kg Q3W+ HEEMm, MHME
R b | 77 T A oAbl
24 15 PR E
10mg/kg Q3W+
7 Z F A
OF bk
WA 1T agR— bk G:RERE | 2F—bHG: © © — ak—hG:
FHFRER DO HEAT T EE R | 200mg - Q3W+ M, EIE
R L mE |77 F T’ #fb, FEHExt
123 #51 DFRbSRRIE AR B
77 FF fA
OF bk
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V. BEICEY 51ER

Phase | BT 5 e JRIERCOVET | A | etk | Sommne | i
[ElF 3t [A | KEYNOTE- | R IR O 5B M 3 | 200mg Q3W+| © © — | mspmE
AR 189 JRF R 616 | 7T T B tEsAL, 75
" il (RAN 10 1% | BFA{L2E0R S & R %t R
aite) TI7eAR+T B
7 F - "AHIHF
k(=S
EFRIL[E | KEYNOTE- | RiGHE OB VR [200mg Q3W+| © © — | —EER.E
FHR | 407 b B 559|777 T A tEsit. 75
ey il (HAN 50 fil% | DFA{LSRRE Y R % B 3t
CX8)) TIeR+T A
7 F J ®LH G
FE=ARRE
HUAORE
ENH 1 |[KEYNOTE- | H AN DAL 5| 10mg/kg Q3W | — © © |FSHh. I
MHRER | 025 BEVAR D PD-L1 % Vi LAl 3R
L5 L /)N 0 el fii
i FB 38 fl
W 1 | KEYNOTE- | /S— |k C, F 4t - o R ©
fHEER 001 /IR i H
N—hC: N—hC: S— | C:
b5 L BETR R @ | 10mg/kg Q3W Sk, JEE
A 414 TEZ AR
/X—hKFl: /X— R~ Fl: ,%— k F1 :
LA RRIER IR O | 2mg/kg Q3W S, EE
PD-L1 % BLE5 1 & | 10mg/kg Q3W LAt
#1103 31 10mg/kg Q2W
/N—hF2: /X—hF2: JS— FF2
b BRI BETR 3 O | 10mg/kg Q3W S, FEE
PD-L1 & BLE 1% & | 10mg/kg Q2W Ve Lk BR
& 334
b BRI BETR 3 O | 10mg/kg Q3W K, FEE
PD-L1 [2PEfE# 43| 10mg/kg Q2W VE 2 /L3R
Bl
b2 VE BRI I S
PD-L1 &8 [P i P
& 285 fil
/S— N F3: N— P~ F3: /S— 1~ F3:
L IRAEBETR 5 O | 2mg/kg Q3W R, FE
PD-L1 & 5L 1 & TEZLRABR
#5545
[EIBRIER | KEYNOTE- (L2t IR BE IR O | 2mgkg QAW | © | © — |ksr. EmE
511,11 010 PD-L1 & B 51 3 | 10mg/kg Q3W A akBR
FHEAER /R B R | RS R
1,033 %1 (HAN 91
Bl &te)
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V. BRICEYIHIEE

Phase | BR&E 5 PSS AEROHE | 700 | 22t | KBk i
ERE L [E | KEYNOTE- | {b 528 Ik AR V6 6 @ | 200mg Q3W © © — e, WAE
SFIFEGR | 024 PD-L1 @ BLIE/NN |7 T FF HH| AR
B 0 R i s BB 305 | DR LSRR TS

Bl (HAN 40 fi%

i)
[EBRIE R | KEYNOTE- | A VA O 1T 313 | 200mg Q3W © © —  |FFEMR EE
AR | 042 R PE RN i | 7 T S Zofb, FHF
B FEARE 127401 (B | PFRLFRE HEE R

AN 93 il %5 Ee)
© : FHMmE R
Q2w : 2 kR # 5. Q3W : 3 HMM R 5
<JE/NRRERSEIZ & 1+ B TR - AT EBIEE >

R R —

Phase | ABRE S PSS FEKR OV & | A0 | 22tk SRy Ehhe s
[E B3t [A | KEYNOTE- | FR PR 113, A |ffrai i Bh k| © © — | _EHEMkR ®E
M AE | 671 W X X MB MM :4=—2 LA, 7T R
B (T3N2MO, T4N2MO) | 200mg Q3W + it HEABR

DA DIENH | 7 5 5 5 s 1)

HEfitiE 797 61 CH A | o R {1 2 i

A 82 fiil &= & te) S5 RS
Z F - fHK|HF
P b sERE
7 1% A Bh e vk
H.13a2—x
200mg Q3W
7T R

© : Akt

Q3W : 3 AR5
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V. BRICEYIHIEE

<BREXFHAEORHMRDF ) VNE>

Q3w : 3 MR 5

50

Phase | #ABRE = pop-3 HIEROHE |G | 2t 5EyEhhe M2
HESMZ ] | KEYNOTE- | %8 3 #Ei64:  | 10mg/kg Q2W © © © |FEH FEEME
1A 013 FEERI LT IRA 2tk B
B R A =SV

VoNfEBFE 3141
EREILHE | KEYNOTE- | B35 X 3 #EyE M @ | 200mg Q3W © © © |FHEH FEEME
A | 087 PR 2tk B
B VoNJEERE 210 )

(HARAN 100245

i)
© : Akt
Q2W : 2 WRIRARER 5. Q3W : 3 JARIRIMRE 5

2023 4 U SCCLRT IRE

Phase R PSS HEKR O HE | Aok | 222t 3Ry Ehhe W o
[E gL [A] | KEYNOTE- | 1358 SO X8R 14 0 | 200mg Q3W © © —  |FEER EES
AR | 204 WHIOEDE L) [ sy 1l FEHRTRRA
R YN 304 Bl | - Ry iR

(HAN 160525
i)
© : FHMmE R




V. AEICEd SEE

<R YIPRARE 73 PR BG L B2fE >

Phase

PIES

RO R [tz e mmid

RS

R TE

WS 1
FHA R

KEYNOTE-
012

PD-L1 F&BLEG % D
SRy T HEA T S iR
BYED R bR
BE (ak—1C)
33 {3

10mg/kg Q2W

©

©

FEER FHEREAE
ZALaBR

FEERIE[R]
AR

KEYNOTE-
045

7 Z FF WK OF
(L2 FR LR R
SATHELT LT /AT
AT TRt
D SR bR R
542 B (HAN 52
Bz Ete)

200mg Q3W
ek

FEEMR RS
bk

AN 1T
FERRER

KEYNOTE-
052

VAT TF U ES
Tl PRI AN
1% O Jey T HEA T X
(ZEB LD SR B
BB (— A
%) 370 51

200mg Q3W

FHEM IR
AALRBR

FEERILIR]
FEIFHR

KEYNOTE-
361

HEATVE X 3B
IR ¥ B RO RE
(—&IRH) 1010
Bl (H AN 104 1 %
&)

200mg Q3W +
(e=Si-37S
200mg Q3W
o=2i-375

FEER RS
bR

ORI

i S 5
Ib/1
FHAAER

KEYNOTE-
869,
EV-103

VAT TF B
Lo b FPRIEIT N T
& D R PT AT ME X
I XER RS R B bR
JiE B 201 151
F & =2 A — b
(10 f) : —W,X
I RIBE
2R — kA (40 1))
JOVK (151 )
—RIBYR

B = A —
I :200mg Q3W +
EV (&)
aAR—h A:
200mg Q3W +
EV

aFR—k K:
200mg Q3W +
EV

EV

FEEH, LT
ok — FRBR

ak—hK:
TR AR
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V. BRICEYIHIEE

Phase | #RBAE = POp FER O & A 20|22t PRy B e M5
EIBEILE [ KEYNOTE- | 7° 7 77 #&| # & [ 200mg Q3W +| © © ©" |FHER mIES
FEIAER | A39, ToAL IR IE S #S | EV (bR
B EV-302 D JR FTEATPE ST |y gty
LIy e 2 s ]
BE (—IEHE)
886 il (HAN 40
Bl % &)

© : FFfiE

Q2w : 2 kR 5. Q3W : 3 E[H kRS-
EV:TURLY~<=T NKFFo Gl z)
* KEYNOTE-A39,/EV-302 3Bk ClT EV ORWBIETNZ EME L., A7 1) X~ 7 OEYEHEENIZ{TH

o T,

<HALREERICIBE LI-E1T - BXD MSIHigh 287 5EE (FEENTARI’IE#TIES

CBRS) >

Phase | ABRE =

SES

LM O &

AN

) e

RS

R[]
5 AR

KEYNOTE-
164

A | AR =) BN
APUEMERE A, A
XV TITF UK
RNV Tz
K Db FRIERE D
& HUIRAREE R
Fr AT X TR
®» MMR K48 X i
MSI-High #H 9 %
AN - B e R
(zad—hk A) 614l
(AARNTHIEETe)

200mg Q3W

©

©

FEER HREAE
ZAbRBR

ERIREEE
Ba

KEYNOTE-
158

— IR L L THE
HE/) 7o b 7 VE TR
D & 5 YR HE 72
T AT TR
D MMR K8 %
MSI-High #f 9 %
[ 98 A 9441 (H
AN THIEET)

200mg Q3W

FEER FERELE
AALRER

© : P&k
Q3W : 3 IR S
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V. BRICEYIHIEE

<RBUIRRTRE X (XERR 1L D B MfaE >

Phase | HEAE S it I B O B | A0 | 24t gf@ i
T X F = 7O R
[EIFRIL[A | KEYNOTE- | b 7 5 15 HE 0 72 Y | 200mg Q3W+ © © © |IER EIES
FEFHRR | 426 RIBUIRAEIZ| T F=7 b FEH HRER
B iR OB Mg | A=F =7 B
B (R
861 il (H AN 94 3]
ZEte)
WAL | KEYNOTE- | =tk — b A - 2k— kA O O — lags—ra:
FEEER 427 bR IR O 720 [ 200mg Q3W G, FEMESE
FRIG B0 BR A 5E 1% A bR BR
5 P B A e e R
F R 110
151
LU RF =T O E
WESMEW [E7080-111 | FpEDOEEN A (| 2R —F 1| — © —  |FEER FEEME
1A A, B, [200mg Q3W A+ A takER
BR KEYNOTE- | 3E/Miljafitifs, JRig |V > " TF =7
146 R, S R OF- | 24mg QD
LRz, EMERE| A 2
fiE) 13 4 200mg Q3W -+
LN F=T
20mg QD
EINEH |E7080-115 | #FED BN A (F]200mg Q3W+| © © O |IESHh FEEME
1M HAE, B, |V NTF =T ZAiBR
B KEYNOTE- | FE/Nifa fitid . JR i | 20mg QD
523 b BepE . SRR
R, EMERA
i) FF 6l
ERR R | E7080-307 ({LFHIEE O W AR LT | © © © |FHEWR EIES
B | RIG Y BAfE XX | =7 18mg QD bR
B KEYNOTE- |85t o Bl fu g | +=~m U A
581 B (RWmER) |~ Smg QD
1069 %5l (AAA 117|B #f : 200mg
%2 te) QW+ Ly
F =7 20mg
QD
CH. A=F=
7 50mg QD
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V. BRICEYIHIEE

Phase | BBES i PR R O B | e | 2t gf@ i
WL 1 |E7080-205 | YUIBR AR RE A0 AT |ARE: L YT O O O |FHEMR EIES
FHAABR AT HE R B A | =7 18mg QD LB

# (VEGF #ERyiame | +=~r U A
%o ZiEE) B | Smg QD
153 14l BEE: LT
=7 24mg QD
CHt: =X
LA 10mg QD
WESME T |E7080-111 |52/ F = » 7 7R A |200mg Q3W+ | O O — | BB IFMEME
FRER | v NRERRER| L AATF =T A takER
KEYNOTE- | [T #4147 L 72 4R | 20mg QD
146 16 B0 bR AN 6B S s
T oD Bl e o R
F 10461 % & TR
JlelE = A — b 145451
© : FHEEE O : &G
Q3w : 3EMIHE#E G-, QD : 1 H 1 El#5
< BHZEIZH TSR mEEE>
B AR AR —
Phase | R H st RIEROM R | famtt | k| o0 |
[EI B[R | KEYNOTE- | & #if B 4t SCIE B 55 | 200 mg Q3W © © — | ZEHEMR. EE
FFHRR | 564 SUIBRIN % O R | 7T R ik, 77 'R
B U A7 PO xf G ER
R 7R ST A g R
F 994 5] (H AN 59
BilaEte)

© : FFEER}

QW : 3 L
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V. AEICEd SEE

<BEXII=EREBERY HERBED>

B IR AR — B

Phase

R & 7

POES

B O &

A

)
EYS

RS

[EIFRIL(]
FMAHR
B

KEYNOTE-
048

3 TR PR IR
SEE R T b R R
# 882 il (HARAN
67 il & & i)

200mg Q3W+
77 T
5-FU

200mg Q3W
YR~ T+
77 F ) fH+
5-FU

FEER EES
e, FEH R

[EIFRIL(]
% 1 ARk
B

KEYNOTE-
012

amRm—hB:

AT M O S R R O
= B R 60 151)
a7R— kB2 :
AT M O SH BB R O
R R 132
(AARN 13625
i)

aR—FB:
10mg/kg Q2W
a8 — K B2:
200mg Q3W

HFER, T
A — hEAER

WA
FEFRER

KEYNOTE-
040

77 FF BHIOFH
(b2 ik D iR T
AT TR L (IR A
LT L2 F5 T
ii 1% M 5 S 0 R
R R 495 B

200mg Q3W
AR RLxA
— XX FE
i 7
YR~

FFER HEMER
. FEHF FE

AN 1T
FEARER

KEYNOTE-
055

77 F A
{LZEFE R O Y
X~ T DIBEF
PAESEY 3 A
AT L7723 T
i B 1 5 S T R S
R 171 4

200mg Q3W

FE B

O :

AHmER O 25&k
Q2w : 2 EfIEIRR# G-, Q3W : 3 MR-
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V. BRICEYIHIEE

<HWARUIRTRETET - BREORERE>

Phase | 5 4 ROV (|t T8 |
O FRIE
[EIBEIL[A] | KEYNOTE- | YIBR AN GE 72 61T + FF | 200mg Q3W+ © © — | _EEMR,EE
IR | 590 ROELERBE (—| VAT TTF o+ A, 77 R
B WIRHE) 749 41 (HA|5-FU i PR
A 141 il % 5Te) N
7T RR+TA
77 F L 45-FU
B
EHEE | KEYNOTE- | 72— b adk— b ;. |200mg Q3W © © © |[Zu—n)L=a
AR | 181 GIR R e T - (LR A=
5 FEAER (CIRIGHE) B, EIE2
628 1511 (H AN 152 431 b, FEHS R L
ZEie) bR
HE=A— b HE=aAR— b
UIBR AR REESTIE - e, HIEZ
FEEEE (IR b, SESE xR L
123 fi* R
EBS LR | KEYNOTE- | UIBR R REEES T4 - F |200mg Q3W © © — |FEEMR FEEME
HFUAER | 180 B RS (2 2o bR
B 1B 12141 (HAN
30 Bl & i)
[EBEIL[A | KEYNOTE- | PD-L1 B o B BRA | 10mg/kg Q2W | O @ — | EEM. FEMmIE
% 1R 028 REMEATIE - FFIEAIE Al ~ LF o
L7 EEE (B — kB
— k) 2361 (HAA 10
Bl % Ete)
© : FHmEE O : EEHR

Q3W : 3ERIMMRE G-, Q2W : 2 IR 5-
* Jo—/ L afk— F TR INZHEAN 1 FE2 & T,
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V. BRICEYIHIEE

<BREVIRTREGET - BEO MSI-High 2 H5 T 54507 - EiaE>
BRI RAER — B

Phase | BB S 14 A S I
[E|E 4R | KEYNOTE- | RIAHD MMR K48 | 200mg Q3W © | © —  |JEER. B
FHIFE | 177 X% MSI-High <l =35 b, EI st
B 5D - IR (IV A

i) B 307 1 (A

AN 22 B % & E)
ER4LE | KEYNOTE- | 7 b E U X2 5% | 200mg Q3W © © © |IESH I
FEIAHRK | 164 HUEERELIA K O 513
B FHUTIFUHEL

<7 ey I

> SRR

AV T HDU
T, EZEoun
TP VEGFE 7
L < 13H1 EGFR & /
7 a—F VR E N
ATV ANTED
2HVEOIREIED &
% UIBRARE 2 R pTiE
AT XA THEREE (V)
® MMR KHE X (%
MSI-High # H 9 %
e - IR R (=
A~— K B) 6341 (H
AN 6 HlEETe)

© : FHmE R
Q3W : 3 MR RIE RS-
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V. BRICEYIHIEE

<PD-L1 D RILE > ZBKIZMEA D HER2 IZMED F M A REXR (LB HELIE >

Phase | BB 14 FER OV | At e | 21|
EREILHE | KEYNOTE- | GIBRANGED BT | 73—~ 1 : — — |/N=]F1:
AR | 355 LR MR L [200mg Q3WH+ ESH . (R
B T RARREME D | (RS A aBR

> HER2 &,

TR

N— k1

3561 (HARAN 441

EETe)

N—k2: R—h 2 © © — [/X=12:

847 fil (HAA 87|200mg Q3W+ —HER, RE

Bl & & te) {bFHEE A T 5B R
xR ER R

77 2R+

© : P&k
Q3w : 3 HAfHMIE 5

<HRILVEVZBEREEND HER2 IZMETEERS Y R OFEICE (T 5 1iTHT - TREMRE>

BRI AR — B

Phase | MBI x4 MR | Ak | et | BA |
[ Sl | KEYNOTE- | 7 /b o S 4 Rk |l S| © — [ CEEm
EBIIAHRA | 522 P> HER2 [tk | : 8 = —=% AR
i TH®X5E YU A 7(200mg Q3W+
Gl R R e | (LR

BRAGT D AETIC, T
G2 AL G IR 2
Wrick v TNM %y
AT Tle 2> D N1~
2. XIE T2~4 7>
NO~2 IZ7%% 7 %
B2 A L
V) D JETE O L
JEERE 1,174 41 (A
AN 76 B & Eie)

77 & R+1k
Hl:9a—2x
200mg Q3W

7Z 'R

© : FHmE R
Q3w : 3 HAHMIE 5
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V. BRICEYIHIEE

<#1T - BROFEKRE>

Phase | BT N A T el B
[E BR 3L [F] [NRG-GY | FIFIERE D 72 | O A © — | ZEHEMR. EE
FIMAHFR| 018 /AT - T O 71 | 200mg Q3W + a7 IR
B KEYNOTE- | /&4 f. & 810 #i] | {b&ik *f FE R B
868 (HRN7THEE |7 78R +
i) #e==375
MEREREE I
400mg Q6W
7T R
E W% I [KEYNOTE-|/S—F C: HAA|[/S%—F C: — © © |HFEMHR IFESE
FHRBR (011 DARIBIFE OHEST X [200mg Q3W + AR ER
(B e 2 E TN AR == 30 R
fifiyee EE - 14 151
[E| B 3£ [7] [KEYNOTE- | 7" 7 7 #4( % 5 | 200mg  Q3W+| © © — | FER EEA
55 M FE K| 775 S tfbEREE Dl v o TF =T k. FEH HRER
R E7080-309 [< &% 1 LA |20mg QD B
FE1T LT B ST | {L 2k
TE AR B 827
il (HAAN 104 f
rEte)
[E N # #] | KEYNOTE- | HAR A DEE2S A |200mg Q3W+| © © — | FEERHER
%1 FHER| 523 S GENlalieE, |V TF =7
B E7080-115 | B MifasE. 7= 45 | 20mg QD
P& PRI R | BE
SR Y- BB
EERAE) RS 6
Bl
WA % B |[KEYNOTE- | EE 28 A (TR | 5155 141 © © — | FEEmREER
B 11146 /B RN, FE/N | 200mg Q3WH+
MRABR  |E7080-111 |, R b LT =7
Fe¥E . BESEMR R | 24mg QD
bR, MR 200mg QAW
i) B 286 B (F-| Lo NTF =7
R 28— b |20mg QD
125 ) T -
200mg Q3W+
Lo NF =7
20mg QD
© : FHmE R

Q3W : 3EMIMMREE L. QD : 1 H 1 [E#EE
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V. BRICEYIHIEE

<HAILEFERICEELS TMB-High 287 3&1T - BROERE

(RENTARARR IS S

ZBRB) >
R R BR— T
Phase | BAE 5 POE- FEKR O & (A0 222 R E)RE i
EIBE2L[F |[KEYNOTE- | 7L —7 A~ : 200mg Q3W © ©" — | ER FEMEE
55 AR | 158 {EZFIEEN H A iR
B TMB 227 %47
HHEAT « B OE
R 791 1) (B A
N 77 8% G Te)
I WES )& | 24 DN AFETEY [ 1~10mgkgQ2W | O — - |
i} V| A 1R W IE D & 2 B3 | 10mgkg QQW
I *2 1772 511 (HAA 151 |2, 10mg/kg Q3W
BlzETe) 2 200mgQ3W
ae=-37 o
© : fHEE O : &%

Q3W : 3 IR S

*1 o 2 RVERRNT RIS 105 1] (TMB-High 46, H A A TMB-High 2£[1 6 {51 % & T¢)
*)  GEEMEATIZIZ. 001, 002, 012, 028, 055. 059, 086. 100, 199, 010, 045 X061 BRI EEN S,

<ETXEIBREOFEHE>

B IR AR — B

Phase | FURE it RO || ek B
st | KEYNOTE. | IRIAHOIEHE O [200mg Q3W+| © | © | — | - EEh.EE
wARE | 826 N7 AvsEERE | it O BB I ik, 77 'R
B FED 720 (L2 | B PRI
SRR & LT ‘
B IR ) |7 7 B ARl
17 T3 0 75 | O DURIEES
SF R 617 1] (1 | 1
AN 57 Hl%EETe)

O : FHmE R

Q3W : 3 MR RIE RS-
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V. BRICEYIHIEE

<BATETFEHEE>

Phase | BT o RO |t | ek | B e
[EB3L[E [KEYNOTE- | R 5 #% @ FIGO|[200mg Q3W+| © © — | EEMREE
HBIAHF | A18 2014 #EITHI3¥EHO |CCRT @ 4 | 2k, 77 R
B IB2~1B # (Y |400mg QoW i FRERIR

> NEERRS E)
XIFM~IVAHI (Y | 77 &R Q3W
o RHTRR B | +CCRT D%,
XREM) OJRPTE| 7T AR QeW
T4 = Sy R
1060 5 (HAA 90
& ETe)
© : P&k
CCRT : R L2, Q3W @ 3 WMHMIMER G-, Q6W : 6@ [ EH5-
<BEXITHAMORFEMEHRAMAAE B HEia) >/ \E>
EER AR —E

Phase | Ba% = PIES FER O & | A0 222 BEY EhRE W
EPNE T [KEYNOTE- | H A A @ # %8 X 13 {200mg Q3W © © — | ER FEMEE
FERER | A33 HEIR M O RS P e A bR ER

e AT B i id

U oXJERE T 6
WS 1T | KEYNOTE- | # %8 X3 #E R M @ | 200mg Q3W © © © |FEMH FEEME
FERER 1170 JE 8 A G B R A B 2o el

T B AR Y o fE

B 5341
WEs% ] | KEYNOTE- | 3 i # 5 M il 355 2 | 10mg/kg QW™ | O O O |FFEm FEESE
% 1 FHEL] 013 Fadk— b 4A (F5]200mg Q3W™? 2R
B B T HEIRE O I

P FHE B A B

B Aifm U o N R

#) 2141
© : FHiEE O : E&Ek

Q3W : 3 MR #R 5. Q2W : 2 HHM R 5
*]  IRBRESEF =R 3 I E TIOB SN B
*2  VRBRFEMFHEECRT S 4 SR 5 iRl Rl B g S iz B
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V. BRICEYIHIEE

<BEURTRTET - BEOBE>

Phase | BAE 5 PIES FEKR O & AR |2tk Ky E) ik M2
[EIFEIEE | KEYNOTE- | {22 IEE D 720 [200mg Q3W+| © © — | ZHEHER, EE
F AR | 859 HER2 [2MEDOHEST - | {b 79 1k (FP it 7 7R
B FE HEARE 1579 | XX CAPOX) S HR AR ER

Bl (HARN 101 f5l| 7 7 & A +1k

ZETe) YL (FP X

I% CAPOX)

[EIBEILE | KEYNOTE- | {b 22 # L E D 720 | 200mg Q3W © © © |HrER EE
FBEIFHRR | 062 HER2 [& ¥ 7> 5 (200mg Q3W+ 2Bk
R PD-L1 Gt EDHEST - | {b 735 1k (FP

PR o B 763 | XU XP)

Bl (HAN 103 fi] | 77 ARHE 75

ZETe) % (FP T XP)
EN%ZH | KEYNOTE- | H AR AN Db 7L 2R — K~ 1: | © © — | EEM FEMmLE
%5 AR | 659 JEED 72 HER2 [ | 200mg Q3W+SOX # bR
B 73> PD-L1 BatE

DOHEAT - FHEE |2 H— K 2

B 100 i 200mg Q3W+SP
© : FHmE R

Q3W : 3 MR RIE RS-

FP : 5-FU+I AT FF L CAPOX : IRV EZE L+ AF VUV TIFTF o XP: ANV EE U+ AT TF
SOX : S-1+AFHVTFFF 2 SP:S- 1+ ATFTF

2025 AR USR] Iy

Phase RERE =

KES

LR O &

Ak

K EhRE

S

FEERILIR]
FEIFHR

KEYNOTE-
811

7 a— L aR—
ko

(B FIRIERE D 72
HER2 51 0 1R fi
UIBR AR BE 7R EAT -
PR3 B B 698
5l (HAN 84§ %
&)
H A
ko
H AN DAL L
JED 72 HER2 5
PEDOIEEOIFRRRe
IRHELT - R E R
HBE 40 1

BN = AR —

7 ua—)La
A= b
200mg Q3W+ b
FGAY AT+
b7 (FP X
IZ CAPOX)
TR+ FTA
Y A< 7 H R
1 (FP L CAPOX)
HA NEBEM=
BA—b
200mg Q3W +
I RAY X<
7' +S0X
7T tR+ b
FTAY X~ T
+S0X

©

HEREE
e 77 'R
i FREAER

© : FHmE R
Q3W : 3 MR RIE RS-

FP: 5-FU+ Y AT F > CAPOX : IRV FEV+AFYVFF3F 0 SOX : S-1+FxHVF7F
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V. BRICEYIHIEE

<BEYIRTREZAEERE >

WA AR5 98 Je ON
NHZE¥E) BE 1069

7T RS A

Phase | #Ba% = PIES HiER O HE LIy M
EERH:E | KEYNOTE- | #1T (#58M:) 3 |200mg Q3W+7 © CHEEMR, EE
FEIAEFR | 966 UIkrAREE (T | AV 7 BV RD Ak, 77 R
B 1) 72RHERE (FN | VAT 7 F v Sk HE G BR

BRARE T ER P
O & E BT 105
B (HAN 18 fil %
“ie)

Bl (HARN 102 ]| v 2 BV R

o) AT TF v
[EIFE 47 | KETNOTE- | 24—k B : 200mg Q3W IEEMR FEMmIE
B IFERR | 158 PEYER 72 — IR IB B 2R
Br NS TH - 121

© : AR

QW : 3 L

<UIBRTRELHELT - BROBMMIEHKE>

AR

Phase | BRE =

SES

FE K O &

i

-0}

R

B

I bFHFK |A17

N %5 |KEYNOTE-

H AR N DAL 7L
JED 7o W HIBR AR
7R AT - FEFE D
P b i Hp R e R
19 %1

200mg Q3W +
~NAMLFE
FF U DL+
VAT TF

I

O |t

IER FERELE
A AbakER

/TIFHE | 483

WS 1T | KEYNOTE-

{BZIFRIERE D 720
UIBRAHE 72 HEAT -
P D T i g o
e

B FEAT x4
440 51

R VEFEAm x5
473 13

200mg Q3W +
7 F Bl
OF L SRIE
200mg Q3W
7T F A
OF b RE

FHEM BIER
=875

© : FFAME B

Q3W : 3 AR5
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V. BRICEYIHIEE

(2) BRRZEEHER
1) ERE I 18588 (KEYNOTE-011 ®E&R/S— k A) ¥
HAR N OHEITHERBIE S AV EBFE 10 FICARK] 2mg/kg % 10mg/kg & miliFHE L7z L&D 1 a—2xfh
BT, WTIhoRAEIZBOTHHAERIRERFEMNE (DLT) ORBUIR S T, 2RI RFRERNE
R LTz,
BIER ORBLEIA X 80.0% (8/10 ) Th-o7-, HEELREIEHORELEIGIL 10.0% (1/10 #]) THh
V. Grade3 ® AST (GOT) 4} X Grade3 ® ALT (GPT) ¥ ThH -7, BIEMIC L 25 Fik
KOBECITA B IR T,

2) ENE I #BRE (KEYNOTE-011 i#ER/S— k B) 2

HARNO KRG OHET T O IR EREEE 12 HlHIAHF 200mg, <A L FE K
500mg/m? e (N7 Z FFHH#K| (L A7 FF > 75mg/m? T /VHR 77 F > AUC 5 mg min/mL) % 3
BB CHFHEG LI 20 1 a—RA &5 7#, DLT O3B 1 6] (Graded DIXF ~ U 7 Adfn
JE) 1258 biiz,

EIVEA OFRBEIG X 100.0% (12/12 61) Thotz, EELBWEHORHIEIAIX 41.7% (5/1241) T
BV, FONFUIFR 1 F], AR O PERRE 1 6], BB 1 H], fiZ8eiE &k OHE
PR 1B, g 1Bl T o7z, BWERIC X 245G hikix 4 6] (BVEMERE, MZERAE. I
fidse, MBI A 1) A BNT,

BUWERNC KX 230 2 61 (VB MERE R, Mgk 45 1 6]) ICHEL L7223, JERICOW THEE O/
RTMIFELTWSE EEZ BN,

3) ERNEEE I #E54E8 (KEYNOTE-523.7E7080-115 4E&) ¥

HARNDER A GE/INIRaitE, B, e, R BRI, SESEE R B, ErER
@iE) BE 6 BlICAA 200mg 3 ERIEREHEG & Lo _"F =7 20mg 1 B 1 %G Z 0S5 L= &
ED 1 a—REEK T, DLT ORBIIRD b7z,

RIWEH OFBLEIE 1 100.0% (6/6 5]) Th 7o, IRREOREHOHFEFEZIZLDETITRN-T
23, 1 BNCEE A HFHE (Grade3 Ofifiise) BHBL L, WRFEOE G2 H Ik Lz, YikBE i

LU NRF =TI 532 Atk (ORFIRKR G- 42 B#£) (C Grade5 DOl ic L 0 JE1- L=, Miiligse
. TR RIS K 0 IRBRIE L O EH  LHE SN, BRIRET — X, A Z A v D
EX, ZOMOLEMEICEET ABIEREE TlX, Bl ZetEo s 7o b o iz,

4) EBHEFEMERE (KEYNOTE-A39./EV-302 5%E& Safety run-in) #
WAVE 1,/ MAHFRER (KEYNOTE-869,EV-103 58#%) F &t = 48— MZFW\ T DLT Z 7l L
TURNY T RXKEFr (BEFE#EZ) (BUF. EV) 244 & &G T 2BR0HEE N &
(1.25mg/kg) ZIRE LT, IESINTZHER OCHEIZOW T, ABROEREERRB S— h~EAR
ANWEERE A A AN D RIS, HAEA O Safety run-in & Fi L7z, HARN TR D 72\ R AT T
P TERBE DO IR IS FROERE 3HIC, 12— (21 Hf#]) % DLT#HE#IM & LC, 1 H BIZAH
% 200mg, EV 1.25mg/kg % 1 LTV 8 HHIZHEG L, | a—AEHE TH0O DLT RELRILZ 340 L
72 HAR[EE O Safety run-in [ZFHA A H AL 3 BV T, DLT OFBUIFRD bz o7z,

5) EWNE 1biERE (KEYNOTE-A17 iER) ¥

H AR N DAL FRIERE D 72 WHIBRA R 22 1T - PR3 D B b i A 19 B A 200mg 3 3
k&S (Q3W) &XA R L& KJ b U 74 500mg/m? Q3W LN A7 T F > 75mg/m? Q3W %
OG- L1z, DLT #Hli rfREERIC & £ 18 B 9 B, 241 (11.1%) (2 1 /4L @ DLT 2338
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V. BRICEYIHIEE

bz, TNHDOEREDHI L, 1] TiX Grade3 D5 E S ERZFKBLL, Bl 14 TiE Grade 3 D&
U, Grade 2 DB N Grade 3 DIET V7 I VIMSEERFBLLT-, 1 =— 2 H® DLT FEHEIA X
FRNCHE LTEARMEOREEZ TEID | KFIESA ML XE RS NI VAR RATTF L off
MG, AR LT v 7 7 A VE R LT,

6) QTc FEfR~DFE

WAV 1 FE5BR (KEYNOTE-001 #B%) »/%— K A, Bl, B2, C XD D HF % x40 X % H
TE L, AL ERNC AT T B Z N L7 /SR 6 AANE QTe RIFRIZ kT L CERRAIIC B /2%
BAERIESRNZ ERRENT,

) ZK%IJ@% PHEL ORI, 8%, RACE, N7 e Xv7 (GEEFHEEEZ) & LT, 11E 200mg &
TE IR XX 1Bl 400mg % 6 JE [ i FR C 30 43l 2T CHRERHET 5,

3) AERERRAER
#B5VE 1485 BR (KEYNOTE-001 iXB&) ©
KEYNOTE-001 #Bri%, CIBRARE ST o Bk el FE/ et (NSCLC) IXEFA A
DEFENR LT D LR, FEER, S LHRBRTH D, 7— F A TIXEESABRE 2
H AN, HEMEEZIT-> 70, BE 3I~6 Fl Dk Sivd 2 A — M2 HE 1, 3 T 10mg/kg 2
JH R IR CIAAR A AT, BB S— F O TH, /N— b Al KT A2 IZEE 2800 L THAA
L. ARFN O PK KOS FORMEZ G L7z,
=k B X' D CldisBEENE R OERE 2 A AL, AAlO & HUS R 5L 2 B AT L 7=,
10mg/kg 2 HRIHIRE, 10mg/kg 3 HREIFNRE, MO 2mg/kg 3 ## FﬁFﬁf‘r‘]@fﬂjﬁé 3OORHELVHETE
L7z 4=ak—F (Bl, B2, B3 XU'D) O&F 655 flicBWT, Zaetrna 7 7 A WVITFFR e
LEZ I, FEE (ORR) OFERIZT—B LTV, F72. A VU A~ T RIBEK OCBETEEER
WFHIZBWTH ORRIEE < . #Hili L7z 3 D AiER OFHEMICH & 2/ A8 S ERITERD 5
P AWASIE Y
=k C TlL, 2 LT A DO ERIER ISR BEIT OO b= I/ Nl £ 41 Flz
BN, EDH B IRBNCAHE 10mg/keg 3 BRI T G- Lz, /X—  F Tlid, B0 ar— k»
B 72 % FE/ N R A R A AT,
FE S, PD-L1 @38 B0 FE Nl B 125t U, AFNTEN - HUEE R 2~ L, PD-L1 ZBL5 %
BEIZBWTH, AAEEGIZE D ORR (X, BEEHREE AT 2 BB 3L O 20 5 & i
B < | BIRIICERD H HHMELZ R LT, PD-L1 BB L > THRELBINTSHZ LI12L V., PD-
L1 BHEMEOBE L i LT 2ZLL D ORR M55, 4 TOHIM &L O M Of#Tic X
0. ABNOFITEIICH DO T2 2 LAVRENTZ, £o, BT v 7 7 A VITRE THE
EEZ LN,
INHOFRERIZE Y . PD-L1 BELOFHE N AF HMFIEIC BT 2 BFTRINCHEH TH D Z LR E
. Fi< EERILFES O, MAHRER (KEYNOTE-010 385%) (28 T PD-L1 B AE THE SN
AR OWERNAREEZ TS b0 L7257,
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V. BRICEYIHIEE

MEBOVE 1 #E5E8 (KEYNOTE-001 58E&) : /NA A< —H— DR

NA F~—J— i Z ARy & LT, KEYNOTE-001 B> S— | C. Fl, F2 OHEEZHE L.
Biomarker Training Set 3 |% Biomarker Validation Set % /% L 7=,

Training Set Tl&. 22C3 it b PD-1HifkZ W =it Ytk (IHC) (2L > T, PD-L1 D
FHLZHIE L, 22403 (ORR) O % vy, ROC R 2T+ 25 2 & Th v M A 7HEIE LT,
Youden index (Z X ¥ 47.5%® Tumor Proportion Score (TPS) Mutl7e 7~ MA TV THD Z & M/R
ENT-, HEDHESEAEE L, Y10 BT T50%E L, ar =4 ZWEko 2 a7 #f#i#Fb L
77

RIZ Training Set Ta% & L7z PD-L1 FELO W » b A 7HO KA 70 ERAMEZ #ERRT 572012,
Validation Set & 7' 10 A7 7 ¢ TITfMT LTz, #S. ORRIZFEA ZPEMHT 545 H T d 5 PD-L1
BB (TPS=50%) D HEEHENT 42.6% (95%CI : 30.0,55.9) . PD-L1 %5 (TPS 1~49%) DR
FAEFIT 14.8% (95%CI : 7.9,24.4) | PD-L1 FEBif2M D BEHEM T 8.7% (95%CI : 1.1,28.0) THh

V. TPS=50%D A v b A 7D UMD BRI TR S iz,

WS 1 AEERER (KEYNOTE-001 3BR) 215 % adm— hoR5HE - BEK

ak— |k AR G- BER
kA Img/kg QZW 4 431
BT A 3mg/kg Q2W 34
10mg/kg Q2W 341
;275]:2 1 10mg/kg Q2W 7 151
P4 7L 112V T 0.005mg/kg. 0.3mg/kg, 2.0mg/kg 4151
DONETHHEHE 5, YA 7 L 2 LI 2mg/kg Q3W
/N— K A2 HA 7L 1128V T 0.02mg/kg. 0.3mg/kg. 2.0mg/kg 3 451
B ONEZ IS 5. A 2 L 2 LI 2mg/kg Q3W
HA 70 1IZEWT 0.06mg/kg, 1.0mg/kg, 10mg/kg 6 151
DN Wi 5, YA 7 L 2 LI 10mg/kg Q3W
2mg/kg Q3W 22 4l
/%— | Bl
A L 10mg/kg Q3W 56 14
10mg/kg Q2W 57 31
{E;‘r; %g% . 2mg/kg Q3W 89 {3
A Y A~ TEpE
(REAE A ) 10mg/kg Q3W 84 41
s3— 1 B3 10mg/kg Q3W 121 4
MR E
(A2 BT T) 10mg/kg Q2W 123 #1]
K= C
BEIASE : S/ NI 10mg/kg Q3W 3841
/X— kD
L o 10mg/kg Q3W 52 4
£ Y LT HRIEHE
(EIEATIRT) 2mg/kg Q3W 5141
/3— K F1 2mg/kg Q3W 6 15l
RIBWE : PD-L1 FEHLRE, 10mg/kg Q2W 46 131
RO 10mg/kg Q3W 49 131
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V. BRICEYIHIEE

k= k A F e G- BEE
/N— K F2 10mg/kg Q2W 156 31
HRIBHE - PD-L1 R BIBGE X 1T
PD-L1 #8ifa:, I/ Bt | 10mg/kg Q3W 200 {51
/N— K F3
BERIR « PD-L1 FEEIGE, 2mg/kg Q3W 55 15
FE/INH e e

Q2W : 2 AR 5. Q3W : 3 MR 5

W) AR OARRAELOAEZ, @, RAKE, Xa7nr ) X~v7 GEETHHZ) & LT, 18 200mg %
3 A RIIRE X 1 18] 400mg % 6 JE [ FR T 30 22T TR ET 5.

67



V. BRICEYIHIEE

(4) BRFLAOEAER
1) B3R ER
<E4HZEaE>
RERG : [ENE [ R (KEYNOTE-041 5k5R) 7 ¥

HEBRT YA U ShasdtE, BRI, EER

R A Y L~ T RIGIEDORFTERR B EIG & 722 572 WEIERARGE (M) SUFEs . (IVE]) o
Brf+ o EEREREE 4206 (7 FUBESOIRPNEMER AR AR )

BE . HARNCH T 2AH 2mg/kg 3 BEEFER S (Q3W) DLEVER A IINEZ T 5,

A& - AH 2mglkg & Q3W THUMFHE L7z, #5013, REET, FFA TS vt KR 24EMD
PG R T O P IEEEEA T2 SRV IR Y | ke L7z, SR OFHEIE 12~48 Li TIX 6 JHfH

e, DR 128 T L2 L, ks, BHERHT TR EEIT AR DICE AT, REETT
/Tﬁ‘f“btz’)\ D BV WEDRIRBNZZE LTV S B T, /Jb\liluﬁnp@ﬁ{%nﬂﬂﬂ’@ﬁ%iﬁﬁ

B LD TAAIOEG Z ks o Z LN FAIREL STz,

EE%.:HHEIEE APaT " (2 1F 2 &t RUSEMRAEEHE O FAS £H7 12k 1T 2 E4%

(ORR) ™
BIREEMIER - &J@ MRS RS O FAS £ M8 2 280 IR e OV A 77 AR (PFS) ™3,
APaT ££HI28 2AFHME (0S) 7oL

IRREZ D L b 1R ST XTOEY T on-iE

*2 e K O FRHT B4 [
*3 RECIST WA R4 > L1RERW IS HEZES (IRC) FEliic o<

HER
(FEFHME A

& EEgRAERE I 528%0% (ORR)

ORR (CR+PR) T HANIHLE LI ORMEHE" % Lnl- 7z,
* 95%CI @ T BRAEAS 10%

R ER A RO

B L R il R
n (%) 95%CI "

BEE 29

5E427E%) (CR) 2 (6.9) (0.8,22.8)
#575%h (PR) 5 (17.2) (5.8,35.8)
478%) (CR+PR) 7 (24.1) (10.3,43.5)
ZiE (SD) 7 (24.1) (10.3, 43.5)
{” %@ﬁ (PD) 14 (48.3) (29.4, 67.5)
Pl AEE (NE) 1 (3.4) (0.1,17.8)

§ THEAMICES < EfEREEKEICHES <
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V. BRICEYIHIEE

(AR FFAm A E ]

& P E M R AR T 5 R

FENWIR O TRl 3R B, BhE COHM O FREIT 123/ TH - 7=,
FRANBER ST 70 SHI TR ORI BIE Sz,

@ F G B I RT3 1T B IR IR fE I (PFS)
PFS O fEix 42 # A (95%CI : 2.8,7.0) THY. 6 # A PFSHK|L414%ThH 7=,

@ EEMRAEEE ICBITA24EEHM (0S)
OS DHYRAEIIARBIECTH o7z, 6 5 F OS KL 91.1%., 12 » A OS (L 82.7% TH o7,

(724 ]

BIEMIX 81.0% (34/42 ) DFEFIZHIL LT, ERBWEH (10%LL 1) X, % 5 FEiE 14.3% (6/42
B) . BRK RS 14.3% (6/42 1) R OMERIK 11.9% (5/42%1) Th o7z,

HEZRBIWEH ORBEIGIT 23.8% (10/4241]) Tholz, 2HILL EICAHA LN EELRBIER I T EK
% QB 4.8%) . 1FICHLN-EEARBWERIZ, &, R, KBk, TR, L, REHZE,
s, s, MM, BdE, g Rk OSRE T h o T,

BHHIRICE S TZRWEH OFBEIA1X 11.9% (5/4241) Tho7z,

FECIE 361 (7.1%) T, ZONFITEMERERE AL, FERAHOELT EEHFEIZED5EL) KON i
THY ., JRERHOELE KO MR & ORI FEREGRSH U &R Y ERNCHE Sz,

1E) AR OARAEL O, ERAEOCLEE, @, fAIZE, <A77 nl) X+v7 (BiaFHifEz) &

LT, 118 200mg % 3 [ HIFE I3 1] 400mg % 6 B RTHE T 30 22N TRIEIES 2. 2720, i
BMIFREOSEE, BT 12 » AMETE T 5,
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V. BRICEYIHIEE

HERA « MESME IAHAER (KEYNOTE-002 #h) * 10 1V

HEBRTYA Y Sk diE, EEAL, TR
MR A VY AT EEMEOUIBRARRE (A XixisBr: QIVE) oL 2 a3 5B R EEH
540 {31
B (LFREEZ SR E LT A B A~ 7T IREWMEOUIFRARGE U TSR M R B Tk
HAA]D 2mg/kg 3 ERIMNE (Q3W) XiX 10mg/kg Q3W) DAL O 227 i+ %,
A& ARHID 2mg/kg Q3W B, 10mg/kg Q3W HE SITAEME(L 7L (FRERHLY R AN S8R L 729K 1K)
HEIOWTNNT 11 1 TEERIZEI 1T, —5HEMHR T T&E L7z, ECOGPS, FLEEMNiKFE
f%% (LDH) fEM N BRAF B AR TREIIL, #0070, HEEOFMIL 12~48 M E Tl 6
A e DB 12 8 Z &5 M Lz, Zed, BB CEEBETRRD b Gaic, 5
BT 2 R TIER RO bR WEDERKRAICLE LTV 5 BE T, KEILLE O AN T
FHREITORO BN D ETARF OG- 2k 2 2 LN ATRE & Shvlz, LPFIERE CR BT
WRRD BT BFITH LT, 12 BUBENDARFA~D 7 v A A ——%FFEF LT,
FEFMBEIEE : ITTHEM 22T 5 EAFIIN (PFS) =, 24FHIRK (0S)
BIREHEIER : ITT M KO FAS ™I 2F%h% (ORR) 2, Ezhiil, APaT M I1CE
TR EM R L
*AEAE(LEFREORINEL, IVRTTF 0 /R0 Y 2w ABERERE, VRS T T BMERE, X
U XX VEMERE, ARy TEY eI REIRNES X7 EY e I MROBETH- 7=,

*) FEVEZAL L2 N T OHRE

*3 BN R OV BBMEATIX, ST U 7o U R E e OIS N EHE 23 RECIST A KT 4 v LI RICHE S & B
T CREM L7 (IRO FEAf)

#4 R— 2T A VIRFITIRBR Y EAT O FEAN & P RFEE NN TR SN RIERBERAE N H Y | IRRIEE
LRI S SN TOWARNWEEZRRW ., T XTORELENY 1) ShioBad

SRR ARG SN TR TO B

R

[EEREMHE A ]

& A TR (PFS)

PFS OHAEIE, ARANMHE CHE S - YIEEHERGS (12 8EH) SIEFE—& LTz, £72, 1k
EREREC R 2 ARAIEEEO MM DS R S iz,

PFS OfiEfT (ITT 2#£[H)

AHA 2mg/kg Q3W | AHl 10mg/kg Q3W | #e=2/-30
(n=180) (n=181) (n=179)

A2 M (%) 129 (71.7) 126 (69.6) 155 (86.6)
PFS O A" (H)  (95%CI) 29 (2.8,3.8) 29 (2.8,4.7) 2.7 (2.5,2.8)
6 % PESE (%) T (95%CI) | 343 (27.4,41.3) 37.7 (30.6,44.8) 15.6 (10.5,21.5)
=223 e ) 0.57 0.50
ANF— R (95%CI) ¢ (0.45,0.73) (0.39, 0.64) —
P i 8 <0.0001 <0.0001
2mg/kg Q3W IZx9 % . 0.91 o
NYP— RE (95%CI) (0.71, 1.16)

TR DT —% (20145 A 2By 47
PFS 1%, EEAEAEILHT R0y S AT XTI EOWT IR W S E TCoHM &35,
T {80 F =TI T 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,
I {REAE AR L L, ECOGPS (0, 1) . LDHfE (E#. @&iff) . BRAF B TAR (FHEM BAR)

ZERIRTF & LT M L7=@sl Cox el — REF IS,

§ @hle 77 oy g (Rl .

BKHE 0=0.0025
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V. BRICEIHEE

at risk#

AH|2mg/kg Q3W

Z&I10mg/kg Q3W

-

& =AFHE (0S)

PFS @ Kaplan-Meier #hifit (ITT $£1H)

(%)
100 '+

90
80
70 A
60
50 1
40
30
20 A
10
0

— AFl|2mg/kg Q3W
A#10mg/kg Q3W
1bEE

0 8

T
10

BEEEFHRE

74
82
43

53
55
22

26
39
15

180
181
179

153
158
128

9
15
4

AIERTIRE L TIE, AFN OV ORE S ALARIEIT ST D@ R S o7,

B HRRRMNTER I L FRIERED 54.7% (98/179 i) 1%, BREBEITHE

S,

ICARANE G 7 1 A —3—

0S Ofifft (ITT 4£H)

AF| 2mg/kg Q3W | AFHI 10mg/kg Q3W =) 305
(n=180) (n=181) (n=179)
AV N (%) 123 (68.3) 117 (64.6) 128 (71.5)
Os fgefig™ (H)  (95%CI) 13.4 (11.0,16.4) 14.7 (11.3,19.5) 11.0 (8.9,13.8)
LB RTT 5 0.86 0.74
NP (95%CD) ¢ (0.67, 1.10) (0.57,0.96) —
P i 8 0.1173 0.0106

BT DT — 4 2015 11 H 16 B > v A7

T HHE 0 7 —ZICkIGT A HEMEREE (Kaplan-Meier) 512X %,

I /&8 & L L, ECOGPS (0, 1) . LDHE (IE¥. Efl) . BRAFEIG AR (ZHRA

ZERIEF & UCE M L7z il Cox el — FETF MICES L,

§ @il 77 7 e TAD | A EKE 0=0.02
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V. BRICEIHEE

OS @ Kaplan-Meier #i#¢ (ITT 2£[H)
(%)

100 -, — A#l2mg/kg Q3W
90+ AH|10mg/kg Q3W
1
80
704
60 -y
&
¥ 50
B
40
301 Ly
le—y
20
10 1
0 T T T T T T T 1§ T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36(A)
at risk# HETFHAR
ZA&l2mg/kg Q3W 180 131 95 70 61 11 0
ZA#|10mg/kg Q3W 181 138 99 79 67 12 0
1EE8E 179 115 80 60 48 9 0

[RIVEHm A H ]
® 75505 (ORR)
ORR [ IAA] 2mg/kg Q3W A% 21.1%. 10mg/kg Q3W Bf 25.4%., LFHIERE 4.5% ChH - 72, 5B
(CR) 1%, A 2mg/kg Q3W RE 441 (2.2%) . 10mg/kg Q3W ¥ 561 (2.8%) . (LZFWEIERETILR
OO T,

(72 4pE]

BIVER ORBEIG I, AA| 2mg/kg Q3W BEM Y 10mg/kg Q3W #£ T, 68.0% (121/178 i) KT 74.3%
(133/179 #5l) Toh o7, EREWEH (10%LL L) 1%, AH) 2mgkg Q3W HE TS 22.5% (40/178
) . % 9 FEIE 20.8% (37/178 f5) K OVEE 11.8% (21/178 f) | Al 10mg/kg Q3W Ff TH 55 29.1%
(52179 f5) . % 5 FEIE 23.5% (42/179 f) . T 10.6% (19/179 ) J O 10.1% (18/179 f1)

Tholz, LFHRIERETIE, 80.7% (138/171 %) (CRIWER AR LT,

HERRITER O BEI ST, AK) 2mg/kg Q3W £ 7.9% (14/178 1)) . 10mg/kg Q3W & 11.2% (20/179
B) | ALFRIERE9.9% (17171 4]) Thotz, 2HILL EIcA L EEREWERIZ, 2mg/kg Q3W
BECII 2T MERE Q6. 1.1%) . 10 mg/kg Q3W BETIX FH# GBI, 1.7%) . Mgk G #l. 1.7%) .
TEAKEIKTE 261, 1.1%) KOBEER Q2 #l, 1.1%) Tholo, {bFRERETIE, g (3
B, 1.8%) | FEL Gl 1.8%)  FEEMELFHERIVE 261, 1.2%) . i/ asiE (2 61, 1.2%) |
FE 2. 1.2%) KROU/MERAD 261, 1.2%) Th ol
HEZRBEIERICL 2 FIEOEIGITZNEI 2.8% (5/178 1)) | 4.5% (8/179 %) | 2.3% (4171 %) |
BIERIZ X A PE15 13K 2mg/kg QAW BED LTS 161 (0.6%) ToH o712, LivL., T —F _— A
%, TEBRPLYEMIT Z O CORERRE NRFREEKICBEZ L) (ICAE Lz, IRBRYEMIT, 3
FIIFHTH DN, R & U TREET L IHEENLOHIMNE 2 5 b E#iE L,

AF) 10mg/kg Q3W B K& OMLZ2IERE CIXRIERIC XD CIE A BN o7z,

) AFIOAGRAER ORI, BHERAEOSS, @, AKX, ~a7u ) X~v7 GEE i)

L LT, 18] 200mg % 3 MR IE 1 18] 400mg % 6 3 RIE T 30 02T CAMErEdT 5, 727210,
WEMHBREOEA L, ®SYMIT 12 s AMETET 5,
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V. BRICEYIHIEE

HERA - MESMEIERER (KEYNOTE-006 #BH) 1219 19

HRETHA D ShskdtE, BEAL, FEEMR. 3 BEHR
R AV L~ T RIGFEOUIFRARE TS O B B RS 834 4
B : A Y A~ T RIGEOUIRARRE XTI OEME R AR RS 2 55z, &4 Q >OHER
UH®E) &4 A~T OREMEROEIMEZ it 5,
ik AFID 10mg/kg 2 BFREIRE (Q2W) #E, 10mg/kg 3 MREIMME (Q3W) REXIEIA v U A~ TRt
DOWTIDNT 1:1: 1 O TEEMEZIZE Y (1) 72, BT ITRE% L PD-L1 38 % O ECOG PS
LR LT,
2 B H OHMENT TA2) O v bATEE TR, A BV A TRENDARKIEE~D 7 1 A4 —N
—IIRATH oM, 1A2 %, A U A~ TREZE Y (11T S AVEBETHRRD b vz BE Tl
AHFESD 7 0 AA— =% 3R Uiz, RIRBRTIX, TEEET, PR TR0 aEt, &E 24M
O HMRETHEO R IEIEAEZ T2 SRR Y | RAIOE G- Zfke LTz, EEOFHEIL 12~48
BHETIHeHEMI L, URRIT 128 &103E Lz, 72k, BGHME TREEITHRD b
LAz, REBETZ R TERDRD bR WEOBRKRMIZEE LTV 5 EBEE T, KEILIED
B RN CHREETHRO D E TARFOR G ko5 Z ERFREE Sz, A1 BV A+
TREZEID AT OB, K 4RRGEZ T,
FEFFMEIER : ITTHEM" TR 2 B EAFAWR (PFS) 2. 2448 (0S)
BIREFMEIER : ITT " L OV FAS £ I2EBI1F 285403 (ORR) "2, ZEh#IfH =2,
B LM E
*] VAL LT T OERE
*2 R R OYRBHEATIZ, JRST U 72 BURHBRRHE K QNN EHE DS RECIST A K7 4 & LI RIZES & B
T CREM L 7= (IRO FFAM)
*3N— R T A CRFZIRERIE Y E AT ORI & SRRl E N CHERR S HIEFTRERE N H D | JRREE R

1EG G SN TWRWEEZRW T, TN TOEERED AT S B
M IEEAL S, RREE DR L 1 G ST ToEE

APaT £ [™ 1z

BR

[ R A ]

& HEREAAHIE (PFS)

A4 10mg/kg Q3W A M U8 10mg/kg Q2W RED A £ U A~ T HEIXET % PFS OEBMENVR STz,

PFS Ofiht (ITT 4£[H)

AF 10mg/kg Q3W | AF| 10mg/kg Q2W AN o)
(n=277) (n=279) (n=278)

ARV N (%) 157 (56.7) 157 (56.3) 188 (67.6)
PFS ™ (H)  (95%CI) 4.1 (29,6.9) 5.5 (3.4,6.9) 2.8 (2.8,2.9)
6 % H PFSZHE (%) T (95%CI) | 46.4 (40.3,52.3) 473 (41.2,53.2) 26.5 (20.9,32.4)
A Y A= TIHT D 0.58 0.58
AP— R (95%CI) ¢ (0.47,0.72) (0.46, 0.72) —
P i’ <0.00001 <0.00001
10mg/kg Q3W (24925 o 0.97 o
NP — RE (95%CI) (0.77, 1.21)

TR DT — % 20144F9H 3 A v AT
PES 13, EVEZA BT S DR BET I OWTRNRWR S E TO/ME 45,
T H HE0 7 —2IZxIGT 2 FEMmBRHEE (Kaplan-Meier) 752X 5,
ITREEAIEE L L JBET A v (—IRIBHE, ZKIRHE) . PD-L1 388 (B, BEME) L OYECOGPS (0,

1) ZERIRT& LM L7z@al Cox il — REF LIS,

§ Bhlle 7o rkoE [AMD

Bk UE 0=0.002
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V. BRICEIHEE

BOREAT GEBRIRE 229 5 A) Tid., A BV A~ T7EICxT 5D PES O Y — RERIZAHA
10mg/kg Q3W KL TN Q2W #E3LiZ, 0.61 (95%CI : 0.50,0.75) TH o7,

PFS @ Kaplan-Meier #hf (ITT $[H)
(%)
ZA#l10mg/kg Q2W

— Z#l10mg/kg Q3W
1EVLTT

@ 70-
B 60
£ s0-
# 40-
$ 30_
20
10
0 T T T T T T T
0 2 4 6 8 10 12 14(R)
at risk#x fusbieea ]|
A%Zl10mg/kg Q2W 279 231 147 98 49 7 2 0
A%l10mg/kg Q3W 277 235 133 95 53 7 1 1
FEOINS) 278 186 88 42 18 2 0 0

& AR (0S)
A B A~ TR DA 10mg/kg Q3W FEKL OY 10mg/kg Q2W £ OS DU R X7z,

0S OfiEfT (ITT M)

A 10mg/kg Q3W | A 10mg/kg Q2W A A~T
(n=277) (n=279) (n=278)

AR N (%) 92 (32.2) 85 (30.5) 112 (40.3)
OS ™ (A) (95%CI) NE (NE, NE) NE (NE, NE) NE (12.7,NE)
1257 0SE (%) T 68.4 74.1 58.2

(95%CI) (62.5,73.6) (68.5,78.9) (51.8, 64.0)
ALY A~=TIZxtT B 0.69 0.63
AP — R (95%CI) ¢ (0.52, 0.90) (0.47,0.83) —
P fii® 0.00358 0.00052
10mg/kg Q3W (Z%f9° 5 o 0.91 o
NP — R (95%CD) ¢ (0.67,1.22)

TR DT —4 1 20154E3 A3 A0 v b4 T

T—H =%y N4 7 BB OBIA 2 i L-5E .

D&l

T 7580 7 — kbt 3 2 FREHEE (Kaplan-Meier) {£I12 X 5,

I Rz IERE L, IWIRT A > (—ink. —RIBH)

T =A==y b7 HTHHY)

. PD-L1 %8 (BGtk, [ai) K OVECOG PS

(0. 1) ZJ@HIKF & LTHEH L7z Cox fINF— RET IS, WTFNrORGEIEYE T 5
BEDPFELRZWERIE, OB 2,

§ @Rl 77 ke D] .

NE : Not Estimated

BE/KYE 0=0.005

BT GEBFEIRTH A 229 % A) T, A Y AT TS 0S DA — REeig. AH
10mg/kg Q3W #£1% 0.68 (95%CI : 0.53,0.86) . Q2W #1E 0.68 (95%CI : 0.53,0.87) ThH -7,
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V. BRICEIHEE

0S @ Kaplan-Meier i (ITT ££H)

(%)
100 A

90 1
80
70 A
60
50 A
40 A
30 A

BERHF

AFI10mg/kg Q2W
209 — Ai10me/kg Q3W
109 1eun<7

0 T T T T T T T T T
0 2 4 6 8 10 12 14 16 18(R)

at risk2k e2ca il

A&|10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
A&|10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
1EVLTT 278 242 212 188 169 157 117 51 17 0

[RIREHME A
& 75%0% (ORR)
ORR IZAH] 10mg/kg Q3W £ 32.9%. 10mg/kg Q2W &f 33.7%. 1 U A~ T7HE 11.9% T o 7=,

[Z24pE]

BIVER DR BEIG 1 AH] 10mg/kg Q3W BET 72.9%(202/277 #1) . 10mg/kg Q2W #£ T 79.5% (221/278
Bl) . A B Y LA THET 73.0% (187256 ) Tho7=, ERRFEIEH (10%LL E) 1%, AH| 10 mg/kg
Q3W BETIEYS 19.1% (53277 B1]) . THI 14.4% (40277 1)) . % 9 FEIE 14.1% (39277 %) . 35
13.4% (37/277451) . PR 11.6% (32277 61) | ol 11.2% (31277 1) . #ESIIE 11.2% (31/277
B) ROSEMEABR 11.2% (3127761 . AH 10 mg/kg Q2W £ T 57 20.9% (58278 ) . i
16.9% (47/278 B) . F92 14.7% (41278 f5) | & 5 FEIE 14.4% (40278 f5l) | HEJIIE 11.5% (32/278
B K OVEL 10.1% (28/278 ) THh -7z,

7 BIEH O BLEIA 1A 10mg/kg Q3W BE 6.5% (18/277 #il) | 10mg/kg Q2W £ 11.2% (31/278
Bl) . AU LS THE17.6% (45256 f5]) T oT-, ERBEERBIEMIL. AFPFAREROA BV
LA TREE BT, RIBKR (RAIDFEEE 1.6%, 1 Y A< T7#E 6.3%) KOVFH (ZH0E4 1.6%,

3.9%) ThH-oT=,

BIVERNC X A1 1344 10mg/kg Q2W BN O B Y A~ THEDA 1 BlICH B, FRE R HImME
B AV AT ICHERENTETRHOARIHECTCH 72, L, T—F_X—R[EHER, IRRHEY
EERT T2 ) (2 K DFEC ORREROFANZ TRIREAKRH VD | 726 TREREKRZR L) 122
B L7z, AAl 10mg/kg Q3W FETIZRIERIZ X 2 TITA b2 T,

) AAOAGERIEL ORI, BERCAEOSE, W@, AR, ~A7r ) X~v7 (GBiafH#Rz)

& LT, 11A1200mg % 3 R FIFE X3 1] 400mg & 6 B [HFFE T 30 2320 CRUEFET 2, 72720,
R MBRIE DS A, BGHEIT 12 5 A ETET 5,
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V. BRICEYIHIEE

HER4 - ERILFEF RS (EORTC-1325-MG,/KEYNOTE-054 3XE#k) 15 10

RERTHA > ZhuskdtF, SEAL, “HEMR. 2 BEHEGEER

R SERYRBOEIY 27 NEmn AT — VIO EN BANEEE 1,019 6] (H AN 15642 5T0)

B : BRUIREBOERY 27 BNEWAT— MO EMEBAJEERE 25810, IgaibhEEs L
TOAF (FEHE) &7 BRDOLEMER OE % igET 5,

ik KA 200mg 3 BB (Q3W) BEXITF TR (ERRANR) . 1: 1 DOl TEESIC
B AT, WESE [V o iR Imm B AT —VMA, A7 — VB, 1~3ED Y 3
Wil 2B 5 AT —VIIC UL 4EEL LD U 3Gl 2386 5 25— PIC] K Ol &
S>TERILT-,
o (B EVE I HR A U2V R Y | AR AHEDIRIE A Q3W TROK 18 8] (K9 1 4E[E)) #¢5-L7-, JREGT
fili& UC, MAEAE O AT RT 6 R LA HIIBl O i a2 206 L, £ 5-BR% ORpO 2 4F
X 12 B ME, TO%SERETIE6» A, TORIL 1 FHICE i L7z,

FEFMIER : ITTHM" L O PD-L1 B2 O EE A FWIE (RFS)

BIREHEIER : ITTH™ & OPD-L1 B4R o f65E fRis s A 7 I (DMFS) 3, 2477 1 (0S) ™2,
ASaT ™ 2 31F 2 22k e OV

*| MEAEAAL LT T T OBRE

*2 PD-L1 JEBLIRIIE. SEEHIID N OWEE R g i o i = Co> PD-L1 ORBEIE )54 E 95 MEL
score & FIVVTEHI L7z, 1%Lh EOYeta %759 MEL score2 LA ED35E1% PD-L1 B, 1% AW O Yeth %
779 MEL score0 X% 1 O3A 1L PD-L1 &tk & L7z,

*3 ITT 2 & OF PD-L1 B52E D RFS BSHEHICHE TH GBI DHR, F— M —E o 7EE2#E
LCEEMEEZFEL, 2175, B, T—F 4 v MAT7HETIZ DMFS KT OS DA X MIFEYT
B2 A X MUTE L TW o Tz,

*AIREREEZ 1 BILL B SN T RTORE

wmR

[ ZEHmE A ]
OITT HEAIC BT 2 WA MM (RFS)
AREIFED T Z 2 AREEC KT DB R ST,

RFS OfEfT (ITT££H)

AF 200mg Q3W  (n=514) 7778 (n=505)
AV MR (%) 135 (26.3) 216 (42.8)
RFS A" (H)  (95%CI) NE (NE, NE) 20.4 (162, NE)
6 5 H RESF (%) T (95%CI) 82.2 (78.6,85.3) 73.3 (69.2,77.0)
7T AT D 0.57
NP— R 98.4%CI) ! (0.43,0.74) —
P fifi 5 <0.0001

PRI RO — & (20174E 10 H 2 BB v A7

RFS 1%, MEAELENTTRED DAIRREFR (RFTE%. e Y o @ OLERES 3 X33t

COWTNHEVKSE TOWM LT 5,

T {80 F—=FZITkIGT 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,

IR AARE L L, WHSE [V v FHEE Imm BO AT — VA, A7 — VB, 1~3{HD Y %
B 2RO D AT —VIMC XL 4L LD U VR filisB 2580 5 A7 —VIC] @K1 & LT
W L7285 Cox tefii ¥ — REF I HSL,

§ J@hlm s 7y 7iE DAl o AEKAE 0=0.008

NE : Not Estimated
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V. BRICEIHEE

RFS @ Kaplan-Meier Hhif#f (ITT 4£[H)

110
100 7 = . ?Eflofomg Q3w
90 Mﬁl
. 80 ==
8 77 ey Illl:'m.""-'"lhlrmw
5 ! g
£
3 Nuny LLTTE
40
30
20
10
0 T T T T T T T T T
0 3 6 9 12 15 18 21 24
ot ik E|EREFHE(A)
A#|200mg Q3W 514 438 413 392 313 182 73 15 0
754K 505 415 363 323 264 157 60 15 0
@& PD-L1 PGPESERIZ 31 5 RFS
AFNBED T Z 2 R 2 B R Sz,
RFS OfiFht (PD-L1 Bt ITT4MH)
AHl 200mg Q3W  (n=428) FI R (n=425)
ARy N (%) 102 (23.8) 176 (41.4)
RFS ™ (H)  (95%CI) NE (NE, NE) NE (17.1, NE)
6 # H RESF (%) T (95%CI) 83.8 (80.0, 87.0) 75.4 (71.0,79.2)
7T BRIIHT B 0.54
ANP— R (95%CI) 7 (0.42, 0.69) —
P fifi 5 <0.0001

PRI F — & 20174 10 H 2 A v A7
RFS 13, MEAEZAEI TR S HIENE R (RETHI. TR Y Gl LR R 5 U

TOWTNNEWEFEE TOME L35,

T HHEY 7 =TS T 2 HEMmRHEE (Kaplan-Meier) 1512 X %,

IR a eS8 L L, Wl [V o Hifisl Imm B A7 —YMA, AT — VB, 1~3fHD Y 3
B 2RO L A7 —VIC L 4HLL ED Y U A FlEE 2RO 5 A7 —VIC] ZJEhlKT & LT
i@ L72 @R Cox e — RET IS,

§ @hlns 7y rkE LAl . BEAKYE0=0.0155

NE : Not Estimated

RFS @ Kaplan-Meier it (PD-L1 [5G, 1TT %)

110
E— 00 3W
100 4 f ?EJET mg Q
-
w O t Hﬁl—mu.
8 o | A N gy 1
i iy
£ 60~ -Illﬂllq
2 LI T
% 07 HHHHH
40+
30
20
10 4
0 T T T T T T T T T
0 3 6 9 12 15 18 21 24
EERAETI (A)
at risk#
A#|200mg Q3W 428 370 350 333 266 156 61 13 [0}
T5tK 425 353 317 281 233 141 55 13 0
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V. BRICEYIHIEE

(72 4pE]

RIWER ORBIEIG L, AAIRET 77.8% (396/509 f5l)  (HAN 9l S HlZ=ETe) . 77 AT
66.1% (332/502 f5) ToH -7, TREIWEH (10%LLE) 1%, AFIRECTHEY 28.1% (143/509 1)
THT 18.5% (94/509 f5l) . #F 9 FENE 16.7% (85/509 f51]) . FLIRAHEREIR TIE 14.3% (73/509 f51)) .
D 11.4% (58/509 i) & OB 10.0% (51/509 f5) T -7,

B 7R BIVEH DI BUEI B 1T AFIRET 13.0% (66/509 61]) . 7 F B AREET 1.2% (6/502 4]) TH -7,
1%LL FICRBL L - EBELRBIER X, AFRETIIRIBR (1.6%) KOlER (1.4%) ThHoiz,
BHHRIRICE S TZRWERIZZNZI 12.2% (62/509 ) | 1.6% (8/502 i) (2588 BTz,

F7o. BERIC K 2 I3ARIBE 1 Fl, IR OBITHY . AR THEICE - -EWEMIX
MFRRERIEIN & EEER A2 ) MRS Thotz, L, T—F W v A 7%, 1R ERT
X TAFERERIEIN & R HRER 211 O IS & ARKI L OREBEGRE TREEFRH D | 220 TREE
oo L) ICEHE Lz, 728, 1RO RKE L% 90 H ARRIZRIL L7 gIWERIC X 2508 T1%, AH
BETIFIRO BN, EEICESTBIERIT TRk ThoT-,
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V. BRICEYIHIEE

HERE : EHEELMAB IR (KEYNOTE-716 #Eh) 17 18

RERTHA 2 ZhuskdtF, EEAL, “HER, 77 BRI AT

R EZRURHEO AT — OB UL C DM BAEERE 976 5] (HAN 362 ETe)

B : 2 2UIBR%E DO AT — Y 1IB LI C OEMERAMEE 23t ik fliBhiik & L CoORHA
& 7T v RO MR O I & iR 5,

& - A 200mg 3 MG (Q3W) BEXIZ T 7 ®R (EHAWHR) B, 1:10hRTEEE
AR ISR (T 72, IRBmERE OS— R~ 1) T, ANEREE (2B E 18R ) O 1o
Dk, RHOBRAEE (18mLLE) O THMISEOMEEORE S K ONEEER (T3b, T4a, T4b) 12
HASL 320z >TERILT-,

L JEHE B U722 W R D | IR A BDIRTE 2 BN H & 200mg Q3W, /N & 2mg/kg (e R
200mg) Q3W THK 17[EI# G- Lz, Eg2MZ . BIEAEIVAHT20 1EMIT 6 » HiE, 24
H225H 4RI 6 » A, SERIE 1 BUIERRAIC MRS A0 FE i LT,

FEFHMBIEE : ITT M OEFRAGFHM (RFS)

BIREHEIER : ITT 4£H" M= Ris A FHE (DMFS) | 24F#H (0S) . APaT #£[M2ICH
R e X Y AON Y Lin

fEMT AL
F W PERH OFEFE T « RFS &Y OS 1X Kaplan-Meier 1% W CATFHER 2 #EE L. DMFS X
Cumulative Incidence Curve 5% W\ CiEbgsE £ TCOMB O R 2 #E L7, RFS. DMFS &}
OS DREMtITEHIm 7 F o 7 ke & VTR L, & 582 285 & L7 J@hl] Cox Hufil
— RETLEZHNT AP — REEDZED 95%CI 2HH L=, @hle 7 Z > 7 B & OVERI Cox
el — RET VORI I, BELEI IR hRESE (125%00 E 18
) O 1 o0k, ABRE (18l L) © THEIHEOMEE DR S L OVEEFR (T3b,
T4a, T4b) |22 3 oDfE] o, E72, T4 (T3b, T4a, T4b) | FlnX5y (<6570%.
=655%) . MER (B, Zetk) o A (BA. BALSL) . ECOGPS (0,1) | Hulik (7 A Y 71,
T AU H LIS ITOUNT D RES O ER5HE FIRMT 2 S0 L 7=,

ZEMOFEE - AR TITAERNED 5 BIOHIFENT & Bt 2 Famic3hmE L, RFS 1X 1 [Eo0
W AT S OV #EAAAT . DMFS 13 1 [8] D H AT Mo OV fietir . OS 13k 1 [B1 oD H R AT S VA &

it 2 3245 Z & & L7z, RFS, DMFS } (O} OS DA EARMEN F I 2.5% & 725 X 9 IR

L, N DHDOLZEMEOFEEIZIL, Maurer & Bretz ¢ graphical approach % 7=,

ARBRTIX 3 SO (H1 : AAIBED RFS 7 7 B R#EA LRl% | H2 : KFIRED DMFS 87

YAREEE EAD, H3 : AFIRED OS N T TR lE%E B D) Z%E LT,

9. RFS OEFUZHBAEERM 2.5%% 57 L. RES O NHEHEICHER CThH o 25 a1T
EKYE AL 2.5% % DMFS IZHBLY T %5, DMFS O B2 H E Th - 2 Ta &

KAEFTHI 2.5%% OS IZHEL DT 5 Z & & Uiz, RN K OB RRITIC 36 1T 2 BOKMEDEL 5
W2 o HE B A VW5,

| IAEAL LT _RColRE UNE ARFBEELH, 778 R 162 ET)
¥ VREREE A 1 Bl ERG S N R TOEE

R -

[F=EFHME A

& EEE ALK (RFS)

1 [B1H OFEENTEES (T —% > A7 12020412 A 4 H) T, B2UR%OIB XOIC
PEERAEERZ BT, AFIREL T T B ARBECH LT RES 2 A EIIEE LT,
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V. BRICEIHEE

2 [A] B O IR  (RFS OFRREIENT ; T —F 1> b4 7 20214 6 A 21 B) ITBW T, AH|
BED T T REEIKTT 5P — REIZ 0.61 (95%CI : 0.45,0.82, J&5HI| Cox HeffilN¥F— REF /L) T
HoT,

RFS OfEtT (ITT£H)

AF 200mg Q3W  (n=487) 7778 (n=489)
AV MR (%) 54 (11.1) 82 (16.8)
RFS 4/l (H)  (95%CI) NE (22.6,NE) NE (NE, NE)
15 RFSE (%) (95%CI) ' 90.5 (87.1,93.0) 83.1 (79.0, 86.5)
AP— R 95%CID) * 0.65 (0.46,0.92)
P i ¥ 0.00658 -

F—=HHy AT 2020412 A 4 H

T B0 F— X IR T 2 BEMRHEE (Kaplan-Meier) 112 L 5,
I J@Rl Cox BN — RETNMIC L D7 TR L DK

§ J@hlm 77 e [l . AEKYE a=0.0101

NE : Not Estimated

RFS @ Kaplan-Meier fh# (ITT $FH)
100 H—+
90
80
& 70
B 60
i 50
%R 40
& 30
20 | —— Fmp0omg 3w

10 IS5k
0
0 3 6 9 12 15 18 21 24 27

at risk EEREFHAB]

AH#200mg Q3W 487 465 401 340 249 149 71 21 1 0
PAA N 489 475 400 336 229 149 77 27 1 0

F—FH v AT 1 20204E 12 H 4 A

Hy
|
T -

[ZeatE]

BIVE I ARAIRE T 82.8% (400/483 f51) (HAN 261F 2 & &Te) . 77 BHRRET 63.4% (308/486
f) ZRD BT, EREWEH (10%LL 1) 1, ARFIFETE 5 FEIE 11761 (24.2%) | %57 102
(21.1%) . FHI90 5] (18.6%) . BEHEIR 78 5] (16.1%) . F9Z 76 Bl (15.7%) K OHIRIRFEAREIR
THE 7561 (15.5%) ToHh o7z,

EERBIERAORBEGIX, AFIRE 9.5% (46/483 ) . 77 BAREE 1.9% (9/486 f5]) THH . K
FIFET 4 BILA RIZERO N EEZRAEM L. BIBHEERELOKRLBR (% 46, 08%) Tho
77

eGP IEICE 5 F-RWEH ORREIGIIAFIRET 796 (164%) . 7T BAREET 126 2.5%) Th
ST,

I ES>ZRWEAIIHBECB W CGGRO bivZe o 77,

Q2[5 B O RIfENT - 202146 H 21 HT—4% 1 v A7)

) AFTITAFNI RIS LTKR SN THER A,
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V. BRICEYIHIEE

<UIBRARELEST - BROIE/NRRENRE >
riilii L9
FERE - [EPEILFEF IR (KEYNOTE-189 #tBk) 19 20

RERTH A 2 Sk, EWEA, 77 AR WATHE, —HEHR

&R : EGFRBEIL AR /ALK Bl &5 1M CRIGE OB IR R TRz /N i B3 616
B [PD-L1 BBURBLUIZ L H7en]  (HARAN 10 Bl & ETe)

B ESRBEIE NI O RIGIERBE Z G, RKEIE AT TF S IINKRTTF o+~ R
Mokt RPN AR (LA MLFER) OFHEEE VAT TF INKRT
F o+ R R ROFIMER L 2% LERET 5,

ik - A 200mg 3 M REIREE S (Q3W) & 7T F AR I A b Lt ROHHRE (A5 200mg
Q3W, A b LFt REOT I FFHRAIGIETERE) | XIET 78R E 77 FFRAKR O~
A RUFE RHEE (FFBR, XA Xt FEROT T FFRAGHILFREE) Onhn
2. 2: 1 OFIETEEREI AT Uc, EAEARUNT Tk, BERRGL (MR 7 U SO XML EE
by BEE) | T FFRA (AT TF NIRRT T F ) . KO PD-L1 OFBUR
P (TPS= 1%L <1%) ZJEHINT & L7z, PD-L1 iHMliARERE<1%lZ& DT,
AHAI200mg Q3W, XA kL& REOT 7 FFRAOF AL RERT, AA) 200mg, <A KL
X K 500mg/m?, ¥ A7 7 F 2 75 mgm? XA /VARTZF > AUC Smg: min/mL FH4 EDJEIZ
Q3W (%= —AD | HEIZEE) T4 a—2AE 5%, KK 200mg LA K L ¥FE R 500mg/m?
% Q3W TH L L7,
TR, XA LFE FROT 7 FFRAGFHEFRIERT, 778K, A MLFER
500mg/m?, > A7 T F 2 75mg/m? XX H VR 7T F 2 AUC Smg min/mL FH 4 2 DJEIZ Q3W (£
a—ZD 1 HAWKEE) T4a—xghH#%, 77EFRKO_A K LF & K 500mg/m?% Q3W T
Bh5 L7,
PRIBEIT TR CEX R VWA EFRORBHENEO D E THK3S5 A 7 v E Tok bk
ZRREL L7z, 708, HGRHN CHREMEITAZED LI SHAIC, REBET 2R IIEIRARD b
IRVVEDRRIRIIZLE LTV S B Tk, IREILE O BN CHREETHRRO Hid £ TR
Fle~A MLXt R R oK OOF G 2k 5 2 E AR L Sz,
TRFN R AT 5720, KOO 48 I, 6 E, 12#H, ZOHIT OB I &Iz, 48 L
Bl 12 M 2 & IS Eg A A i L7, RECISTI1.1 (235 & BICR 23K ABUET THEE & KT L.
TRBR S I E T 2 B EL - LGS, ERMERO L7 a 24— "—HIcBiTL, $
IR LIRS 5 £ CARAIBEMBEILEZZ D Z L aaligl LT,

FEMBEIEE : ITTHEM T 5 EAFIIF? (PFS) . 24EFHIRK (0S)

BIREMEER : ITT M 1CB1T 52 E%%2 (ORR) K UZEZMIR? (DOR) . ASaT H£M* 217
% B ORI

*] HEAEAAL LT T T OBRE

*2RECIST A FTA > LIRIZES ER TS RHEZAES (BICR) 12X 270
*3 MRS, TEBREEN 1 BIDL RS SN2+ _RTOBE
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V. BRICEIHEE

R
[F I E A ]
& I I (PFS)

A 200mg Q3W, <A k¥t REROT 7 FHRFOFHCFRIERIZ T 78R, XA MLXER

KO T FFBIUFNGE 2R ROk L CAEEIC PES 2 LT,

PFS Ot (TT M)

AFHI 200mg Q3W, XA FLF | TR, XA ML FE K
¥ FEOT 7 FFRFNGERE | 077 FF WA LSk
FEIE (n=410) (n=206)

AR N (%) 245 (59.8) 2V 166 (80.6)

PFS O A" (H) (95%CI) 8.8 (7.6,9.2) 49 (4.7,5.5)

6 7 H PESHE (%) T (95%CI) 66.4 (61.5,70.8) 40.1 (33.3,46.8)

RHEEEIC T DN — Nk 0.52

(95%CI) * (0.43, 0.64) —

P <0.00001

FRIFETIE DT —% 1 20174E 11 A 8B~ A7

T HHE0 75— TG T 5 Kaplan-Meier 512 & %

I BB R L LZER Cox BN — RET /T & D5 IREE & o kil
§ Bl 77 o rfE A . AEKUE a=0.00559

PFS @ Kaplan-Meier #h# (ITT $[H)

100
904 ¥ AMAOME QIW, RXRUFERF MO LKRMRUTSF &M
80 \‘-H ——— TS, AXRUFERFNIOLKINRY TS5 HE
€701 \\
# 60 1 \
£ 50 |
& N
B 40 \\
% 301 o
20 + h""“ﬁ, _
10 7 1—0———1—0———1
o 1 T I T T I
0 3 6 9 12 15 18 21
at risk# FIAREFM(A)
##200mg Q3W, R
XRUFERFIIDL 410 322 256 148 60 17 5 0
KiMRU 757+ RE
751k, RANFE
RFMIDLKIINRY 206 140 80 40 16 3 1 0
T5FFEA
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V. BRICEYIHIEE

& AR (0S)

AH 200mg Q3W, XA kX&' REWT T FFHAINALFERIT T T 2R, XA LSRR

K O7 7 FF BN ERRIERE TS L THEIC OS ZiE LT,

0S OfiEfT (TT M)

AF] 200mg Q3W, XA kL&

TTRR, XA MLFE K

¥ FEOT T FFRFNGERE | 077 FF WA LSk
R (n=410) (n=206)
AR NI (%) 127 (31.0) 108 (52.4)
OS O AT (H) (95%CI) NE (NE, NE) 113 (8.7,15.1)
67 H OSE (%) T (95%CI) 85.3 (81.5,88.4) 72.3 (65.7,77.9)
RHEEEIC T DN — Nk 0.49
(95%CI) * (0.38, 0.64) —
P 8 <0.00001

RIS — & 20179 11 A 8 Ay h 47

T B0 57— TG T 5 Kaplan-Meier 512 & %

IR AE R L L7 RI Cox el W — RET I L At IREE & o b
§ J@hlm 77 e TR . AEKYE 0=0.00128

NE : Not Estimated

BRI T H
& 7:%h% (ORR)
ORR [ZAFA] 200mg Q3W, ~2 A kL ¥t KEOT T FFHAIOF A LA RIERE T 47.6% (95%C1 : 42.6,
52.5) \ TR, XA ML Xt FEROT T FFRAIGEREFRIER T 18.9% (95%CI : 13.8,25.0)
Thotz, ZOHETEM [28.5% (95%CI : 21.1,35.4) 1 1%, MEHHICHE TH-7= (P<0.0001, B
%] Miettinen and Nurminen % [ ] . HEAKUE 0a=0.025) .

& =5 (DOR)
DOR @ H1 il i AF] 200mg Q3W. <A Lt RRONT T FFHUHIGF L ARIERET 112 % A
(iPH : 1.1+~18.0+%) . TR, X MFk® FEONT T FFHRAIGCFERERET 78 #
A #iPH : 2.1+~164+") ThHoiz,
* 4 (3R tE O BEHHN S PD AR SN2 & ERT,

(72 4pE]

BIVEH DI BEIA 1T AA 200mg Q3W, = A b L& KON T FFRAIGF LR T 91.9%
(372/405 %51)  (HARN 4B 3 EETe) | 7 TEA, <X ML¥t KUY 75T RAH{E
FIERET 90.6% (183/202f3) Th o7, EREIEM (20%LL E) 1%, &K 200mgQ3W, <X k
Lt REOT T F 8K O LA RRERE T 46.2% (187/405 f511) | 1M 38.0% (154/405 1) |
P57 33.1% (134/405 %) . G HERIDIE 24.9% (101/405 f51]) K OVEEARIBIE 20.7% (84/405 ) T
HoT,

HELRRIERA OFRBEIEGIIAA 200mg Q3W, XA F Lt KO Z FFRAINEALFRIEREC
26.2% (106/405 f3]) . 77 &R, XA~ ¥t REOT T FF8AIOF L FRIER T 20.8% (42/202
B) Thotz, FAREERBWERIZAA 200mg Q3W, <A k L&+ KK T FFHHRAIGHH L
PIERE CREMELT P ERBUE (5.2%) | M/ ABAME (3.2%) o T (3.0%) . ffifigize (2.7%) .
2 22%) . 7R, XX UXE FEROT T FFREGERCHRER A (5.0%) . 4
BRIBUDE R OV TR (45 2.5%) . FEEMAEAF FEREVDE K O (45 2.0%) Th o7z,

&3



V. BRICEYIHIEE

WD OIRBRIED B G- IEICE - 2 FBIER X Z 1 21.0% (85/405 1) | 8.4% (17/202 f51]) 12
B BT,

BIVERNIC X A1 13454 200mg Q3W, XA kLt RO T F T RAIOH L FHRIERE 9 f5l, 7
TR, XA MUFE REOT T FFUAGEREFREERE 2 FlICA B, & ONFUIAA] 200mg
Q3W, X k¥t REOT 7 FHRIFOF R FFRERE Tl 3 61, 2rEREE? 2 61, i
K. FHRERBUOPERUMSE, BE, SETRE 1B, 7T 'R, XX hLFE REOT T FHRAIGHH
(LZAFRIERE T & BEME S 2 v 7 BN 1Bl ThH -T2,

E) VAT ZFUOREROCHERIUTO LB THD,

<HEROHE> (HFY)

1. B, RACEAVRTFTF oL LT, 1A 1A 300~400mg/m? ((AFmFE) 25 L, 2t b 4
WEARET 2, Zha 17— e L, #5%B0RY, 2B, BE5EIE, Fin, BE ERICEVEE
BT 5,
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V. BRICEYIHIEE

HERE . ERLFES RS (KEYNOTE-407 iklR) 2 2

RERTH A > - Skt EWIEAL, 77 AR WATHE., —HE®R

R RIGE OSBRI LR IR Nt B 559 61 (PD-L1 HBLRIZ L H720)  (HARA
50 & &)

BE) : AFNIEINRTTF o R V2RI A7) 2L (TAT I UBER) (LT
nab-X7 U 2%t )L) OfffEEE . T BRE AR T TF L7 U Z BV XIT nab-s3Y
U & %L OF ML REMEE R 5,

FiE - A 200mg 3 EMRIMEEL (Q3W) LW NRTTF L KRO7 ) ZFE/LT nab-/37 U
2 v VOFAEE (KA 200mg Q3W, HILVRT T F o RO T U ZXR /L iLnab--37 U Z ¥+t
IVEE) . XX, 7T BREDNRTZF RO 7 Y XX XiEnab-"7 U X FxtEL (FT&
Ry ANVKRTFZF U FORT Y XX/ nab-237 U X FEAEE) OWTANT L 1 OEIE
CTHEAEAEID A1 LT,

MEAEAEIN T Tl B ITEMEAEITRTIC, PD-L1 QBRI (TPS=1%XiE<1%) . # %
T U RIA (X7 U Z BT nab-s37 U Z v L) | FEEEREREOFTER T U7 ik
W7 TP X o TRk & iz, PD-L1GHEARREFNIL < 1%IZE D7z,

AH200mg QAW BV R T T F L ROV Y I Z %+ /0 X idnab--32 U & %8 /LEEL, AFH] 200mg.
X7 Y & X)L 200mg/m? X nab--X7 U & X /L 100mg/m?, 71 /LV7R 7 Z F > AUC 6mg: min/mL
MY EONEIZ QAW (KA, WNVKRTTF L ROV Y X XE /M dEa—AD 1 HEIZES nab-
N7 YEXRIEZET—AD 1, 8, 15 HEIZEE) T4a—xE 5%, AK200mg 2 Q3W T
BE5 L7,

TTRR, WNVRTTFURKRORT U X XL nab-237 U X XRvAREL, TTRR, RS
U & %t /L 200mg/m? X% nab--X7 U # %/ 100mg/m?, 71/ 7 7 F - AUC 6mg min/mL #H
BEODONAIZ QAW (F' TR, VKT TF U RO ) 2 XL a—AD 1 HEIZEE,
nab--X7 U X ¥ /FEa—AD 1, 8, 15 HEIZHE) T4a—2xEh%, 774K % Q3W T
G LT, BT IR CERWVWAEEEZORBEDRRDOON DL ETHRRISYA 7 LET
O G E FTRE & LT, 7eds, MERFEN TR EETAE O b GAIT, EEET 2R3 ER
DB HIVIRNWFE DRI ZE LTV D B TlE, RIBILARE O EGFH CHREBETAFRD 5
o FE TARRDEG Mkl 5 Z LR AMRE L STz,

R EEAMIE, EAEA L H 28 6 TR, 12 B[ MO8 18 M R AU FEhE U7, LA oD JEigs i 4
I, ORI Z LT, 45 WLAMIE, 12 W88 2 & 12 % i L7z, RECISTI.1 |23 % BICR 2N &
BAETTHEE &pIr U, 1R M ISR ET 2 A - L7236, BREERO E7 v 24
—N—HNIBAT L, IR 5 & CARBIEMBEIEZ 2T D 2 L2 AREE LTz,

FEFHMBEIRE : ITTHEM T o EEEAFHIF? (PFS) . 2AEFHIR (0S)

BIREHEIER : ITT £ 1281 5852 (ORR) K OELZHM™ (DOR) . ASaT #HEMIZBITF
% 22 M O

IR LT R TOERE

*2RECIST A F7 A ¥ LIRIZES ERTMS P RHEZES (BICR) 12X 25
*3AEAELL S, TRBRERN 1 BILL ERS SNz _THOBRE
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V. BRICEIHEE

R
[FEZRHmIE A ]
& R/ IR (PFS)
Al 200mg Q3W, WNVRT T F U KO U Z XN nab--37 U 2 X AET, 7T R,
HNKRTZF 2 ROU7 ) HFE /T nab-s37 U Z v BRIk L THEIC PFS 22k L 7=,

PFS Ot (ITT ££H)

AHI 200mg QAW, WNART | FTER, WNVKRTTF
TFURONRNT Y X xRV ) SOVAY AR b
XiZnab--X7 U Z ¥k nab-/X7 U Z X&)
(n=278) (n=281)

AV MR (%) 152 (54.7) 197 (70.1)

PFS O RAE" (H)  (95%CI) 6.4 (6.2,83) 48 (42,5.7)

6 7 H PESHE (%) T (95%CI) 64.3 (58.0,69.9) 41.6 (35.3,47.8)

7T FF 8K 2 G e b RIERE 0.56

(X BNF— R (95%CI) 7 (0.45, 0.70) —

P fifi 5 P<0.0001

PRI DT — & 1 20184E4 A3 H A v N4 T

T {80 F—=FITRIGT 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,
I WREEERE L L2/ER] Cox BNV — RET I K DX HERE L O Ll
F/kHE 0=0.008

§ J@hle 77 rE DA

PFS ® Kaplan-Meier i (ITT ££[H)

100
90 _. —— FHN0mg Q3. DIVRTSFURUNTUSFLLRina- N7V 9N
80 ~ ——— F50R, HNRTSFIRUIUIF LN/ TUSFEN
270
B 60 1
50 ™~
8 40 1 \\
g 30 \‘-\
20 . _\"‘*—'—1‘_\__”_
10 e
0 : : r r T
0 3 6 9 12 15 18
at risk# BIEEEFEM (8]
F#200mg W, HILk
T5FURUIIUIF I 278 223 142 57 23 5 0
Rignab-/{7U9F 1)l
75tk ARTSFY
RUISIVIFEILIE 281 190 90 26 12 4 0
nab-/{7U59 %I
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. BRI SIRE

& 2/EFHIE (0S)
AA| 200mg Q3W., HART T F o ROV U X FE/L L nab--N7 U X FBAEHIL, 7T 1R,
HNVRTZF U RO 7 ) ZFE/idnab--37 U Z TV AREK L CAEEICOS Z#E LT,

0S OfiEfT (ITT M)

AHI 200mg QAW, WNART | FTER, WNVKRTTF
TFURONRNT Y X RV ) QOVAY AN b i B
XIZnab-X7 U ¥ ¥k nab-/X7 U Z X&)
(n=278) (n=281)

AV MR (%) 85 (30.6) 120 (42.7)

OS DHJAET (H)  (95%CI) 159 (13.2,NE) 113 (9.5, 14.8)

67 A0S (%) ' (95%CI) 82.6 (77.4,86.6) 76.1 (70.5, 80.8)

7T T K G e b R R 0.64

W6 B — R (95%CI) * (0.49, 0.85) —

P i’ 0.0008

PR DT — 2 ( 20184E4 H 3R v b AT

T {80 F =TI T 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,
I JER Cox bl Y — FET T L B BEE L Dl

§ Eile 77 o BoE LR | A EAKYEE 0=0.0029

NE : Not Estimated

0S @ Kaplan-Meier i (ITT ££H)

100
90
80
= 70 4
® 60
% 50
& 40 Lk
30 4 A
20 AR 00mg Q3W, HIVRT 5F/RUI7U I+ IR Enab/ 17 U9+
18 — = T3tk ANVRTSFIRUITYIF LR Enad-NT IS F N
0 3 6 9 12 15 18 21
at risk#% EERM(A]
F#200mg Q3W, ALK
T5FURUINIUIFEI 278 256 188 124 62 17 2 0
Rignab-I{7U 9%
75k, ART5FY
RUKIUIFEIRE 281 246 175 93 45 16 4 0
nab-I$7U 5%t
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V. BRICEYIHIEE

[RIREF-Am A A ]
® 75205 (ORR)
ORR [IAAl] 200mg Q3W, HIVRTZF 2 KUOR7 U & X E/LE nab--37 U & % E/UHEE 58.4%
(95%CI : 48.2,68.1) . 7T &R, WNVRTTF L KO T Y HFEILILnab--37 U ¥ F/LVEE
35.0% (95%CI : 25.8,45.0) T. Z=OHEEMIT 23.6% (95%CI : 9.9,36.4) Th-7- (P<0.0004, &
Bl Miettinen and Nurminen 75 [ A1 | A &K% 0=0.005) .

& =20 (DOR)
FhE CTORM O F AL, AH] 200mg Q3W, HLRF T F L KOs U X ¥t/ T nab--37
VEXBARET 145 H @ : 1.1~6.1) . 7T78R, IVRTTF RO X8 T
nab--X7 U XXV ARET 1.4 5 A (#iPH : 1.0~4.5) TH-o7=, DOR O HFRALIIAAIOEHEET, 7.7
B A 1L1+~147+) . SBEEC48 » A (P : 1.3+~15.8+) THo7=,

* [ 3Bt OIRBEHE A S PD A HALRW D & AR,

[ZeatE]
BIER ORBEIAIL, A 200mg Q3W, W NARTTF L K OVUR7 U XX/ ik nab--37 V) Z &
TIARET 953% (265278 )  (HAN 22 fth 22 il &de) . 7 T®AR, AVRTTF o KOS
7 ) X XB L nab-s37 U X B UEET 88.9% (249/280 1)) T 7=, E72EIWER (20%LL 1)
I, AAl 200mg Q3W, HART T F L KUV U X X)L XL nab-237 U ¥ B LEECHLEIE
453% (126/278 f5l) . &l 44.2% (123/278 f5]) . 4FHRERJEE 34.9% (97/278 1) . L 30.6%
(85/278 f511) . I/IMERIBE 29.1% (817278 f51]) K ONTH#i 21.9% (61278 f5l) Tdh - 7=,
T 72 BIVEH OFRBLEIG 1XARA 200mg Q3W, WK T F L KR OV7 U X X%/)L (it nab--37 1
A XV NRET 252% (70278B) . 7T BR, IVRTTF L KO U XX/ XL nab--37 Y
H R BET 182% (51280 %) Th o7z, L/ mEmERFIVERIZAA 200mg Q3W, WLV RT T F
VROV Y Z X VT nab-s3 7 U F X2 URECRBWELF P ERBUDE (5.0%) | fitigk (2.5%) .
KBk 22%) . 7F7BR, BARTTF L ROV U X X2E/L T nab--327 U X B BT
B AP ERIEE (3.2%) | IFRERIRAME (2.5%) Th o7z,
WD DOIRBIEOE G- IEIZE > REIERIZZENZEI 18.0% (50278 #1) . 7.1% (20/280 i) (2
B BT,
BIVEAIC L 20 IEAA] 200mg Q3W, BV ART T F U K OVIT U X %1V T nab-237 U ¥ ¥+
ABEL0H, T8 R, IVRTZTTF RO T U H XN T nab-/37 U Z B LEE 6 FIICHD
. ZOWFRIIAH 200mg Q3W, WK T T F L KUV Y XX/ T nab--37 U Z X LRE
CHUIEDS 361, FET 2 6], PERARA, R4, Wit SRV . Ml & 16, 7T &
RNy DNVKRTTF U RONT U ZFE/ T nab--37 U Z 2 VR CTRULEMN S 3 7 2% 2 f,
LIRS RE N RIE R, SR RS M R Ol 234 1l CTh - 72,

B IVRTZFOREROCHREEFIUTOEBY THD,

<HERCHE> (H

1. EH, RAKEALVRFTF L LT, 1A 1H300~400mg/m? ((AFmAE) ZHE51L, <ty 48
MRS 5, Zhx 17 —ne L, #EEBVIERT, 2k, L, Fln, FE, ERIC LD @R
T2,

E) 7 VX VOEROCHREFUTOEBY THD,

<HERCHE> (BFY

Ak EE, RACIEI 7Y 2R LT, 1 H 1E 210mg/m? ((RREFE) % 3 REE2NT CTHRsmE L,

D L 3EMKRIET D, a1 27— LT, &52EVIET,
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V. BRICEYIHIEE

Bk
HER 4 - ERSILFEEIIAERER (KEYNOTE-042 #fER) 24 29

HEBRTYA Y Sk dE, BEAL, EEMR

& . PD-L1 [5G (TPS=1%) "' C EGFR &5 TR /ALK @& BAGF YO RIGH O Jj Tl T X
VR IE N i R 1,275 611 (R AN 93 il & & )

B#9 : PD-L1 BEMEO RGO RFTHELT U IR MR B 2 55 & U, ARHI ML &
7T FFE G e b SEHIRIE DA & e A ST D,

Hik - ARAI 200mg 3 EBIMRE S (Q3W) BEUX, 77 FFHHAK &2 Gk FERE (LT, b5
FIERE) OWT NI 1 1 OFIEG TEEAEI A1 Lz, BFITEESEIS TR, ECOGPS
(0, 1) . MR GERYERE, R LR | B8k ot G777, W7 U7 LS
K OVPD-L1 ZHURIL (TPS=50%, TPS=1~49%) (2L -~ CREhlfb &=, 77 FF8A0FH b
SEPRIEIT, B ORI K OEVE A BI T BT O-A BHEIC IS & | BB Y EATN 7 5 F - 5
L FEE (IR T SF o/ RV EZX RV IIANVNRTFF o /XA L FER) 2@
RL7z, A DLk NERRIEIIEE & L), JER T ERBEOBE M HLE L, +
TOREITIEFN R AN A 720, RO 45 HENE 9 R Z & . 45 LIS & 5 Z ikt L7
BEIT 12 M Z & ICHEG R & I UG N R 2 E, REEIT IR CE R VWA EE
BORBENRDOND ETHRKRIS VA 7V E TG ZTTRESL L7z, 2B, EigiHE TF
BT RO bNTHEIC, ERETEZRITERIRD DN WEDORRKIIZLE L TV DR
BT, RIEILLE O B4 AL TR EEIT R0 b D £ TRF OG- 2k % 2 & A ATHE
T,

AIEBR Tl RIEREN O AFIBEA~D 7 0 A F—R—ZHE LR h o1z,

TEMBIER ; ITTHEM 2B 5 24EFHRS (0S)

BIREMEIER : ITT M2 01T 2 S A (PFS) K UZE#h%"™ (ORR) | ASaT %[ "
BT D RN R O RN

¥ aro=F Uik e U CRBEIRGERFR & TV A PD-L1 THC 22C3 pharmDx % =) ZHWTHE X
i,

*) FEVEAAL LT N COHRE

*3 TPS=50%., TPS=20%% U8 TPS= 1% M4 & & (7l

#*4 RECIST 4 R 7 A ¥ L1RICEES < B THSIH I EZ B2 (BICR) 12 X 23

*S VR | mIPL LR S - B
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V. BRICEIHEE

wmR:

[ ZEHmE A ]
& 2EfFHIH] (0S)
TPS =50%

ARFEIACFIRAERE X L TRRHIIICAE 72 08 DIER 278 LT,

TPS=50%Z381F % 0S (ITT 4£H)

AF 200mg Q3W 7T T BE a BT bR E
(n=299) (n=300)
AR N (%) 157 (52.5) 199 (66.3)

0S OHRAET ()  (95%CI)

20.0 (15.4,24.9)

12.2 (104, 14.2)

12 % A 0SH% (%) T (95%CI)

63.5 (57.8,68.7)

50.7 (44.9,56.2)

7 Z FF 8RB G T b SEEIEI
% H A — FE (95%CI)
P i ®

0.69
(0.56, 0.85)
0.0003

RN DT — % (201842 H 26 H AU v h A7
T B0 7 — 253 5 Kaplan-Meier 12 & 2

I R EIERE L L@ Cox Ll — NET ML D 7T F A % & e ik & Ok

§ EhlnsZrrkE (Al . BREAKEa=0.0122

TPS=50%\Z31F % 0S (ITT 4£MH)

110
100 1 |
9
80
70

60

(2) ke

50
40
30
20
10

0

ZH| 200mg Q3W
------ 77 FFREE S CLRRE

(o) 12 18 30 36 42
7788 (A
at risk 2 A (]
A% 200mg Q3W 299 189 107 22 2 0]
TIFARE EECILFERE 300 149 75 11 1 0]

TPS=20%

AFRE AL AHRIEREIT R L THERHRIIC

78OS DIER AR LTz,

TPS=20%(ZF1F 5 0S (ITT )

AF 200mg Q3W 7T F I RE A E AR TERE
(n=413) (n=405)
AR M (%) 230 (55.7) 266 (65.7)

0S OHRAET (H)  (95%CI)

17.7 (15.3,22.1)

13.0 (11.6,15.3)

12 % H 0SHE (%) T (95%CI)

61.3 (56.4, 65.8)

53.2 (48.1,57.9)

77 FFHIA & G e b SRR 0.77
$HH AP — R (95%CI) * (0.64, 0.92)
P i ¥ 0.0020

HEfENTRF D7 — % 1 20184E2 A 26 B v A~
T f{HE0 7 —Z Ik 3 % Kaplan-Meier {512 K %

I WRREIEREL L72Eh Cox Ll — RET ML D 7T F 1 % & Lot R1E & O g

§ Bhle s 7o rmE [l o AEAKEEa=0.01198

90



V. BRICEIHEE

TPS=20%\Z31F % 0S (ITT 4£MH)

110

7% 200mg Q3W
100 e 77 FFREEE CILERE
90 .
80
70
2
7
= 60
% 50
40
30
20 |/ |10 1 B £ E I Ry S
10
0
0 6 12 18 24 30 36 42
T HARS
at risk i 1A
A% 200mg Q3W 413 305 251 144 73 24 2 0
T FF R EECILEFE 405 313 210 106 53 14 1 0
TPS=1%

AFEIACFIRIERE X L TRERHIIICAE 72 08 DIER 278 LT,

TPS=1%I(Z81F % OS (ITT 4[H)

AF 200mg Q3W 77 F I E & T bRk
(n=637) (n=637)
AV M (%) 371 (58.2) 438 (68.8)
OS O RAE" (A)  (95%CID) 16.7 (13.9,19.7) 12.1 (11.3,13.3)
125 H 0SHE (%) T (95%CI) 57.8 (53.8,61.5) 50.7 (46.7,54.5)
77 F K & G e b FRERIEIC 0.81
T HAY— R (95%CD) (0.71, 0.93) —
P i ® 0.0018

PRI DT — & 1 20184E2 H 26 H A v A7

T FIHEY 7 — &k d % Kaplan-Meier 1512 £ %

I WA AR L LR Cox (N — RET ML B 7 T F A% G el 2005 & O ik
§ Bl Z o rkeE (A . BEKYE«=0.01238

TPS=1%(Z81F % OS (ITT 4[H)

100
90 . — FFI200mg Q3W

80 ‘\\\ ——— T5rreaIE
70
860 N
ﬁ ig _ \\\
H
30 4 oy
20 bt
10
0

0 6 12 18 24 30 36 42
at risk# EFRM(R]

ZAHI200mg Q3W 637 463 365 214 112 35 2 0
T5FrERESOILERE 637 485 316 166 88 24 1 0
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V. BRICEYIHIEE

[RIREF-Am A A ]
& A PR (PFS)
TPS=50%DEMNZIBUNT, PFS O RAE L, AHIFE KL ML FRIEH TENEI 6.9 5 A (95%CI :
59,9.0) 164 % H (95%CI : 6.1,6.9) T -oi-, LFBIERTK T D AHKIRED PES DAY — K
EEIZE, 0.82 (95%CI : 0.68,0.99) Th v | (LFHEIERE & L LT, AAIFED PFS IFMFHHIICAHE R
WENED SN o7z (P=0.0187, ERIa 7F 7 ke [ . AEK%E0=0.01455) . L7z
BT, BIRIIZRAZINEDEGEE (TPS=20%M O TPS= 1% D4 ® PFS, I TNZ TPS=50%, TPS
=20%&% N TPS= 1% D EEH D ORR) ORE X F RN RFIZIZAT DR o> 72,
TPS=20%DHEMNZIBUNT, PFS OHFRAE L, AHFE KL ML FRIEHF TENEI 6.2 4 A (95%CI :
5.1,7.8) }0¥6.6 # A (95%CI : 6.2,7.3) T o, LFBIERTK T D AHKIRED PES DAY — K
FiZ 0.94 (95%CI : 0.80,1.11) ToH -7,
TPS=1%D4EMICIVNT, PFS OH AL, AARENR ML PFERTENEN 54 5 A (95%CI :
43,62) KOV6.5 %A (95%CI: 6.3,7.0) Thol-, {LFRIERETKT D AFIBED PFS DY — K
EEIZ 1.07 (95%CI : 0.94,1.21) ToH o7,

®75=%h% (ORR)

TPS=50%DHEFIZ I T LSFEREERE & bk U CAKIEED PFS OFFHIICHE Z /2 ENRD L

7RI o T T= 8 T ORR ORREIZAITH 725 72, TPS = 50% DL D ORR [T AKIRE 39.5%
(95%CI : 33.9,45.3) . {L2FHREERE 32.0% (95%CI : 26.8,37.6) To>7-, TPS=20%NDH[H D ORR

VIARKIRE 33.4% (95%CI : 28.9,38.2) . {LFHIERE 28.9% (95%CI : 24.5,33.6) Th -7z, TPS=1%

DD ORR [IAHIEE 27.3% (95%CI : 23.9,31.0) . {LZFPHRIERE 26.5% (95%CI : 23.1,30.1) T

277,

[Ze4tE]

BUWER ORBLEIGIL, AAIRET 62.7% (399/636 f5)  (HAN 47 B 34 Bl &2 ETe) | ALSPRIERE
T 89.9% (553/615 i) Th o7z, EREIEH (10%LLE) 1E, AARETHUIRIRBEREIK TIE 10.8%
(69/636 i) T o7z,

EEE R RIWEH ORBEIEIIAFIFET 13.7% (87/636 151]) . {LFHEIERET 14.6% (90/615 f5]) T -
7oo EREERBIERIL, AAEECHRK (3.9%) . ALFERIERE TR (2.4%) . Mgk & O EE
I HRERIBE (45 2.1%) Tho T,

L IEICE S TZRERITENZEH9.0% (57/636611) . 9.4% (58/615 1) (2388 Hviz,
BIWERNC X AFETIEAKIEE 13 ], LSPRIERE 14 Bl O, FOWNFRITAFIRE CHERAS, K
e, MR AEYET, S ORe, B, Wi, ABEAZE, Milsigk. MiZERIE, 7 LT v Y,
PRIMAE, Z28R3E, MR BT 2 > 7 3% 1, ALEIERECHiZ 4 61, IUUENMES 2 v 7 PR
W PRIBE, GRS SE . PLIMERISE A TR ERIBU MERUE . PRI ESE, &S, 7 TV K= A
R, WERIENS 1B TH -7,
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V. BRICEYIHIEE

FERAE - [EPELFEF IR (KEYNOTE-024 #t5k) 20 27

HEBRTYA U SlsILFE, EEML, EER

& : PD-L1 @58 (TPS=50%) "' C EGFR Bin AR /ALK & B2 ORIBEDOILRE

PEFE/ IRl it FR B 305 61 (H AN 40 il &2 & ide)

BE : PD-L1 S #BLOUIRARE R ETT SUTFHH ORIGR O/ MR EFz 2R L L, AH L

7T FF AN G A IRIE DA & e A R R D,

Fi% - AAI 200mg 3 HRIFER S (Q3W) BEXIX. 77 F A2 &b FBERE (LT, b2

PERE) OWT N 1:1 OEE TEELSE Y 17 LT, IELEIHF Tld, ECOGPS (0, 1)

I/ RIS ORI (R R, JERE LR RO Ol (7 07, 7 U7
DA BRI T-E Ui, 9 2 & IS EEBIHNT & 0 B/ VR R HIE, BB U7 C
RV EFRORIEDTRD 5D E TRASS YA 2 A E CORGAEE TTHEL LT, 235,
WA CHBAEAT 1R DA AT, SRR 2R TR AR B LA VO BRI 2
LT % AT, KIS OB R ORI AR 5L 5 E TAA DR 5k AT A
L SN, F T ALERERECE D A U B, PRI & D BRERET & HE S

G A~ a AF—R_"—ELEZAHEL LT,
FTEFMEIER : ITTEM? 2B 2 EHEEA I (PFS)

BIREHMEIR R : ITT LM I T 2 &AM (0S), Z#4% (ORR), ASaT H£H™I2kT DLt

¥ =AU U CHRLERFE KRR STV B PD-L1 THC22C3 pharmDx [ # =) AV THE S

770

*2 R LR RE TIX. EGFR B o TR, ALK &8s T OF 2 iR 2 A 3R R IR ] &

ShTWahroi,

BIEEARS T ST N TORE

AR LS L, TRREEDS 1 LA LR G SN~ TORE

R -
[F ZEEHMGE A ]
& A PR (PFS)

AFNEE I FRIEREI 0 L CAEIC PFS 20 LT,

PFS Ot (TT ££H-)

AF 200mg Q3W 7T T W B e bR
(n=154) (n=151)
AR N (%) 73 (47.4) 116 (76.8)
PFS OF I (H)  (95%CI) 10.3 (6.7, NE) 6.0 (4.2,6.2)
7T FF K B T b EEIE 0.50
*9 D NP — R (95%CD) ¢ (0.37, 0.68) —
P i P<0.001

PFS X RECIST # 14 K7 A » 1.1 RIZE S B TN fflEZ B4 (BICR) (2 X 2 7HME
I @RI Cox LBl NY — KRBT M L 5 77 FFHHH &2-& T 2% & Dk

| ERle 77 v o ke DRl .
NE : Not Estimated

BKYE 0=0.02
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V. BRICEIHEE

PFS @ Kaplan-Meier #hifit (ITT $£1H)

100 5
904 N —— #H200mg Q3W

80 - T5F RSO PRE
& 70 S
Eﬁ‘ 60 |
£ 50
gg 40 |
g 30 - o ‘\'.
20 1 ___‘-1 .
10 N
0

0 3 6 9 12 15 18
at risk# mIEEAFHRMA]

AFI200mg Q3W 154 104 89 44 22 3 1
FSFrRAEREEE 151 99 70 18 9 1 0

[EIREFMIE H ]
& 24 (0S)
ARAFE I FHRIERE SR L THEIZ OS il L7,

0S OfiET (ITT M)

AF 200mg Q3W 77 F 8 B G e bR s
(n=154) (n=151)
AR N (%) 44 (28.6) 64 (42.4)
OS DHHAE (H)  (95%CID NE (NE, NE) NE (9.4, NE)
7T FF K B T b EEIE 0.60
*9 D NP — R (95%CD) ¢ (0.41, 0.89) —
P P=0.005

PRI RO — & 1 20164E5 A9 R v M4 T

I @R Cox Lef N — RET I L B 7T FFH A &2 & b 2Rk & DLl
[ @rle 7 rkE [hE] . AEKREa=0.0118

NE : Not Estimated

0S @ Kaplan-Meier i (ITT ££H)

100
90 ] \11\\‘-‘
80 N
70 ] H“’*“"u "
& 60 - Nty .
# 50 - e e
£ 40
30
20 | —— ##200mg Q3w
10 TSFFEAESOILERE
00 TR e s a1 18 a1
at risk# MR
ZAEI200mg Q3W 154 136 121 82 39 11 2 0
T5FrRAEZOEEE 151 123 106 64 34 7 1 0
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V. BRICEYIHIEE

€ 7552 (ORR)
ORR I AKIEE 44.8% (95%CI : 36.8,53.0) . LFHIERE 27.8% (95%CI : 20.8,35.7) ThH-oiz,

[ZeatE]

BIWER OFBLEIG IIAFIBET 73.4% (113/154 1) (AARN 21 il 20 Bl & Ede) . fLFRGERET
90.0% (135/150%5) Toh o7z, FERBIWEH (10%LLE) X, AHFIRET T 14.3% (22/15461) | I%
5710.4% (16/154 ) K OFEEN10.4% (16/154 %) Th o7z,

HERBIER OFRBEI G IIAAIRE 21.4% (33/154 41) | ALFHIERE 20.7% (31/150 1) T, m4EME
\ZH BT EEZ2RIWER X, AFIBECTIIMIEE (4.5%) ZOVTH (1.9%) T, fL2REREClrIgmn
(2.7%) . FEEVEAF P ERBCE . PLIILERIECDE, ik & O MRIBZE (8 2.0%) Th -7z,
LR IEICE S ZRIERIZENEN 7.1% (11/15461) | 10.7% (16/150 ) 1Z#Bd Hii=,
BIEANC L 20 X2 N ENARAKIRE 0.6% (1/154 %) | ALSRIERE 2.0% (3/150 f5i]) (ZA DAL, &
DWNFRITIAAIEE TIXZZIRIE 1 B, AL2PRRERE CIRMRIE, iR, JECn% 1 fTH -7,
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V. BRICEYIHIEE

HER4 - EBILES T MFERS (KEYNOTE-010 #t5k) 28 29

HRERTH A > Skt e, EEAML, 11 MHHERER

R 77 F T /FOF LS DS BEIR IR K O EGFR &5 728 BB X3 ALK & & s+ Btk <,
TIEND S FAERIIEIZ X D16 R CHREEIT 2RO, HEMIEO 5 5 PD-L1 FEELGMHHILOF
B 1%L E (TPS=1%) “' Ik INHERaifE B 1,034 611 (HAN 91 125 ip)

B #Y : PD-L1 SBLGE O UIBRARE 22 1 T ST FFE O FE/ NIz B3 & 5512, ARAI 2mg/kg U
10mg/kg @ 3 BRI S (Q3W) . Kt X Xkl & OFMMER LM% et 5,

Hik o KAl 2mg/kg Q3W B, 10mg/kg Q3W HEXIEL K& & F& /8 (REHF&/L 75mg/m? Q3W)
DOWTFLNT 1210 1 TEAEAEIT Lz, BHIEIX, O PD-L1 BEEIS (F5EL : TPS
=50%, {K3EHL : TPS 1~49%) . ECOGPS (0, 1) . KOVRBR I ERIEB o #ilk (GR7 27,
W7 UTUAN) & LTz, 7ol BRI CRBETOFRD LN AT, BT 2R TR
PO BIIRNWVEDERKINCZE LT 5 BE T, KIBILIRE O E&FEM TR ABEITNRD b
L E CARAORG 2T 2 2 LA ATRE L STz,

FEIMEIBEE : PD-L1 &% H (TPS=50%) KON PD-L1 B (TPS=1%) EEZFNZENO ITT
HLHIZICBT 2 2AEFHM (0S) | HEEEAFHME (PFS) . Rk ORAENE

BIREEMIER : PD-L1 &%81 (TPS=50%) MK ONPD-L1 BB (TPS=1%) BEZNENO ITT
HEH2ICBIT 5 E%E (ORR) P, E&h#M (DOR)

*1 PD-L1 IHC 22C3 pharmDx % =] ORfEx v &AW THRAEI T,

* MAELAL L= R COBRE

*3 RN RO BIETTIE, BRE SN HEZ B R03 RECIST A KT A > LRI S Bl T CiF
fli L7z (IRCFHM)

R -
[F=EFHME A
& 2RI (09)
PD-L1 S ELEE (TPS=50%) 2B\ T, AAIMHAET & F 2L il LT 0S DA ERIE
ERTED LT,

PD-L1 &3 BEE (PD-L1 FEHN TPS=50%) (23175 0S (ITT4EMH])

AHA 2mg/kg Q3W | AFH| 10mg/kg Q3W Kt & Xt

(n=139) (n=151) (n=152)

AV MR (%) 58 (41.7) 60 (39.7) 86 (56.6)
oS fgfim” (H)  (95%CI) 149 (10.4,NE) 17.3 (11.8,NE) 8.2 (6.4,10.7)

9% H 0SFE (%) T (95%CI)

68.3 (59.4,75.6)

66.4 (57.8,73.7)

46.0 (36.9,54.7)

12 % A 0S % (%) T (95%CI)

53.4 (43.1,62.6)

58.1 (48.8,66.3)

38.0 (28.9,47.1)

NP— R (95%CI) *

1.12 (0.77,1.62)

K& & %¥ LISkt 54/ 0.54 0.50

ANPF— R (95%CD) ¢ (0.38,0.77) (0.36, 0.70) -
P i ® 0.00024 0.00002

10mg/kg Q3W IZxf9" %

T {80 7 —ZITKkI5 5 Kaplan-Meier 512 £ %,

I REAEILERLE L, ECOGPS (0, 1) | #ilsk (7 Y7, 7 U784 | PD-L13H (ERHR, K

FELOARE) ZERIEF & LT L72@R Cox i n¥F— REF MTEES L,

§ @hlm 77 ke L] .

NE : Not Estimated

EKUE 0=0.004125
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V. BRICEIHEE

PD-L1 &38iHA%E (PD-L1 3 TPS=50%DHE) 128175 0S (ITTHEM)

(%) — ZA#2mg/kg Q3W
100 1 A#10ma/keg Q3W
90 4 Resxt
80
70
4 607
7 50
£ 40
30
20
10
O T T T T T
0 5 10 15 20 25(R)
at risk# A
ZA#Fl|2mg/kg Q3W 139 110 51 20 3 0
A#|10mg/kg Q3W 151 115 60 25 1 0
Rea%til 152 90 38 19 1 0

PD-L1 % BiGMEREE (TPS=1%) 2BV T, AFIMEET N vt L B L T OS OF B IE
ENRO LTz,

PD-L1 ZEE AR (PD-L1 FEHN TPS=1%) (28175 0S (ITT )
AHl 2mg/kg Q3W | AH] 10mg/kg Q3W Kt XL

(n=344) (n=346) (n=343)
FEANVAN ¢ 172 (50.0) 156 (45.1) 193 (56.3)
OS HfE™ (H)  (95%CI) 104 (9.4,11.9) 12.7 (10.0,17.3) 8.5 (7.5,9.8)

95 H OSFE (%) T (95%CID) | 59.2 (53.5,64.5) 61.5 (55.7,66.7) 46.6 (40.5,52.5)
12 5 H OS (%) T (95%CI) | 43.2 (37.0,49.3) 52.3 (46.2,58.1) 34.6 (28.4,40.8)

N e P N O AP R~ 1 5 0.71 0.61

ANP—RE (95%CI) ¢ (0.58, 0.88) (0.49, 0.75) —
P {7 0.00076 <0.00001

10mg/kg Q3W |49 2%

1.17 (0.94, 1.45) - -

AP R (95%CD ¢

T {80 7 —ZITkI5 5 Kaplan-Meier 512 £ %,

I a3t R L L, ECOGPS (0, 1) | Husk GR7 o7, 7 Y7LS) | PD-LIZEL (&R, K
FEEOARH) 2K & L CEH LB Cox LT — FEF i<,

§ E@illm 7 Z o7k LRl o A EKYE a=0.004125
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V. BRICEIHEE

PD-L1 ZE M EE (PD-L1 FHN TPSZ 1% D EE) (128175 0S (TT4£MH)

(%) — AH&l2mg/kg Q3W
el Z%110mg/kg Q3W
90 1 Reaxtl
80
70
4 60
7 504
£ 40
30 |
20
10 A
O T T T T T
0 5 10 15 20 25(R)
at risk# EFHR
AH2mg/kg QBW 344 259 115 49 12 0
A#|10mg/kg QBW 346 255 124 56 6 0
Kegxtl 343 212 79 33 1 0

& HERL AR fE ] (PFS)

PD-L1 B3 BB (TPS=50%) (ZH1) 5 PFS O RfEiL, AHK| 2mg/kg # 5.2 # H  (95%CI : 4.0,
6.5) . 10mg/kg#E52» A (95%CIL:4.1,8.1) . KON XXFENAHE41 5 H (95%CI:3.6,43) T
HoT, NEHZXBARIIKTT D PFS O/ — RELIFIAH 2mg/kg BE2Y 0.58 (95%CI : 0.43,0.77) .
AH 10mg/kg BEDY 0.59 (95%CI : 0.45,0.78) TV | AFIWHET K& FB/UVEEE g LT PFS ©
HERIEEDNED bz (P=0.00009 KO8 P=0.00007, EHla 7 Z7 7 E [HM] . FEKYE
0=0.0005) , F£7=. AH| 10mg/kg FEZHkT D 2mg/kg BED PFS O~ — R 1.00 (95%CI : 0.74,
135) Th-o7,

PD-L1 EHGMERE (TPS=1%) (231F 5D PFS O Jufilix, AH| 2mg/kg # 3.9 » H (95%CI : 3.1,
4.1) | 10mgkg#£4.0 » H (95%CI:2.6,43) . KOREXXE/AHE40 5 A (95%CI: 3.1,42) T
bole, FEZFBARTHT D P — NEHITAHA] 2mg/kg BEAS 0.88 (95%CI: 0.73,1.04) | 10mg/kg
23 0.79 (95%CI : 0.66,0.94) ToH VD . AAIMAET N & AR L g L7ofER. PFSICHEZE
bR h o7 (P=0.06758 &L T P=0.00462, JEHIm 77 o 7 ke LA | AEA%E 0=0.001 &
O 0=0.0005) , F7-. AH| 10mg/kg FEIZ 63 % 2mg/kg #ED PES O~ H— FEIE 1.09 (95%CI : 0.91,
1.30) Thol=,

[E IR H ]
€ 75%% (ORR)
PD-L1 S 3 BLUEHE (TPS=50%) (235175 ORR 1L, AH| 2mg/kg #F 30.2%. 10mg/kg ff 29.1%., F&
X ENRETI% TH -T2,

PD-L1 LG EE (TPS=1%) (Z81F 5 ORR 1L, AA| 2mg/kg #f 18.0%., 10mg/kg &f 18.5%, K
X XEAR93% TH T,
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V. BRICEYIHIEE

& 252 ] (DOR)

PD-L1 &R EAE (TPS=50%) (23517 %5 DOR O Hfufilix, AH| 2mg/kg BEAREE (HPH : 20+~
5124+ HY) . 1omgkg BERRIE (P : 64+~542+H") . FEXFRIEE246 B (HiPH : 63+~
268+ H") Thoiz,

PD-L1 #HGIEERE (TPS=1%) (238115 DOR O HFdefiix, AHK| 2mg/kg ¥ CAREIE (HPH : 20
+~610+H") . 10mg/kg B TREIE (#PH : 64+~542+H") . KX FBARETI89H (HiPH :
43+~268+H") Th-oiz,

* ) [ IERBROBEBFEN D PD BRA LRI & ZRT,

[ 72 4pE]

BIWER ORBEIGIL, AHK 2mg/kg BET 63.4% (215/339 1)  (HAA 28 5l 22 61) . 10mg/kg Bf
T 65.9% (226/343 f511) (HAN 34614 30 61) . NEZFE/EET81.2% (251/309 ) ThH -7,

F72EIER (10%LL E) 1%, A& 2mg/kg B TR 57 13.6% (46/339 6) | BAEKIHHE 13.6% (46/339 i)

SO 10.9% (37/339 f511) . 10mg/kg FETHDT 14.3% (49/343 f3i]) S ONFEIZ 12.8% (44/343 Hi))

THoT,

EELRRBIERORBRE ST, AH 2mg/kg #F 9.4% (32/339 #) . 10mg/kg B 11.4% (39/343 #1) |
R4 B /LEE 13.6% (42/309 f5) T, @HEICA LN EHEREWER X, AFIOFEHECILMRK
(22%) . REX X BB TIIRBPELG HERBUE (3.2%) R OUFHEREIE (1.3%) Th o7,

BHHIRICE S RBIERIL, AH 2mgkg BE. 10mgkg BEE O K2 X B2 ARETZENLZIL 44%
(15/339 ) . 5.0% (17/343 %) . 10.0% (31/309 ff) (278 BTz,

BITERNC L D30T 240 0.9% (3/339 1) . 0.9% (3/343%51]) | 1.6% (5/309%1) THOH ., =D
WRRIZ A 2mg/kg BECIEAGZ 141, Ml 2 61, 10mg/kg B CITOAREIE, ffide, Mg & 1 4,

RE & X2 BETIINIAK, KOERYE, FBEMEG FHERBUE, FEMME, 20 RE £ 16Th

ST,

) AFNOARRAEROCAET, UBRARZRET - BROIF/NIRIEOSE, WE, mAIKE, A7 nm
VRX<7 (BaTHiz) & LT, 18 200mg % 3 M E 1 F 400mg % 6 #E R T 30 5T
THRIMEET 2,
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V. BRICEYIHIEE

<JE/NRAERHE(C & 1+ B TR - TR EBEE>
RERG - ERILFEFIHRE (KEYNOTE-671 ilk) 3

HEBTYA Y Sk dkE, BEAL, 77 ERAME, —EER

R ERAFHI TH, A B 50X MB #™ o B oI/ NRa it 85 797 61 (AARN 82 il %5
te)

B - IRIEIENIELE & L CORH L Ab2EiEE & OO EE, RO ERMBIEE & L T oK Hih
YL L | INRTEBEIE & LT T T 'R EALEE & OPFREIE R IF%mEREE LTo T
7 v RGO OV & R+ 5,

A& W (TH, ) | PD-L1 OFIURI (TPS<50%, TPS=50%) . #AAHMA (R b Red,
IR LR RO GR7 7, 7 U7 LS I L - TRRIL, A2 T 7 7 2R
W21 1 O TEIEZIZEN 17,

FHE ST AEREI R O —Br & L C, iR IER] OTRBREEAIRIE 52> b 5 & C 20 B LANIZ
SRR 2 Sk U7, IRATRIENIRIE & L COIRBER G0N 4 a— A KW Th-oThH, 1RBREHE
for L, IRBREED s 5% 4~ MR LINIZHAVRIEIBR 21T\, & D% Ol ik kel 5 Z
EMATRE L STz, VBRI ICBEMEE T U AR 2 & 2 3R 0 - A I3V T o B 5RET
oo TH IR EZAIT o7z, BBREOEGIX, HEHMOZET (RASULT 7R E KK 17
a—R) XIFIEBRFE NG A E CEE SN P IEBEH ICRE S T 5 TRk L7,

FEFMBIRE : B0 MEFEWIRH (EFS) ™5 R ORAFHIH (0S) "¢

BIREHEIER : WEEFAIZRS) (mPR) 3RY R OYRBEREM5E278%) (pCR) ™7, fEFERSE QOL 2B
THLRERET U ML, BRER PR

R AE
FRMT X SRR - A W D FRNTIX ITT 4018, B 2MEDORENTIX ASaT 41" 2 5t 5 & L C 5t L 7=,
HENMERRAT OFFHT1E « BFS, OS (22 T, Kaplan-Meier 5% W CAFHIfRZHEE L, &R
077 v RRE R I CRER 2 ek U7z, B GREE WE & L LI @R Cox Hffl T — RET L

(¥ AT =22 Efron IETHRIGT D) 12X D — Rt (HR) KON 9S%IEFHEIXM (95% CI)
Z B H L7z, mPR 3K OF pCR O FERM] Ll |2 13515 CE AT L 72 &% Miettinen and Nurminen
Ex Wz, ARRERIT 4 B R X OB ASRRAT 2 R EE U, 55 1 B AT CTlE mPR
. pCRZE, EFS KT 0S, 5 2 [ FEfENT Tk EFS K TN 0S. %5 3, 5 4[] [ A#AT K OV fe it
T TILOS DMEEER+THZ & & L, MaurerandBretz D 75 7 4 H)VT T a—F |2 HhS%
EFS, OS., mPR 3 & O pCR H(Z BH# 7~ 5 AL DGR DO 2R D 5 —FROIFR O ffe 3 2 47 BKE T
M 2.5%IZ BB Uiz, F72. o WEBEZ AW BRI O 7L X 0 R RIREAT & B #& i
FricB T 2B EARMEERE LT,

*1 BRI HNE AJCC/UICC iR a (B8 8 hi) 12865 <, 7eds. B HIE T3N2MO, T4N2MO 123445 5 &
FNRRE SNT2, EGFREETERGME XY ALK Bl & B IR TBE0 BE =& T,

221 HEx 1 23— LTROAEROCHE CIERIEL G Uz, WRTHBIELE E L T, A% 200mg % 3
RS (Q3W) TikK4 a—X, TWRCEZET—AD 1 HEIZY AT Z7F 2 75mg/m?*+1 A B LK
8 HEIZZ AvZ BV 1000mg/m? O (RFELEEE) . 50X 1 HEIZVAT 7T 75mg/m?
+1 HEIZANA M U¥E R 500mg/m? OFF AL GERFLEE) &K 4 23— R2FETHIRNKES LT,
e B & LT, AHI 200mg & Q3W TR 13 2 — A £ THIRNIE S LT-,

#3321 A& 1 23— & LT, IFRTHIBRE L LT TR Q3W L*2 & [E—fb2piiE 2 0t L., i)
PIEE LT 78R QW 2K 13 2— A THIRNES L7,

*4 JRER S i SRR B O SR BR R 3 AE IR AR 2 A L. VRBRIE Y PEATAY RECIST 1.1 1S3 X i 2 33l L C
HIE
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V. BRICEIHEE

*5 BAERES T DS LT OWNT RO HER D IRANHERE S 5 £ TOMM :

RECIST 1.1 123%-5 < E{EFHINIC X 2 BET, TEIN TV D4t
R . RFT SULIEML 3, RN A b2 se T

*6 MEVERTIFT 2 B JRK 2 MR WIET £ T M

*7 Eiglb SN RREERYHEE  (BIPR) OFEMIZ IS < HE

*8 MEAEL BT LT _RTOBRE

*Q JRERER A 1 ML B G- SN+ _RCToOBHE

R -
[F EEHE A ]
@B~ NAEFHAM (EFS)

FHOIBR 2 058 2 JRATELT, BIBRARED

ITT 2L I T IRAITRHBINR L & L COARHA AL ERRE & OO RRIE R O RAMBIRIE L LTo

ARFNEAEEIL, WRTBEE E LCO T TR (b FRE L
TOT TR & i LT EFS #AEICIER L=,

EFS OfiEtr (ITT 4£H)

DOF ARIE R O A BRI & L

AF 200mg QAWH L7 L,/ 77w R HEEEES
AF 200mg Q3W 77 R
(n=397) (n=400)
AR N (%) 139 (35.0) 205 (51.3)
EFS ofil (A) (95%CI) ' NE (34.1,NE) 17.0 (14.3,22.0)
NP — K (95%CI) F 0.58 (0.46,0.72)
P i § <0.00001 B

FREAT DT — % 1 20224E7H 290 v WA T
T FTHEY T — XIS T 5 Kaplan-Meier 52 X %

I BRI Cox N — RET ML DT 7R LALFRIE L OFRRE 7 7R L Ok

§ JERla 7 rmE A . AEAYE a=0.00462
NE : Not Estimated

EFS @ Kaplan-Meier li#¢ (ITT )
100
20 | \‘.‘\

3 1 %‘“\..

=70 R

B \ Wi,

i 60 1 : L -

i{ 50 ‘ 1 R

2 40 .

30 4

%20 |

{ = SWMLLYRALONANA AW
12 | m— SRR OW R/ T SR
0 6 12 18 24 30 36 42 48 54
at risk#% A RMNETHMN (B)
SR E(CEREED
7 2 172 117 72 42 1

B AE 397 330 236 0 0
TS5eRE(CRMEED
e T 400 294 183 124 74 38 24 9 1 0
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V. BRICEIHEE

& AR (0S)

ITT MW TOINATRHBIRRIE & L COARA LALFRRE & OPFFREL O EmRIE L LTo
AAHEAFE L, WATHBIRIE L LCO T 7R LAbRIE L OO RBRIE R O MBRIE L L

TOT TR EELHELTOS ZHEICERE LT,

0S OfiEfT (TT 4£R)

AF 200mg Q3IW-H bR/ 7T v AL
AFAl 200mg Q3W 7R
(n=397) (n=400)
AV MR (%) 110 (27.7) 144 (36.0)
oS fifil (H)  (95%CID) T NE (NE, NE) 52.4 (45.7,NE)
ANP—= R (95%CD) ¢ 0.72 (0.56,0.93) _
P fiii ¥ 0.00517

HfRATRF DT — % 1 202347 H 10 A v hA7

T 1680 7 —21Z%t5 9 % Kaplan-Meier 512 £ %

I BB Cox LBINY — REFT L DT TR LALRIE L OUFRRE 77 2R L O
§ @la 77 BE LA | A EKYE 0=0.005426

NE : Not Estimated

OS @ Kaplan-Meier i (ITT ££H)

100 e
90 \\W
8o il
. 70 My 1mmm\uumuuuluul
£60 .,
p Y
# 50 1 "‘l~i\xil\\l‘
o]
30 1
20 2 o
0 —— FREACEREE OHBIE/ FH
10 ——— TSeRE{EMEEOHARE TSR
0 6 12 18 24 30 36 42 48 54 60 66
at risk# Saalel
AR ECEREED
BtEEEE AR 397 371 347 327 277 205 148 108 69 32 4 O
TSR efbERmEED
WA, TS5t 400 379 347 319 256 176 125 77 39 20 4 O

[RIEE-Am A A

¢ TRZER) (mPR) =

BIPR OFHfiIZ S < mPR ZIZOW T, AHFIRET 302%, 7T BHREETI11.0% THo7=, 77 1R
B9 2 AAIRED mPR DT 19.2% (95%CI : 13.9, 24.7, P {i£<0.00001 : a=0.0001) TH Y .
AFBET T TR i L CHERSEEZ R L QORETH2OHT =Xy v 47)

O EETFHTERZES) (pCR)

BIPR OFEAMIZFE-5 < pCRFBIZHOWT, AHFIBET 18.1%., 7T B HREET40% ThHoT=, 77 2Rt
2k 3 2 AAKIRED pCR DT 14.2% (95%CI : 10.1, 18.7, P fii<0.00001 : a=0.0001) T&H Y, A
FEHI T 7 e RBEE I L CHEREEZ R LT Q0RETH29BT =Xy v47)

102



V. BRICEYIHIEE

(72 4pE]

AR ARFBECIT D BEWEH O BLEIE1E 96.7% (383/396 f51)  (HASA 39 i+ 39 5] %
aie) THY ., EREIWER 20%LA 1) 1, L 216 61 (54.5%) | HFHEREOED 169 61 (42.7%)
2 143 1 (36.1%) . H M EREGED 11161 (28.0%) . 55 108 1] (27.3%) . 1HF4 107 %1 (27.0%)
R OVERIEGR 92 ] (23.2%) Tho7-, 7T v RHEFRE 77 v REECEBIT 2 RIWER O3IE
A% 95.5% (381/399%1) TH V., EREIEA (20%LLE) 1%, Bl 2051 (51.4%) | GfrRERER)E
D168 5] (42.1%) . &if 13541 (33.8%) . fHFA 101 Bl (25.3%) . HIMEREIE D 98 5] (24.6%) .
P57 95 B (23.8%) . EAKIEEE 89 5] (22.3%) Th -7z,

HERRIEH ORBLEN G IIAAIH L FIRE, ARHHET 18.4% (73/396 f5]) . 77 B RHLFRE 7
TRARBET 14.5% (58/39945) TH Y, EREBEREEM (1%L E) 1%, REHEFEE ARKIEE
THIM, 7TANRNTXUBT I 8T A7 =7 —BEINL O HERBOED & 6 61 (1.5%) | Mgk
56 (13%) . 77=273 7 bF 2 RA7 27—, ek Ee, BORONEE 4 4 61
(1.0%) . 7T vRHbLFEE, 7T 2 REETIVIMEED 10 6] (2.5%) . Mz 841 (2.0%) .
B 4] (1.0%) Tholz,

WT I DOIRFREE O 5 IS E - T2 EWERIEL, ARFIHCFRE ARFIEET 19.4% (77/396 1) |
7T v RHERERE 7T ARRET 13.3% (53/39941]) THY . ELWTOiEBREOR ik
WCESTZRIER (1%2L 1) 1, RAMEFRE ARARECHilgs 761 (1.8%) . 4FHREREDSD 6 14
(1.5%) . A 56 (1.3%) . mHF7 L7 F= LR & 46 (1.0%) . 77 2RHbEE
15,/ 77 2 AR ERER D R O & 76 (1.8%) | 27 L7 F=800 561 (1.3%) .
fitige 441 (1.0%) THoiz,

BIERNC & 250 I ARBIHE L, AFIRET 46 O EME, sapetEig i, ik, D2RIEH
1) A B, 7T eRHEEEE 77 AREEC 36 (i, SMEEIREREE. it 1
) \ZAHEHNTZ, Q023FETHIOHT—X By A7)
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V. BRICEYIHIEE

<BEXIIHAMOHHAMKRIOF Y NE>
SHERE - EFSILES TAHRER (KEYNOTE-087 ikR) 32 39

HEBRTYA Y Sk dilE, FEEIEAL, B, v Fak— b
R FHRESUTEAIEO R P U VoNE (cHL) B3 210 61 (HAAN 10 B2 &Te) %%
Gl L, RHROREROFHEERIC L > T TFERO 350 ak— MISE L,
ak— b 1 AFE SR (BFBHE) 8 IBMEEZICETREO D, ho7 LY
XL~ 7 XRF U (BY) IR GZRICHBERRD b BH

aR— b 2 BEBEFFRIEIZ L D CR XU PR 35 LT A FRMEAIERE L., 22D BV %) %
BHRICHEBRNEO LS

aAR— b 3 BEBAEER SUIBHR ITHEIT D v, 00 BFEBE I IC BV IZ X D10
JEDINERE (7272 L, —RIBE TR L FFIEDO—BR & L TO BV IZ X HHi1A
I L9 5)

BH) . FRSUIEHAMED cHL BE x5 L L, AHKI 200mg 3 B FIRE S (Q3W) ([Zk1T 5 A%
PER OV 2 & F %,

Ak AHAI 200mg 2 Q3W THH#HE Lz, BNEH K Nak— Nl COMIT 21T > 72, KO
B3R BT UTHA TERWEENRD DD £ TRE 24 » Afkee L1z, 7238, BigHE <
PRBETT RO DG AIC, EEEITZ2 R IIERDIE O bR WEDEKRIICZE L T\ D
BE IR, WRIEILARE O Mg Al TR BT DD £ TAAIOR 5 2kt + 5 2 & 23 alhE

L,
FEIBIER : 1REREKE 1B ERE SN T TOEE (ASaT) (2B 57E%h% (ORR) ™, %
A N O

BIREHEIER @ ASaT M 2558 & LIcsg 2285 (CRR) "%, Rl (DOR) "™, HEHEA
fFHI (PFS) 1720 2AFHIH (0S) . KU%%h= (ORR)

*1 IWG FE AL HE (2007 FEE4ET) IS K AN Y LV BEOIERN T E &% (Cheson, 2007) ZHAWZER T
M7 R ER B S (BICR) 12X 2R

* IWG AL HE (2007 4EE4ET) IS K BN Y o BEOIEEN T EEHE (Cheson, 2007) % AV 72155
WA X 2 2T

*3 5E225% (CR) X PET a4 &1, HAEDEBNTRD L2V IREE & E5

R -

[(FEFMEAR ] GEBFEAM A RAE 7.1 » H)

® 75505 (ORR)

ak— k1, 2 %03 O ORRIZHFRNIHE LI ORERE R % kal- 7z,

F 7o, BB ERHEEIC X B RBREARD ORR 1 66.7% (95%CI : 59.9,73.0) TH -7,
* 95%CI O T BRAEAS 20%
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V. BRICEYIHIEE

IWG G EEHE (2007 4E8GT) & HIV 72 BICR IC & 5 R AR (ASaT )

ak— b1 ak— k2 ak— k3 pon
BZBH & OBV | BEBHIEEIGN O | BZBHE% BV (N=210)
BEIRIE (n=69) BV BEVGEE (n=81) TRIEEME (n=60)
n (%) 95%CI* | n (%) 95%CI* | n (%) 95%CI* | n (%) 95%CI*
R
(ORR) 50 (72.5) | 60.4,82.5 | 53 (65.4) | 54.0,75.7 | 40 (66.7) | 53.3,78.3 |143 (68.1)| 61.3,74.3
N 3oy
7“3;;3*3 15 (21.7) | 12.7,333 |18 (22.2) | 13.7,32.8 | 13 (21.7) | 12.1,34.2 | 46 (21.9) | 16.5, 28.1
LN 75
”Bgf)fj] 35 (50.7) | 38.4,63.0 | 35 (43.2) | 32.2,54.7 | 27 (45.0) | 32.1,58.4 | 97 (46.2) | 39.3,53.2
227 (SD) |13 (18.8) | 10.4,30.1 | 9 (11.1) | 5.2,20.0 | 13 (21.7) | 12.1,34.2 |35 (16.7) | 11.9,22.4
1#17 (PD) 3 (43) | 09,122 |17 (21.0) | 12.7,31.5 | 7 (11.7) | 4.8,22.6 |27 (12.9) | 8.6,18.2
=}
$gg% 343) 09,122 | 2 25 | 03,86 - — 5 (24) | 08,55

B E 71 5 A
* TIHOYH OMESRFHRIC X B IEHETE

[RIZEHE ] GEBRYIH HRE 7.1 % H)
5227 (CRR)
CRR (% 21.9% (95%CI : 16.5,28.1) T ~>7z,

& =5 (DOR)
FNECOMBO T IfEIX, 2.8 v H (&iPf : 2.0~8.1 » H) THhY . DOR O Il TARTE (&
B :00+~83+»H) Thot.

& AN (PFS)
PFS O Hdefiii% 108 # H (95%CI : 8.3 # H, NE) Toh o7, 3 # HKXRW6 » HIFHD PFS FiL,
FNEI 86.3%MNTNT1.7% TH -7,

& =4FHE (0S)
OS DHFIHIIRBETH Y (95%CI : NE,NE) . 6 » HHEH D 0OS HiL 99.5% T -7,

[ZeatE]  GEBMEIM A JefE 1010 % A)

BIVEA OFRBLEIG T 68.6% (144210 1)) (AARAN 10l 8Bl & &de) ThHoT-, EREIWEMH (10%
PLE) 13X, FURISHEEEIR TIE 12.4% (26/210 1) K OFEE 10.5% (22210 5)) TH -7,
EEZRBIERIL 5.2% (117210 ) (258D H L, ERBEERRIER (1%24 E) 13Milg% (3 61, 1.4%) .
FER IR 261, 1.0%) THh-oim,

TRBREE B G- IEICE S T2 BIERIT 43% (9/210 6) (2388 BTz,

8. BIERIC LD TITRED HivZeno Tz,
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V. BRICEYIHIEE

RERE  ERRLFES RS (KEYNOTE-204 #kER) 3¢ 39

HEBRTYA D Sk diE, EEAL, FEEMm, FERHIR, 7RG

R 11 LA LU EOARERIEE 2 A 5 B3 SUTEHAIEO H AR o3 U i (cHL) &
FH2304 61 (HAN 16 BlZETe)

B R SUTEHAMED cHL B AR5 & L, AAlE BV OFINEKR L 20 i iast+ 2,

A& ARHKI 200mg 3 MR (Q3W) BEXIX BV 1.8mg/kg Q3W BEDOWI Ui, 1: 1 THEMEAIZ
B AFTF 7=,
EAEZESTIL, BEBHEE (Y vs72 L) | —KIERBZEORBOREE (JEREGIME vs 12 5 A
R CORFE vs 12 5 A RO ESE) IZX - TEEZBHIL 7z,
IO GIL, REET PR TERWAEFREROEIIENA LD E T, Aok 35 [k L7,
7B, EEFHN CEAEMITRRD GG EIT, FEEREIT AR TIERDERD b WEEO IR
BNZEE LTV D BE T, REILFE (4~6 M%) OB CREEBETHIRDOLNDLET
KA OG- 2k 5 Z LN AlgE L ST,

FEFMBEIRE : ITTEF 20T 2 EmAEEALLSIF (PFS) ™. 24EFWIM (0S)

BIREFHMEIRR : ITTHEMICI T 5 PFS™, 25 (ORR) ", 7Ea&%h®E (CRR) ", %

BT AE

AT R RAE] - AL ITT 4EH], ZZaMEiL ASaT £ 2 bt 4e & L7z,

FWERHI OFEFH T OS KUY PFS (% Kaplan-Meier %% W CAEFBREZHE L, Bhle 7/
VIREE VTR Z B LTz, Y — R E 95%EHEXR (CD 1%, #5HaLmL L
72 J@R Cox il — RET /LT K U HH L7z, ORR X Clopper-Pearson £ % HV  C IEME 72 [ 1A
95%CI Z 5 H L, J8OREFIEIZ IS X BHALFT L 7= @5 Miettinen and Nurminen {4 % N CHER]
Z g LTz,

ZHEMEOFEE - AR TIX 4 O RN 2 FR1ICEHE L, PFS 13X 2 B0 H RIfENT S OV &R
Hr. OS @ 2 [F1D H EIfFEAT K ONRAEFRNT. ORR VX 1 Bl fe f&fAT 2 Fahiii 9% Z & & L7, Maurer
and Bretz @ graphical approach (235 T OS, PFS (FE#) M OV ORR DA TR 2R DA E
IRUEZ F ] 2.45%\Z B \ZHIEI 35 & & HIT, a iHEBIEZ F W CHIIfENT & Sl THW

BUKMEZFLE LTz, PFS (FIR) ORFHUZIX 0=0.05% () #Fds L. ZOFHEEE DWW

TUE 11 B o AT LA ORI 50 L e 2 & & Lz,

*| BFRIE MMM (B FBM) BITRICHE., IAFBHOGEL & 2 LR W EERRE S
¥ TR XRF (BV) NI BV EEL L YA NI BEITRETES) (PR XX CR) M55
NE-REITHMANARE E Sz

*3EEVEAL SN TR COBRE

*4TWG FEVEIC S < R FMNL P SHIE, B B RS Mg (REBmE) % oERT —
LG T — % &t

*5 IWG FEHEIZHS < B TSP SHE, B REBME IR HEZ OBRKT — 2 KOEBRT — 2 13589
2

*6 BTN H ) T R ONER B Y R AR E

*7EBRIE A | BILL BB SN TR TORE
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V. BRICEIHEE

R
[FERHmE A ]
& HEEA LRI (PFS)
AFIFEX BV BEICxE L CHEFHIIIZH B2 PFS DIEE #7~ LT,

PFS DK (ITT 4MH])

AF 200mg Q3W BV
(151 41) (153 i)
PES™ AV N (%) 81 (53.6) 88 (57.5)
P (H)  (95% CD 13.2 (10.9, 19.4) 8.3 (5.7,8.8)
NP — RS (95% CI) 0.65 (0.48,0.88)
P il 0.00271 B

+ PRENTRE DT — % 20201 H 16 Al A7

1 3T IWG criteria (2007) (2253 < Sz H g i@

§ @RI Cox LN — RET ML BT LY Fv~<T X KRF U LD
| J@5la 7 Z v 7 g, AEKAEE a=0.0043

PFS ® Kaplan-Meier i (ITT ££[H)

100 =
90
80
K701
B 60
50
ﬁm—
B 30
20
10
0

— H200mg Q3W

TLIYHIIT RRFY

0 3 6 9 1215 18 21 24 27 30 33 36 39 42
at risk# HEREFHMA]
AHI200mg Q3W 151 116 96 74 65 55 44 35 18 15 9 4 1 0

TUIYFYITARFY 153 103 63 41 32 26 191410 7 5 2 1 0 O

[ 72 4pE]

BIWER ORBLEIG X, AFBET 74.3% (110148 61))  (HAN 9 il 8 5l 2 & de) . BV EET 77.0%
(1171152 65) TH o7z, ERBIEM (10%LL L) 1%, AHIEECTHIRIRERELS TE 23 61 (15.5%) |
FEL 9B (12.8%) . KO 9 FESE 16 il (10.8%) Th o7z,

HE R BIERORBUEIGIX, ARAIRET 16.2% (24/148 411) . BV EET 10.5% (16/152 1) TH -7,
BRI E S T2 RIWEH OFBLIEI A 13, AFIRET 12.8% (19/148 f51]) . BV BET 16.4% (25/152 #1)
ThHoT,

RWERNC X 2 TIIAMBET 16 (Bik) (2RO B, BVEETITR O bivehoTz,
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V. BRICEYIHIEE

<IRABYIBRTRE REE ERE>
HERZ - [ERHLFEFIERE (KEYNOTE-A39, EV-302 #ER) 4 30

HETHA D ShiskdtE, BEAL, FEEMR. 2 BEHR

R - —WRIAEE & U TRIAUIBRARE 22 RIS B Rz A" 886 151 (H A 40 il % & Ee)

B BT T UM IR B EROE BB A X5, RAlE =Ry ~T XERF GBIB
TRz ) (LU, EV) OPFHEEOTINER L2 % BEtT 5,

Fik  AAFIE EV EOOFRBIERE?, LT T F AR E ST LHRIERES (LU, AbSRRIERE)
DWTILNT 10 1 QR TEMELFIN Lc, BIEARITIE, AT T F@etE @G3R
W) . PD-L1FEBURIL (SZBUUHMERE) | iR (BB H 0 sk L) ZEhlk1 &
L THW=,

(LEEIRIEREITIR 6 A 7 )V TR FARETH > 72, AANT, K350 (R 24ERH) &5 L7z
BEsiCHIE L7z, BV OBE A 7 I EIRZ5% T T, WS ET UIFR CTE W ESES
DD B D F Tk L 7=,

FEM@IEE : 24FHM (0S) | MEEAHIM (PFS) ™

BIREMEIER : %)% (ORR) . FZhHif (DOR) . JmAOHEEE TOHIM (TTPP) | 26 HHF
DR BBV ADR—AT A N DOV EbE %

R AE
FEMT X G4E ] OS, PFS @ EAFEHT 1 ITT 22, ORR, DOR O = ZARMT 1 X 28 Zhat ik G 7,
LRMEDOMHTIL ASaT $E[H™ Z gt k5 & LT,

AR OF T Tk : OS, PFS DA A7 il OV i1 Kaplan-Meier 154 FHVCTHETE L. 95%
EEXME (95%CD 1 —HxH IS S FHH L7z, OS, PFSIXEhIne 77 v 7 iExZ W T
HEM & iz L7z, OS, PFS O/ #— Kb (HR) K TN 95%CLIE# G- A L8 & & L7=f@Hl Cox k.
BN — RET V&2 HAWTHEE L7z, ORR i3J&5] Cochran-Mantel-Haenszel 15 % AV CRERM %t
#: L. ORR ® 95%CI | Clopper-Pearson %% F\  CHH L7z, DOR H4fifiX Kaplan-Meier %%
FAWTHERE L. 95%CL 1T “Hx A4 W TR L, BIEAICHWZERIRT [ 27
7 F o omErgtE (GERE, RNiER) . PD-L13EEL (CPS®=10, CPS<10) | [T OFE (H Y,
72L) 1 ZfAToERIRT & Lz, 0S. PFS. ORR O 7 7 /L —FfMriL, EAEALIZ V-
JERIR T KON —R T A RO KT [Pl (<65 &, =65 %) « AT (AA, Z0Ofh) |
s (A, BRM, 2 o) | PER (B, &PE) . ECOGPS (0, 1-2) | JEFEERNL (EERIREE.
THEREE) | EBRBEIAL (NIEERR, U o oRHioA) | B (B, BEET, PEEERT, &
FEIRT) ] &2/t s Lic, KUY 7 70— firid, 5tz 88 L U CTEERICHW R
N2 L D@ Cox ey — RET L E AW, V77— @RINTTh oA, EH
EBT TR Y ORBNKF CHE LTz, +07RBBN W WEE 2 0L oY T IV — T B &
a3 22 & & Ui, HARANEMIZOW T, 1GBRSEHEFHEE I FLHE STV 7210 A3, 0S| PFS,
ORR, DOR ZH H L, sHli& k& L CHFERICREN S 7z,

ZEMEOFEE  ARFRER TIL 2 BIOFENT 2 FRIICFE L, fENTREA 1 T PFS O i H&AMFHT X TN 0S D
HRIMRAT, FEATIRE AL 2 C OS D&Mt 2 Ehtid % Z & & L7z, Maurer & Bretz DFEZEKRA O 7
F7 4 FNT T r—FIZL Y, 0S. PFS, ORR, TTPP, 26 KD &MU MEHADN—RA T A
5 OB BB D O MGERIC DN T, BEOFEAKLE (o) 2Bl 5% S ]
L7, FEFAREE TH D 0S & PFS O HOAFEKMEDE Y X Tix, ZNEN0.5%E 4.5%
& LT, &5 FEEFHME H MG E SN KETHRANICEE CH 256 AEKELZBHAIA L,
b —HOEEFMEEIL 5% DA EKETIMMT 52 & & L, OS OHIfFENT & Bk fiftir o
FME DB UL, Lan-DeMets 4 £ BI%C L W 35 L 72 O'Brien-Fleming % D52 FUEIZHE > T
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V. BRICEYIHIEE

WETHZE L Lz, ZEFHMMEE O 0S KU PFS DIFENGLN & bICEH SNIZGA, 7F—

FEF—E 2 ZYEIC LY, BICRIZ K %D ORR—TTPP—26 B O &RV B DR— 2 T A LD
DEALEDFIEDNRICHRES 2 Z & & Lz, BHEIL. AT 2T N TORBERA TR S
NWHRRY . AEAEZ @M 5%E Lz,

*1 AT USRI L FFEM TN A X, K T% 12 5 ABEZRE LI RICHR LIBE R4 &
-,

221 H& 1 3—A & LT, A#200mg % 1 HEIZ, EV125mgkg % 1. 8 HRIZHE Lz, PHRBERC
BWTIE, EV ZEANCHEEG L. AANX EV OG- T2 0K 30 7OMRBE B TR G AR L2, 72
B, AFNOFGFHRKISa—AFTE L,

#3201 H&% 1 a—RAL LT, FAYFEL1000mg/m?% 1, 8 HBIZ, BBRIYEMAEIR L7 Z 5 #]
B (A7 T F o 70mg/m? XIEH VAR 7 ZF 2 AUC4A.5 X Smg-min/mL A1 &) % 1 H B2 5 L.
75 FFRFN ARG FRIEIIRK 6 a—RAFETE L, £72. RBRBGHRICT T F K2 a3
BIEROMRHRIEL LCT v~ 7 (B FHfiz) OBRGPFIRSEZ,

*4 RECIST A F7 A » L1MUITES G MMz dEZ A4 (BICR) (2 X 57

*5 RECIST 4 K7 A > L.1ARICE-S < BICR K UNEBRL Y EATIC X 2 3l

*6 EAEA(L S NIZT R TOERE

#] N— 2T A VI RECIST HA FTA > L1 RICEES HIETRERBRE A AT 5 mIEA{L SN -3 XT
DEE

*8 JEBREE CUIPFHBEIEDO TN AOIAD) % 1 B LG S EEAL SN T X TORE

*9 CPS (combined positive score) =PD-L1 BPEfifladk (FEEML, Vo NEREK O~ 7 v 7 7 —2) ZiREE
I TR L. 100 & 3 U7-Jufil

R
[ 2EHmE H ]
& /A7 (08S)
AHI & BV & OPERFIERET. (LFBERNC S L CREHNICHEE 72 OS DIEE 27~ L 7=,

0S OfiEfT (ITT M)

AFl 200mg Q3W. EV 77 F WA & BT bRk
(n=442) (n=444)
AV M (%) 133 (30.1) 226 (50.9)
OS OF I (H)  (95%CI) 31.5 (25.4,NE) 16.1 (13.9,18.3)
7T F A B S DR TFEIEI 0.47
* B N — REeE (95%CI) (0.38,0.58) —
P fEt P<0.00001

PR DT — & 1 20234E8 A8 AN v NA T

+ @R Cox bl Y — RET I L B 7T FFHE| % G e b Bk & Ok
e 77 o ez L5 PAE (WD | AEAKE a=0.01548

NE : Not Estimated
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V. BRICEIHEE

OS @ Kaplan-Meier #i#¢ (ITT 2£[H)

FREIVRILYRT NRFY
(GEEFEIRR) LOHMARE
———

TN

\‘\“\ \\
\\\\\\\M

T5F T WA ESOILFWE

100
90
%
£ 60
ﬁ 50
40
# 30
20
10
0
at risk#
FEETVRILYRT
ANRFY (BEFERZ)
EDHAEE
TSFFERIEST
{E2EE

& LEHTEEAA IR (PFS)

ARF & BV & OPFFRERE, ALFPHRRIERF IS L TREHRIIC

0246 8101214161820222426283032343638
SEFHRIA]

442 426 409 394 376 331 270 222 182141108 67 36 22 12 8 1 1 1

444 423 393 356 317 263209 164 125 90 60 37 25 18 12 7 6 2 1

B PFS DIEE %R LT,

PFSTOfi#fT (ITT 4EH])

AF 200mg Q3W, EV 7T F A E G e bR E
(n=442) (n=444)
AV M (%) 223 (50.5) 307 (69.1)
PFS o defii (H)  (95%CI) 12.5 (10.4, 16.6) 6.3 (6.2,6.5)
7T F S ®A BT L ERIEC 0.45
k9B NP — REEE (95%CI) (0.38,0.54) —
P ! P<0.00001

PR D7 —% 1 20234E8 A8 A v N4 T
t RECIST A RZ A v 1.1 SIS < B AN H e E

I R Cox HeBI Y — RET ML D 7T FF 1A% G TbFRIE & O g

|ERle 72 v 7 Eizk s PiE (E|) . AEA%Ea=0.005

PFS @ Kaplan-Meier fhi#t (ITT ££[H])

ARETVRIVYRT NEFY

0 2 46 81012141618 202224 26 28 30 32 34

6 53 2 11

100
90 b
X 80 NG
70 Ou
It gg i LR - (BEFRAZ) LOWHMARE
ﬁg 40 | \“ Se-—e
20 30 | N
8 20 | TSFFEAESOCIERE e e
10
0
Fiii3
at risk#% EIEREFHMA]
FREIVRILYIT 442 409 361 303 253 204 167 132102 73 45 33 17 6 3 1
ARFY (BEFEBRR)
EOHBRE
TSFFURESO 444380 297 213 124 78 56 41 30 19 8
{L2FeE
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V. BRICEYIHIEE

[RIRE-Am A A ]
€ 5%% (ORR)

FERNEHM S BEMIZF1T 5 ORR 1L, AHKIE EV & OFFHBRIERET 67.7% (95%CI : 63.1,72.1) . 1k
FRAERET 44.4% (95%CI : 39.7,49.2) Th 0 | ALFHRIERE L L L TARF & EV & OO LR
TIX ORR A EIZE D> 7= (P<0.00001. Cochran-Mantel-Haenszel #iE [WHl] . AEA%E o=
0.05) ., CR Z iR L7 BADEIEIL. AAIE EV & OPFHBEERET 29.1%., (LSRIERET 12.5% T
HoT,

& =5 (DOR)
T—H T A TR ETO DOR FRAEIL, AFlE EV & OGFRPEERETREE (FH : 2.04+~
2832+1 A") | ALFEEIERET 7.0 » A (& : 1.48+~30.92+% A" ThoT-,

* (4] (I BORBEHMEE TPD AR LRV & ERT,

[ 72 4pE]
RIWER ORBLEIG L, AAIE EV & OOFHBIERET 97.0% (427/440 1) (HAN 19 il 19 51 %
Eie) ALFIRIERE T 95.6% (414/433 ) TH -7, AFl L EV & OOFHEERED E2BER (20%
PLE) 13, RWEMEE = 2 — 1 8F—50.0% (220/440 f5l) . % 9 FEAE 39.8% (175/440 f31]) . WiE
SiE 33.2% (146/440 1) | BEIR EIBIRZIE 32.7% (144/440 f5) | J%57 29.3% (129/440 1) . THi
27.5% (121/440 f5) | BEKJHGR 26.8% (118/440 1) K ONELs 20.2% (89/440 f5l) Th-7-, (b
FEREO E72EIER (20%LL 1) 13X, &lfl 56.6% (245/433 i) | 4 FERBE 41.6% (180/433 1) |
L0 38.8% (168/433 ) | 997 36.0% (156/433 f51]) | M/ MRIBAME 34.2% (148/433 f51]) . BHKDH
E22.6% (98/433 3i)) TdH -7z,
HERRIERORBBFIE X, KA BV OOFHFIERET 27.7% (122/440 f1) | {LRIERET 19.6%
(85/433 f5l) Toh o7z,
WT IR DOIRBRIEOE G R IEIZE > - RIERIL. AK L BV OOF LR T 35.0% (154/440 f51) |
(LFRIERET 18.5% (80/433 ) 1IZBD HITZ, W DIRERIE DI G-rh k12 E - - BEFIE
AL BV & OO HBEERE CRIBMTE = 2 — 1 /3F—10.7% (47/440 1) S OVfiligize 2.0% (9/440
Bl) | BEIR CIZIREZIZ 1.6% (7/440 f51)) | SofmPERfiE iR, SERGE A 1.4% (6/440 1)) | 2MEREFEE
0.9% (4/440 f51) | JE57 0.5% (2/440 f51]) | &, i/ MRIBZME % 02% (2/440 ) | {LSFRIERE
THIM 2.8% (12/433 #1) | SWERFEE 1.8% (8/433 #1) | Mh 7 L7 F =800, 4 hEREAE
% 1.6% (7/43341) | M/IBAME 1.4% (6/433 61) |« 9597 1.2% (5/433 f51]) | REMEEE = = —
T NF—0.2% (1/433 %) Th -7,
BIWEFNC X AP0, &K & EV OOFEERET 4 6], (LEERETABICA BT, NERIE. K
& BV OOFFERE C LRt ie R E e, MM, TR, MR Rz 16, (b5
PFIERE CRUMAE . FEEWELF TP ERBUDIE, DAFEZE, 4f PERBD PERUMLE = 2h 1 Bl TH - 7=,
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V. BRICEYIHIEE

HERA  MESE TFEEABR (KEYNOTE-052 #BR) 37 38

HEBRTYA D Sk dhE, FER. FERIELL, B

R : —WIpE L LT, VAT T7F 2 a0 b FFRIEICREE " ORIGEIBRRRE 72 IR I R B
370 13

B . —RIBRE LT, VAT 7T 2 BT L FRIEICR S ORIGUIBRA e 72 R & b R B
Ze XIS, AHNHIRTE DA R VL 22 RETT 5,

Fik - A 200mg 3 HFMME (Q3W) MM EOR G 2R K354 7 v TG AREE Lz, M
BTSN T 2 CREMRRIL Yt (IHC) 12X D PD-L1 %€ O 7= b g A Mtk 2 BRH L
72. PD-L1 IHC #rE DGR (CPS) 1265 % ., CPS=1 !4 PD-L1 5. CPS<1 i PD-L1 &t &
EFE LT, AFlowEEE 9 g, LMK 6 =L ICHEMREIC L VIR REZFHMILZ, 145
A2 TG Zfke Lo BEIC OO TR, DI 1238 2 & IS g 2 300 L7, 35k CHUS L 7= Hifg
A CH R E G BRI R Y U ROl S EREES Y RECIST 1.1 123525 % ORR & U PFS %
HIE LT, BEDERNRE T v B &G L ORL, 28 LT DAL, IR Y ER O
|7 C RECIST 1.1 (2253 < FREBETT MR8 D IL- 1% IR 2 ke L TG T& 7=,

FEFHMBEIEE : %% (ORR) 7

BIREHMEIEE : 08I (DOR) "2, MEHH/EAAHIH (PFS) ™. 2AfFWIM (0S) . PFSZS, OS
RSN X

BT AE

FRMT R RGN - AR OV BVEDMENTIZ 1T APaT £ 1™ & V7=,
AIVEFHI OFEFHFIE © ORR D 95%(EHHX[H] (95%CI) 1%, Clopper and Pearson /412 X 5 —HH4y
T HED B2 FIETHEM U, IEREIX I L 722> 72, DOR O H S fiEl%, Kaplan-Meier
EEFAWTHEE L=, PFS LN OS O HFJAEIF NS 6 % A KON 12 # A RS0 PFS R ) 0S %
I%. Kaplan-Meier {£4 HWTHERE L7z, IRBRERGFHAEFICFEE S LTV R0V, 77 F )il %
BTALTFFREI SN S 2R B FE RN B 72 D3£I ORR, PFS, OS #&HH L, FEAHE AL &
L CHARRRIRFIZFTG S 7z,

I UTOEEODO~@D 5B 1 DL EEMIZTIHEG, VAT TF U REk & AL,
OECOGPS2, @30=CrCL™V <60mL/%y (FHHEIZFERE) . @Grade2 *2 LA EO#RE, @Grade2 ™2
U ORI = 2—ra/F—, GONYHA 7 7 AMDLOLARE

*)RECIST HA K7 A > L1RIZES L R EIc LD

*3RECIST HA RTA > LIMIZES S HREEIZL D 6 » A KON 12 » ARRIZIIT 53

*AREREEZ | BILL B SN T RTORE

*5S ECOGPS 21z, O~@D 5 H 1 2L &4, 77 F AR L 22 Lz,
OWfgia b v . OB EAEREE (R—2F 4 o CrCL*Y <60mL/4y) ., @80 %Ll
Hl:7Vv7F=r+ 2707 T A 72 : NCI-CTCAE v4.0
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V. BRICEYIHIEE

wmR

[FEZERHmIE A ]

ARFN O BEAMPFRIEIL, ORR (28.6%., 95%CI : 24.1,33.5) Z R~ L7z, £7-. @&, ECOGPS N AR
72T KOV PD-L1 CPS<1 OEGE# A9 5 BF 2 10T X CTOHSERCIBREREN b i,

RECISTI.1 & AV 7= H s i f ER BT I 555 < ORR O EHY (APaT M)

n=370
5E275%) (CR) 33 (8.9)
" Wy 725 (PR) 73 (19.7)
@% ZiE (SD) 67 (18.1)
’ BT (PD) 157 (42.4)
FHERHE (NE) 40 (10.8)

R (CR*PR) - (%) 28.6 (24.1,33.5)

(95%CI)

F—XJy AT 201849 A 26 A

RECIST1.1 OxhBHIEHHEIC S < ORR (T HfE) DEH (APaT 4£H])

(7" Z T FIA R )
AF 200mg Q3W  (n=143)

n (%) 95%CI"
5E2%%) (CR) 8 (5.6) 2.4,10.7
5285 (PR) 30 (21.0) 14.6,28.6

Z£5h% (CR + PR) 38 (26.6) 19.5, 34.6
ZiE (SD) 20 (14.0) 8.8,20.8
wEHa L ba—b
(CR + PR + SD) 58 (40.6) 32.4,49.1
BT (PD) 60 (42.0) 33.8,50.5
i A~BE (NE) 5 (3.5) 1.1,8.0
P72 L 20 (14.0) 8.8,20.8

F—HJy AT 202049 A 26 A
T ISR ICEE S  EREE

[RIREF-Am A A ]

& =20 (DOR)

SEMTENDRD bz 106 HlOZERhFE OB (FIvfE) oFJEix21 » A GGEHE : 1.3~

9.0 # H) Todo7-, DOR DH AKX 30.1 » A (&P : 1.4+~359+% A") TH V| 46.2%DZE8hT

T—5Jy A7 H (2018 49 A 26 H) Kl Tkt L T 7o, Kaplan-Meier 512 L A H#EE Tl
TN DIMkRE L CW A EBEOEIAIE, 6 » ALLET81%, 125 ALLET67% CTH -7z,

77 FFRAIREAS LRI 5 DOR (HICHE) OHF i 33.4 » A (FiPH :2.8~56.4+% A ")
Tholz (T—Fhy " 47 2020549 A 26H) .

* [ IR BOFEBIHMEE TPD RALNARNT & ERT,
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V. BRICEYIHIEE

& HERL AR fE ] (PFS)

A TO PFS O F 91X 2.2 # A (95%CL : 2.1,3.4) TH V. PFSHRIL 6 » H ST 33.4%., 12
H AR T 22.0%TH o7,

7T FF BEI ARG T PFS O JEIZ 2.1 # H (95%CI : 2.0,2.9) TH Y, PFSHE(L 6 » H
FAC 33.1%, 12 % AIRFRIT 20.1%, 24 5 HFREART 16.4%, 36 # AT 10.9% Th -7 (57—
2Hw AT 20204:9 H 26 H)

RAEFHIR (09)
M TO OS OFRAEIF 113 5 H (95%CIL: 9.7,13.1) TH Y., OS=HKiL 6 » HEFET67.0%., 12
B AR ST 46.9% T - 1=,
7T FFRFIAREAKE TD OS DFRAEIT 9.2 # A (95%CI : 5.3, 10.8) THV ., OSHE(X 6 » H
REAUT 56.5%., 12 » HIEAUT 382%, 24 # HEEART 25.4%, 36 # AT 17.0% Th 7= (57—
ZH s AT 2020459 H 26 H)

(72 4pE]

BIVEA ORBEISIT 67.3% (249/370 #) Th-o7=, EREWEM (10%LAE) 1%, JE95 18.1% (67
B . FOFEIE 17.8% (66 f5]) . FZ 11.6% (43 41) . BEIEE 10.8% (40 WJ) S OV g e
K TIE 10.0% (37%1) TH-oiz,

EERBEWERIX 11.6% (43/370 ) 12D b, EREEZBIERIIMEE 1.4% (5 6) ThHho
77

TR DOF 5 (RIZFE - 72FIEAE 9.2% (34/370 6]) 12388 Hiv, TG - il 2s 6 51
K OKIGR 4B TH-T-,

RIERNC X 236X 1B (F52%) (23880 bl

) AR OBRE IR FIC B4 A R N HE R A RICBE#E T 52 EEIT L TO@E Y Th 5,

<BhBEXIIZRICEE T HEE > (BFY)

5.7 A& RPUEMEIEEA 2 & T L FHRIEOMEIG & 78 b I W B HRIERTG R BE ~OARF FME 5122\ T,
L OIBEED EEIZHOWT HHEEICHFT 52 L,

<HAEEROHAEICEET 2EE> (B

7.4 B4 RPUEMEEE A Z 5 oL HRIE O IR & 72 AL FRIE R BE ISR 2 ARF B 5 O F MK
OV EVEIIMESL LTV R0,
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V. BRICEYIHIEE

HERAE - ERLFES RS (KEYNOTE-045 #kER) 39 40

RERTH A skt M. BIEA, FEHGR, 2 BEbR
R . 7T F B AL ERRIER T SR SUTHEST U 72 R PTE T USRI o JR 6 Ry 2B
F 5424 (HARN 526145 T)

B . 77 F 8RO LR R SR SUTHEST U 72 R PTES T ST e O JR I b R R
BT D ARA] 200mg 3 B REIFIERE S (Q3W)  EALFFRIEDHIINE R O &M% iR 5,
Ak AKl (200mg Q3W TAUMERE) « A L IXRBRMHYEMAZIR L7 VXX, Kk
4 % L XX vinflunine OfLSEREVERE GRERIY EM A BAE AL ORNTER) OV 1: 1
DI TEAEZIZE Y 1T 72, 7235, vinflunine (FZ7AGR SN E DA TIRINATEE TH H Z & IRER
FHEFEE CHANIHE SN TWalzd, A TIERAFE D vinflunine ZfR<, X7 U X XE)1

NIZREZXEBLOWWTRLDNRIRI N,
HEAEZEIS T Tl ECOGPS (0/1, 2) | ITEE® (V| 72L)  ~EZ m B (10g/dL A,
10g/dL LL E) R ORI OAL AR EO &SN OO 3 » A (90 HRE) #i, 3 » ALLE)
ZRERIET & Uiz, ARRBRTIX 2 Bl FEAFEFT 3 5HE S T 0 | 2 BB O FREAEITLIE Cli4e
BEO ITTHEM K O PD-L1 @3B AE (CPS?=10) 25 RICHMETM 21T > 7=, #ElOE{:
M IR A B % 9 (£7 B) ReAUcE L, 1EMIZ6EM (£7H) Z&. DIFRE 12
M (£7 B) Z & ICEGEHn A2 i L 7o, RNIRBR CIIREEIT, FATERVWENE &E 24 9
A O THEOR AL S/ WRY | REIOBE 2 /k6 Uiz, BN C5 Ak
ITRRD HNTGEIT, EEREITZ R TIERPED LN WEORKRMIZEE L TWDHEET
E. RIEICARE O G R CHRAEITARD DI D E TARAIOE G Z/kEi T 5 Z LN Alie L Sh
7.
Kvinflunine IZEWNRAZR, X7V XXt « FEZXBVTENELI
FEFHMBEIEE : ITTHEM LV PD-L1 ¥ BUERE (CPS=10) (Z351) o MEH A FFHIRH (PFS) ™ &
O (0S)
BIREMEEE : APaT £ (2B 1T 22 EM OB ANE, ITT M ) O PD-L1 @33 HEE (CPS=
10) IZ8BIF 520%™ (ORR) | Z&hHIH™ (DOR) 72 &

*1 —WRIBWED 7 5 F I BAIGE L FHRIER & D VI T T F - 8AIOF L S0RIE T K BRI L < I3kl
WAL ERIEOIRERE T 12 5 A LN

*2 CPS=PD-L1 [GEfIfEEr (S, UV EkE O~ 7 7 7 —) ERIEBEMIEKTHRL, 100 #FE L
il

*3 EEVEA BN S - BEEM

#*4 RECIST A K7 A > L1 RIZESW - ER TS S EZ 84S (BICR) 12X 250

*5AEEAL S, RBRIEE 1R LR Sh e _ToBRE
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. BRI SIRE

R
[ ZEHmE A ]
& 2EfFHIH] (0S)
ITTH£FINZ BN T, ALFERIERRIZ )T D ARAIEED OS OEBAEDN R STz,
PD-L1 3 ELEHE (CPS=10) (21T D OS FHRAFIIAFIEET 8.0 # H (95%CI : 4.0,12.3) | L%
FIERETS2 2 A (95%CI : 4.0, 7.4) . ~P— FEHIZ0.57 (95%CI : 0.37,0.88) TH V., ITT M
& RIEE, ALZRRRIEREIT 6 D AAIBE OB VR & (P=0.005, J@hlv 7' Z v 7 ke LRl .
Bk UE 0=0.0065) ,

0S OfiEfT (TT 4£R)

AF 200mg Q3W  (n=270) b= E (n=272)
AV N (%) 155 (57.4) 179 (65.8)
OS g™ (H)  (95%CI) 10.3 (8.0,11.8) 74 (6.1,8.3)
67 H OSZHE (%) " (95%CI) 63.9 (57.9,69.4) 56.7 (50.3, 62.6)
125 7 OSHE (%) T (95%CI) 43.9 (37.8,49.9) 30.7 (25.0,36.7)
(LB 2 Y — Rie? 0.73
(95%CI1) * (0.59,0.91)
P fig® 0.00224

PR DT — 2 : 20164E9H TH I v b AT

T FIHEY 7 — &5t d % Kaplan-Meier 12 & %

I ECOGPS (0/1vs.2) . HEBBOFHE, ~E/aby (Z10g/dL Xix<10g/dL) . #iEIO/LFERED
REBRG PO OB (<3 » AXIFZ3 5 H) #EHIL, &EiEE LR L LRI Cox il —
FEFMIHESL

§ ERln s Ty rmE ] . AEKYE6=0.0123

0S @ Kaplan-Meier i (ITT ££H)

(%)
110

ZA#)200mg Q3W

100 7 — — — s

90
80
70

60

£
#
£ 50
40
30
20
10
0 T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 (B)
EFHAR
at risk#
A#J200mg Q3W 270 226 194 169 147 131 87 54 27 13 4 0 0
flac2 53 272 232 171 138 109 89 55 27 14 3 0 0 0
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V. BRICEIHEE

& HERLAEAE fE ] (PFS)

ITTH£FIZIBN T, ALFERIERE & Helig U CARAIRE T PFS IS B ZEILA LR o T2,

PD-L1 mZBLEE (CPS=10) IZ&1F 5 PFS OF B, AFIHET 2.1 # H (95%CI : 1.9, 2.1)
EFIRERET 30 1 A (95%CI : 2.2,3.4) . ~HF— FEHIZ0.89 (95%CI: 0.61,1.28) TH VY, ITT4
& RER, ALTPRIERE & i U CARIBE CH B REIZA LN o 72 (P=0.23958, f@hlla 72 > 7
BE DA . A EAKEE 0=0.0029)

PFS Ofiht (ITT 2£[H)

AF 200mg Q3W  (n=270) LR (n=272)
AV N (%) 218 (80.7) 219 (80.5)
PFS i (A)  (95%CI) 2.1 (2.0,2.2) 33 (2.3,3.5)
6 7 H PFSHE (%) T (95%CI) 28.8 (23.5,34.3) 26.8 (21.2,32.6)
12 % A PFSHE (%) " (95%CI) 16.8 (12.3,22.0) 6.2 (3.3,10.2)
(LB 2 Y — Rie? 0.98
(95%CI1) * (0.81,1.19) —
P fig® 0.416

PFS 1%, HEMEZEIF IR SR BHET UL C O VTRV TORIE L 45

T B0 7 — &5t d % Kaplan-Meier 12 & 2

I ECOGPS (0/1vs.2) . HEBOFHE, ~E/aby (Z10g/dL Xix<10g/dL) . AiEIO/LFERED
BHEG PO O (<3 AXE=3 5 H) Z@ilL, R5#42 LE R L LR Cox il —
FEF IS

§ Ehlw 7 Z o riE [AMD . AEKYEEe=0.0151

PFS ® Kaplan-Meier i (ITT ££[H)

(%)

110 7
- A#)200mg Q3W
100 — — — R
90
80 7
70
5
# 60
-3
£ ]
5 50
40
30
20
~ o |
10 -
W—+ﬁ—hﬂ_4
0 I I I 1 1 I 1 1 I I I 1 1
0 2 4 6 8 10 12 14 16 18 20 22 24 (B)
EIBAEFHAR
at risk#k
A#|200mg Q3W 270 165 85 73 56 51 23 16 7 0] 0] 0] 0
LEFE 272 188 85 56 27 17 10 5 1 0] 0] 0] 0
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V. BRICEYIHIEE

CRIEHM A

® 75205 (ORR)

ITT ££[I2351F 5 RECIST 1.1 1233 % BICR 23#Fffi L 7= ORR %, AAKI#E 21.1% (95%CI : 16.4,
26.5) . ALFHIERE 11.4% (95%CI: 7.9, 15.8) Th 0, ALFFIERE & Ll L TAAIRE TlX ORR 23
BEIZEm)-7- (P=0.00106, &5 Miettinen & Nurminen 35 [F ] . A E/KUE 0=0.0170) .

CR T PR 3388 b BE OFIE X, AFIFETENEIL7.0% (1941) KON 14.1% (384 TH
0. ALSERERETEN TN 3.3% (9F) KON8.1% (2261) Tho7T-,

& =5 (DOR)
ITT £ OZEHENC 51T 2 DOR O HRAf 1L, AFIFECTARBIE HPH : 1.6+~15.6+5 H) | b3
WIERECT 43 » A (#PH : 14+~154+» H) ThoTo,
TN 6 H A LI ERse Lo BE X, AABET 4161 (78%) | ALFHRIERET 76 (40%) . 12 % A
DL EHEMpE LI 1T, AAIEET 1461 (68%) . L2PIRIERET 34 (35%) Th o7,

* Kaplan-Meier (2 53 < HEE il

[+ 1T =20y NA TR TENRR L WD Z L 2RT

(72 4pE]

BHWERIIAKIRET 60.9% (162/266 1)  (HAN 30 il 16 flzEde) | {LFRIERETIL 90.2%
(230255 ) CHRBLL 7=, EREWEH (10%LLE) 1%, AFIEETE 5 FEIE 19.5% (52/266 B1) | %
57 13.9% (37/266 f511) K OVEL 10.9% (29266 1) T -7,

EEZRBEIERIL, AFIBETIX 102% (27/266 B1]) 12, ALFHRIERETIX 22.4% (57/255 1) 123BLL
Too FBEIGD 1%L EOBEEZREWER X, AFIEECITMIER 1.9% (5266 #) M OKIEK 1.5%
(4/266 f51]) T v | ALFREIERE TITREEEL F ERBUE 5.9% (15/255 1) | 885 2.7% (7/255 ) |
B, A HPERECDSE, BPHZE & 2.0% (5/255 1) | PRIEEIEGE 1.6% (4/25561) | A FREREDRA 1.2%

(3/2555) Toh o7z,

B 5 IEIZEE o T2 BIWEH OFRBUEIG I IAAIRE 5.6%., LFRIER 11.0% Th > 7,

BIVERIC X 2 E 1S I3AHIRE T 4/266 B (1.5%) (2R B, T OWNFRITIEL, Milkse. JREEAZERL
ONEMEF AT (% 16]) Thoto, (LPHRIERETIX 4/266 ] (1.6%) DEIERICKVIELT L,
ZONRITIIEN:> 2 v 7, EC (% 1#) KORE 26 Thol,
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V. BRICEYIHIEE

<HDAIEERERICIEE L-#1T - BRED MSI-High #83 5EHE EEMNTARIRSELISE
IZFR%) >
HERE - [ERSILFES M5 (KEYNOTE-164 35k 2t — K A) 4V 42

HEBRTYA D Sk dhE, FEEEAL, JEER. Bl vV TFak— b

R IRERE O & 5 U2 R FTHEI T U (Stage IV) @ MMR K 4#H XX MSI-High = A
T oA - EEEE (2R —FA) 616 (HARANTHIZET)

B8 : JREET O 5 5 UIBRARE 72 RPTHET T XXM D MMR K48 X% MSI-High %A 3 2 %515 -
ENGEEE 25l L, A 200mg 3 HEIFRRE G (Q3W) (2331 5 A 90l OVZ2 A1 % G
T2,

A& AAK 200mg & Q3W THUMEE L7-, 1REDOFZNTEGMRA Cil L=, #E oA
X, BT EPOER L TCOMEMBICERL, Dk 9BM I &2, BRIV ETHIT
XU BEFENCERBAEIT & 72 5 £ THM L7, RIGERCIX, BT R ENRO NS £ T, AN
2EMIAF OB G- Ak 5 2 & & LT, 7235, BN CREEITIFRE O b Ha s, R
LT 2 R TIER SR DR WEO R ZE LTV 5 BE T, REILLREO B A T%
BT RFRO DD T TARB O G2/ T 5 Z & NARE & STz,

FEMBIEE : 155K AE 1 ML ERE ST _RTOEE (ASaTHEM]) 2B 574h% (ORR) 7

BIREFEIER : ASaTHEMA XL L Lizfzhar o —/% (DCR) 23, 24k (DOR) "2, ##
WAL (PFS) 2 K OMRA I (OS) | etk k O

*LEEE (7 b E ) S DU RFUBEMIER AT I FUOROA ) T h ) BREICZT RS
#*) RECIST HA KT A > LIRICHES S M HEZES (IRC) 12X 2t
*3 SEARTRAN R SUTIE BAEST & 7R BRI 24 B LR E AR LT BEOEE

R
< HfEfEsT GEEFEIRI R JiE 132 0 H) >
[ 3= EEFm A A ]
€ 73%% (ORR)
ASaT #EMIZH17 5 ORRIZT FRD LBV, IRC FHHIZHES HEAREIZBIT HX—A T4 V)b
DOIEGY A XD/ ML, 3461 (55.7%) TRD LT,

RECISTI.1 & /= IRC #Effic Z-5< ORR DEH) (A — ~ A)  (ASaT£[H])

AF 200mg Q3W  (N=61)

n (%) 95%CI"

7703 (ORR) 17 (27.9) 17.1,40.8
5E2728%) (CR) 0 (0.0) 0.0,5.9
#5725%h (PR) 17 (27.9) 17.1,40.8
ZiE (SD) 14 (23.0) 13.2,35.5
BT (PD) 28 (45.9) 33.1,59.2
I AREE (NE) 2 (3.3) 04,113

FRfEMTEE DT — % 201742 A 108 v WA+ 7
T IEASAR ISR < TEMERE
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V. BRICEYIHIEE

CRIEHM A
&% 2 Fu—/L% (DCR)
DCR (. 50.8% (31/61 1) (95%CI" : 37.7,63.9) Th o7z,

& =5 (DOR)
ZhE COMBIOPIEIL, 4.0 » H (BiPH:1.8~104 » A) TH Y . DOR O HIE*2 | IA4FE (F
129+~125+% H) BThot,

& ML AER] (PFS) ™2
PFS O ffiEilZ 23 5 H (95%Cl : 2.1,8.1) Th-o7-, 6 » H K12 » AFS D PES Rk, N2
U 42.6% K% X 34.3% T - 7=,

& =AFHRE (0S) 72
0S DL, RFGE (95%CI : NE,NE) Toh o7, 6 » ARV 12 % A HD 0S i, £hE
N 86.8% K% TN T71.7% T - 7=,

*1 IR FE D < IEfETE
N FTHY Y 7 —ZITKIST MR HEE  (Kaplan-Meier) 1512 X%
*3 T4+ (IEAE OGRS WD TRBHEIT A 2N 2 L 2R T

(72 4pE]

BIVER OFBLEIE X, 57.4% (35/61 %) (HANTHIF 5 Hlz=ETe) Thodz, EREWEA (10%
PLE) 1%, BAHIE 16.4% (10/61 61) | ML 14.8% (9/61 f511) . TH#I 13.1% (8/61 41) | HEIIIE 11.5%
(7/61 f51) R OE 9 FEIE 11.5% (7/6161) ToH -7,

HELBIERAORBESI 6.6% (4/6114]) Thov-, EEZRBERIL., BK, R LR, B
K OSIABE (% 1.6%) Tholz,

eGP IRICE > 2 BIERT 1.6% (1/61 1)) 1258 BT,

BWERIC L DR CITRBD N o Tz,
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V. BRICEYIHIEE

<JhfEpT GEBREIRM R E 314 % A) >
[ ZEHmE A ]
& 7=%h% (ORR)
ORR L FEDIAY , IRC FHMIZFED < ERIREIZI T D _X—A T A > b OJEERY A X OHE/INE,
3461 (55.7%) TRH LI,

RECIST1.1 # AV 7= IRC 22 £-5< ORR DEH (mA—h A)  (ASaT4EMH])
AF 200mg Q3W  (N=61)

n (%) 95%CI"

Z5h% (ORR) 20 (32.8) 21.3,46.0

BT DT — % 120199 H9RA L v FA T
T IEASTRICEE S < IEHETE

(B R EEALTE H ]
®JEh o o —/LZE (DCR)
DCR IZ. 50.8% (31/61f4) T -7,

& Z2h (DOR)
DOR O HHE X, REZETH -T2,

& MR AT (PFS)
PFS O HRfEIZ 23 5 H ThH o7z, 6 1 H KON 12 » AKEE O PES RITENEH 42.6% K X 34.4%,
24 5 H K36 5 A D PFS KITWF 1 d 31.0% Tdh -7,

& AR (0S)
OS DHYEIZ, 314 » AThHoT=, 6 v A, 125 A, 24 3 AKO36 » ABELD OS RixZENEh
86.9%. 72.1%. 55.3%M 1*48.6% T - 7=,

[ 72 4pE]

BIVER ORBEIAIL 63.9% (39/61 %) ThH-o72,
HELRBIERORBAE S 82% (5/6141) TH-o7T-,

B ARIEIZE S RIERIT. 3.3% /61 4]) 128 b,
BWEARIZ LD LEITRBD 6N ho Tz,
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V. BRICEYIHIEE

RERE - [ERRILFES DAHRER (KEYNOTE-158 iklR) 4 4

HERTH A > skt FEELL, IEER, B, v L Fak—h

FE . —RIRE & U TEERN M LRIERE O & 5 UIRARE 72 RFT LT XX E D MMR KIEX
1% MSI-High™""? & 479~ 2 AT P E e B,
< KRG B DT — & 71 v M A T HRERUT 94 i3 ASaT ERICBFRI N (HARN 7 BilZ25
i) . 2?55 831N MSI-High & s /-7 V—7 K & LTRSSz, —FH., 7V
— 7 K PISMZEEE Sz 11BN, L e AT T ¢ 77287 C MSI-High TH 5 Z & 2VHBH L
-EETHD,

T o TT— MENTOFT—2 Ny bA TN (20224 1 H 12 H) T, Z1—7 A~K 2 MSI-
High 85 373 Bl &7 A, 373 B2 ASaT #£MicE Ehz (BAAN1SHZET) |

B . — IR & U CTIEERN 2L SRIERE O & 2 VIR RE 72 RFT I T X3 E D MMR KIE X
I% MSI-High # B 7 2 /TR E B 258 & L, AH) 200mg 3 @ E MRS (Q3W) 1281
BN N2 Z T 5,

A& AAK 200mg & Q3W THUMEE L7-, 1REDOIZNITmGMA Cil L=, FE O mHmA
X, BT EAGEE L COMMBICERL, D% b 9HEM I &2, BIKRMICKLETHIUL
0 BEENCHREEIT & 72 5 £ THEM L7z, 0B G-BRM% 12 4 A DIRIE, 128 2 & 2
A2 50 U7, ATRBRCIX, AT/ E035R0 BV D £ TR 2 FERIARK O 5% ke
THI L Lic, 7ok, BGRHN CHEBMEITRFE O LA, FEEET AR ITIERIED &
AVIRWVEDBRIRANZZE LTV D BFE Tk, REILIEO B L CREEITNRO b D ET
AHN O G- 2 ke 5 Z LN AIRE & STz,

FEIMBIEE : G E 1AL ERE ST COBRE (ASaTHEM) (2B 5545 (ORR) 2

BIREHEIEE : ASaT A %4 & L7280 (DOR) ., HEHFE/AFWIM (PFS) = K OVRAALF
I (0S) . ZaMEK AN

*1 10 ORI NA (F—T A~]) OWTI/CRE L, 3 FE 57077 AHiaLY 72 K 1
(PD-L1) ZEBLMRVL, JEEF RNA fEATIC K D8R FIHBL T v 7 7 A (GEP) A= 7 | MSI A7 A & A]
FTRTOFEENAL F~—H TN AETH D Z L3R SN EEAEmA 2 G+ 5835, JA—7
K I% MSI-High % 3 2 #1TMEE i B

A NTPE RS EROE)

B. fHiEHE [  AHZEXOIMRIE R (FFNSUIAFAMEE ) | 7272 L 7 7 — & — R R AR BS 1 3BR < ]

C. i, BT, /NG, FERG. B K OVERR F S O R N S0 E S (185 50 Ab R S i o AL BRI PN 45 WA RE 135
D. BN (PR SO MZEMERER 2 k<)

E. 7E%E (R LEoE)

F.4MedE (R ERE)

G. 7INl e e

H. F1 R &

L AR e

JMERR R (PR X SEME AR 2 BR <)

K. MSI-High Zf 3 2 @I THEE GG - EREZ R

*2 MMR X185 &% O MSI-High OH|E 2%, ENE4 THC EL D PCR EEZ W TRA S 417z,

*3RECIST 4 74 ¥ L1IRICES N HEZRES (IRC) 12 X 23
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V. BRICEYIHIEE

R
<TRGRIRERATRE S (201744 H 28 H > bA 7 BB L 84 » H) >
[ 2EHmE H ]
®752)% (ORR)
MSI-High & 2Wr S 7= % ICARRBRIZ B SR S iz 83 6 (Z/ /L —7 K) 1281 D ORRITZ FEDEY

RECISTI.1 % AV 7= IRC FEfii2 255 < ORR @EH (/' —7FK)  (ASaT )

AF 200mg Q3W (N=83 )

n (%) 95%CI

Z5h% (ORR) 29 (34.9) 24.8,46.2
5E27%%) (CR) 4 (4.8) —
w4575 (PR) 25 (30.1) —
ZE (SD) 20 (24.1) —
PEEEST (PD) 24 (28.9) —
i A~BE (NE) 10 (12.0) —

T HAN 3G EET
AR (7 V—7 A~K) ([TA AN Sz MSI-High 2 A3 2 [ EE O ORR (I FEODEY
Mip &b 1 ENXIRBREEE 5.1% O WG RN 2 Sk L7 B 84 Bl 5 B 56 5] (66.7%) T. FERYIHE
FIZBITHRX=RAF A D DG A XM/ NS BTz,

RECISTI.1 Z f\ 7= IRC FFfiI2 53 < ORR O EH) (MSI-High %)  (ASaT #£)

AF 200mg Q3W  (N=94)

n (%) 95%CI "

Z%h% (ORR) 35 (37.2) 27.5,47.8
5E2728%) (CR) 4 (43) 1.2,10.5
0 728%) (PR) 31 (33.0) 23.6,43.4
ZE (SD) 20 (21.3) 13.5,30.9
PEBHEST (PD) 29 (30.9) 21.7,41.2
AT — X 72 L 10 (10.6) 5.2,18.7

TRKRRHENT OFT — X :20174E 4 H28 H A v FA4 7
T IEASAR ISR < TEMeERE

RECISTI.1 & 72 IRC #1235 < ORR O EHKY (23 AFER)  (ASaT 2[H)

AR n (%) Zzh= (ORR)
N=94 n (%)
B 24 (25.5) 13 (54.2)
B 13 (13.8) 6 (46.2)
/NG 13 (13.8) 4 (30.8)
e 10 (10.6) 1 (10.0)
JiERER Y] 9 (9.6) 2 (22.2)
Il B R 3 (32) 1 (33.3)
Hh R il 3 (3.2) 0
AN N 3 (32) 2 (66.7)
1 S 2 (2.1) 1 (50.0)
PR IN 53 WA IS 2 (2.1) 0
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R n (%) Z7h% (ORR)

#AR N=94 n (%)
SN 2 (2.1) 0
IR RO 2 (2.1) 1 (50.0)
IS e 1 (1.1) 0
JN B 1 (1.1) 0
TS R g 1 (1.1) 0
% e B 1 (1.1) 1 (100)
W 71K e 1 (1.1) 1 (100)
PR 1 (1.1) 1 (100)
F RN 1 (1.1) 0
Rk 1 (1.1) 1 (100)
[RIREFHAm A A ]

& =3 (DOR) ™
ZANE COMBO R IEIZ, 2.1 » B (i : 1.3~102 » H) TH Y . DOR O i | 3ARFE (4
o 21+~107+%A) 3 Thot

& AR (PFS) 172
PFS O Ffliix 54 v H (95%CI : 3.7, 10.0) Th o7, 6 5 HLON 12 » AEEED PES Rix, #1
ZFI48.1% M X 344% TH o7,

& 2EFHRE (0S) 12
0S OHFYAEIE 13.4 (95%CI : 10.0, NE) Tho7=, 6 # HEON 12 » A E D 0S Rix, #hFh
74.9%K% X 55.7% T -7,

*1 AR (Vv —7 A~K) (TS S 72 MSI-High % A9 % B BE 94 O 55 5R
N FTHE Y F—ZICKIST MR HEE  (Kaplan-Meier) 1512 X%
*3 [ (IR OB BV CREBETR 22V 2 & Z2RT,

(72 4pE]

BIVER OFBLEIE X, 61.7% (58/94 %) (HAN7HIF 5 #l%=ETe) Thotz, EREWEA (10%
PLE) &, 997 11.7% (11/94 ) KOV 5 FEIE 11.7% (11/94f51)) Toh -7,
EHERBWERORBELIT 74% (71/9446]) Thot-, EERBWEMIZ. ML 2.1%) . FkR
BEBRETUEEIE . T, AFRESE BA. BIE 1 BUBERIB R OVF T o« NL—JEERE (45 1.1%) Th o7z,
BeHHIRICE > ZEWERIT 6.4% (6/94 1) (23D BTz,

BMEARIC LD LEITRD BN o T,
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<T v T — MENREE Q0224 1H 288y MAT7, BEEAR TR 17.0 4 A >

[ AR
@ %5% (ORR)

ORRIZ FEDEY ., 10.7% (40/373 %) 23 CR. 23.1% (86/373 i) 73 PR T - 7=,

RECIST 1.1 % FiVv 7= A7 Ao o i f ERS B RTAMIZ 565 < ORR O EHY (ASaT M)

AFH) 200mg Q3W (N=373)

n (%)

95%CI"

Z%% (ORR)

126 (33.8)

29.0, 38.8

T o TT— MENEEOT —% 202241 128y bAT

T ZHSARICHS  IEMEE

RECIST 1.1 Z F 7N o s i) e B B R A 2 JE-5 < ORR DAY (S AFERI)  (ASaT $EH])

IR n (%) Z%h% (ORR)
N=373 n (%)
1B PN 94 (25.2) 47 (50.0)
B 51 (13.7) 20 (39.2)
N 27 (7.2) 16 (59.3)
R 25 (6.7) 8 (32.0)
JIERER) 22 (5.9) 9 (40.9)
s 22 (5.9) 4 (18.2)
SRR 21 (5.6) 1 (4.8)
Al fiE 14 (3.8) 3 (21.4)
Ly 13 (3.5) 1 (7.7)
- S 11 (2.9) 1 9.1)
PR 53 WANEIES 11 (2.9) 1 (9.1)
[FINA S 8 (2.1) 1 (12.5)
Bl B2 B 7 (1.9) 1 (14.3)
Hp R fiE 7 (1.9) 0 (0.0)
AR 7 (1.9) 1 (14.3)
AN RN 6 (1.6) 2 (33.3)
SR bR 6 (1.6) 3 (50.0)
WY Pl 5 (1.3) 2 (40.0)
R 4 (1.1) 1 (25.0)
Z oMt 12 (—) 4 (33.3)

TORBELD 3GILLT O AME - JLPE, SHSAEE, LWRSRRE, RIS, REEEE. R, SR,

HIEARFE NOS (not otherwise specified) . AFHfEE. JRASAIE
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V. BRICEYIHIEE

[RIVEHm A H ]
& 35k (DOR)
DOR D H Y% 63.2 # A (H#iPH : 1.9+~63.9+% H) 2 Th-o1z,
Kaplan-Meier 75 CTHEE L7212 % A KfAD DOR #I 88.5%, 24 » H R 72.3%., 60 #» H KL
66.0%TdH > 7=,

&AM (PFS)
PFS D HFHfE1X 4.0 # H (95%CI : 2.4~43) ThHo7=,
12 # A @ PFS 2% 35.1%. 24 » AHESIE 28.8%., 60 # HEFAIL 22.0%TH - 7=,

& 2B HIR] (0S)

OS O IEIX 19.8 7 H  (95%CI : 14.5~25.8) Tdh o7,

12 % AWREED OS 23 58.6%., 24 » AWFSHIE 46.5%. 60 » AEESIE 34.8% T, 72 » AIIRBI=ET
HoTm,

*] MSI-High #3595 CR 3L PR 238D 72 126 il O#E R
*2 T+ 1T OEBFN bRBEITVNALNRNT & E2RT,

[ZeatE]

BIVEAORBEIGIX, 66.5% (248373 6) Th o7z, ERBIEH (10%LLE) 1%, % 9 FEIE 15.8%
(59/373 $) . ¥E57 13.1% (49/373 f51]) . TFHiI 12.1% (45/373 #i) K OBEEE 10.5% (39/373 $1))
ThH-oT,

EELRBERAORBAESIT 7.5% (28373 4]) THh-o71-,

BeHHIRICE S T2 BWEH OFBLIEI A1 8.3% (31373 ) TH o7z,

RIWERNZ X 28T 3BT H DALz, WRRIZDA SR, iR K OF T o« N —IEERES 1 il CTh -
oo Fo. HEICESTREWEA 2RO N AFEIL, Bl (DK OX T 2« NU—JERRE) | I
WNCEI e (k) Tholz,
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V. BRICEYIHIEE

<tRBUIRRTREX (FERF 1D B MifaRE >

TxOFZIJHRARE

RERE  ERRLFES MRS (KEYNOTE-426 iklR) 4 40

RERTH A 2 ZhuskdeF, EWEA, JEEMR. IR, 2 BEEbR

KR ALFIRIERE O 72 ORI UIBRARE XU TERRVE O B B (RIMIRTY) 861 4 (H AN 94
Bl &G te)

B - AL SERIERE O 22 WARTR UIBR R RE USSR O B AR B GRITMIEAD) 2508 L L, AHA
LT R UTF T ORI E L A =F =T DFINER NN & a5,

ik AFNE T X F =T OHHEE (KH 200mg 3 B RIREIFE (Q3W) ¥R H-& 7% v F =7 Smg
1 H2[A (BID) #O&50OHH) . XiFA=F =78 (A=F=750mg 1 H 1[7] (QD) #&H
B b5-% 4 M ERE 2 BEIRE) OWThnIz, 11 TEESFID T Lz,
MAEZAEIRT T, 1EIH O R RN A1) ORESCHES &HE Sz B3 861 il % 1) IMDC™!
U A7 4348 (favorable, intermediate, poor) . 2) Hus (dbk. VWEEK, Zofth) @ 2->DERHIKA
Tl -oTERILT,
HEAEAEI R, IR R 2 HIET 5 72O OB 2 56 L=,
¥, EHRFEN CHEEMEIT IR D DN TIGAIC, FEEET 2R TIER DR DLW ED K
HIIZZEE LTV 2 B Tk, RIEICARE O BEHG N TRBETHRD LD E TRAIE T 2 F
=7 OGRS D Z LR ATREE ST,

FEMBEIEE : ITTEM?ICBT 2247 (0S) | MHEARFHIFS (PFS)

BIREMEER : ITTEM? IR IT 52E%)% (ORR) | = ho—/33 (DCR) . ZELhHIH"
(DOR) . ASaT#EM™IZB ) B LeM R OBEM

*1 International Metastatic Renal Cell Carcinoma Database Consortium

* MAELAL L2 R COBRE

*3RECIST A F7A > L1HRICES S ER PSP REEZR B S (BICR) (2 X HRFf
4 AEAEL L S, TRBRIEDS 1 RIDL BB G Sz COEE

R
[ EERHEE A ]
& AR (0S)

A=F=TRESH LT, AF & T F o F =7 OFHIRHEIHREICA E 2R 0S OUEE R LT,

0S DT (ITT M)

AF 200mg Q3W., T ¥ T A=F=7
=7 (n=432) (n=429)
A2 V(%) 59 (13.7) 97 (22.6)
i (H)  (95%CD NE (NE, NE) NE (NE, NE)
NP — REET (95%CD) 1 0.53 (0.38,0.74)
YT 0.00005 B

67 A OSHE (%) (95%CI)

94.9 (92.3,96.6)

89.0 (85.6,91.6)

1257 A 0SHE (%) (95%CI)

89.9 (86.4,92.4)

78.3 (73.8, 82.1)

18 7 A OSHE (%)  (95%CI)

82.3 (77.2,86.3)

72.1 (66.3,77.0)

F—%%y FATH 201848 H 24 A
t @R Cox LEINY — RET UL D A=F =7 L DLk

LR ST s D

NE : Not Estimated

FKHE 0=0.0001
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OS @ Kaplan-Meier #i#¢ (ITT 2£[H)

100 f===
90 T
80 \\—“—h
70 - S - 14
& 60
f# 50
4 40
30
20 | —— FE200mg QAW RUTPFYF=T
10 | === z2zFz7
0 T T T T T
0 4 8 12 16 20 24
at risk# EFMRA]
AH200mg QAW KU
7:‘::/9._57\ 432 417 378 256 136 18 0
AZF=D 429 401 341 211 110 20 0

& HEHEEAAIIRE (PFS)

A=F = THETK LT, AH & T F 2 F =7 DFHERITHGETRIIC

PFS Ot (TT ££H)

B2 PFS DUEE R LT,

A 200mg Q3W, T ¥ F Z2=F =7
=7 (nr432) (n=429)
A M (%) 183 (42.4) 213 (49.7)

POLE (H)  (95%CI) 15.1 (12.6,17.7) 11.0 (8.7,12.5)
Y= FEET (95%CI) 0.69 (0.56,0.84) B
P fii? 0.00012

T—XHy AT H 201848 H 24 A
RECIST A RF A 1.1 BRUICHAS < GRSz i s

t @R Cox LI NY — RET NI LB A =F =7 L DL

1 Eie T s mE [AW] . AEKYEE a=0.0013

PFS @ Kaplan-Meier fhi#t (ITT ££[H])

at risk%g
AHI200mg Q3W
RUO7F9F=7
R=F=F

100 -
90 1
80
& 70
B 60 -
£ 50
8 40
£ 30
20
10

—— FH200mg Q3W RUFFYF=T

—— 2TFT

0

0

432

429

é 1 I2 1 I6
LB (F)
251 140 42

4

357

302 193 89 29
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[RIRE-Am A A ]

€ 5%% (ORR)

ORR (F, AHI & 7 F v F =7 HFHEET 59.3% (95%CI : 54.5,63.9) . A=F =T HET 35.7% (95%CI :
31.1,40.4) T. ZOHEEMIL 23.6% (95%CI : 17.2,29.9) ToH-7= (P<0.0001. JE%H Miettinen and
Nurminen 75 [Frll] | A EAK%E 0=0.025) ,

&z a2 fo—/L% (DCR)

DCR [58475%h (CR) +#7Z8%h (PR) +6 » HLUL EOZiE (SD) LiEE] 1%, KAl T X F
=T AR A =F =T ERETENEI 71.5% (95%CI: 67.0,75.7) K Y 60.6% (95%C1 : 55.8, 65.3)
Th-oT,

& =5 (DOR)
T—H Ty bA T HREETO DOR FRAE L, AFIE T X F =T AL IR =F =T TEN
FTHRENE P : 14+~182+» H) KON 152 5 A G : 1.1+~154+% 7)) Th-ol=,

(72 4pE]

RIEHRORBIEIG T, KA T X F =70 HFET 96.3% (413/429 %)  (HAN 44 il 44 5] %
Gie) . A=F =T RET97.6% (415/425 %) Th o7z, EREIER (20%LLE) X, AFIE T F
F =7 PG TIT TR 49.0% (210/429 #11) | @ifE 41.7% (179/429 1)) | FURIREEREAR TE
31.5% (135/429 f5) . %557 30.3% (130/429 f5i]) | F2 - RIEFIRATE R IEGERE 27.7% (119/429
) . ALT H#800 23.8% (102/429 1) | 7k 22.8% (98/429 f51]) . AST Hi/N 22.6% (97/429 1)) .
BABGE 21.9% (94/429 i) Je OVEL 21.2% (91/429 B1)) Th -7z,
HERRIERORBBFNEIIAA & 7 F o F =7 FHAET23.8%(102/429 1) A =F =7 RET 14.1%

(60/425 f5l) Td> > 7=, FRBEERFBIER I AR &7 F T =7 OB (1%LL E) TIEFHI(1.9%)
ALT #9000 (1.4%) . AST 83K OVififii2e (%5 12%) THY . A=F =T RETITRO SN o7z,
W DIREREEDO G- IR ICE - T BWERNZ AA & 7 % o F =7 G HET 25.9% (111/429 1)
A=F = TRETIL 10.1% (43/42561) IZERD BT,

BIWERC X B IIAR L 7R F =7 HHHEE 4 B, A=F =78 7 HIH DI, NIRITAHK L
T X UF =T OB, SRRV . EE A I ) E M OV S 1, A=F =T TR
PEOAFEZE, M5, BB, BYEFR, Wik, B EMET R OEENHNS 1 flTho
776
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LoNFZJ6REE
HERA - [ERILFES MRS (E7080-307, KEYNOTE-581 #ER) 47 48

HEBRTYA Y Sk dkE, BEAL, EEMR

R ALFRAERE D 72 WARTGUIBR AN RE ST HEERAE O B A B GRITMAL) 1069 il (H AN
117 il & &)

B - AL FRIERE O 22 WOARTR BIBR AN RE USRI O B s B QRETMAARY) 2 Xt4e L L, Al
E L URF =T OO REEE A =F =T O R O e E igRETT 5,

Hik KA VoRTF =T ORIRIER?. LonR"F=T lxzn ) AZAOGRRERS, IR
=F =T HMB G OWTNT, 11 1 O TEEREFI T LT,

VR BT I, s (Ml 1 PHIERR DK, UM 2 « 2 oo k) & O MSKCC O
U A7 53%8 (favorable, intermediate X (& poor risk) |Z X > CHEEZEHI L7,

7B, EEBFHN TRAEEITHRD bNTIGAIT, FREEITE R TIERDERD b Ive WEO IR
HIZZEE LTV D B TR, RIEICABE O B EHN TRBETTARBO b d £ TRE 2k T 5
ZEAHEE ST,

FEFMBIRE ;- MmHEEAFHR (PFS)

BIREEEIER - 2AEFHH (0S) . 221 (ORR) *¢, 1R Y EANC L #E S5 RIBRICZE
T D IR EEAT £ COMEREEFHIM (PFS2) | TRBR Y EANIC X % RECIST 1.1 & FW 72/
$,5< PFS, BEMER OB, BHEREE QOL 1T 2BERE TV ML, LU ARAF=T0D
FHEMEYEIRE, AF|OERYBEREZ LT — & L, BEE A A dA~—T— %
O IEYBE, 3T O Bf%R

R AE
FENT X REEN] - AT ITT M7, RV EVEMT o RS 2 T ig & LT,
ANEFE OFEFE 5 © OS, PFS % Kaplan-Meier 75 % FIVWTHEE L 72, OS. PFS ORER] kX
g (WERER R OBk, XTZofth) KON MSKCC U A7 4348 (favorable, intermediate 3 (% poor
risk) ZJE L LIcf@hln 77 o 7 BIEIC X DAkl L7z, A~ — R e 95%ClI o5 I, &5#%
AR L L, Hill( % O MSKCC U A 7 538 CRaRll L7 @5l Cox Ll — &7 /A2 K 0§
L7-, ORR OFEMZEIL, HilEk % O MSKCC U R 7 435 % & & L 7= Cochran-Mantel-Haenszel f# i&
WX VEME L=, E7-. Ffs, MR, AR, Hulsk, MSKCC VU 2 7 43JH. International Metastatic
Renal Cell Carcinoma Database Consortium (IMDC) U A 7 43%H . Karnofsky Performance Status (KPS)
HEIZOUNT O PFS, OS KUY ORR D4y 8 AT % S0t L 7=
ZEMOFPEE - AR T, PFS 13 1 [0 RENT M O fRAT, OS 1 3 Bl o> Hh RFEMT K&
O AT, ORR I 1 [5] 0D H FEIARAT Mo OV A& AT 22 SHRITC 3 L 7=, ORR @ 1 [B] B O Hr[#lfigtr
RFDHEELZ 31T 2 Wifil 0.0001 DA FARMEL A LG &, PFS, OS KT ORR OHfE D FNEAAKD

BKUEZTEH] 0.0499 & 725 X O IZEREBITHIAE L=, 23 b DL EMEOFIEIZIL, Maurer & Bretz
@ graphical approach Z ]V 7z, ORI K&K OHRRHY e RARA & MR L TIEZ EMEOFEE
WS L7,

RANTEID M CTHRIAEAKE0.045 (3% 0.0049) (2T PFS DIFMERGGHNSFEA S NIZHAE, 2
DA B/KAE0.045 (1F0.0049) (RSN D BEAIHE, OBEIZHSE L7, PFS, OS D
FRAT K OV AERAT DA EKYEDBL /31T o HE BEIC TIRGE L 72,

*1 BRI 30V TR F B9 SO TR AR I BT I 2 iR S 7o BB S5 & STz,

#) ZF 200mg 3 BRI (Q3W) #h5.L L N"F=720mgl B 1 [E#HS (QD) ZHHH LT,

*¥3 LU ANF=T 18mg QD L =X U AR Smg QD #fA L7z, LonNF =T Ltzxn ) AROPFARE
IEEN ARG,
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#4 A=F =7 50mg & 1 H 1[0] 4 BERE O 5-4% 2 BEIKEK L=,
*SRECIST A R7 A ¥ LIRIZES ERTMHS P RHEZES (BICR) 12X 23
*6 RECIST 1.1 & FW 7= RS B ) 7B 12 & D i BRRA 2 H S CR XX PR O BE DEIES

*7 MEVEAAL LT R T oBE
*QIREREEA 1 RILL B G S B

R -
[F EEHE A ]
& A PR (PFS)

A =F =7 BB GREIR U TARAI & L o N F = T RRIRIERE A E RIS

L7,

B2 PFS OE% R

PFS Ofi#t (ITT 4E[H)

AF 200mg Q3W, e s
V‘//ﬁﬁg’—gf A=F=7
(n=355) (n=357)
ARy N (%) 160 (45.1) 205 (57.4)
il () (95%CI) 23.9 (20.8,27.7) 9.2 (6.0,11.0)
AP — R (95%CI) 0.39 (0.32,0.49) _
P fit <0.0001

RECIST A KT A > 1.1 iUZEE-S < Bk FIar i gef) &
Tt BB Cox LN — RET ML LD A=F =7 L Ok
toEile s sk E] . A EKYEE a=0.0411

PFS @ Kaplan-Meier #hifit (ITT $£1H)

0 :
(l)q — KA 200mg QAW RUIL U NF =T
77 wesne ZoFo
08 4
# 07
¥ 06
05
= 04 - 8
E 03 - * y
02 by
0.1 ‘
“ T T T T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10121416 18 20 22 24 26 28 30 32 34 36 38 40
B (H)
atrisk #%
R 200mg SW RV 355 391 300 276 250 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0
Ml Frd 357 262218 145 124 107 85 69 62 49 42 32 25 16 9 3 2 1 0
RaFad
CRIREEAT B E ]

& 24 (0S)

T—H By A TR T, AFIR OV NN F =T O HBERE, A=F =7 HMBEGREE 12 0S O
HREIIREZE CTH o7z, A=F =T HMBGEHIIRTT D ARA & Lo R_F =T O RIERE DAY

— FERIX 0.66 (95%CI : 0.49,0.88) Toh Y . HeEHE9IC
o RE MM . A EAKYEe=0.0161) ,
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V. BRICEYIHIEE

& 7=%h% (ORR)

562 [N (IA2) 12315 ORR 1%, AFl & Lo A_F =T PERBRIERET 67.3% (95%CI : 62.4,
722) . A=F =T HMBEGEET 35.0% (95%CI : 30.1,40.0) THY ., HHOICHERWEE T L
77o WEEM D ORR DF1% 32.3% (95% CI : 25.4, 39.3%) .

53 MM (IA3) 12815 ORR 1%, AH & L o A_"F =T PFRRIERET 71.0% (95%CI : 66.3,
75.7) . A=F =T HMPLGEET 36.1% (95%CI : 31.2,41.1) TH-o7=,

[ZeatE]

BIEH ORBLEIG T, KAl Lo NTF =7 O HBRIERET 96.9% (341/352 )  (HAN 42 i+ 42
BlazEte) Tholo, BREIWER (20%LL ) 1%, THI 54.5% (192/352 ) | @i+ 52.3% (184/352
B) . HURIEEREAR TIE 42.6% (150/352 6511) . RARIBOE 34.9% (123/352 ) . AR KL OYE T4
32.1% (4% 113/352 f11) | T - QIR A RIEMERE 28.1% (99/352 f31]) . IR 27.6% (97/352
B . L 26.7% (94/352 f51)) | FEFEREE 24.7% (87/35261) | FIB 21.9% (77/352 %) K OV
it 20.2% (71/352 ) Tholz, A=F =7 HE G5 CORIEARBLEIG X 92.1% (313/340 f41)

ThH-oT,

WP DOIRBRIEOE G R ILIZE > TCBERIL, KA Lo R"F =7 0FHBEIERET 9.7% (34/352
) . A=F =T EMBGRETIE 10.0% (34/340 1)) 12ERD BTz,

BUWERIZ XD TIIAR & Lo NF =T O RIERET 4 lLICRO b, WL, 7 L7
=V, S Y —Y, BRI EGERE (5 10 10F) . B ORI E, DR, BRED
il (1Bl 444) ThoTe,
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< BHREIZH T BT R MR E >
HER 4 - ERSILFEEIIARER (KEYNOTE-564 #kfR) 4 50

HEBRTYA Y Sk dE, BEAL, —EER. 7°3Jzn%‘>*<¢ﬁ€\ 2 e Lh iR

KR - BRI ST B FERE OFIE U A 7 285E T AR B R 994 1] (HARA
59 i & &)

BEY  BREBRIT LB BIBRINZ O 38 U A 27 A3 i e B A e 2 R i AR & k31, itk
TEBERTE & L CTAA 2: 77 R OF IR VRN E R 5,

Bk AHIRE? LT T B AREESIC 1 1 0BG CEELE T LT,
HEVEA BT TIE, IBOAME (MO XX M1 NED) CTHEEZERI Lz, MO EFEIZHOWTIEE
HIZECOGPS (0 3E 1) RUOKEDOEEZETHHE I D (Yes XiE No) (2L - Tlghl L7z,
HENRD LD F TTRREOE G ILELEO T NNICiEY T 5 £ T, igHishREE
K17 a—2 (K 14ER) &5 L,
IEAEZALBI T % O BRI FE SV CRBIREE R OTREZV R 251l L 7o, 17 22— ADIRBRIEDO &
Ha5gT LIz AXEBFEFBUSN OB B CIRBEE 52 Ik LT X ToBE ZxRIC, A
M (DFS) OFHMliO =D DB 7 +a—7 v 7 (I4FEIX 12T L, 2~44FHIT 16 HMH
TL, SAERUMRIT 24 B ) A Lz,

FEMMEEE WA HIR (DFS) ™

BIREHMEIE B : 2SI (OS) | Lt K A M, Disease recurrence-specific survival (DRSS) ™
e N NETFHIR (BFS) "7, PD-L1 %8RI (B, BEME) @ DFS KUY OS. fEEERSE QOL
BT BEWMET U N A

BRfAE
FEMT X RAE ] - AT ITT 22, 2 aVEiX APaT £H™ 2 g4 & L7,
FWEDKEFIL - DFS, OS, EFS O/EfFHi## 1T Kaplan-Meier 1£% W CTHEE L 7=, DFS, OS
DOFEEROBIRGLUIER 2 7 Z v 7 REIC I VEHME L, BRI Cox il ¥ — KET L% Hun
TP — REER D 95%(EHEX M (CI) %?Eﬁz*w:o J@Rlv 77 o ke K OVE R Cox Hfsil
AP — RET VORI T BELEIS IS E@RRE T oA % (M0, MINED) |
MO DEBEILE HIZ ECOGPS (0, 1) ROKEDOERETHDLNE 9 H (Yes. No) THEHI] % H
Wo, Cox BN — RET V&2 HWTER (65 M, 65l ) | MR (&Mt B |
AFE (A A, AALSL) . ECOGPS (0. 1) . PD-L1 %5l (CPSI K, CPSHJL) ik (7
AUBLSS, T AV D) | E=BIREL (MO, MINED) | BRI ORI (B UIBRMT. HRIAM
IR B Y7 7 — TR A S L7,
ZEMEOTIEE . KRB TITEIMED 4 BIO R & O 1[5 OEMENT & KT 2 5Hm L
DFS 1% 2 [5] B & FEfigdT % ik i@t & L 7=, Maurer and Bretz (2% B DO )5 75 % AV T, DFS
O OS (CBT 2 2RO EAKUEE FM 2.5%& 705 K 9 B ICHIE Lz, ARBRTiZ2 >0
IR (R 1 : DFS, G 2 : OS) A &%E L, G 1 233 BKHE R 2.5% CHEAI S fuiviX, 0S

DIF AR DV TAH B HER A 2.5% CRE3 2 KEHEE & L7z, DFS XU OS O H [Hf#EHT K&

O AEIRMT DA ZINE DB FUE OF% 12 1%, Lan-DeMets (Z X % O’Brien-Fleming % 0 o {4 £ B %% %
iz,

LT (i) T (i) ofBEMEAEAn SRz,

(i) OB EZENC L0 FTRROWTNIZEE YT 5 8% (Grade 1T Fuhrman 533H)
- pT2. Grade 4 UFHMEARZA LA S . NO 2>2 MO
- pT3/4, Grade {357, NO 7>> MO
- pT 17", Grade f3°, NI 2>> MO
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(i) M1 noevidence of discase (M1NED) T® V., FRE K OEIFIEBER & b2, BIHERMTIF S OB H
PRt 1 AELAN O W N ORE R TR 2T Th - - BE

*2 K 200 mg 3 WM (Q3W) 2 17=—2 (K125 A)

377N (EHEERK #17=2—2 (K125 H)

*4 JRERHY EAR I X 5 FEAT

*S YRR Y R Al 25 EEAM L 72 IRVEAEI T 2 B R 0 B HIBRHE O RAT R £ CoMIR (DRSS 1) | 1RER{E
WMEATASFEAMG L7, MAEZ BT 2 S R OPNIBIRZ % £ 5 JRFTESE ST PIBIRZ 2 £ 0 B8 Om bl
BORAED TN FNWEERE TOHF (DRSS 2)

*6 BT O IS ERERS (BICR) 12 X 2 3Ffl

*TEAEA BT T 6. LT OWT RO RE TO IR

- BICR A _— 2 T A HRZEEFIREE (MO/M1 NED) & 3l U 72 BB Tl O SR B 6 UL B O3
MR D34, Xixd D B IFRIKIC X D1

- BICR ’_X—RAF A VIHZFEEFH TS (M1) L5Hli L7z BE TIIEEET. Ed 52 FHREIZ &
Sy A

* MEAE AL SN T R TOBRE

*9 MAEAL S, RBRIRE 1 B R ST ToRA

ER

[F= 25 E A

& A7 (DFS)

AFIEEL, 77 B ARERCKR L CHEIIICA E 7R DFS OMEZ R LTz,

DFS OfiEfr (ITT 4£H)

AF 200mg Q3W  (n=496) 77 %R (n=498)
AV MR (%) 109 (22.0) 151 (30.3)
DFS HfiiT (H)  (95%CI) NE (NE, NE) NE (NE, NE)
AP = REHE (95%CD) 0.68 (0.53,0.87) _
P fEis 0.0010
12 # A DFS F (%) (95%CI) 85.7 (82.2,88.5) 76.2 (72.2,79.7)
18 % A DFS % (%) (95%CI) 81.5 (77.7, 84.8) 71.9 (67.7,75.7)
24 % A DFS # (%) (95%CI) 773 (72.8,81.1) 68.1 (63.5,72.2)

FRREATERF DT — % - 2020 12 H 14 B v b4~ (DFS (X785 Y ERIC & 2 5F4H)
T FIBY 07— 2 IZx5HE 3 5 Kaplan-Meier 1512 X 5
1 BRI Cox LN — RET UL DT TR E DL

§: Bhla s rkE LA .

NE : Not Estimated

EKYE 0=0.0114
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DFS @ Kaplan-Meier #if¢ (ITT 4£[:H])
100

¥
90 bVl
80 N : ! . \
B | 3 HHHE
;\370 b Ny, S .H::ﬂvﬂHi:ikf
s; 60 -
{50 -
il 40 |
B 30
20 | —— Fm20mg w
10 ] ——— s5ex
0 5 10 15 20 25 30 35 40 45
4
at risk#4 EREFHEIA]
ZEI200mg Q3W 496 457 414 371 233 151 61 21 1 0
ISR 498 436 389 341 209 145 56 19 1 0
AR H ]

& AR (0S)
OS DHIRAE, NP —FHIZLUTFD LB ThoTz,

0S OfiEfT (ITT M)

AF 200mg Q3W  (n=496)

77 R (n=498)

AV MR (%) 18 (3.6) 33 (6.6)
OS HefiEi™ (H)  (95%CI) NE (NE, NE) NE (NE, NE)
AP — R (95%CI) 0.54 (0.30,0.96) B

P fii’ 0.0164037

67 H OSHE (%) (95%CI) 98.6 (97.0,99.3) 98.0 (96.3, 98.9)
127 A 0OSHE (%)  (95%CI) 97.9 (96.1,98.9) 96.8 (94.8,98.0)
18 7 A OSFE (%) (95%CI) 96.6 (94.3,98.0) 93.5 (90.5,95.6)

HATRED T — % 12020 12 A 14 H v A7

T B EIY F— 2Tkt T % Kaplan-Meier V512 & %

1 @R Cox LN — FEF T L B 7 TR & DL
§:@hlm s 7 ke LAM] . AEAKRE0=9.3X10°
NE : Not Estimated

@ Disease recurrence-specific survival (DRSS)

AKENFER N T2 ARFEZIIT 5 DRSS 1 HEOYDRSS 2RI TDO LB THHo Tz,

DRSS 1 OfiEfT (ITT 4£[H)

A5 200mg Q3W  (n=496) 7T R (n=498)
AV M (%) 17 (3.4) 32 (6.4)
12 % H DRSS 1 T (%) (95%CI) 1.9 (0.9,3.4) 5.5 (3.7,7.8)
18 % H DRSS 1 %" (%) (95%CI) 2.8 (1.6,4.6) 5.9 (4.1,8.3)
24 5 H DRSS 1 %7 (%) (95%CI) 3.4 (2.0,5.4) 6.6 (4.6,9.2)

RRfENTE DT — & 1 20204E 12 H 4B > NF 7

DRSS 1%, BAEAEIIT O RYIOBMINEOBFTERE TOWME T2,
TRV AIAR NEERB LIS A R NOBERERD ) LNTF A N v I HEE
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DRSS 2 OfiEHT (ITT 4£H)

AF) 200mg Q3W  (n=496) 771K (n=498)
AV MR (%) 94 (19.0) 134 (26.9)
12 % H DRSS 2 %" (%) (95%CI) 12.8 (10.0, 16.0) 21.2 (17.7,24.9)
18 % H DRSS2 %" (%) (95%CI) 16.3 (13.1,19.8) 25.0 (21.2,28.9)
24 5 H DRSS 2 %" (%) (95%CI) 19.8 (16.1,23.9) 28.2 (24.1,32.5)

FRRITEED T — & 1 20204E 12 A 14 AH v b A7

DRSS 2 (%, #EMER B 2> 5 He W) D NGRS 21 5 JEFTFFIE S NIBIR 28 % 1 5 B D= IR D J8 4
DWTHNRENEERE TOHRE &35,

TIBAY AT AN N EBELIEHGA N NOBRERAERD ) T A N v I HEE

@A~ NAAfFHIE (EFS)

NR—=RA T A VEEOER O TR L 72— R T A VEEOJFARREIZFE-S X | BICR 2355Ffi L 7= EFS
(FEAELACIC W JE@RIR 7120 2., BICRIZ X 2R ZSRREZ B INDJE & - 2 f#kr) O — Rik
1£0.72 (95%CI : 0.56,0.91) TH -7,

(22 4tE]

BUWER ORBLEIGIL, AAIRET 79.1% (386/488 f5l)  (HAN 27 I 18 fil & FTe) Thote, &
72EHWER (10%LL E) 1%, ARAIRETIIET 9961 (20.3%) . % 9 FEGE 91 5] (18.6%) . HUIREREERE
fHAE 86 # (17.6%) . T 77 Bl (15.8%) . F892 73 fil (15.0%) K OVHRIREERETCHESE 50 1
(102%) Thotz, 77 B REETORWEHFBEIGIL 53.4% (265/496 f5l) Toh o7z,
EELRBIER OB G IIAARET 12.1% (59/488 1)) . 77 B AREETIL 0.2% (1/496 f5l) T -
Too ARBEOFERBEEREIEM (1%L 1) 1%, BIBEESR 66 (1.2%) . KB 561 (1.0%) .

BERIEMES R 7 R—2 2 54 (1.0%) Th o717,

BB OB G R IEICE > TZRFIEAIL. AFIRET 17.6% (86/488 1) . 77 HAREETIL 0.6% (3/496
) IZRRO BT,

BIEAIC LA IV THOBRERETHL AL~ T,
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<BHEXLEREBREET SEGEHRE>
HERAE - [ERRILFE SRS (KEYNOTE-048 35%) 5V

HRETHA 2 ShskdtE, BEA, FEEMR. TR, 3B

FER PR SUTEEIE O BESERR R - RO O —kIGH RS 882 61 (HAR AN 67 il &)

BRI B SUTEEBMEIAS R LR 25 s L, —RIpE & LT ARIDFREE ORI,
TIFFRE (VAT TFU NIRRT T F ) | 5-FU) AIARKIHEMFE L &bk
(B X v~T, TIFFREF (VAT TFUUIINRT T F ) | 5-FU) OFIMER NEZE
M % R 5,

FHiE ARKH. 7T FFRAKROS-FUOFHEE?, AAEMEES, 3ty X~ 7 . 775815 K
OS-FUPFRBE* OWT iz, 11 1 TERELEIT LS,

EAEIMTTIX, B hREr—< T A L RfEG (B vs f2PE) . ECOGPS (0vs1) . TPSIZ
X % PD-L1 FEHARIL (50%LL_E vs 50%AK101) (2t -> CTHREZERIL -,

TIFFRA (AT TF NIRRT T F ) THYEMNRINL, 77 F S RA RO S-
FUDHEGIIHRRK 6 a—AFETE Lz, ok, BEFHE CREEITHRD bATHGEIT, FREE
T2 IIERDERD SN WE DRI E LTV D BH T, WRIBILARE O i 57l T 8
HITARO BN D £ TAAE 7T FFRFI KO 5-FU OFFF 85 UTAH 0 B 85 4 fikpe 9
DT EMHHEE STz,

FEMER : 3 >OEM (PD-L1 B (CPS=20) 4. PD-L1 Btk (CPS=1) %M. ITT 4
) 2B 5247 (0S) | MEHEAFHIRFS (PFS)

BIXREEMIER : 3 O (PD-L1 B4 (CPS=20) [, PD-L1 5 (CPS=1) [, ITT 4 *7)
BT 52552 (ORR) KON 6 » AKX 12 » AWRES D PFS™, ASaT M 2B T 222K
OB, %

*1 BHSAE O R BT O e, HRNEER, N IEEE & ONEER

¥ KK 200mg, AT T F 2 100mgm? XX H VAR T T F 2 AUC Smg: min/mL AH3Y & K OV 5-FU
1000mg/m*day (4 B RFHGEAHH L) OEIC 3 MR (Q3W) T6 22— A& hH4#, AAI 200mg Q3W
5

*3 A K| 200mg Q3W & 5

*4 VX ~7 (FE 400mg/m?, 2 [ H LK 250mg/m2) . AT T F 2 100mg/m? XA VR T T F o
AUC 5mg: min/mL 84 & & (" 5-FU 1000mg/m*/day (4 A BFHELAH B G) OIEIZ QAW (Y F ¥ ~7 D
F 1 EMEE) T6a2—A&H%, ©Y ¥ ~7 250mg/m? % | BRI TS

*5 KAl 77 F BN RO 5-FU BFABEXL EMERGED 72 0 — BRI XA Il S vz, BRekrP I
B X w7 FTFFRAILOS-FU SFHBICEID (T v 22 ik, ARALL 77 FFRAIR O 5-FU
GFFBE & B RMEZ BREET 2 R REE B BRI S 4T, D72 DK BB D KRBT 300 B, AAI, 75
F I HA J OV 5-FU GF I BE D FREE T 278 45l & 72 o 72,

*6 CPS=PD-L1 Btfifads (EEMAa, Vo Rk~ n 7 7y —) ZREEMaE chRL, 100 %L
7ol

*7 MAEZ b L2 _TOEHE (PD-L1 OFRTURILE M H720)

*8 RECIST A RT7 A » L1 WUZHES E PSP Y EZ AL (BICR) 12X 57FHf

O VRIS 1 mILL LR H ST R ToBE
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wmR:
[ 2EHmE H ]
& /A7 (08S)

ITTEHICENT, BV X ~7, 7757 FRHROS-FU SFHBECRT 288, 77 FF8H &

N 5-FU FEED OS DEME SR ST,

0S OfiEfT (TT 4£R)

AF| 200mg Q3W, 7T FF
B % Y 5-FU  (n=281)

vV xo~T 7T T HA
K OV5-FU (n=278)

AN M (%)

197 (70.1)

223 (80.2)

g () (95%CD

13.0 (10.9, 14.7)

10.7 (9.3,11.7)

NP — Kb (95%CI) f
P fit

0.77 (0.63,0.93)
0.00335

12 % A OSFE (%) (95%CI)

53.0 (47.0,58.7)

43.9 (38.0,49.7)

18 7 A OSHE (%) (95%CI)

37.6 (31.9,43.2)

27.0 (21.9,32.4)

HRIRYTE DT — 4 1 20184E 6 H 13 B v bAT
T 1 JERI Cox BN — FET L

@il T e ] . AEKYE a=0.0041

0S @ Kaplan-Meier i (ITT ££H)

100
90 1 N ——— FF200mg QAW. FSFFHARVSFU
80 . ——— EYFYTT. FSFFRARVSFU
70 A
f60-
% 50 -
h 40
30
20 -
10 -
0 ) ' ! T T T T
0 5 10 15 20 25 30 35 40
at risk#g £FHRB]
AH200mg Q3W.
FS5F FEEBUS-FU 281 227 169 122 743 40 10 1 0
L E IR
FS5F FBERBUS-FU 278 227 147 100 51 20 5 1 0
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PD-L1 4% (CPS=1) SEMIcBIT A . BV X ~7 7T F A & O 5-FU BEHBEIZ R 5 4K,
77 FTRA RO SFUPRBEO NS — FEEEUTO L350 Th o1

0S OfEMT (PD-L1 B (CPS=1) 4£R])

AHN 200mg Q3W, T FF | BV I U~T ., 7T F S A
HUHF| KON 5-FU  (n=242) KON5-FU (n=235)
AR N (%) 164 (67.8) 190 (80.9)
o (H) (95%CD) 13.6 (10.7,15.5) 104 (9.1,11.7)
NP — R (95%CI) f 0.71 (0.57,0.88) —
12 % H OS# (%) (95%CI) 55.0 (48.5,61.0) 43.5 (37.0,49.7)
18 # H OSHE (%) (95%CI) 39.1 (32.9,45.2) 26.4 (20.9,32.3)

PERHTRED T — 4 1 20184F 6 H 13 A1 hA T
1 JEB Cox LN — FET L

OS ® Kaplan-Meier #i#% (PD-L1 [t (CPS=1) 4£FH)

138_ \ —— &HI200mg Q3W. 75 F BHIRUE-FU
-y BYRITT TSFFURIRVEFU
70-
& 604
# 50-
# 404
30 K
20 Uy,
10 tH ‘
0 T T T T T T T T T
0O 5 10 15 20 25 30 35 40
at risk# S7FHAREA]
PHomeQ3lery 242 197 144 100 67 36 9 1 0

S aamusru 235 191 122 83 42 16 5 1 0

PD-L1 5t (CPS=20) £ TlX, BY X ~7 . 77 FFHFI KL 5-FU GRSk 2 AH.,
7 F FFHRE K O 5-FU PFHBEOBEBE IR SN2 o T2,

0S OfiET (PD-L1 Bt (CPS=20) 4£[H)

AH 200mg Q3W, T FF | BVFRU~T ., 7T F A
U K% Y 5-FU  (n=126) KON 5-FU (n=110)
AV N (%) 79 (62.7) 85 (77.3)
i () (95%CD 14.7 (10.3,19.3) 11.0 (9.2,13.0)
NP — R (95%CI) f 0.69 (0.51,0.94)
P it 0.00984 B
12 % H OS# (%) (95%CI) 57.1 (48.0,65.2) 46.1 (36.6,55.1)
18 # H OS# (%) (95%CI) 43.5 (34.7,51.9) 27.2 (19.2,35.9)

RN DT — % 1 20184E6 B 13 H B v NA T
+ BRI Cox el Y — KET L
to@ERla s o BE [Dl] o A EAKYE 0=0.0018
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0S ® Kaplan-Meier Hift (PD-L1 [t (CPS=20) #£[H)
100+

Ny ——— &H|200mg Q3W. 7S5FF WH R VE-FU
28* e EYFS YT FSFFRARVEFU
70+ \H
60-
50-
40+
304
20+
10+
o T T T T T

0 5 10 15 20 25 30 35 40
at risk#k EFHREA]

e Oery 126 102 77 60 42 26 7 1 0

;;;;{;g;]‘ws_w 110 91 60 40 20 10 3 0 O

EFE(%)

& A PR (PFS)
ITTAEHICENT, BV X ~7 7FI7FFRF KO S-FUOFHBEC T 2487, 77 FF8H5 &
N 5-FU fFRARED PFS OEMEII R SN o T2,

PD-L1 (5% (CPS=1) M PFS O AL, AAl, 7 F F T8I O 5-FU BFHIHET 5.0 » A
(95%CI : 4.7,6.2) , BYF I ~7 77 FFHRHF O 5-FUGFHBET 5.0 # A (95%CI : 4.8,5.8)
Tholz, BYFI~T, 7IFFRA KO 5-FU SERBECET 5ARK., 75 FF58HKI K 5-FU

OFHARED PES DY — REGIE 0.82 (95%CI : 0.67,1.00) T -7,

PD-L1 5% (CPS=20) £ TiX, PFS OH AL, AKl, 77 F A KO 5-FU P HEET 5.8 %
A (95%Cl1:4.7,7.6) . BY X ~7 FI7FFHAKLOS-FUPFHBETS.2 » H (95%Cl: 4.8,6.2)
Thol-, BYFI~T, 7IFFRANKO 5-FU GERBECET 5 ARK., 75 F 5K K 5-FU
BFHBED PFS DY — REEIE 0.73 (95%CI : 0.55,0.97) TH V., BV X ~7 77 FFHAJKN
5-FU PFFIRE & boie U CAR, 77 FF 8HI KON 5-FU G RE CEBME IR S h - 72 (P=0.01622,
fERla 77 oo ke Dhil] o A EAK%E a=0.0017) .

PFS Ofitt (ITT 2[H)

AH 200mg Q3W, T FF | BVFRU~T ., 7T F S A
B % Y 5-FU  (n=281) KON5-FU (n=278)

A2 N (%) 244 (86.8) 253 (91.0)

i (H) (95%CID) 49 (4.7,6.0) 5.1 (4.9,6.0)

NP— R (95%CD) 0.92 (0.77,1.10) B

P fi# 0.16971

6 »# H PFSFE (%) (95%CI) 44.6 (38.6,50.3) 44.1 (38.1,50.0)

12 % A PFS = (%) (95%CI) 16.7 (12.5,21.4) 12.1 (8.5,16.4)

PRI DT — & 1 20184E6 A I3 BB v A7
RECIST H A FT A4 > 1.1 BUCHS < B Az gy E
t 1 @3 Cox Leffl N — FET L

T ERIe 7T oy E DR . A EKHE 0=0.0002
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V. BRICEIHEE

PFS @ Kaplan-Meier #hifit (ITT $£1H)

1004
90 — Z&#|200mg Q3W. 7SF FHHI K V5-FU
o0 EYESYT. T5FFHIRVEFU
{ 704
i 60-
& 50
;ﬁé 40
& 30
20
10
O T T T T T T T T
0 5 10 15 20 25 30 35 40
at risk#x B EA IR (A]
ﬁji(gf’;’é‘gjg%‘%‘_w 281 134 62 37 22 11 3 0 O
R L SN

J5FmARUSFU 278 136 42 23 14 6 1 0 0O

[RI G A

®752)% (ORR)

ITT EMIZH T % ORR X, KA, 77 FF8HAI KL O 5-FU GHHRET 35.6% (95%CI : 30.0, 41.5)
YR wT . TTFFREF KO S-FU BT 36.3% (95%CI : 30.7, 42.3) Toh 7=, PD-L1 B
P (CPS=1) M TIE, KAl 77 FF8AI KL O 5-FU FHEET 36.4% (95%CI : 30.3,42.8) . &
VX wT, T T FRABIRL O S5-FU GFREET 35.7% (95%CI : 29.6, 42.2) TH -7z, PD-L1 Gt
(CPS=20) #£MTlE, AHKl, 7 F FF8HAIJ O 5-FU GFHHRET 42.9% (95%CI : 34.1,52.0) . &Y
Fo~7 ., TTF AR 5-FU FHRET 38.2% (95%CI : 29.1,47.9) Th -7,
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V. BRICEIHEE

[ SR E A ]
& 2/EPHIE (0S)

ITT £HICBW T, AFHEMBETIEY o ~7, 77 FF AR O 5-FU OFAREL g LT OS T

HHME R Ui, Eio, BEEMIRS o,

0S OfiEfT (ITT M)

AF 200mg Q3W  (n=301)

vy X7 7T A
K N5-FU (n=300)

AR M (%)

213 (70.8)

240 (80.0)

POLE (H) (95%CID

11.6 (105, 13.6)

10.7 (9.3,11.7)

NP — R (95%CI) T
P fE*

0.85 (0.71, 1.03)
0.0001399

127 A 0SHE (%) (95%CI)

492 (43.4,54.7)

44.4 (38.7,49.9)

18 7 A OSFE (%) (95%CI)

36.6 (31.1,42.1)

27.0 (22.1,32.2)

RO — % 2 20184E6 A 13 v NA T
+ 1 JEBI Cox Ll — FET L
1:BRle 7 RE GESHEPE)

CHA] . BEKHE 0=0.0117. FFHE~—T0 1.2

0S @ Kaplan-Meier i (ITT ££H)

100
90 1 S ——— #F200mg QIW
80 W ——— EYFYRT. FSFFRARVUSFU
£ 60 N
B 50
40 ] ™3
30 = .
20 N ““‘"‘-‘L"—‘—hAF%H»h
10 1 [
0 ‘ ‘ ‘ ‘ ‘ ‘
0 5 10 15 20 25 30 35 40
at risk# i
ZA#I200mg Q3W 301 225 172 125 81 37 18 2
'YFYTT,
+5F FRERYS-FU 300 245 158 107 57 26 10 1
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V. BRICEIHEE

PD-L1 it (CPS=1) M TiX., BY F I ~7 ., 77 FF 8K KO 5-FU OF FREZ 63 2 A1 Bk

OB N R ENT,
0S Ot (PD-L1 Bt (CPS=1) ££H)
- TYFXv~wT, TTFRA

AFl 200mg Q3W  (n=257) BN SFU (n=255)
AR M (%) 177 (68.9) 206 (80.8)
POLE (H) (95%CID 12.3 (10.8, 14.9) 10.3 (9.0, 11.5)
AP — R (95%CI) T 0.78 (0.64, 0.96) _
P fii? 0.00855
12 % H OSHE (%) (95%CI) 51.0 (44.7,57.0) 43.6 (37.4,49.6)
18 #» H OSHE (%) (95%CI) 39.5 (33.4,45.4) 26.3 (21.0,31.9)

RN O — % 1 20184E6 A 13 v NA T
+ o J@R Cox LN — KET L
T ERIe ST o E Dh ] . B EAKYEE a=0.0109

OS @ Kaplan-Meier f#if# (PD-L1 5% (CPS=1) #[H)
100

90 — ikﬁ'JZOOmg Q3W
80 CYFSIT FSFFBHRVEFU

704
60 -
504
40
304
20
104
0

H7FE (%)

T T
0 5 10 15 20 25 30 35 40
at risk#} EFHEARIA]

A%|200mg Q3W 257 196 152 110 74 34 17 2 0

‘;;;;;;MS_FU 255 207 131 89 47 21 9 1 0

PD-L1 Bt (CPS=20) £MTiX. BY X ~7 . 7T FF A KL 5-FU GBIk 5 AHIH

FhEE DB R ST,
0OS OfEMNT (PD-L1 B4 (CPS=20) ££[])
~ VXTI, TTFTRAI

AF 200mg Q3W  (n=133) BN SFU (n=122)
A M (%) 82 (61.7) 95 (77.9)
FofE (B) (95%CI) 149 (11.6,21.5) 10.7 (8.8,12.8)
NP — R (95%CD) 0.61 (0.45,0.83) B
P it 0.00074
127 A 0SHE (%) (95%CI) 56.9 (48.0, 64.8) 449 (35.9,53.4)
18 7 A OSHE (%) (95%CI) 46.1 (37.5,54.4) 26.2 (18.7,34.4)

PR DT — % 1 20184E 6 A 1I3A L v b4 7
+ o @R Cox bl N — RFEF L
@i oBE [R]  AEKYE 0=0.0024
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V. BRICEIHEE

0S ® Kaplan-Meier Hift (PD-L1 [t (CPS=20) #£[H)

1004~
904 —— ##J200mg Q3W
80 \ CVFY T TSFFRARVYSE-FU
70+
& 60+ k‘“
& 504 M
4 404
30
20+ \
104
O ) T T T T T T T T
0 5 10 15 20 25 30 35 40
at risk# AEFHREA]
A#H|200mg QBW 133 106 85 65 47 24 11 2 0

%;;;;Jﬁvs-w 122 100 64 42 22 12 5 0 0

OS DOfiEHT (PD-L1 FEBURILA, BRZEAIAEHT)

YR T ST T
AF 200mg Q3W B SFU
CPS<1 (n=44) (n=45)
e () (95%CI) 7.9 (4.7,13.6) 11.3 (9.1,15.9)
NP — R (95%CD) * 1.37 (0.86,2.20) —
1=CPS<20 (n=124) (n=133)
FfiE () (95%CI) 10.8 (9.0, 12.6) 10.1 (8.7,12.1)
MNP — R (95%CD) * 0.90 (0.68,1.18) —

RN DT — % 1 20184E6 H 13 H A v A7
t: BRI Cox LfBINY — FEF ML DY F~T 77 F T A RO 5-FU PERRE & Dl (3
SR 72 fRATT)

& EEA LTI (PFS)

ITT 4T % PFS OfEFTIZILL T DO LBV,

PD-L1 Bt (CPS=1) D PFS OH AL, AFIBEMEET3.2 5 H (95%Cl:22,34) | BV F
7 T FEBKRONS-FUGFHEET 5.0 # A (95%CI : 4.8, 5.8) Tholz, BEYF <7,
77 FFBE L O 5-FU GF B kE 9 2 ARF HEAREED PFS O~ — REGIE 1.15(95%C1:0.95, 1.38)
THoT,

PD-L1 [5tE (CPS=20) #EFTi&. PFS O F v filid, AFIBEMEET 34 5 H (95%CI : 3.2, 3.8)
YR~ T TTTFFRF KNS FUPHEETS.0 7 A (95%CI : 48, 62) Tholz, Y F
~ 7 77 F BB KO 5-FU OF BT 5 ARAHEIEED PFS O~ — R 0.97 (95%CI: 0.74,
127) THYH, BY X ~T7 ., 7T7FFRAIKOS5-FU OFFHRE & g U CARKI B CHEEEE TR
ENnedotz (P=041028, ERln 77 78E (AR . AEAUE 0=0.0016) ,
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V. BRICEIHEE

PFS Ot (ITT M)

AF 200mg Q3W  (n=301)

YR T 7T FHA

K N5-FU (n=300)

A M (%)

269 (89.4)

270 (90.0)

Pefi (H) (95%CI)

2.3 (22,3.3)

5.2 (4.9,6.0)

NP— R (95%CI)

1.32 (1.11, 1.57)

6 # A PFS & (%) (95%CI)

26.0 (21.2,31.0)

44.9 (39.1, 50.6)

12 » H PFS % (%) (95%CI)

17.0 (12.9,21.5)

13.7 (10.0, 18.0)

PR DT — % 1 20184E 6 A 1I3A L v b4 7
RECIST H 4 R 7 A > 1.1 BUCES < G PN iy E

+ 1 BB Cox Lol Y — KET L

PFS ® Kaplan-Meier ifif# (ITT ££H)

1

IEBETFE (%)

at risk#t

A#)200mg Q3W

VFITT

75F FAR Vs FU 300

[EIREHMIE F ]
& 7575 (ORR)

00
90 ——— Z&#|200mg Q3W

80 wYFIIT ISFFEAROE-FU
70 |

60-| ‘

50

40

30

20|

104 ‘ —lt—

ol, : : ; SIS W . i L ;
0 5 10 15 20 25 30 35 40
WA TR A]

301 8 54 43 23 9 7 1 0

148 49 28 19 10 5 0 0

ITTHMIZET 5 ORR (X, AFIHEIMEET 16.9% (95%CI : 12.9,21.7) . BY v ~7, 77 F ) #l
I K OV 5-FU Of FHEE T 36.0% (95%CI : 30.6,41.7) T -7, PD-L1 5% (CPS=1) M TiX, &
FIEMEET 19.1% (95%CI : 14.5,24.4) . BV X ~7 77 FFHAEI K O 5-FU JERRET 34.9%
(95%CI : 29.1,41.1) Toh -7z, PD-L1 [5G (CPS=20) M Tik, AHIEMAET 23.3% (95%CI :

16.4,31.4)
776
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V. BRICEYIHIEE

(72 4pE]

KA, 7T FFRF KO S-FU DFHBRIZI VT, MMt 4451 276 1 263 #1 (953%) (H
AN 25 B 25 B & G de) \ICRITEFA2SERD STz, EARIER (20%LL F) 1%, & 133 41 (48.2%) .
HELL 124 1 (44.9%) | GFHERIBUDE 91 151] (33.0%) 9% 57 84 141l (30.4%) KM DRIE 77 41 (27.9%) .
/R E 75 B (27.2%) . TR 75 6] (27.2%) . A% 67 ] (24.3%) K OVERKEGE 62 14
(22.5%) Th oz, AAHEMELZBN T, ZRMEMITE5] 300 B 175 61 (58.3%) (HAA
23 il 17 Bl & & de) \CRWERANRO Sz, ERBIER (10%LLE) 1%, 7855 4361 (143%) &
ORI REIS TE 3945 (13.0%) Th o7, BY X ~7 7T FF8HK KO 5-FU RO F
TEH ORBEIA X, 96.9% (278287 ) TH -7,

EERRWERORBEIGIIASK], 77 FF8AI KO 5-FU JFRARET 37.0% (102/276 ) . AAIHH
BET9.0% (27/300%41)) . Y X ~7 7T FF AR O 5-FU JFHBET 25.4% (73/287 ) TH
oz, FREEREWEH 1%L E) 1%, KA 777 F 85 & O 5-FU OF FHEE TIEFEEWE L Bk
DIE (5.1%) . Al (4.0%) . ORE (2.9%) . FHEEE (2.5%) « KBEORIE (22%) .
L (22%) . BUiSESET 3 v 27 (22%) | /NGBAME (2.2%) . BrEEEE (1.8%) . &5k
PR (1.8%) iz (1.8%) KT MU U AMSE (1.4%) . FVEMERMZER (1.1%) | Fiide (1.1%) |
M/ REIR Y (1.1%) KOMEM: (1.1%) Toh o7z, AFIEMEEClIMER (1.0%) . BV ¥~
7 77 FF RGO 5-FU BETEE TIES BT T ERIBAME (3.5%) &I (2.8%) . L (2.4%) .
fitige (2.4%) . WP ERIBAIE (1.7%) . A% (1.4%) . 597 (1.4%) . TH (1.4%) | & (1.0%) .
ik (1.0%) . BUifE (1.0%)  FEAIED KOs (1.0%) K OFHREREDED (1.0%) Tho7o,
WD DOIREBRIED B G- IICE > TERITERIZ, AHF, 77 FH AL 5-FU JFHBET 22.8%
(63276 1) . AFIEMEET 4.7% (14/300 %) | BV X ~7 77 FFRAKROS5-FUPFHEET
1$19.9% (57/287 i) (2588 BTz,

BIVEFNC X A FECIIARK, 75 F 8K KO8 5-FU GFFHRE 10 6, A EIEE3 ], &Y R~
77 F AL O 5-FU GFHEE 8 BllC A DLz, WIRIIAA], 77 F 78K KT 5-FU fFH#ETRE
MIEMT = > 7 56, BVEMEMZE, BRI, i, o Xk O AS 1 61, A BREE C il
fidegs . REREME M NEERE K OYH CRIERES 16, BV X o~7, 77 FFR-F KO 5-FU DFRRE
CHfZE 341, BUidE 2 i, AREESRIE, Bk & OB R ARIES 1 Bl CTh -7z,
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V. BRICEYIHIEE

<WRRUIRTRTET - BREOBEE>
FERE - [EPEELFF IR (KEYNOTE-590 it5k) 2 59

HETHA 2 ShiEItE, BEAL, —EHEHER, 77 BRI, 2 BEEL

FE : ALFFIERE O 7o WIRIAUIBR A BB 72 64T - BR OB ER - bR & OV T M I N RIE
PO (Siewert 3% type 1) ORYEEE 74961 (HARN 141 %2 5 p)

B : ALFEERE O 7o WIRTEUIBR RN RE72 64T - B8 O RIE R T b RO e OV T M I N =B H
BEOTER (Siewert 3% type 1) OMMEEE G L L, KA, 5-FU KT AT T F UL L
7T /AR, 5-FU KN AT T F U HBEE DA ME K OV % it 5,

HiEk  AAL 5-FU KO AT T F UPFREERET X7 7R, 5-FU KWW AT T F OB E
FE2OWT NI, 11 TEERBIST Uiz, SAERFI T T, ik (7 07 X377 7840 |
FARE A3 (RSB U A ER T ERE) R OVECOGPS (0 3% 1) 12t~ CHREEBRIL
776
VAT T FrOEEGITRKN6 T —AE TE L, ok, BEFHE TEREMEITHRD LN GEIT,
PR T 2 R TIEIR DR B AR WVE D ERRANZ L E L T 5 B T, B O B T
PEHMEITNRD HID F TAFE 5-FU KOV 275 F o OPF TG T AA D 8L 8 5 4 ke
T5HZENAREE &t

FEFMBEIEE : ITT RS, RiERF EEO@EEEER, PD-L1 CPS™=10 4 & O PD-L1 CPS=10
ORI EROEREERIC BT 5 24T (0S) KOVITT £, AR V- E R B £,
PD-L1 CPS= 10 £ 331 2% MEs A AT (PFS)

BIREFMEIER : ITT 4., Bl /R L EE LN, PD-L1 CPS=104£H 2 ) PD-L1 CPS=10 D&
B EROEBE RSB 520%™ (ORR) | 241 (DOR) | ASaT4EMI"ICBIT 5%
S K O

*] A 200mg. A7 T F L 80mg/m? K&} 5-FU 800mg/m¥/day (5 H ¥ SMHS) DNEIC 3 @A RIEE
(Q3W) T 6 =t— AHEH1% . AFH| 200mg K& O 5-FU 800mg/m¥day (5 H [kt M 5) & Q3W TH 5.,

¥ ST R, AT TFF L 80mg/m? K 5-FU 800mg/m¥day (5 H [MHHpE A HS) DIEIC QAW T6 21—
2P 54% . 75 R KON 5-FU 800mg/m¥/day (5 H ikt s b)) %2 Q3W THH.,

*3 MAELBIMN T ST R COBRE

*4 CPS=PD-L1 Z#%H L= Musk JEEMIE, ~7 a7 77—V RO UoRER) ZREREMEE kL. 100
Z o UM

*5SRECIST A R A > L1RICEDS K EMRTMSIFIfEZ B2 (BICR) 12 X 27HMm

*6 R 2 1 BILL B G SN TRTORE

R -

[F=EFHME A

& 2RI (0S)

ITTHEMIZEB W T, AHl, 5-FU KOV AT T F U RFRRERIIL 7 78R, 5-FU RV AT T F
OFFRIEREIC T U CREBHIICE B2 OS OEZ R LT,
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V. BRICEIHEE

0S OfiEfT (ITT M)

AFAl 200mg Q3W, 5-FU K ¥
VAT T F v (n=373)

77 kR, 5-FU KW
VAT TF v (n=376)

AR M (%)

262 (70.2)

309 (82.2)

OS ot (A)  (95%CI)

12.4 (10.5, 14.0)

9.8 (8.8,.10.8)

NP— R (95%CI)

0.73 (0.62, 0.86)

P fEs <0.0001
TR DT — 4 1 20204E 7T H 2 B0 v bA T

T THBYIY 7 — X 2T % Kaplan-Meier 512 £ 2

1 @R Cox LN — REF VLD T T ER, 5-FU RN R T T F BRI & o ik
§:@Aln 77 vy E DAl . AEKHEE 0=0.01421

OS @ Kaplan-Meier i (ITT ££H)

100
90 — EW200Mg Q3W., SFURUVRTSF
80 ——— ISR, SFURUYRTSFY
70
L 60
B 50
fF a0
30 A -
20 1 ‘“""‘""‘m =
10 e
0 .
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# EFMEMA)
AH1200mg Q3W,
SFURUYRTSFY 373348 295235187151118 68 36 17 7 2 0
3;1732“5.‘;Fun(f 376 338 274200 147108 82 51 28 15 4 1 0

BB ER o BE LRI 5 0S O RAEIL, AHAI, 5-FU KONV AT T F U HFRIERET 12.6
# H (95%CI:10.2,143) . 7T &R, 5-FU KRV AT T F PR HFRERETI8 # A (95%CI : 8.6,
11.1) . ~P— R 0.72 (95%CI: 0.60,0.88) TH Y, MatbIIc A E2dE %~ L= (P=0.0006,
J@hlae 77 e DAl . A EAKE 0=0.01003) .

PD-L1 CPS= 10 4E[MIZ351F % OS D IfEIX, AHl, 5-FU KO A7 7 F O HBIERE T 13.5

A (95%CL: 11.1, 15.6) . 77 &R, 5FU KOV AT T F U FRRIERET94 % A (95%CI : 8.0,

10.7) . ~— FEIE 0.62 (95%CI : 0.49,0.78) T~ 7= (P<0.0001, JE@HIv 7 Z 7 #E [l .
EKYE 0=0.01414) ,

PD-L1 CPS=10 O & V- E R R EMICEB T 5 0S OF REIX, AFKl, 5-FU KNV AT T F
VOFHRIERE T 139 9 H (95%CL : 11.1,17.7) . 7T &R, 5-FU KOV AT T F U OFHEIERET
8.8 n H (95%CI: 7.8,10.5) . ¥ — FIiX 0.57 (95%CI : 0.43,0.75) ToH-o7= (P<0.0001, &5
w7 ZrrE DAl o A EKE a=0.0067)
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V. BRICEIHEE

& A F M (PFS)
ITTHHIZBW T, AHl, 5-FU KONV AT T FUFRRIERIL T 78R, 5-FU KOV AT T F
OERFRIEREICRT U OIS & 72 PFS O EA R LT-,

PFS Ot (ITT M)

AF 200mg Q3W, 5-FU 8 7I %R, 5FU KO
VAT T F (n=373) VAT T F L (n=376)
AV M (%) 297 (79.6) 333 (88.6)
PFS 1 fi" (H)  (95%CI) 6.3 (6.2,6.9) 5.8 (5.0,6.0)
ANH— R (95%CD 0.65 (0.55,0.76) _
P fEs <0.0001

TRBRTH Y ERTIZ & 2 FEAH

T THYIY 7 — X TR T % Kaplan-Meier 512 L 2

1 @R Cox LN — REFNVIZL DT T ER, 5-FU RN R 75 F BRI & o ki
§: BRln s 7 rE Dl o A EKYE a=0.02477

PFS @ Kaplan-Meier fhi#t (ITT ££[H)

100

90 :: — EW200ME Q3W. SFURUYRTSFY
80 = ——— TSR, SFURUYRTSFY
&70
B 60
& 50
B 40
§0
B 30
20 .
10 | bgg
R " 4+
0
0 3 6 9 12 15 18 21 24 27 30 33
st riskit SRR (2]
AHI200mg Q3W.
P .., 373289210 9 79 55 45 25 17 4 2 0
gzgn;;fu&u 376 278 172 62 36 22 14 6 2 1 0 0

Il R B BRE LI T D PFS O RAEIIAH], 5-FU XN AT T F U HERBRIERET 6.3
B A (95%CI: 62,69 . IR, 5-FURDY AT TF U PEHEERETS.8 # A (95%CI : 5.0,
6.1) . N~ —FIIX 0.65 (95%CI : 0.54,0.78) ToH V| HEHHIICAH BEe#E%4 R L7 (P<0.0001,
fE@Rla 77 o7 fE Dl o A EKE 0=0.002) .

PD-L1 CPS= 10 4MIZ351F 5 PFS O RAEIIAA], 5-FU KO A7 7 F OFHIERT 7.5 » A
(95%CI1:6.2,82) . 7&K, 5-FU KN AT T F N HFIERETS.S # A (95%CI: 4.3,6.0) |
AP — REGIE 051 (95%CI: 0.41,0.65) Tod V|, MEANCHEREEZ R L (P<0.0001, JEhl=

77 rmE DA o A EKE 0=0.002)
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V. BRICEYIHIEE

[RIRE-Am A A ]
® 75205 (ORR)
ITT £ MI231F % ORR 1, KA, 5-FU LV 275 F L BEFRIERE T 45.0% (95%C1:39.9,50.2) .
TR, 5-FU KNV AT T F G RBERE T 29.3% (95%CI : 24.7,34.1) TH V., HiHICHE
RUGEAER L (P<0.0001, A E/KUE 0=0.025) ,

& =5 (DOR)

ITTHHICBITF AT —F B v b4 7HEETO DOR B, KA. 5-FU L 27T F 0 R
EREC 83 » A (@ : 1.2+~31.0+% HY) . 7 TkAE, 5-FU KOV AT T F O HIRIEREIL 6.0
B H P 1.54~25.0+% HY) THo7=,

* [] 3B OEBEER S PD DA LIRWT & ART,

(72 4pE]

AH, 5-FU LV AT T F U HFRBEERICB W T, BRI 1545 370 Bl 364 5] (98.4%)

(HARN 74 il 73 Blz&Te) ICRWERARS DLz, EREIEH (0% E) X, i 233 4]
(63.0%) . BARIEGE 145 61 (39.2%) . &lf 143 1] (38.6%) . 55 13561 (36.5%) . 4FHEREKL
B 13561 (36.5%) | MERE 110 61 (29.7%) . 197 Bl (26.2%) . 4F HERBAME 96 B (25.9%) .

A% 96 5] (25.9%) KONHMEREIR D 89 6] (24.1%) T o7z, 7T &R, 5-FUKRDPY AT T
F P FFRIERE CIXEIERIT 97.3% (360/370 ) (2388 bz,

EERBIWEH ORBEIEIIAHF, 5-FU KLY AT T F O IIRIERET 31.6% (117/370%1) . 75
TR, 5-FU KONV AT T F U HERBIERE T 262% (97370 61) Thot-, EAR@EEREER (5%
PLE) 1%, ARAl 5-FU KONV A7 T F U HBERECIEM % (103%) Tho7o, 778K, 5-FU
O AT F O RFRERE TR (8.6%) Tholz,

W N OIRBRIEO B R IEICE > TRIERIX. RAl. 5-FU KO A7 7 F 0FHBET 19.5%
(727370 f5l) . 77 &R, 5-FU KT ATZF U OFRHBETIZ 11.6% (43/370 f3]) 1258 BTz,

BIWERIC X 28 TI3ARA], 5-FU KOV AT ZF U OFHREOB], 78R, 5-FU KDV AT ZF
BRAEE S BN BTz, WERIZAH], 5-FU RO 275 F B BE CE IR RE R 2 E e, il
FERRNE, AV VERTZE R, Wilde . FEEWELF R ERBAME, Mk, MBS, TH. HFAa% 14,
7TRR, 5-FU KOV AT T F o HRARECHUMAE, MEMEMiREER, 1, WL P ERBUDIE,
LRI R RIEERES 1l Th o 72,

E) AT IFUOHELCHEIILLTO B TH D,
<JEROHE> (HFy)
LRERICIT, BIEAEENALE - ARL L, BEOREBICE Y AEZEINT S,
Bik: VAT TF L LT 50~T70mg/m? (KR % 1 H 1R L, D &b 3EBIRET 5,
INE17—NE L, BEEREYIRT,
Ak VAT TF L LT 15~20mg/m? ((KRmEME) % 1 H 1A, 5 HidEkERG L, 27 ed 2
HERES 2, chax17—nE L, HEEBYIRT,
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V. BRICEYIHIEE

HIRARE

HERE - ERLFES MRS (KEYNOTE-181 #ER) ¢ 59

RETH A ShskdtE, BEA, FEEMR. TR, 2 BEbi

FER : —WIEH & U TEERN ML PRIERE O & 2 UIBRAREEAT - R EIE RV LR T BB
5 (Siewert /3% type 1 BB HHEA MRS T) BF 62841 (HAN 152612 5Tr)

B —RigR & U CEER ML RIEE D & 5 UIBR RN REHETT - B RIE R BRI & OV IR
FREZGE L, AR EALZEE 027 ) 2% 80, REZXZRAUIA ) I TH ) O
PR OV % R 5,

Ak AARE ORAI 200mg 3 AR (Q3W) #RINEE G SUTTRBRFEL Y Al A3 IR L 7o (b7
ERE (X7 ) Z X E/L 80~100mg/m? % 28 HREFE=—A D 1, 8, 15 H HICFIRNE G, K&
2 X &L 75mg/m? Q3W ERN& G- X134 U /7 F1 > 180mg/m? 2 HRIEME (Q2W) ERAIRN &
Y OWEFANIZ, 1: 10T a— L ak— MNIEMELEIRT L,

FEAR (AE R T EROE XU BB lE) LOME (727 XUx7 TSN Ik o TEhlEh
776

CT X% MRIIZ K& 2 JEF B AEAG 2 920 L. ZRABRRE A FE4Mh L 7=,

¥, EHEFHN CHE BT IR D DN IGAIC, BEEET 2R TIER DR DLW ED K
HIIZZEE LTV 2 B Tk, IRIEICARE O B EHN TR BET RO H LD £ TARAIO G- % fik
BT DI EBAREE SNz,

FEFMMEIEE - ITT £H", PD-L1 CPS?=10 $[H M O RiE RV EECR EE LI I 1T 5 24
fi] (0S)

BIREMEIEE : ITT4EM . PD-L1CPS=10 MK OV iE R V- AR EFIC I 5 B EA T
" (PFS) . &#h=" (ORR) . Z#h#AM™ (DOR) . ASaT H[H™IZH 1T 5 RN L OHEME

* BRI X S IIELBIM T S BB SR S 2 £

*2 CPS [PD-L1 38l L 7=k (BB, ~27 07 7 —U KO Vo8ER) ZEEHnE ckr L. 100
ERUIME] (3, 2 3=F U BWiEE s L CREIRGEAR &4 TV % PD-L1 IHC22C3 pharmDx [ 4 =1
AV TRHRAE S,

*3RECIST A F7 A L1MUTES G Tz RfEZ A4 (BICR) (2K 57

*AREREEE 1 B BB G SN T RTORE

=L S
[ 2R HmE A ]
& /LI (0S)
BOEPRENTZIZ, SECREHRMAFTHEI0 & L THbIL TV e 2 % Analysis datamodel = TOI LT & L
TR LHENT 21T > 72, PD-L1 CPSZ 10 4:HIC351F 2 OS OFFAT#ERIZLL T O Y,

0S OfEMT (PD-L1 CPS=10 4[H])

AF 200mg Q3W  (n=107) b7 (n=115)
AR N (%) 88 (82.2) 103 (89.6)
oS FefiE™ (H)  (95%CI) 9.3 (6.6,12.5) 6.7 (5.1,82)
NP R (95%CD ¢ 0.70 (0.52,0.94)
P i 0.00855 o

F—ZJy FAT7H :20184E 10 H 15 H

T B 7 —Z kR 3 % Kaplan-Meier 512 & %

1 BRI Cox Heffi ' — REF T L DAL2EIRIE & D ik
§JEhle 77 rkE Al . AEKE a=0.00853
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V. BRICEIHEE

OS @ Kaplan-Meier Hift (PD-L1 CPS=10 ££H)

(%)
110

100
90
80
70
60
50
40
30
20

Rt

10
0

at risk#}
Z%J200mg Q3W
(#2373

ZA#J200mg Q3W
g2

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 (A)
SR

10710086 68 59 49 45 33 29 23 13 9 5 3 1 O
11510276 61 48 31 23 19 14 8 4 4 3 2 2 A1

BE R F R EEEMICBIT S 0S DN HERIZLI T O Y .

OS DfiEtT (FE R bR B E )

AF 200mg Q3W  (n=198)

(b FE  (n=203)

AR N (%)

166 (83.8)

182 (89.7)

OS HfE™ (H)

(95%CI)

8.2 (6.7,10.3)

7.1 (6.1,8.2)

P i’

AYP— R (95%CD) ¢

0.77 (0.63,0.96)
0.00894

T—H By NAT7H 2018410 A 15 H

T B Y 7 —H (ZxHi 7 5 Kaplan-Meier 512 & %

1 F8RI Cox LB Y — RETIAC L BHLFHIE & O ik
§ERln 77 vy RE ] . AEKEE 0=0.0077

OS @ Kaplan-Meier #iift (£18 F- b EOps B4 )

(%)

110
100 ,‘_\\ _________ :tig;mg Q3w
90 - Y
80 - 3
70
60
% 50 A
* .0 \,
30 ‘““.‘
20 - ™
10 [ S I TSP —
ot
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 (A)
£17HR
at risk%
ZA#|200mg Q3W 198177150121103 86 77 57 52 38 24 17 12 10 5 1
(#2853 203179147118 91 64 50 38 27 20 13 10 8 5 4 2
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ITT£HIZE T D OS OEENHFEFIZLL F D@ v,

0S OfiEfT (ITT M)

AF 200mg Q3W  (n=314)

{bFE (n=314)

U E 00 271 (86.3) 284 (90.4)
oS it ()  (95%CI) 7.1 (6.2,8.1) 7.1 (63,80)
A=K (95%CD 089 (0.75, 1.05) —

p i 0.0531

T—XHy AT H 2018410 H 15 A
T B Y 7 —H (ZxHi 7 5 Kaplan-Meier 512 & %

1 BRI Cox Ll — REF T L DAL2EIRIE & D ik
§ JE B maximum weighted log-rank test [ fil] | A& /K%E a=0.0077

OS @ Kaplan-Meier #i#¢ (ITT 2£H)

(%)
110

Z#|200mg Q3W

001 ek

90 | N

80 Y\
70 b
60

50 | N
40 - kN
30
20
10

0 T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 (RA)

=3

HREHF

S ;
b

at risk#
A%|200mg Q3W
bk

314275224176143116100 73 63 46 28 20 14 10 5 1
31428022618113998 75 56 41 26 18 13 9 6 5 3

PD-L1 B (CPS=10) 22RO EE 1670 (AARN 77 2 Ete) 2B 2 HMEIT.
UTnLEyThoTz,

OS OfFEHT (PD-L1 Bt (CPS=10) 22 ¥ ERFEDBE)

AF 200mg Q3W  (n=85) b9 1E (n=82)

OS FfiE (H)  (95%CI) 10.3 (7.0, 13.5) 6.7 (4.8,8.6)

AP— R (95%CD) 0.64 (0.46,0.90) —

T—XJy hAT7H :2018F 10 H 15 A
+ JEBI Cox Ll N — RETIIZ L BALFHE L O g
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OS ® Kaplan-Meier #if (PD-L1 Bt (CPS=10) 72/ V- EEHE D BE)

100
90_‘ — EH200mg QW
80: e (PR
70
€60
B 50 -
ﬁ“oi
30
20 .
107 I ey
O e ————— i —— ——— ——
0 2 4 6 8 10121416 18 20 22 24 26 28 30
at risk¥ MR (R)
#H1200mg Q3W 8579705651434030272111 7 4 3 1 0
(a2 -53 827454423423181410 8 4 4 3 2 2 1

[ZeatE]

ARFIBECIRBN T, VMR85 314 51rF 202 1] (64.3%)  (HAN 77 Bl 57 fl & Te) 1ZH
TERERD Hav, E2EWEA (10%2L 1) 13X, #9597 37 il (11.8%) K OHREHEREIR TAE 33 1
(10.5%) Td o7z, ALFBRIERIZB WV TIE 86.1% (255/296 f51]) (ZREIWER 2358 B, E2RRITEH
(10%LL ) 1XBEAE 86 1 (29.1%) . &ifl 66 B (22.3%) . Hls 64 B (21.6%) . %57 61 i
(20.6%) . T 60 5] (20.3%) . 4FHEREAED 5061 (16.9%) | KM = 2 — 1 /3F—50
(16.9%) . HMmEREHD 49 61 (16.6%) . BABOR 46 1] (15.5%) . HEJE 3461 (11.5%) . 4
HRERICDIE 34 61 (11.5%) K OMEM: 3361 (11.1%) Th o7z,

HE R RIE OFBEISIIAAIRET 12.7% (40/314 1)) | {LFHRERET 19.3% (57/296 f5l) T -
Too FEREERBEWER (1%LLE) 1%, AAIEECIIMER 22%) . HO@EEFE (1.0%) . K
5% (1.0%) M OifiZe (1.0%) Cdb> o 72, (LFRIERE CIEIEEMELF P ERIBME (7.1%) | BiliZe (2.7%) .
FEL (1.4%) . TH (1.4%) | M (1.4%) . &I (1.0%) | Bl (1.0%) | G ERBAE (1.0%)
K O ER- SO (1.0%) Th o7z,

WA DIRFREE D G- 1T o T2 BWERIE . AFIEET 6.1% (19/314 1)) | AL REERE T 6.4%
(19/296 i) |ZFBD BT,

BIVERNC X DIE T IIAAKIRE 5 6, ALBRIERE S BllC A Bz, WRRISAHIRE CHilgs 2 #, O
KB K OETE HIMA 161, (LSR5 RE CRUMSE ., s, Mtk a v 7 R OGRmerE iz 4 1 41,
A QNS A ER B K O A I BR B D 723 1 T - 72,

7235 PD-L1 Bt (CPS = 10) 2o S B a0 BB 1235 1 D 22 AT kb 52451 85 51l 55 51] (64.7%)
{

(AAN 40 fFld 26 BlaEte) ICEWERANES b, ERBWER (10%LL E) 1%, 359 10 4
(11.8%) ROEREOR 104 (11.8%) THhol-.
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W ORETRBEED 5% FORIVER (PD-L1 B (CPS=10) 2o/ FRmEE Iz BT

2 B MERAT R G 5E [H)
BilE (%)
MedDRA/J Ver.21.0 AA zgg?;jg QW {E;{‘i{f
4= Grade 4= Grade

2FIVER 55 | (647 67 | (817
Mgk KONV > RbEE

2 4 4.7) 22 (26.8)

FEEWELT BRI E 0 8 9.8)

i P BRI iE 0 6 (7.3)
W o inbE

FLR B RE (K T | 7 [ 62 ] 0 |
Bl

T 4 4.7) 13 (15.9)

L 5 (5.9) 17 (20.7)

A% 3 (3.5) 11 (13.4)
—% - EFFEER OB G OREE

I ) 0E 5 (5.9) 9 (11.0)

i 10 (11.8) 16 (19.5)

T B 7 (8.2) 5 (6.1)

FEEL 5 (5.9) 9 (11.0)
BRI A

I ER A 1 (1.2) 17 (20.7)

i Bk B 0 22 (26.8)
Rt L Ok fEE

ARk | 10 | 18 | 16 | (195
B RESR R L OV SRRk

75 g | 0 | | 8 D)
PR R

Y 0 6 (7.3)

KM= 2 — 1 T — 1 (1.2) 5 (6.1)

KR = 2 —a T — 0 22 (26.8)
MR SR, HERE K OERRE S

Jiiligi 2 | 7 | 82 ] 0 |
KB B L OV TR

JHEE 1 (1.2) 28 (34.1)

3% 4 4.7) 6 (7.3)

ERINRAINE 2 (2.4) 6 (7.3)

) AFIOABSNTZEXITNRIIU T DO LB TH D,
O DAALFFRIER T L 72 PD-L1 Bt OARIGUIRANRE R LT - RO BB R F LB
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V. BRICEYIHIEE

<BEYIBRTELET - BEOMSI-High 259 348 - BiEE>
HERR - [FERLFEFS IR (KEYNOTE-177 #Bg) 50 57

RETH A ShskdtE, BEA, FEEMR. TR, 2 BEbi

FR ALFRIERE O 22 (I MBIRIEZ bR <) IR YIBRARRE /ST - B3 MMR K48 X MSI-
High 267 5% - EGEEE 307 6] (HARN 22 25 1s)

B AL PRIEE O 2o (A EIRIEZBR <) IREUIFRAEE 70 HEST « F3R D MMR K48 X3 MSI-
High 9 2%k - B EFE Z RS E L, ARAI &Y EMOBIRT 2 0 57%8%E [5-FU - KR Y
F— b« FXH VU T T F L (mFOLFOX6) . mFOLFOX6 &~ AN X< 7 # L kY v
~ 7 L OPFARE, S-FU - AU F— bk « 4V T h % (FOLFIRI) . XUE FOLFIRI & <R
VA TH LT F U~ T EOHFHRE] OF IR LR RETT D,

Ak AAIRE [AA] 200mg 3 AR (Q3W) ##RINEE L) 1 U Y ER OZINT Db 7L
B [5S-FU - AR Y F— b - AF% U 7T F U #E (mFOLFOX6) . mFOLFOX6 &~ N3 X< 74
LT Y v ~T L OPHEE, 5-FU - KU F—1b « 4V 270 8% (FOLFIRD) | XX
FOLFIRI & "N X< 7L TV Fo~7 L OfFHEE] T OWFhnic, 1: 1 O T
VEZAEUT T U, BEHT 2L BE I VR 24 B T AT S IR L 72,
¥, EHEFEN CHEEMEIT IR D DN TIGAIC, FEEET 2R TER DR DLW ED K
HIIZZEE LTV D B Tk, IRIEICARE O B FHM TR BETRD H LD £ TARAIO G- % fik
BT DI ENARELE ST,

FEMBIEE : ITTEM? 2B 5 BmEEEAFHFS (PFS) KOEAEFHIRH (0S)

BIREEEIER : ITT £HI2BIT 2 E4E? (ORR) . ASaT M 21T 5 MK ONEEM

FUALERIEDOR L DA I TO B B5 Lz,
mFOLFOXG6 :
AF YV 77 F 2 85mg/m?, KU F— b 400mg/m? L L ARK Y F— bk 200mg/m?, 5-FU 400mg/m? (2
HMEFE) | 5-FU 2400mg/m? (46~48 FERIRpGEEE) % 2 MMM TS L7,
FOLFIRI :
AV 7T AR KT 180mg/m?2, AR Y F— F 400mg/m? T L ARA U F— b 200mg/m?, 5-FU
400mg/m? (BGRERTE) | 5-FU 2400mg/m? (46~48 FEFRGERRE) % 2 MMM C#E5 L,
RN A= T
Smg/kg % 2 HFMIR TR G LT,
YR T
WJ1E1% 400mg/m?, 2 [B] B LKL 250mg/m? & 138 R e T 5 L=,
*) MAEZEI I ST X ToBEHE
*3RECIST A FT7 A » LIMUITES G Pz dfEZ A4 (BICR) (2 X 57
*AIREREEE 1 BILL B SN T RTORE
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V. BRICEIHEE

R
[F I E A ]
& I I (PFS)

ITTE£HICIBW T, AHBHIEARIER I U CTREEHRIIC

PFS Ofitt (ITT 2£[H)

72 PFS OHEZ RN LT,

AF 200mg Q3W  (n=153) (b5 (n=154)
AR N (%) 82 (53.6) 113 (73.4)
PFS 10" (H)  (95%CI) 16.5 (5.4,32.4) 8.2 (6.1,10.2)
ANP—= R (95%CD) 0.60 (0.45,0.80) _
P i ® 0.0002
F—HHy AT H 202062 H 19 A
RECIST 74 FZ A > 1.1 fUCES < Ef TS pgef) @
T HTBYIY T — 2T T 5 Kaplan-Meier 1512 X 5
1 Cox [ Y — RET T & DAL & O il
§: v s 7 rrmE [l o AEKUE0=0.0117
PFS @ Kaplan-Meier B (ITT 2£MH)
100 &=
90 - ‘\l — FHI200mg Q3W
80 1 \ (e
&m—‘x
M 60 &y
B 40 s
Ao N
& 30 A Ye i
20 Tl
10A qlkﬁkk—i**—l*l
0
0 4 8 12 16 20 24 28 32 36 40 44 48
at riski SR LR (]
ZAF200mg Q3W 153 96 77 72 64 60 55 37 20 7 5 0 O
{E2EE 154100 68 43 33 22 18 11 4 3 0 0 O

& 2B HIR] (0S)
ITTEMIZBIT S 0S OFEFRIZLA T D@D,

0S OfiEfT (TT 4£R)

AF 200mg Q3W  (n=153)

{b2RE (n=154)

ARV N (%) 56 (36.6) 69 (44.8)
OS A" (H)  (95%CI) NE (NE, NE) 34.8 (26.3, NE)
ANP— R (95%CT) * 0.77 (0.54,1.09)

P i § 0.0694 B

T—H By NATH 202042 H 19 H

T T BYIY T — TR T 5 Kaplan-Meier 1512 X 5
1 Cox [P — RET T & DL & O il
§: 7 Z U RE [AM] | AEKYE 0=0.0053

NE : Not Estimated
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OS @ Kaplan-Meier #i#¢ (ITT 2£[H)
(%)

100 4+
N ##1200mg Q3W
90 - % {espank
80 -
e
70 - + .
60 h TS HURE-HHH HH -+
& HiHHE,
z 50 - b+
40 -
30 -
20
10
0-+— T T T T T T T T T T T
0 4 8 12 16 20 24 28 32 36 40 44 48 (A)
7FHAR
at risk#

A#I200mg Q3W 153 134 123 119 112 107 103 75 50 27 16 5 0
L@k 154 137 121 110 99 95 8 64 39 18 10 3 0

[RIEHME A

® 75505 (ORR)
ITT 4281 5 ORR 1%, AFIEE 43.8% (95%CI: 35.8, 52.0) . fL2RIERE 33.1% (95%CI : 25.8,
41.1) Th-o77,

[ZeatE]

ARFIBECIRBN T, LRV 86 153 FIh 12261 (79.7%)  (BAA 12 69 10 Fl &) 1ZF]
TERDERO bTe, FREWEM (10%2L 1) X, T 3841 (24.8%) . #5732 61 (20.9%) . %
FESE 211 (13.7%) L1901 (12.4%) . ASTHIM 1761 (11.1%) . 32 1761 (11.1%) . B4
g 16 B (10.5%) K OVFLRIHEREAR TIE 16 1] (10.5%) Toh o7z, {LFRIEFHIZIB VT 98.6%
(141143 B) (CRMWERDZE S Hiv, EREIEM (10%LLE) 1 XEL 79 6] (55.2%) . T 75 %
(52.4%) . %57 634 (44.1%) . BBEHE 49 6 (34.3%) . HNZE 43 61 (30.1%) . M- 40
(28.0%) . AFTPEREGED 33 61 (23.1%) | I ERIBUDE 30 651 (21.0%) . KRR = = —a
F—29 3] (20.3%) . BEEIAE 28 B (19.6%) . MEJJHE 25 61 (17.5%) . KD IKIAE 25 B (17.5%) .
KiEME= 2 —m RXF =256 (17.5%) . FE - BIEFRHEARDIEGER 25 61 (17.5%) . &t 20
B (14.0%) . &1 17 61 (11.9%) . BfEREIGED 17 61 (11.9%) K OFEEMED F 0 15 61 (10.5%)
ThH-oT,

EEE R RIWEH ORBEIEITIAFIFET 16.3% (25/153 1)) . {LZEIERET 28.7% (41/143 f5]) ThH -
7oo EREBEREIER QWL L) 1%, AFBETIIRER 2.0%) Tholz, (LFERIERETIX N
(6.3%) | FEEMELF P ERIBAME (3.5%) . BEIBEE (2.1%) | JE57 (2.1%) & OGFHERJVE (2.1%)
ThH-oT,

WA DIRBREE D F G- 1R o - BWE L, AHIEE T 9.8% (15/153 1)) | AL FREIERE TiX 5.6%
(8/143 i) |Z5RD BV, B G WM THE LB 5 HIEICE s ZRIEH ORBFEIX, K
FIFENR MESRIERE ClRIRRE Th o 72,

RIERNC & 2FECIEAFIRETIEER O HALT, ALTFRIERE 1 HllC A BT, WIRIE, (L RIERE <G
BHEAN 1B TH T,
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V. BRICEYIHIEE

ER4 - ERSILE S M AHRER (KEYNOTE-164 #B =4/ — K B) ¥

HEBRTYA D Sl dE, FEEELL, IEER. B, vV Fak— b

R IREREY O H D UIBRARE 7 RPT AT XXM (Stage IV) @ MMR K 4H XX MSI-High = A
T oA - EEEE (28— FB) 6341 (HAAN66IZETe)

B8 : JREET O 5 D UIBRARE 72 R PT#EAT AT ME D MMR K48 X% MSI-High %3 5 %515 +
ENGEEE 25l U, A 200mg 3 HFEIFRRE G (Q3W) 12331 5 A 90l OVZe A % G
T2,

A& ARA 200mg & Q3W THUMEE L7-, 1REDOFZNIXEGMRA CREl L=, RO @A
X, BT EPLER L TCOMEMBICERL, Dk 9BM I &2, BRIV ETHIT
XU BEFENZERBAEIT & 72 5 F THM L7, RIGERCIX, BT ENBO LN L £ T, AN
2EMIAF O G- Akt 5 2 & & LT, 7235, BN CREEITRFE O b7 Ha s, A
T2 R TIER TR DRV ED R ZE LTV 5 BE T, RIEILLREO B AR T%
BT RRO DD ETARB O G2/ T 5 Z L NARE & STz,

FEMMIBEE : 155REE 1 B LS ST X CoRBE (ASaT) (2B 5RE%h% (ORR)

BIREMEER : ASaT M Z %4 & L-sEia s b o—/LR (DCR) 23, F2h#iR (DOR) *2, 4
WAL (PFS) 2 R OMRA AWM (0OS) | etk kO

*ALEHE (7 b IV URBRI AV T T F OB LT T AU IV URBB A AU ST A
YOWVTI, XUFZFEDOWTIIIHL VEGF A L <135 EGFR £/ 7 a— T AGUREINZ 2 LU A V)
FBMEIZL LA L BT R

#*2 RECIST 4 7 A > L1ICES S MNHERES (IRC) 12 X %M

*3 SRR, W SUTEBHEST & 72 B RIC 24 BB LR E %R LIz BE OEIE

R
[EEFHmEE ] GBI i 36.1 » H)
& 7=2h% (ORR)
27—k B® ASaT 223172 ORRIZLL FD# Y Th o7, IRCFARIZHES IEAIREIZI T
BHR—=RAT A D DY A XOHE/INE, 3961 (61.9%) THRD LT,

RECISTI.1 % AV /= IRC fHliIZ 25 < ORR @A) (24—~ B)  (ASaT)

AH 200mg Q3W  (N=63)

n (%) 95%CI"

78502 (ORR) 22 (34.9) 23.3,48.0
FE22%) (CR) 8 (12.7) 5.6,23.5
57258 (PR) 14 (22.2) 12.7,34.5
#ZiE (SD) 14 (22.2) 12.7,34.5
PIBEST (PD) 25 (39.7) 27.6,52.8
M A~HE (NE) 2 (3.2) 0.4,11.0

2019429 H 9 R B » hAT
T ISR IS < IEHEE
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[BIREHEIE R 1 GEBREIR H Refif 36.1 % A)
®JiZha L o —/L®k (DCR)
DCR (. 57.1% (36/635])  (95%CI"! : 44.0,69.5) T -7,

& =5 (DOR)
N E COMBO R IEIX, 4.0 » H (& :1.8~313 » H) TH Y . DOR O HF A2 | 3ARFE (4
BH : 3.9+~37.1+ » A) B Th-o7=,

@& ML AP (PFS) 72
PFS O Fefliix 4.1 # H (95%CI : 2.1,18.9) T o7, 6 v H, 128 H. 24 3 H KN 36 » A E
@D PFS (L, FIFI 48.9%. 40.6%. 36.7%K% N 33.9%Th -7~

& =AFHRE (0S) 72
0S Ol IARFI=E (95%CIL: NE, NE) ThoT-o 6 s H. 125 H. 24 5 AKR36 % HEEHED
OS KL, FILEI 84.1%., 76.2%. 63.0%%N522% T -7,

*] TIEAARIC ES < EEREE
2 FITHENY 7 — 2 ZxIET 2 FEmBRHEE  (Kaplan-Meier) 512X 5
*3 (4] (IR DI EHIC BV TORBEITA RN & 2R T

[ZeatE]

BITEH ORBEIA T, 69.8% (44/63 1) (BAN6FIF 5HlEEL) THhotz, EREWEH (10%
PLE) 1, 997 11061 (17.5%)  FRIREEERIS TE 1161 (17.5%) . BA&R 761 (11.1%) . T
76 (11.1%) K OFRREERETTEE 761 (11.1%) Th-o7o,

EERBWEHORBEILIL 9.5% (6/636]) Th-o7-, HEALBIEMIL. B CREMEEEL, K&
SR, MlEAE . WBRERUERE, S, i/ IMRIBAME Th - 72,

BeHHIRICE > ZEWERIE 3.2% (2/63 #1) (23D bz,

BEARIZ LD LEITRD BN o T,
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V. BRICEYIHIEE

<PD-L1 (5D RILE S EEEMMN D HER2 [EE D F M TR LB HRILE>
HERAG - [ERSLFES IR (KEYNOTE-355 ikER) 5 o

HETHA Y
N— N1 ZhEakdilE, FEmEAL, JEERM (Safety Run-in)

SN— k2 Sk dtE, BERk, “EER., 77 BERSR

MR 5 - R D 2 EORTRFRED /2 WEsk « B XX RFTHEI TR DO R VE V2R
K& 2>> HER2 [tk o L B
BNVERRNTRERAER - TTT 4" 847 5l (BARAN 87 Bl & Ede) [/3— b 2]
LERMERATRIRAER © ASaT 4EH2 877 il (HARAN 91 fl&&Te) [3— k1 KUVS— | 2]

B : 5% - IR LIS 2 25 MO RIERED 72\ W iR « B3 LR ATEITIED R VE V24
REEMEDD HER2 2MEOIERE 255 L L, RAALFHRIEOFREIE L, 778K &b
VL OO FIRIE DO INE & OV A % e iait 3% (Safety Run-in Tl 3 DO HRIE D224

LOBFMZFTMT D)

Bk
PR— R 1 BHN AL (FLAVEZECROBNARTTF o R~ ) ZXE /LT nab--327 1

2% )V) OFFFREES OWTRICESHT LT,

PR— R 2 RBHN AL (P LAV BRIV RTTF o R~ ) Z X8/ Enab--327 1
X X)) OOFRRIERS X7 78R bRk (FAVvE e KOANRT T F 0 R7
U % %8 /L nab-s37 U 2B L) OFFFEERS OWTRaNT, 20 1 O CEESEIM
J L7,

HEAELEIA T, IR oL [Z 5V REH 07 V) X X80T nab-/37 U X &%

) vs T LATVHEEY S INVKRTTTF ] | R PD-L1 ORBURIL (CPS=1 vs CPS<1) KR

WALt BEIE T O — 2 T ADALFERIEIERIE (B Y vs 72 L) I K o TREZERI LT,

MEEE b, TAVAEVRORANRTTTF o, R7 U EZXE/LLE nab--X7 U Z 003, #H

BEMBARE Z RN U, i, HEGFHI CREETHRD D2 LEIC, FEEEITEZR

TIERAZE D SR WVEDEIRINCZE LTV 5 BE T, RIFILLE O g 3 5% BT 03

RO HILD ETARRDOE G- ZMkke T 5 Z LR FIREE STz,

FEIMMIER : PD-L1 CPS™=10 4, PD-L1 CPS™=1 # [ M VNN 31T 5 M4 HE A (7[R0
(PFS) M OVEAAFHIM (0S)

BIXREEMIER : PD-L1 CPS=104£[H]. PD-L1 CPS=1 4£M OV EEMICB T 5 ZE%h%ES (ORR) .
ZEhHIRG*® (DOR) | JEh = hr—/L3 (DCR) 7, ASaT MBI B LaME K OB

fEMT AL
FMERM O F1% : PFS. OS 1E Kaplan-Meier £ % AW CHERE L 7=, PES & Y OS DRER] Hrifi
WX e 77 v s e E e, ~— REE (HR) ROV 95%CLIE, &R Cox Heffil N9 — K=
TNERAWTHERE L, £72, Cox lhl Y — RET /L& HWT, CPS 7~ b A7 4l Hitlik,
ECOG PS. {f bk, AN B L EIC BT A E 27 T 2 DAL FRER O, iRk
(LR O A BRI, SRR 12OV T O PES. OS DO BB S fEAT & 3206 L 72, ORR
J% O DCR I ZJ& 1] Miettinen and Nurminen 42 TRl L 72, DOR I Kaplan-Meier 4% F VT K
L7,

ZEMEOFPEE  ARFIL 3 BOA O PG 2 FRncim L, RBRaERofa BEAKEL 74

2.5%&E 72D KO ICEBICHIE L 72, PFS OFENTIX 1 18] B O W RIAENT 2 O8 2 8] H o H I f#ST (PFS

DEAEMENT) THEHME L, OS 1% 3 [l RN S N 2 Jfi 5 2 & & L, 1IEIHOH

RFRNT 2\ FRATRHIE 2 BT L. BBl 2 BKEZ G Lz, OS O H AT & Sf&fipT
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V. BRICEYIHIEE

BT 58 BAKREOR I ITHEEIMRE (a1 R%) 2 M2, PFS. OS X U* ORR D H M
DOF#EIL, Maurer & Bretz @ graphical approach OYE5EE % H 72, PFSIZEI LTIk, PFSIZHLSy
SNTEAOFEAKUEL CPS= 10 EHIZEI V24T, CPS=104M], CPS=14EM], 24EMDIEE
2, 2B 32D PFSICEWTHEEMREFIEAZ WD Z & & LT,

*| HEAL SN T R CTOBRE

IR 1| RS SNIe T _RTOER

*3 AF 200mg 3 EMFERE (Q3W) 5 (Fa—AD 1 HEIZHEE) LLTO(LFEMRE (Y EMAEE D
IR O L [V AT BV 1000mg/m? KON A VAT T F 2 AUC 2mg-min/mL FH4 & (1 =2—
A 21 Hff], =2 —2AD 1, § HAIZEE) | "7 U XX/ 90mgm?> (1 2—A 28 Af], HFa2—AD 1,
8. 15 HEIZHEE) ML nab--37 U ¥ ¥kl 100mg/m? (1 2—A 28 HE, %2—AD 1, 8, 1S HHIZ
®E) 1,

* 7T ERQIW (Ka—AD 1 HEICERE) LTSk (M EMAEE L IGRI) 20 L

[ 5% B 1000mg/m? K ALK 7 Z F 2 AUC 2mg-min/mL #1248 (1 2—A& 21 HRE, 2 —A0D

1. S HAIWIZEE) . X7 U ZXE/L90mgm? (1 =2—R 28 HIE, %=2—2AD 1, 8, 15 HBIZHEE) X
id nab--37 U Z X+ /L 100mg/m? (1 23— 228 HiE, #%=2—2D 1, 8, 15 HBIZHKE)

*5 CPS=PD-L1 #38 L7-fifatk (MEEHIE, ~27 a7 7 — VRO V=R ZRIEEAies L, 100
e U7l

*6 RECIST # 1A R A » L1 WUZHES < ER FMSZP Y EZR AL (BICR) 12 X 27

*7 SERZEEN, BT 24 WML, LR EE R LI BREOEIG

R
[FERHmIE A ]
& EREEA A (PFS)
PD-L1 CPS=10 4£HICIHWT, 7T &R ALFPEEOOF FRIEREC ) U TR L b EIE DA
FIERE CREHIIIZA E 72 PFS DIER D580 H iz,

PFS Ot (PD-L1 CPS=10 4H])

AF) 200mg Q3W + (b ik 7T v R LR
(n=220) (n=103)
A2 M (%) 136 (61.8%) 79 (76.7%)
PFS 1 fili" (H)  (95%CI) 9.7 (7.6,11.3) 5.6 (5.3,7.5)
ANP— R (95%CD 0.65 (0.49, 0.86) _
P fifis 0.0012

T—X By NATZH 2019412 A 11 H

RECIST A KT A > 1.1 BUCHES < B Mz geiE
T THBYIY 7 — X TR T % Kaplan-Meier 512 £ 2

1 BEREEERLE L, B Cox b — RET ML D 7T 2R HbEk & O

§: Bhla s ke (A .

EKUE 0=0.00411
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V. BRICEIHEE

PFS @ Kaplan-Meier Hii# (PD-L1 CPS=104E[)

100
90+ —— AMA0mg QIWHLERGE

80 —— SR+ {ERRGE
& 701
B 60
&5 50
ﬁ 40
g 30

20 e

10 g D S

0

0 3 6 9 12 15 18 21 24 27 30 33 36
at risk#% EIEEEFHM(A]

FH200mg QWHEFEE 220 173122 96 63 52 44 37 25 12 5 0 O
ISeR+{e$HE 103 80 41 30 18 15 12 8 8 7 3 1 0

[RIREFHm A A ]

7205 (ORR)
PD-L1 CPS= 10 #£[HIZ351F 5 ORR 1%, AHAl & AL 1E O Of IR IERE T 53.2% (117/220 1) (95%CI:
46.4,59.9) . 77 &R LALFEEIEOOFRERIERET 39.8% (41/103 1) (95%CI : 30.3,49.9) T -
77

& =201 (DOR)

PD-L1CPS= 104D 9 HZREZhFRD H AL FBFITI 1T D DOR FILAff X, AH L ALE DI
PIERET 193 » A (FPH : 1.6+~298 » A" | 77 R LALFHRIEOFABIERNT 73 » A (G
:1.5~325+» HY) Thoto,

* T4 [ IERBOEBTME TPD AL LN & AT,

&% 2 Fu—/L% (DCR)

PD-L1 CPS= 1042351 5 DCR [5847%h (CR) +EB4yZe%h (PR) +24 @ LL EDZ2E (SD)
EEFR] X, AR ALHREO O RBRIERE R OV T 2R SALHRIEO G RRIERE TE TN 65.0%
(143/220 %) (95%CI : 58.3,71.3) N 54.4% (56/103 f51)  (95%CI : 44.3,64.2) Th -7z,

[Z24pE]

<ASaT#[ : /S— F 1 fUOVS— k2>

BIWER ORBLEIGIL, AA EALEFREO O FPRIERET 574/596 1] (96.3%) (238D v, E72EHE
o GEBLEIG 20%LL 1) 1%, &iin 291 ] (48.8%) . AFHRERJRAME 241 1] (40.4%) | Hols 229
(38.4%) . WLEJE 197 B (33.1%) . W57 164 5] (27.5%) . 4FHEREGEA 132 4 (22 1%) T
STz, 7T RR EALFEREO O RBRERE CITRIER 1T 267/281 6] (95.0%) (238D BT,

HE R RIEH OFBLENG I AA] S AL FFRIEO O RIERET 17.6% (105/596 f5]) . 7 Z &R L{b5:
PIEODFEIERET 12.1% (34/281 i) Th oo, EREERFEIEM (1%LLE) 1%, AF LA b2
FEOOF AFERE I3 1361 (2.2%) | I/ NRIEAME 10 61 (1.7%) . FEEVELEH ERIE 8 61
(1.3%) . WEH: 8 B (1.3%) . MfilEize 761 (1.2%) . B 6fl (1.0%) ThHhotz, 7T7BHREAL
SERRE OO FPRIERE IR 4 61 (1.4%) | 47 ERIBDE 4 61 (1.4%) | 1/ MIEDSE 3 41 (1.1%) |
SEEVELF P ERIBUDIE 341 (1.1%) . WEH: 361 (1.1%) . E3 6] (1.1%) Thoiz,
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WP DOIRBRIEO R G- R IEIZE > 2 BEWERIR, A &AL FRIEOOF HRIERE T 18.6% (111/596
B) . 77 'R EACHEEOIEIERETIL 11.0% (31/281 61) IZFE® bz,

BIVERNIC X 230 I3AA AL EREO PERIERET 2 Blic A B, 7T R L LRk O R
ERETIEA BN Do Tz, WERIZAR LA FEEO O RABERE TR L AR EEL 1 #ITH

ST,

<%= K 21Z81F 5 PD-L1 CPS=10 [ >

AF| EALFIREDOGEFRIEREICIB VT, PD-L1 CPS=10 £ BT 5 22 MRt 241 219 it
212 5l (96.8%) (HARN 19 G+ 19 flxETe) ICEWERHDNZEO bz, EREIEH (20%LL 1)
%, &l 107 41 (48.9%) | FE0 90 f51] (41.1%) | 4F HEKIB/DE 87 6] (39.7%) . BLEAE 76 1] (34.7%)
W57 64 B (29.2%) | AFHERERA 52 1] (23.7%) . T 48 5] (21.9%) . ALT 40 47 41 (21.5%)
K OMER: 44 5] (20.1%) Tod - 7=,

) AFOERENTDREUINRIZUTO LB ThH 5,
OPD-L1 BED AR VE o 32 R ME 23> HER2 Fatth: o I AR EE X I3 F- 3 1L
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V. BRICEYIHIEE

<HRIVEVZBEIEENDHER2 [ TEES U R DEEICH T A1 - EREMEELE>
HERZ - [ERLFEF MRS (KEYNOTE-522 #Bx) oV 62 63

HETHA 2 ShiskdtF, BEAL, “HEEMR, 2 B

R RVE FRRENED D HER2 [2MECRIZEE U X 7T OFUEE 1,174 61 (HARN 76 BilaEie)

B AVE CZEIRRENED) D HER2 2 CTHRIE R Y A 7 OIS 2 xR, IaiSEmiEiE s L
T IR HEFEE X7V EXEAL+DNRTTF o 4da—2, ZOBRFV/LES X
T U+ v aR AT 7 I RE4a—R) OFFEE, KOIFGREpEEE L TT Ik
ARG Z 5 E LT, IRk & LA 200mg 3 B FEIEIRR £ 5 (Q3W) HEFHED IR
A, MOV SRIEE & L CAH 200mg Q3W BLMUERIE DA i K O et Z it 5,

HE: VU AEHORE (HV vs. 72 L) | FEERE (TIUT2vs. T3/T4) | ANKRT T F 2 OFER (Q3W
vs. QW) 12K o TR L., AHHEFIRE AAEE? RO T 7 B R HLFRE 77 RS IC
2 1 OHTHEEDITE D AT,

WTRTREEM O5E T XX R (ko 3~6 % IC, BIGTFM 2 5 Uiz, itk OB #RIE#E
EERE L LTS T 208 ICFFAE SV ic, 1RO G135, 16RO T (KFL 7 Z
BAR 17 a—R) | FEET, BRXITFRTERVAEFROBBIENEL S F Thkkt LT,

FEFHMBEIRE : ITTEF 2T 2WE PRI 2ER) (pCR) . [ypT0/Tis ypNO ™ (FLEN DIRHE
BV U REEERALNRNS O T, IFREROAEIIM DR NG D) | M OEEA X MMAF
HifH (EFS) "7

BIREMEIER : ITTEFICBIT 5 2AEFHIR™ (0S) . pCRZFE [ypT0 ypNO ™5 (FLEN ORI,
R, U U EEEB TR b AL RN E®) ] | pCRZF [ypT0/Tis ™ (FLENOIRIEEAN
HHNIRNH DT, FEREE &V O REEEBO A BT D0 D) 1 | ASaTHEH™ICEIT 5
RN R OERFEME

R AE
MR OFEFETFE © pCR OB Ll X, FIECCHE AT L72J& 5 Miettinen and Nurminen
B X VR L7-, EFS 1L, Kaplan-Meier 5% W CTATFIIR 2 HEE L, BERCRRICIIERIa 7
T U RBEE Wz, 25 & PD-L1 BRI O LT I3 1T 5 pCR %, EFS D& N — K
e BN 95%CI 13, J&B Miettinen and Nurminen 15 &% V&Rl Cox tefil N — RET /L% W THE
H U7 (EFS 13#& 5844 8) . F£7-. Miettinen and Nurminen 15 & 8 Cox Hffl Y — KEF
NERWT, U REIORRE, SR, VAT TF o EE 27T a—v BRRIRRE, Fii,
i, ECOGPS, HER2 %8l, FLEEMI/KFEREFE (LDH) . A7 — 10220 T ?D pCR ZH (ypT0/Tis
ypNO) & Y EFS O#By SEFfRMT 2 F2hE L 72, OS [ " DRFS |Z EFS & [AIEED#EFH T4 TRl L
72. pCR (ypTO0/Tis ypNO) %A D EFS (22Tl Kaplan-Meier ¥4 W CAFMBREZHEE L.
AN — REE LT 95%CT 13 4% G-t &2 8 B & L7z Cox e — RET L EZHWTEB LZ, H
ARNEFIZOWTIE, ITT 2R & FEROFEETFIEIC L 0 T L7223 8 TORFEII Th o T2,
ZEMOPEE  ARRB I, 7 BlO RGN 2 FaiiciE L, RBReRoa EKEE R 2.5%
R\ L 7=, pCR (ypTO/Tis ypNO) (X 2[F (1B &LKWO2[EE) . EFSiL6la (2[EHLA
W) O RIEAT B O fbir 2 J2li 95 = & & Uiz, F7=. EFS OEMEI /R S =54513 08
ERRETDHZ & L L7, pCR (ypT0/Tis ypNO) . EFS & T} OS O % BEMEDFHFEIL, Maurer and Bretz
@ graphical approach Z HV 7z, HRIARHT & B tEARATIC 3510 DA B REDORL 71T, o HE %A
U=,

*1 HTRTSEIRIE 2 BRI D RIS, B2 TR ZETIC L D TNM 538 T Tle 72 N1~2, XiT T2~4
MO NO~2 ICES T 2B 24 LW EE NS E STz, B, TNM 2HEIZ W T, 1RBRE
FHEES 1R CIX AICC 3 7 RS, 1RBRFEME AT B ECGT 2 2 IRCARR 1T AJCC 28 8 RS W BTz,
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V. BRICEYIHIEE

) HETERMREE & U TAK 200mg Q3W (%2 —2dD 1 HAICHEE) LU T REL M L, ifsig
WL L UTAM 200mg QAW (Fa—A0 1 HBIZKRE) & 9 a—AE 5 L7z [N7 U & F &/ 80mg/m?
1 AR E QW) (1 =2—x21 B, &=—20 1, 8, 15 HHIZHSE) ROBARTTF 2 AUC
5mg: min/mL AB2 & Q3W (1 =— 2 21 Hi#, &= —2 D 1 HBIZHYS) Xt AUC 1.5mg min/mL F34 &
QW (1 =—2x 21 HM, F£=2—2Z®D 1, 8, 15 HEICKS) % 4 a—X Z0% F¥ Y Ly VIERE
60mg/m?> Q3W I /L b RS 90mg/m? Q3W (1 =— R 21 HM, #=a—2x®D 1 HBAILES) &
Wy rukRA7y I K (EKHHE) 600mgm2Q3W (1 =—221 A, &=2—2D 1 HHICES) %24
a—2FhE, REYLET VI ELE T T, RBRYERMABE & ICRIR L] |

*3HTRIRIE S LT TR QAW (Fax—2D 1 HRICHE) &% LR—DEFEEH L, ik
HRIEL LT 78R QW (Fa—2n 1 HRICHE) 2 9a—2xFE L1,

*q MEA{L SN T X COBRE

*SARIE T OB, TRER i PRI OB /3 AJCC Breast Cancer Staging 12 33\ CEFAf

*6 MEEZ (LN B LR OWT N DFERN RN RSN B E TOHIM -
PRBEATIC X 2R FINARE, RITHRE UTERBERE, ZRPA, Do LREIC L 25T

*7 RIS [EARIC X 2 BT CORE

*8 MAEZ L S JFIA % B 20 W BT F T

*9 MAEL (L SH, 1BE (RBREEE 5 LI T 2 1R EZ T ToRE

*10 27— RO AT IE EFS O A FhE L7z,

tER
[ 2ERHmE A ]
@®pCR # (ypT0/Tis ypNO)
1 [BIH o RN JAL, T—% 7 b4 7 H 201849 H 24 H) 128V T, pCR OFENT*5R & 722
272 602 BT, AHHALFRIERETIE T 7 &R LRG3 L CREGHIIC A & 72 pCR RO

ENRRO LN,
pCR (ypTO0/Tis ypNO) OfiEHT (ITT )
AF 200mg Q3W + bk 7T v R LR
(n=401) (n=201)
pCR % (%)  (95%CI) 64.8 (59.9, 69.5) 512 (44.1,58.3)
FEMZEOHEEE (%) T (95%CD) 13.6 (5.4,21.8)
P i 0.00055 B

RN D T — & : 20184E9 H 24 H A v " A7
FRIE PRI Z 05 B S0 = A B8 oD i BRI 3 BT
+ : JE %] Miettinen and Nurminen 7% [ l] . A& /K% 0=0.003

@A X NAELFHIR (EFS)
AEIE OFRIMENT A4, T—F B> NATH 20214E3 A 23 H) 1I2BWT, AH|H{bFRE /R
FIRETIZT 7 v R HLFRE 7 7 B RBECT 2R AICH & 7 EFS OREE B Hiviz,
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EFS OfiEtt (ITT 4£H)

AF 200mg Q3W + bk 7T R HLFEES
/AH 200mg Q3W 7SR
(n=784) (n=390)
AR NI (%) 123 (15.7) 93 (23.8)

3 EFS % (%)

(95%CI)

84.5 (81.7,86.9)

76.8 (72.2,80.7)

NP — Kb (95%CI) f

0.63 (0.48,0.82)

P fifit 0.00031
PRI DT — & (20214E3 A 23 BB v A7

t BEREA LR L LEEN Cox N — REFT ML D7 7 'R+ E 77 2R & O
T ERe T o RE DR . A E K 0=0.00516941

EFS @ Kaplan-Meier li#¢ (ITT ££[H)

90 ] AT
9 807 ssmem——ea
gl- 70
It 60 -
*J_\H 50 -
,5( 40
Y- 30
® 201 00 ;
] mg Q3W-HESRES / ARI200mg Q3W
107 ___ soomupsms 75un
0
0 3 6 9121518212427 3033 363942454851
ﬂ N
at risk2% BARNYMEFRAE [B]
AH200mg QAWHL£E%/
800mg Q3W 784 781 769 751 728 718 702 692 681 671 652 551 433303165 28 0 0

TIehHEREE/FS5ER 390 386 382 368 358 342 328 319 310 304 297 250 195140 83 17 0 0

[RIRE-AmIE A ]
& 2 (0S)
IA4 123 T, 0S DA R M, ARAIHBRE AREIRET 10.2% (80/784 ) . 77 &R +1k
LT T 2 ARRET 14.1% (55/390 f51]) THBLL7Z, OS ® HR X 0.72 (95%CI : 0.51,1.02) T
0 EEEEIOR SRy o 72 (P=0.0321377. BRI n 7 F v 7 B Lol | Ak 0=0.00085861) ,

@®pCR HE  (ypT0 ypNO & X ypT0/Tis)
IA11Z31F % pCR (ypTO ypNO M OV ypT0/Tis) X, FERDEY ThH-o7z,

pCR (ypTO ypNO & O ypT0/Tis) OfiEst (ITT )

pCR (ypTO ypNO) pCR (ypTO0/Tis)
AHNHALFIRE | 7T 2R LIRS | AR L E | 77 B R bRk
(n=401) (n=201) (n=401) (n=201)
pCR ZF (%) 59.9 453 68.6 53.7
(95%CI) (54.9, 64.7) (38.3,52.4) (63.8,73.1) (46.6, 60.8)
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(72 4pE]
ASaT 2 [OFEH] (irnnsm ik R Otz 3mia ) 1 ICB I 2EWER O BLEIS X, AH
LRI ARAIRE T 98.9% (774/783 i) (HAAN 45 i 45 il 2 &2e) Thoto, ERREIEM
(20%LA b)) 1. B 49561 (63.2%) . BLEIE 471 651 (60.2%) . i 429 i (54.8%) . HFHER
BUVE 367 1] (46.9%) | 57 330 il (42.1%) . T 238 5] (30.4%) . ALT 1 204 il (26.1%) .
W& 200 51 (25.5%) . MEJJIE 198 B (25.3%) . F&5 196 f5] (25.0%) . {HFL 188 f5] (24.0%) .
I EREGRD 185 5l (23.6%) . AST #0157 3] (20.1%) Tohoiz, 7T BRNHLFRE 77
TR CORIERBIEIAIX. 99.7% (388/389 ) THh -7,
L 70 BIVEH O BLEIE IS b FRE ARFIRET 34.1% (267/783 %) . 77 A H{bpik
/772 REET 20.1% (78/389 1)) ThH o7z,
WT I DOIRFREE O 51 1L IS o o BWERIE, ARF b FRE ARFIRET 27.7% (217/783 #1) |
7T R HCFIEE 7T B AR T 14.1% (55/389 f51]) 1ZRRD BT,
BIVEFNC & DR IIAR HERE/ AFIRET 4 Blic b, 77 R HbSEmE/ 77 B Rt
T 1 BNCH DALz, WRRIEARA HbFRIE/ AAIRECllilgs . fiZgteiE, Mo/ g 1~ 2E
BERE, B OB RS 1 B, 7 78R HEPRE /7 7 B AR CHUEE S 5 v 7 1 BITho
77
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<HEfT-BROFEKE>
HER - [ERILFEF MRS (NRG-GY018, KEYNOTE-868 #5k) 64

HERTYA 2 Zhak kA, BIERk, “EHER., 77 BARXR

R - ALFHIEEO I W HEAT - BROTEEEEE? 8106 (AARN 76 % &)

B AL PFRERE DO 2R OETT - RO EIERF A XRIC, KA RE (N7 ) Zx ek
OANRTZF ) L OPFRFRE, KO O%OARFIEMFRE (ORA & ALFHRE & OO RFRE
BE) B L. TR LHERE L ORERE, ROZEO%RO T TR RS (77 2R L LFEE
& OOFFARIERE) ™ OB INER VR 2% R 5,

AHiE: MMR 27 —# 2 [IE# (pMMR) vs. K# (dMMR) ] . ECOGPS (0 i 1vs.2) | ffif%
HBMEFHRIERE (D0 vs. 72 L) 12X o THEBIL, ARH EALFBRE L OJFRRIEREL T 7 'R
CALSRE L OB RBREREC 1 1 O TEEAEIT L,

FEFMEEE - EIEEAFIIRS (PFS)

BIREHEIER : 24 (0S) . ¥ (ORR) . FEh#IM™ (DOR) . QOL & ! PRO, #%
A TRER I E R R T 0 MMR IHC A 2R & §1 i AR RS T o0 MMR IHC #: A R0 — £
J

fEMT A

FREMT R REEN] - ARPEIZ ITT #£H (ORR, DOR (Z DWW TIEN— A T A B HIE P RERE &2 4
THEM) T, VT APaT EH"S 2 TS & LT,
A NMEFEAG DR FH T4 : PFS 13 Kaplan-Meier 15 % I\ CATF#I#R & HEE L 7=, PFS OFERM kI
e 77 v 7EE W CEHMI L, &GREZ2 A& L LRI Cox N — FET /L% H
WT, NP REERZED 95%E#EXE (CD) Z2HH Lz, J@hla 7 Z v 7 iE & &R Cox
B~ — RET L OJEMER A I3 M RIERE (Y. 72L) MW, OSiX. HH
FRATIRG AL CIL S I 2 % U 72 B e M@ 13 L TV 722 hr o 72, ORR O RER] FLER I 13 Bl
Miettinen and Nurminen 4% V7=, DOR | Kaplan-Meier %% VN CAEfF AR 2 HEE L 7=, PFS,
ORR, DOR, OS DOfiE#FidE MMR A7 —# A2 5% pMMR it dAMMR OB AT L 7=,
ZENMEOFIEE « AR TITERNED 1 Bl RN 2 FafC G L, BRBRAR O —F iR
DR A A EAREFM 2.5% & 725 L 5 RS ITHIE L7=, PFS O Tk, % MMR %t
L T Lan-DeMets |Z X % O’Brien-Fleming M D yH % BHUIC L D558 A4 2, AR I3
MMR M DOBENTE T L, % MMR £H T PFS @ HEE A X2 IO 50%LL EOTEHREN ISR
SRR CET 22 8 & Lz, KRBT 2 2O (H1 : pMMR £ PFS, H2 : IMMR
M@ PFS) %% E L. ZEMAOFEIL, Maurer and Bretz @ graphical approach % AV 7=, &4
\ZHI, 2 ICENENAEARBERM 1.25%%2EF 0 24T, —FH D MMR £ O JF G 8 R S 4
ZHADL O —HO MMR EMICHESTEDZ L E Lz, WFORMNERCRET 255,
H2 Z B INCIRE L, H2 SRERHRINCE B Th - 2854, AEAKERM 1.25%% H1IZHE DT
%o TS DOLE TIX, PFS O BAEA X2 IO 50%LL EOTEHENICBIZR /- MMR 4
M b EICREEZ R T HZ L& L,

* IR RBIRIE & U BRIERE N & 2 BE OGS Uikt FRIEK TR 12 » A28 T3 LI-BE
AN ATBE & Sz,
LUTOWTIRNIEY T 2 EENRIRE Iz,
*RECIST H A FT A > 1.1 HUCES S EATRER A %A 3 % FIGO 33H (2009 4ERR) M SUTIVA #iod
TERRERE
*RECIST # A K7 A > 1.1 BRIZEES < JBIE FTRERHZ O % [H o720 FIGO 4358 (2009 42hi) IVB #1X
FHEROTEREERS
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V. BRICEYIHIEE

*3 A 200mg 3 FEIFEIFE (Q3W) &5 (% a—2xo 1 HHICES) &322V 2% &L 175mg/m? LEHUE
D1z 837 U & X8 )L OGS TE IR W BEIZH LT, R ' X E /L 75mg/m? (B AL 60-70mg/m?)
XFT T I BN ) XX 175mg/m? OFERFEEE iz, AL, BARTIET LT I Vi
WY ) 2w VIR L2WEH CTho72] KO AVAR T ZF 2 AUC Smg min/mL FHY4 & DJEIC
QWL (Fa—2D 1 HEIEE) % 6 a— AL L, 20%, MRk L U TARH 400mg 6 i [
f@ (Q6W) TH G- L 7= (BUBRBHAARE, MERFRIEN O AANIZ 200mg Q3W & 5-Th o 7223, 3R EH T 400mg
Q6W HHIZEHR I NT) o

* 7T R QWL (Fa—AD 1 HAICEE) L*3 LA kE 6 a— 2K E L, 0%, #
FRRE L LT 78R QoW THE Lz GRERBALERE, MERPRIEHO 7 7B RI1E QAW B 5 Th o723,
WBRIET T QoW H HIZET I nT)

*5 RECIST H 4 K7 A > L1ARIZEED < IBBRH Y EATIC X 2 5T

*6 RECIST A N Z A > 1.1 IRICEE-D < 1 ol e # BE SO 3vR R Y R AT L 2 34

] BAELL SN TR COBRE

*8 MEVE A b SIVEBRIEZ 1 FILL BB S o3 R TORE

R -
[F=EFHME A
& A PR (PFS)
pMMR £ [
PMMR EHICIUN T, AR &AL & OOFHBRIERET T 7 B AR S ALRIE & OOFHEIERRIC X
L CHRFHICHEE 7 PFS DIER 27~ L=,

PFS OfEkr (pMMR 4£RH)

AH) EACEEIERE & ODFR# L T TR EALEEE L O
(n=294) PERRIE (n=294)
AR N (%) 95 (32.3) 138 (46.9)
PFS i (A)  (95%CI) 13.1 (10.6, 19.5) 8.7 (8.4,11.0)
NF— R (95%CD) 0.57 (0.44,0.74) o
P ® <0.0001
PRENTHE DT — % 2024 12 A 6 H A v h 47

RECIST FA KT A > 1.1 BT < TRBRFE Y ERRIC & 2HE
T 4 THE0 7 — 2 Zxti5 9 % Kaplan-Meier 512 KX 5

T BERAIERELE LY Cox N — REF ML DT TR EALFRIE & OPFRERIERE & o Hilg
§ . @hile 77 7 iE Dl . BEAYE a=0.001162

PFS @ Kaplan-Meier i (pMMR #[H)

100
90 —— AR RO AR
80 - \”\ ISt e PRE E QRS
€70 \
I,
ﬁ 60 M‘i
4 50 L
18 40 % '-H_"_M‘lmuu n o
i ]
B30 t
20 Mt .
10
0
0 6 12 18 24 30 36
at risk® RIBEEFRA)
KRl LEEE DI REE 294 162 57 29 7 6 0
TotRERREEDEREE 294 144 36 15 4 3 0
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. AERICEYT SIRE

dMMR %

dMMR ZEMIZ W T AH EALFIRIE & OOFIRRIERFL T 7 R LALERRIE & OOF IFRIEREC R

L CHERHAIIC

B/ PFS DIEE &R LT,

PFS OfiFfT (AMMR #£1H)

AHI L ALFRIE & OBF AR 7T R EALERIE L O
(n=110) PERRIE (n=112)
A M (%) 29 (26.4) 60 (53.6)
PFS i (A)  (95%CI) NE (30.7, NE) 8.3 (6.5,12.3)

NH— R (95%CD) ¢
P’

0.34 (0.22,0.53)
<0.0001

PR DT — & : 20224F 12 A 16 A v b4~

RECIST 7 A RJ 4 > 1.1 Uz H-S < IGBRE S ERIC L 50T
T THE 07— 2 x5 9 % Kaplan-Meier 512 K 5

I G HEEZIER L LR Cox N — RETF T L D 7T v R LALEmRiE & OO IIRIERE & O ik

§ @iln g o rkE DAl

NE : Not Estimated

EKUE 0=0.002074

PFS ¢ Kaplan-Meier ifif# (dMMR #£[)

100

\+—.“_‘_h’“
90|
80 - 5 . \“M
870 Vo,
# 60 H \
50 o
Bao
%g 30 i FAEF+ A H
20| — amerymaeonmmE
10 TSRS L DS
4] - . - .
0 6 12 18 24 30 36
at riskz A= TFRIR (R]
FECEEEEOHAEE 110 85 45 24 10 9 2
TSt RRECOHBEE 112 69 25 9 4 3 0

(R TE B ]
& AR (0S)
pPMMR £

PMMR EMIZEBWT, T—F B v A7 BEFAT OS OHRAE 1T, AH| L0 E & OO ARE
FET27.96 # A (95%CI:21.42,NE) . 7T AR LA E L OFERRIERET27.37 # A (95%CI :

19.52,NE) TH -7,

dMMR £

AMMR EMICBWT, T—% B v b4 7 BT OS O Rl 1L, WkEE & RBETH -7,

*FIHY) ) 77— ZIZKkHGT 5 Kaplan-Meier V512 & %
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V. BRICEYIHIEE

& 7=%h% (ORR)

PMMR £

PMMR #£HIZ31F % ORR 1%, AH| & Ab52miE & OOFFHRIERET 61.4% (95%CI : 54.6,67.8) . 7
TR LALEIRIE & ODFHRERET 51.5% (95% CI : 44.9, 58.0) . BEREIZE1E 9.9% [95% CI : 0.7,
18.8, 44 H PME (Ff) :0.01718] TH o7z,

dMMR £ H|

dMMR 4EHIZ351F 5 ORR 1%, A LA EE E OO FFIERET 77.9% (95%CI : 68.2,85.8) .
TR LA & OPERRIERET 69.5% (95% CI : 59.2, 78.5) . REMIZ1E 8.2% [95% CI : -4.5,
20.7. 4 H PAE (FrfA) :0.10240] ThH o7z,

& =201 (DOR)

pMMR £ [

pMMR FEIZF51F 5 DOR OH YA 1, AAK| L ALFHRIE L OOFRHBEIERET 7.0 » A &GP @ 0.0+~
32.8+5 A7) | 7T vR AL L OOFHBIERET 64 5 A (#FH : 0.0+~20.1+% A™) ThoT=,

dMMR £ [H]
dMMR £EHIZEIT 5 DOR OHRAE™ 1%, AF| &R E & OPFERERCREE FPH @ 0.0+~
33.04% A7) | 7T BR EALERIE L OGFHREREC 44 » A GEPH : 0.0+~32.8+% A™) ThoT-,

*1¥THEY F—Z IG5 Kaplan-Meier {512 & %
*2 T+ TR OB BIHE £ THRBETA RV L AR

[ZeatE]

BITERZBIEIG X, ARA ALk & OPFRPRIERET 95.5% (365382 1)  (AAAN 2 5l 2 {5l %
Gte) THO., EREWER (20%LLE) 1%, 5ES7 22561 (58.9%) . Al 178 ] (46.6%) . BLESE
163 151 (42.7%) . 0> 146 5] (38.2%) . R E == —a /x5 —117 4] (30.6%) . {HFL 112
(293%) . T 110 B (28.8%) . Kith==2—no F—98 i (25.7%) . MAIMEREIL 97 #i
(25.4%) . 1/ MREGEA 93 651 (24.3%) | AFHEREED 87 1] (22.8%) K OMBEHE 80 41 (20.9%)
Thotz, 77vAREALFEELE O ABRIERECORIERRIEIAIL 95.0% (358/377 1) (HA
N3G 26 &2ETe) CTHY, EREWER (20%LLE) X, 357 197 61 (52.3%) . BLEIE 167
(44.3%) . &1 162 1] (43.0%) . > 129 1] (34.2%) . BAEMERRR = = — 1 35 —113 41 (30.0%) .
M M ERE D 107 61 (28.4%) . T 103 61 (27.3%) . B 97 B (25.7%) . 1854 90 61 (23.9%) .
KA M= 2 — 1 /3T —86 5] (22.8%) . 4F HEREIRD 81 1] (21.5%) K O/ IMRE D 77 4 (20.4%)
ThH-oT,

HERRITEH ORBLEIE IIAA] &AL HRE & OOFHEIERET 21.5% (82/38241]) TH V| L/eEE
REWER (1%L E) 1%, &l 1361 (3.4%) | FEEELF R ERIVE ., & b X O R EREDR D & 6
Bl (1.6%) . FMEREDD 5B (1.3%) . FHl, KA U w7 AfE, by, G ERJEVE & OV MK
B K46 (1.0%) Tholz, 778K L ERE L OPPRFRERCOEEZRFIEMH ORILE]
AL 11.4% (4337741 ThHo, EREERENWEH (1%L E) 1, & 9f] (2.4%) . FHEWVELF
FRERIBCDIE, AT EREGRD . WK, TR OVEACPE D S 4 461 (1.1%) Thoiz,
BIVERNC KX 25001, ARAI EALFHRE & OOFRBIERET 1 Hl, 77 'R L ALk & O RE
FEC2HICBO DTz, NARIE, A EAb2E & OFRRERECMEE (LD . 'R &Mk
FRIE & OB RERE CRUE X OBUIEME S 5 v 7 (% 1)) Tholz,
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V. BRICEYIHIEE

HER4 - ERSILEFIIAERE (KEYNOTE-775, E7080-309 #tkx) 65 60

RERTHA 2 ZhuskdbF, EWAEA, JEEMR. TR, 2 BEEbi

R 77 FFH 2 G Tt FIRIERE O & 5 UIRARE /ST - RO = B 827 61 (H AN
104 il 2 & de)

B 77 F T K & G RIERE O & 5 UIBRRRE/ AT - RO T EREREE XI5 L L, R
Fle L onNF =T OOFREEE | ALFRIEOTIINE R LM% st 5,

Fik  KAE VoNTF =T OOFRBERE TR Y BRI U7 RIERE? (R: Y re
NI NZ U EZEXE) OWTIANT, 1 1 TEESEIRT L,
AEZEHT T, FTMMR A7 —#% 2 [ (pMMR) X(iIK#E (AMMR) ] 1Tk ->THEHE
ZRERMI LIz, Z®5H pMMR OEEEIX, ECOGPS (030X 1) | Hulsk (Mol 1 : BN, KIE
NFHE, A=A TVT, 22—V —=F 0 FEOA AT )b, THIE 2 : 2Ot fig) KO
BRI X D B RIEEIE (b T L) CE LIS,
7RES. HEHGREAR TR AT DN HAIC, REET 2R TERARD b e WEDERK
B E LT 5 BE TIE, REILIRE O B AN CREEITTARD b d £ TR kT 2
ZENMAREE ST,

FEMEE : LAWK (0S) M OMESEAFIIES (PFS)

BIREHMEIER : 25407 (ORR) . fEFHEEDHE QOL ([T 2 BERE T 7 M A, 4tk LA
F=T7 OMFERRE, 7 V7T 7 AR AUC

R AE -
FEMT X RAE ] - AT ITT 2™, 2 aVEiX APaT £H™ 2 g4 & L7,
HNEREAG OFE R © OS U8 PFS I3 Kaplan-Meier #: % Fl\W CATFHIR A HEE L2, OS Y
PFS OREEIIIIERIn 7T v 7 REE AW CEHMEI L, #5842 L& L L2 Cox HfFl
PF—RFEFLEZHNT, "= FEEERZED 95%CI ZHH L7-, ORR ORER B ILE ]
Miettinen and Nurminen %% AW 7=, Ehlla 7' 7 BE K VNER Cox bl — REFT ILD)E
IR AT VA B IO 72 @RI R+ % V7=, OS. PES KO8 ORR DOfEriZ M KO
PMMR £ Z 55 & LTI L7, 72, Cox bl Y — REF A ZHANT, FEilis (65 mAIM.
65 L b))  ANFE (AN, 77 A, Eofh) | ik (s 1, Hidgk 2) | MMR 27— & 2 (pMMR,
dMMR) . ECOGPS (0, 1) | ‘BH#MRHIC L MG RE (b0, 7o L) | MRS CENEE.
AN LIAN) | RIEHET A 8% (1, 2, 3LLE) BIOY 7 7 — 7l & 320 L=, BARANE
DWW TIE, TRBR I AHE (2 fid S Tu/2un2s, 0S, PFS, ORR, DOR & X DCR (290
THHEM L, FHMEERE U CRFRIFZFEL <7z,
L BEVEOFIEE « AR CIIERIMED 2 [BlD I EIfENT 2 SFRTIZEHE L, PFSIX 1 8] B o fifgEeT 2
HAEARMT & L OS 13 2 [|1 0> o AT Mo OV A& AT 22 St s 5 2 & & LT, 24 & U pMMR £
HT?d 0S, PFS & UF ORR ORAKDA EKUEE Frfl] 2.5% & 705 L O ITEBICHIE Lz, 2
D EMEOFIFEIZIE, Maurer & Bretz @ graphical approach % 72, %9 pMMR £ ® PFS |Z

EKAER ] 0.05%, pMMR D OS (A EKEE ] 2.45% % Blsy LT, LARE, HEHIICAEE

T > 7-3A 12, graphical approach (23S TH K o 2 L5 L7z, OS O H RIMENT & OV
FMRNTIC I DA BEAKMEDORL 71T, o &S Z Vo, ORR X 1 [BIH OH T 07T — %
EFRHOVTREEFEmBTHZ L & LT,

*] A 200 mg 3 IR (Q3W) | LN F=720mg (#H) % 1A 1[E QD) TH#KSEH

*) NV Ve UERE 60mg/m? & Q3W, XF/N7 U Z¥E/L 80mgm? 452 —A (1 2—R 28 HfH]) @1,
8. I5HEIZH&E

#*3RECIST A K7 A ¥ L1RICEEDS < EMRTHSIHICEEZ B2 (BICR) 12 X 23
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V. BRICEIHEE

IR LS NI T R TORE
*SIERE L 1 B ERE ST~ ToRE

R
[F 25 E A
& 2RI (0S)
BEMIZBWV T AH L Lo ANF =T OO HBEERR LR IEREC R U CRFHIICE E 72 0S Dk
TroR LT,

08 OfiET (2]

AF 200mg Q3W, E=)-35
L RF =T (n=411) (n=416)
AR NI (%) 188 (45.7) 245 (58.9)
OS HfiE" (H)  (95%CI) 18.3 (15.2,20.5) 11.4 (10.5,12.9)
AP =R 05%CD) * 0.62 (0.51,0.75) -
P fis <0.0001

PRAMEATEF DT — & 1 20204E 10 H 26 BB >~ b4
T ¥ B8 77— 21 ZxHi 7 5 Kaplan-Meier 512 £ 5
TGRSR L L8R Cox el — RET I L D bSEE & DOl
§fEhlm 777k LAl o A EKEE 0=0.0064

0S @ Kaplan-Meier fhi#¢ (£4EH)

100
90 -
80 -
70 |

L 60 -

B 50 |

fia0
30
20
10
0

— ZR200mg QAW RULV/F=T

——— (L
0 3 6 9 12 15 18 21 24 27
7R (R]

at risk#j
AH200mg QAW R
LYNF=F 411 383 337 282 198 136 81 40 7

{E2FE 416 373 300 228 138 80 40 11 3 0

Fo. BEEACANOERR SN IALFRIEFOEA] (O RF Y res v (6056]) XT@/ 7 U #F
oL (222 41) 1 BIOE RSN &2 F R FEHE U725 3. AL FPRIEREC T oA/ & Lo
=7 OOFHFERED OS D~ — REkiE, £ 210@0.49 (95%CI : 0.39,0.61) K UX@1.40 (95%CI :
0.93,2.12) Th-oT-,
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V. BRICEYIHIEE

PMMR £HIZI T, A & L o AT =7 OO AFIERH LA HRRIERF I L TREHIICA E 7R OS

DEEE R LT,
0S OfiEHT (pMMR 4£[H)
Al 200mg Q3W, b7 E
L ANF =7 (n=346) (n=351)
ARV N (%) 165 (47.7) 203 (57.8)
OS HHfE" (H)  (95%CI) 17.4 (14.2,19.9) 12.0 (10.8,13.3)
NH— R 95%CI) * 0.68 (0.56,0.84)
P i 0.0001 B

PRAMEATEF DT — & 1 20204E 10 H 26 BB >~ b4 7

T T HEI Y 7 —HZ (ZxHiE 75 Kaplan-Meier 512 & %

TGRSR L L8R Cox el — RET I L D b5k & DOl
§fERlm 7 Z 7k DAl . A EKYE 0=0.0073

& BRI (PFS)
BERMICBNT, AKHF L Vo A"F =7 OO HBRIER AL EIRIERF ST 2 AT A B PES ©

WEE LT,

PFS OfigtT (24 H)

AF 200mg Q3W, #==)37R

Lo RF =7 (n=411) (n=416)
AR N (%) 281 (68.4) 286 (68.8)
PFS it (H)  (95%CI) 72 (5.7,7.6) 3.8 (3.6,4.2)
ANP— R 95%CI) * 0.56 (0.47,0.66)
P s <0.0001 -

RECIST A KT A > 1.1 BUCHES < G F Mz geiE

T B0 7 — 2 xR 3 % Kaplan-Meier V512 & %

T BEREA IR L LB Cox LT — FET I L D HRIE & Dk
§ERle 77 ke DAl . B EKYE 0=0.0005

Fo BEEACANORR SN IALFRIERFOEA (O RF Y res v (6056]) XT@ 7 U ZF
L (222 61) 1 BIOE RSN %2 2 FEHE U725 3, AL FPRIEREC T AR/ & Lo
=7 OO HFEIERED PFS O — REIE, 21 E40D0.47 (95%CI : 0.39,0.58) & TN20.85 (95%CI :
0.61,1.20) Th-o7-,
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V. BRICEIHEE

PFS @ Kaplan-Meier fifg (42£E[)

100
90

80 -
&70 \
B 60 -
£ 50
%3140—
%30-
20 -
10
0

— AH200mg QW RULYINF=T
——— {CPROE

0 3 6 9 12 15 18
at risk#4 BIBBEFM (8]
F#1200mg Q3W RU
VYNFZT
{E2EE

56 43
10 4 1 1

411 316 202 144 86
416 214 95 42 18

PMMREFIZEB W T ARH & L o _F =7 OO HEIERE AL SRIERE S5 2 /5 A 72 PFS
DS EER LT,

PFS OfiEHT (pMMR #£)

AF] 200mg Q3W, [ #== 375
LN F =T (n=346) (n=351)
AV M (%) 247 (71.4) 238 (67.8)
PFS 1 fi" (H)  (95%CI) 6.6 (5.6,7.4) 3.8 (3.6,5.0)
NPF— R 95%CD) * 0.60 (0.50,0.72) _
Pt <0.0001

RECIST # A K74 > L1FRIZHES < GRS 9l E

T B0 7 — 2 xR 3 % Kaplan-Meier V512 & %

T GREA AR L L7 RI Cox el — RETIC L B b5k & ot
§ Rl 7 r ke LA . AEKYE 0=0.0005

[RIRE-AmIE A ]

& 75205 (ORR)

SEMIZEIT 5D ORR X, AFE Lo ANF =T OOFHBEIERET 31.9% (95%CI : 27.4, 36.6) . 1L
FRVERE T 14.7% (95%C1:11.4,18.4) Th v HEHNICH B t#E %~ L7 (P<0.0001, &5 Miettinen
and Nurminen ¥£ [ fl] | A EK%E 0=0.025) .

PMMR EHIZH81F % ORR IE, AAlE Lo N\F =T OOFRPFRIERET 30.3% (95%CI : 25.5,35.5)
ESHRIERE T 15.1% (95%C1: 11.5,193) Th V| et H B RdeE 2w Lz (P<0.0001, JEHI
Miettinen and Nurminen 7% [A ] . AZE /K% 0=0.025) .

[ 4pE]

BUWER ORBLEIGIIAR & Lo NF =T OO HBEIERET 97.3% (395/406 #1)  (HAA 52 f5ilH 51
flaEte) Tholo, ERRIEH 20%LL 1) X, @it 249 6] (61.3%) . HIREREEREIR TE 222
B (54.7%) . THI 1716 (42.1%) . Bl 158 B (38.9%) . EAKIHGER 151 61 (37.2%) . ¥#57 113
Bl (27.8%) . HEHER 10561 (25.9%) . &M 98 5l (24.1%) . RER 91 i (22.4%) . BAHEHE
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V. BRICEYIHIEE

87 H (21.4%) K OFE « BIKFFRAT AR LIEGERE 84 61 (20.7%) Th o7z, (L FHFIERE TORIE
FARRBEIS1X 93.8% (364/38845) T -7,

EELRBEAORREGIIAA & L o _"F =7 OO ARRIERET 33.7% (137/406 f5]) . {b2fieisrt
T 14.4% (56/388 %) TH -7z,

WTNDDOIRBRE OG- ILIZE > TCRIERIZ. RAlE Lo AR"F =7 OO HIEIERET 29.1%
(118/406 ) . ALZFIRIERETIX 5.9% (23/388 ) 12388 HivT=,

RIERNC KD CIEARF & v onTF =7 OO HEERE 6 B, (LFRIERE 9 FllcA b7z, Wil
AH & L oNF =T OO REIERECLIEZE, AEEERE, KGR, ZIRGEIERN SERERE, &

BE S AE R, NI R 1 1, ALBFRERE Tz 2 61, DA%, ) o IfitELAR4, DFEMEY
= v 7, WEtOE, BuE, HERE, Bl 10 ChoTc, (F—&Hy MATH 12021 4F

2A8H)
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V. BRICEYIHIEE

<HBALEERERICEEL- TB-High 289 51T - BROERE (ZEMNTABRNIRBLIES
IZFR%) >
SER4 - ERSILES MAHRER (KEYNOTE-158 #Er 7 L—7 A~]) &7

HERTH A > ZhuskdeF, FEEELL, IEER, B, v L Fak—h
TR ACERERE O & H AT « T O B EE
BHWERNT R GE « T — X 0 > A7 BO 26 BEIRTE TICHEAAN SN, AAlZ 1 BB
HENZTMB A a7 #H4 5T _XCOEE [TMB-High® # /325 1024 (HAAN 6 6% &)
o OY TMB-High 24 L72\> 689 5] (HAN 71 il & & e) ]
LRV M - F— 2 v A7 B £ TICAK % 132 B 5 S /-, TMB-High 24
% 10561 (HAN 6 #%& 5 ip)
B AL AL D & 5 TMB-High 2 A3 217 « R OB BT 255 L L, AAl 200mg 3 1
MR (Q3W) HELICEBIT 2 H MR L2 RIS,
Fik o AHI 200mg & Q3W TATHFHE L=, RIS TG MA TR L 7=,
78, HHGRHE CHREETARD DN HEAIC, BEETZ R TERARD e WEORRK
B E LTV BTl RIBICARE O B EHN TR BT AR b LD F TRAK 2 FRIA
ROBHZMkGET 5 2 E R AREE STz,
FEMEIEE : 7—F v bA T HO 26 HERTE TICHAAINL DI, AFIZ 1R ERG S
TMB 227 #HT 5T XCOBE (AONEMITHREM) 12811 578%h% (ORR) ™
BIREMEIEE : A 2T REMIZI T 2808 (DOR) ™, MEHEALFHIH (PFS) ™ kW
EAGFHE (0S) | BAaMMITISERIC BT 2 R R OB

*] —RIGFEE L CREEERIC I S T BARSEIREE QNS B 28 THWD BTV B T K& O R
B2 G TIRBICIEPE I AR A OBEEMAAND Z L L EhT,

D NOFHOHDMRA (F—T A~]) OOWTINCRE L, EHEERAES T, vy 7 AMEY
N1 (PD-L1) | #EREEE T HEL T 27 7 A/ (GEP) KU MSI-High M &2 443 2240k 2345 & 41
- RBE,

A NTFTE (R ERTE)

B. s [ RS SOIMER (FNSUIIFSMBER) | 727207 7 — & —BEREIER 13 bR < ]
C. i, Aal, /MG, FERG. LG M O Sk DRI N W E S (7B 2oL B S b 23 AL B4 PN 25 AR5
D. T NI (RSO R ZEMRE & 55 <)

E. TE%E (RF L)

F. /e (R BRTE)

G. /Nl itz

H. )i

| RN

T MR (ARE S M SE MR & bR <)

*3TMB 227 (5%LL EDT LABEE Tl th SN2 [RIZEZE R K OFERZEE RN O | ARSI OZE R K O
BEF X IIHRRERI B DR DD LB XA ONAEREZRWI-F HEEDH 7D OZ RO (mutations/megabase) )
2310 LLEDOBE L FANZER LT,

*4 RECIST 4 F7 A4 > L1IRUICIES S MSTHIEERA S (IRC) 12X D5H
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V. BRICEYIHIEE

R
[(FEFHMEER ] GERRIM g 111 % A)
& =203 (ORR)
BHNERENT S GEE 231 5 ORRIZLL T DY Th o7,

RECISTI1.1 Z v 7= IRC I -5 < ORR DEHK) (A 2h AT et G4 H])

AF| 200mg Q3W
TMB-High Non TMB-High
(N=102) (N=689)
n (%) 95%CI' n (%) 95%CIt
7% (ORR) 30 (29.4) 20.8,39.3 43 (6.2) 46,83
5E42%%% (CR) 4 (3.9) 1.1,9.7 11 (1.6) 0.8,2.8
%% (PR) 26 (25.5) 17.4,35.1 32 (4.6) 3.2,6.5
ZE (SD) 14 (13.7) 7.7,22.0 228 (33.1) 29.6, 36.7
Non-CR/Non-PD* 0 (0.0) 0.0, 3.6 3 (0.4) 0.1,1.3
¥ BT (PD) 48 (47.1) 37.1,57.2 349 (50.7) 46.9, 54.4
Al A~EE (NE) 10 (9.8) — 66 (9.6) —

T—XHhv A7 H 201946 H 27 H
to TIESHICEES  IEREE
T FICHIE TR R CITER A 7 L & S, TRBRIERE 54412 Non-CR/Non-PD & 3l S Au7- B

RECISTI.1 % 7= IRC #EfiI2 2-5< ORR DEH (WNAFER])  CHRhMEMRMT TS M)

TMB-High Non TMB-High
2N AR n Z&50% (ORR) n 7% (ORR)

N=102 n (%) N=689 n (%)
7 N e e 34 10 (29.4) 42 4 (9.5)
B S 16 5 (31.3) 59 7 (11.9)
F = N 15 7 (46.7) 67 4 (6.0)
TP 14 1 (7.1) 75 8 (10.7)
AN 12 2 (16.7) 60 2 (3.3)
PR IN 53 WA TS 5 2 (40.0) 82 1 (1.2)
W 7K e 3 1 (33.3) 79 3 (3.8)
HIR bR 2 2 (100) 78 3 (3.8)
Hp Rz Jie 1 0 (0.0) 84 9 (10.7)
JHE 0 — 63 2 (3.2)
T—XHhy AT H 201946 H27H
—  HEEART]
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[FIREEME E ] GBERIR P YefiE 1.1 % H)

& =5 (DOR)
TMB-High £ O &g £ TCOMB O RfEIL, 2.1 » A &P : 1.3~63 » H) THY ., DOR DO
G IR B (FPH - 22+~348+ 3 H) 2 TH -T2,

& BT {FHIR (PFS) !
TMB-High 4£[H® PFS O i1 2.1 » A (95%CI : 2.1,4.1) Toh-o7=, 6 5 H, 125 H, 18 # A
N 24 7 HIF SO PES Rix, TN EH 38.2%, 26.4%., 22.9%M% (N 21.6% Tdh-7=,

& AR (0S) M
TMB-High £ OS O FRAFIE 11.7 5 A (95%CI : 9.1, 19.1) Tho7z, 6 n A, 125 H, 18 %
H IO 24 5 AEERO 0S it THEH 70.6%., 49.6%., 42.5%&% (N 343% T -7,

*1 T HEI0 7 — 2 ZxIET 2 BEBIRHEE  (Kaplan-Meier) 712X 5
*) (4] TR DG £ TIEBEITA W2 & 2R T,

[Z2421k]

BITEH ORBLEIA T 63.8% (67/10561)) (BARAN 66l 5HE2ETe) Tholo, EREIEM (10%
PLE) 1, ¥697 16.2% (17/105 %1) | HURARBEEEAR TE 12.4% (13/105 f51]) | HEJJ0E 12.4% (13/105
) . BEEGE 10.5% (11/105 1) KOV 5 FEIE 10.5% (11/10561)) Th o7z,
HELBIERAORIEEX 10.5% (11/1054]) TH-o7-,

e RIS E - 2 RWERIT 7.6% (8/105 6) 12388 Sl

BIWERIC X A% 1 6] (i) Thol-,
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V. BRICEYIHIEE

<EAXIIBROFEEE>
HERAE - ERLFES MRS (KEYNOTE-826 i) 68 ¢

RETHA D ShskdtE, BEAL, —HER, 77 8RR, 2 BEE
RR ARIBHIIRIR DRI 72 < ALFERIERE DO 2oy (BB BEE & L CoRERRITFR<) #1T
SUTEFREOESHEBRE 6176 (HAN 57 6% & Tp)
B ARIBHIE I OIS 72 < ALSERIERE D22 (LIRS & L COBREGREITER ) #1T
MITHREOESEBEE LR E L, AF L MOFUEMEESA] (X7 )22V EONT T FF
K (LR TFTFURIIHLRTTF L) +_A AT LOBIREL . 75 vR L oft
MR A & OO FETE DA MR OV Ve 2 iR 5,

HiE  AK L OFEMERER (37 V) XX LRSS FFEK (RS FF I INRT T
F2) RNV AT ] LEOGRBEERT. I 7 T 2R SO FUEEESA & OO RERE?
DOWTHNT, 1 1 TEESBIT Lz, ks, JREE 6176810 95 63% B~ X~ T D
B E2=ITT=,

HEAEAEIM T T, YIRRZERFORBESRS OFE (HV vs2L) | "NV ATOHHOH
B (DY vs7el) | KO PD-L1JEBURPL (CPS™<1 vs 1=CPS<10vs CPS=10) |ZfE> THRE %

JERIL 72,
7B, W TR BT RS SN AT, RERELT T@“fﬂﬁﬁé LD B IR NV D iR
BICZE LTV 5 EBRE T, /JYIEIL/L[&p@ﬁf%Mﬂﬁ STRBEIT VRO b D £ TARFN O 5 %k

BT A EDFRELE ST,

FEBIEE : £4AFWM (0S) KOS EALFHMS (PFS)

BIREHEIER - 2205 (ORR) . ZLHHAM™ (DOR) | 12 » H PFS %™ A (FHIM (PFS) |
LA N OB, @FERIHE QOLICRIT 2 BEWME T 7 b A

R AE

FEMT X RAE R - AR ITT M7, 2 aVEiX APaT £ M 2 fiftrxt4e & L7,

ARG OFFT Tk : OS. PFS KON 12 # A Wp RO SEHE A 1758 1% Kaplan-Meier %% VT4
PR 2 HEE L7, OS KUY PFS ORI ITERI v 7T v 7 BEE IV Calli L, B2 3t
L LY Cox Y — FEFTLEZHANT, ~NYPF— REEEOZED 95%CI 2R Lz,
ORR D REM L8R IZ 1X & B Miettinen and Nurminen (% AV, J&@Ra 775 o 7 KiiE. E%U Cox [t
BN — K250 K OVE R Miettinen and Nurminen 35D BRIK 12 1%. EELE 0 iAW
RN T2 HWe, 72, @RI Cox el — RET L& HWT, RO m=ERISE OfF
NN A THEREEG- O, PD-L1 OFBURDL, Flin (65 . 65l k) o AR (B A
FIALIAL) | ECOGPS (0, 1) BIOH7 7 v— Tt & %Ki Uc, BARNERIZ OV T, 24
[ & [FER DFRHT FIEIC L AT L7223, B COFRBIZOWTIATO R o T2,

BN - AR TIE 6 DD [H1 : PD-L1 BG4 (CPS=1) B3 D PFS, H2 : ©24E[H]1D PFS,
H3 : PD-L1 8 (CPS=10) 4 ™ PFS, H4 : PD-L1 BH B (CPS=1) & D 0S. H5 :
45O 0S, H6 : PD-L1 FBIGME (CPS=10) B3 D OS] MEDWT N THEZEN /RS
BE. R Li-bo i Lz,

% BEVEOFIEE - AR CIL 2 [ OH D FIfENT 2 FRTIZEHE L, PFS 1X 2 [8] B o i fifgT 2
AT & L. OS I3 2 [l D AT M OV fiptir 2 9295 2 & & L7z, %M. PD-L1 38l
Btk (CPS=1) AFE KO PD-L1 ZBiME (CPS=10) HE TO 0S KO PFS O{ADA B KU
R 25% & 720 X OB ICHIE L7, 2 b OZEMAEOFEIZIZ, Maurer & Bretz @
graphical approach % F\ 7=, £ A E/KUEL HI I 0.4%, H3 (27 0.1%., H4 1271 1.6%.

WA 0.4% % 3T 5. HI BFEHFRICAE ChoTela . AEKEL H2 IZHES L.
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V. BRICEYIHIEE

H2 DNEFHFCHBE CTh - 1256, AR/AKMEE H3 IZHEL YT 5, H3 BFHFEHIICAE CTH -
et AREKEEZ HA L OVH6 I SEIT OB T 5, HA BHEHFNICAEE CTh - 12545,
EKHEZL H5 IZHELy L, HS DSREHFIICHEE Ch o 725h . AREAKEZ H6 IZHE ST 5,
H6 NERHFNCH EThH o 12856, AE/KMEL HI L ONH3 12 S BT SHE Y35, RN &
BAIRMTIC BT DA BEAKMEDOE TIE, o B E AV,

*1 AH 200mg 3 WRIRIFEHR G (Q3W) (K =a—=2d 1 HAICHKE) & LT OFUEEEES (BB Y EA
MNEH LRI vz
« X7 Y X 175mg/mE LT T FFHE] (AT T F 2 50mg/m? XiT A )VR 7T F 2 AUC 5mg
min/mL B4 &) ONEIZ Q3W (F=2—AD 1 HEWZHRE, VAT I7F3E{E=a—A0 1 HEXII2H
I#h) TS
X7 Y H XN 1T5mg/mt, 7T FFREF] (AT T F 2 50mgm? XA NAR T T F 2 AUC Smg
min/mL fAY4 &) KON X< 7 15mg/kg DIEIZ Q3W (Fa—2AD 1 HAICEKE, VATTI7F U0k
KZa—2D 1 HAXIE2 A HICEE) THRE
* FTRAR QW (Fa—AD 1 HREICKY) &% LE—OFEMEEA (ARG EMAESE ZLI0®
) onFnniEptm
*3 FIGO2009 43 3EDIVB ™
7 : FIGO 2009 55 JE TIIEREINR Y o \HilEBIZIVB #1IcE 4. WIEIZKIREOERENRY o il
ZimfRisk & Lz,
*4 CPS=PD-L1 Z %8l L=tk (EEMia, ~7/ e 77— RO Vo RER) ZREEHIREL TR L, 100
o A1}
*5 RECIST H 4 K7 A > L1ARIZEED < {EBRH Y = AfIC X 2 5Fm
*6 RECIST A F7 A ¥ LIRIZES EMRTHS P RHEZES (BICR) I
*T MEELAL ST T R TOEE
*8 MEVEZ b SIVEBRIEZ 1 FILL BB S e R TOERE

£ 2 # A

R -
[ EEFmIE A ]
AW (0S)
MW T, AH & OFUEEEEA] & OOFRFIERIT Y 7 2R & Mo BUEEMER A & OOF
FRIEREIC R U CREGHIIICAH E 72 OS e L~ LTz,

0S DOfiffr (24

ARFH &b DM 77 %R L oOFUENE
JEIE A & OO R#E L A & O DF %L
(n=308) (n=309)
osf AV MR (%) 138 (44.8) 174 (56.3)
e (Al (95%CI) 24.4 (19.2,NE) 16.5 (14.5,19.4)
Y= FEE (95%CI) 0.67 (0.54,0.84) _
P i} 0.0003

PR DT — 4 2021 4E5 A3 AL v b4

T THBYIY 7 — X TR % Kaplan-Meier 512 £ 2

1 BEHELLERLE Lz, B Cox PN — RET ML DT T 'R+
§:@hlm s 7 rkE LAM] . AEKAE 0=0.0049074

NE : Not Estimated

PRI & D
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0OS @ Kaplan-Meier Hiff (24[H)
100

TR

————

30 = .m H- -1

— A & A DABIEREEH & O EREE

at risk#%

TR L thDREM
BEE & DitREx
TSR EDREY
BRSOt REL

——— TSR EADRBEESR & OH ARvE

0 3 6 9

309 295 268 234 191

&R (A]

CPS (2B BRI HE-S & OS D E A 8 HRNT 247 - 7=,

0S OfEHT (PD-L1 FELRHLRI)

12 15 18 21

24 27 30

308 291 277 254 228 201 145 89 36 6 0

160 116 60 28 4 0

NP — Rt (95%CI)

0.67 (0.46,0.97) *

ARF & At D A e 55 751 7T %R & Ao N A
& OO R & OPF L
CPS<1 (n=35) (n=34)
ARy MR (%) 20 (57.1) 20 (58.8)
efiE () (95%CI) 19.0 (12.6,21.4) 18.9 (11.7,21.3)
ANH— KB (95%CI) 1.00 (0.53,1.89) ¥ —
1=CPS<10 (n=115) (n=116)
ARV N (%) 52 (45.2) 66 (56.9)
FfiE () (95%CI) 244 (18.2,NE) 159 (13.4,23.5)

CPS=10
ARV MR (%)
i (H)  (95%CID
AN — R (95%CI)

(n=158)

66 (41.8)
NE (19.1,NE)
0.61 (0.44,0.84)

(n=159)
88 (55.3)
16.4 (14.0,25.0)

RN DT — & 2021 4E5 A3 v FA T
T REREALER L L2, B Cox LN — RET NI K B 7T 1R EoPiEMg A & O

W L O L
T BRERAI 7R R
NE : Not Estimated
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V. BRICEIHEE

& SENEAFIE (PFS)
ERMICIBN T, AH L OFEEMEEA & O OF IRIERSZ T 7 R & o HUErEETEAl & O
FIRRIEREIS 6 L CHERTRIIC

B/ PFS D% EE R LT,

PFS OfEhT (£4EH)

ARF & A D HUENE RS 77 %R o PENE
& OOF L IS & o PF L
(n=308) (n=309)
PFSf ARV N (%) 180 (58.4) 226 (73.1)
gt [A] (95%CD 10.4 (9.1,12.1) 8.2 (6.4,84)
AW — R (95%CI) 0.65 (0.53,0.79)
P i <0.0001 B

PRI RO — & 20214E5 A3 Y M4 T
RECIST A K74 > 1.1 fRIZIES < Y E A E
T T HYIY T — 2 TR D Kaplan-Meier 1512 X 5
1 BEREAEERLE Lz, B Cox il AY— REF ML D 7T 'R+ Hrl Al & o ik

§:@hlm 77 o E LRl .

1

EKYE 6=0.0012843

PFS @ Kaplan-Meier fhfg (24EH)

00

~.
90 —_— A DA B & DO RRE
80 | ' ——— IS EREGOAB SRS O RRE
SWOR
% 60 -
£ 50
%30_ " 7.‘."1D|
20j \" " "n A
10 '
0 3 6 9 12 15 18 21 24 27
at risk24 BIEEAFHR (R]
A EfhDIREY
. 308 263 229 155 123 110 70 35 10 0
BB & OB REE
TSR EDREN
R 309 259 195 113 89 71 39 13 1 0
BB & OstREx:
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CPS 2R3 B EMICHDO X

PFS O RN 21T - 7=,

PFSTOfEMT (PD-L1 J8ELIRIH)

NP — REE (95%CI)

0.58 (0.44,0.77)

ARF & A D HUENE NS A 77 R R & HUENE A
& OO L & OOFHEE
CPS<1 (n=35) (n=34)
ARy N (%) 23 (65.7) 28 (82.4)
HefiE () (95%CI) 8.1 (6.1,12.6) 8.2 (6.2,10.4)
MNP— R (95%CI) 0.94 (0.52,1.70) ¢ —
1=CPS<10 (n=115) (n=116)
ARy MR (%) 70 (60.9) 82 (70.7)
fefi () (95%CI) 112 (8.3,15.3) 8.2 (6.3,10.0)
ANHF— R (95%CI) 0.68 (0.49,0.94) § —
CPS=10 (n=158) (n=159)
AR N (%) 87 (55.1) 116 (73.0)
i (H)  (95%CI) 10.4 (8.9,15.1) 8.1 (6.2,8.8)

FREATEE DT — 2 120215 A3 A >y hA 7

+:RECIST 14 K74 > 1.1 fRIZ

oo TRBRHEY EAH E

T REHALEEREL Lo, B Cox N — RET NI L D7 T AR L MoFUEMEA & o5

WRIE & DL
§ : PRI 722 1A

[EIREFMIE H ]
&7 (ORR)

DAEMIZE T S ORR 1L, AA| &M OFUEMREEA & O OFHEER T 65.9% (95%CI : 60.3,71.2) |
7T 'R EMOBEMAEEA] & OO RPEIER T 50.8% (95%CI : 45.1,56.5) TH-o1z,

=5 iH (DOR)

AEMIZE T 5 DOR A 1%, AR &t O HUEMERES A & OO FPRERET 18.0 » A (#iFH : 1.3+
7T 'R EMOBUEMIEEA & OOFREERET 104 5 A G 1.5+~22.0+%

~242+% H) ™2,
A) 2 Thot,

& 12 5 HEE/AELE (PFS) R

BRMICIT 5 12 5 AR O PES R, 13, KA & MOFUEIERE A & O 0F ARIERET 44.7%

(95%C1 : 38.8,50.4) \ 77 &R L OHUEMENRE A & OOF HEERE T 33.5% (95%CI : 28.0,39.1)

Th-oT,

*1¥THEY F—ZIZKHE T % Kaplan-Meier 1512 & %
* (4] [ IEEORBIHMEIE TPD AR LINRNT & ERT,
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(72 4pE]

BIWER ORBLEIG I, AH & OB & OO HEERET 97.1% (298/307 i)  (HAA 35

Fld 35 il Gide) Tholz, ERBWEH (20%LLE) 1%, BLEAE 171 1 (55.7%) . &lfi 149
(48.5%) . HELx 10461 (33.9%) . THI 76 5] (24.8%) . Kigth==2—r F—754] (24.4%) .

WF 7061 (22.8%) . RIEMHEE = 22— RF—69 B (22.5%) . HFHPERIE 68 61 (22.1%) K&

WU 63 B (20.5%) Th o7z, 77 &R L MOHEEMEEEA] & OO AR CORIERFBLE]

A% 97.1% (300/309 %) T - 7=,

HEREIEROFRBLEIG X, AA] & MOFUEEMERETE A & OO HEIERET 30.3% (93/307 %) . 77

TR &M OPFUEMEEEA & OO HEIERE T 23.0% (71309 1) Th o7z,

WD DOIRBRIE D G- IEICE S TZRIERA ORBIEIE 13, ARH| & o HUEEMEREEA] & O 0f %

ERET 31.3% (96/307 f31) | 77 &R O PUEMEIES A & OOF H#EIERET 22.3% (69/309 %) T

HoT,

RIVERNC & 20 CIEAF & O HUEEMEIEA] & OOFHBIERET 2 #l, 77 'R & thopuiEriEg

Fl & OOFRIERET 4 BICH DALz, WERITAA & o frEr iz Al & o 0f HEER TS 22 1L

&oa CREMERN R4S 1 B, 7T 2R SO HUEVERES A & OO R ERE CRUILE, ZE48E, K
WL, MEATHAHE & 1 FlCTh o T=,
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<BETFEEE>
HERE - EFSILEF AR (KEYNOTE-A18 #ER) 70 7V 72

RETH A 2 ShiskdtE, BEAL, —EHEHER, 77 BARR, 2 BEE
RR - RIGHT D FIGO 2014 #1758 D 1 B2~ T B #™2 (U L 3EilaB ) SUIM~IVA #*3
(U EERB G SR RNE) O ST LT S AT 1,060 5 (H AN 90 il & & Te)

BH : SRIGHED FIGO 2014 HEATHI D 1 B2~ 1B H (U (Sl ) UIM~IVA # (U
Vo REERRE G ST RENE) O JRPTHELT 7 S AR A R GT ARH & RIRH LR RS (A
77 F URIBEOEH T COIEIRS, RO D% O/NREER)  (CCRT) EoffHE, 77&R
& CCRT & OO OHIE R OV M %2 a5,

Ak AAlE CCRT & OPFH (KFI+CCRT) #™, XiX7'7kE4HR & CCRT L DOHFH (X7 &R+
CCRT) BESOWTNNIT, 1: 1 TEEBEIT ULz, BIEAIZIX, FHE S 740 S o FE
$8 (IMRT XX VMAT vs. IMRT /& VMAT LIS | A7 U —=> Z IO 2SO [FIGO
2014 HEATHIZP BT I B2~ U B #] (U »EilsB 1) vs. FIGO 2014 HE1THI 23 CII~IVA #] (U
VOSBRI TEE) ] L R S AT AN B e OV INBRIRTRIR O #i & [<70Gy (EQD2 :
2Gy BB EAAR ) vs. =70Gy (EQD2) 1 Z#EHIR+& L THW,

FEMEE : LAWK (0S) M OMEREAFHIE (PFS)

BIRE@EIE R : PFS™, 2 4F PFS "7 34 OS #, CCRT FEfititk 12 MIF R D5E427E%h (CR) 78,
ZEZh= (ORR) "%, PD-L1 FEEBLRBLAND OS J Y PFS™7 | RERHES 5 (1% O IR IEHE T 0 MRy
AWM (PFS2) | fEERSE QOLICRE T 2 BEMET U b A, BAEMEROEEM

fEMT A
FEMT S SAER] - AT ITT 421 (ORR, 12 HIFS D CR FRIZHE FTRER L 2445 ITT 4
M) . ZetEiT APaT EH" Z Tk 4 & Lz,

AWEDREEFIE - OS, PFS, 24F PFS % 3 4 OS (X Kaplan-Meier 1£% W CTHEE L 7=, OS,
PFS ORERILEIIZIZ, Bl 7T o 7 EE AV, A2 IER L LZER Cox Bl —
RETVEANT, NF— KRN 95%CL ZFHH L=,

ERla 7 Z o7 g, BRI Cox el — RETF L ORHINFI2IE, EIELLEIIKNT % v
2o BARNENNL, RIREM & REOMET IR X 0T L7223, B TOREIZ W Th
otz

L EMEOFEE « ARFER T 2 [| 0 AT M O 2 59~ 53t & L7z, OSIX2[EoH
I RAT B OV #& AT 2 5205 L. PFS 13 2 [8] H o B EAT % B iCMENT & L72, OS KON PFS DA &
KRIEIZRM 2.5% & 700 K9 ITREIZHIE L7z, 2o 0L EMEOFIHEIZIZ, Maurer & Bretz @
graphical approach Z V7=, F7°. HEAKUEL PFSIZH I 2.5%H80539 5, PFS st ¥ach
B Tholchh, AEKMELTXTOSIZHEDT D, 2 BIOHREENT & B firic s 2 75
KEEDOBLFIZIE, o HEBIEAE e,

* A SERR ST DARTER T, B RRIRIRE I 2 E A % T TR B3, M ouERiEIc L A 1REIED
QY E

*Q IR dem XD O, UTEERAITH S N RHEN T E SEE 2 88 2 TR > T2 23V EIREE X
JEEET 13 12IFB LTV RN H O

*3 EBE R A ERE N2 H D VE MBI E TIEZEL TV O, BBMIBEICE CELTWHWDHDELL
K BECHMRER 20 2 b O, XIBET 2 5BARSRICREAH 5 L0

*4 AKH 200 mg % 3 RIS (Q3W) (#FH=a—2xm 1 HBICKRS) T5a—X, Y2755 40mg/m?
Z EMMERES (QW) T 513U 6 3% 5 M O R Ia# UMBIRE & 2 0% O/NRIFRIER) ™ %,
AH) 400mg % 6 ARIMFEE S (Q6W) (F=—2d 1 HHICESE) T 15 22— X5 TR BEITSIC
X B ¥ 5k E Tk
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*5 7T R E Q3W (Fa—AD 1| HEICHEE) TS5 a—AK0*4 LA~ CCRT $iA%k., 77 R%
Q6W (Fa—AD 1 HHICEE) TI15 a—A &5 IR BMEITEIC L 2% 59 1k F THkkt
) SRR &/ INRIRIEIR & G O 7o 2R OTEREBIFIL 50 B (FHILZ2VBED 72 DIZHK 56 HFE

TIEEFHE) xR EE LT,

*6 RECIST A KT A > 1.1 UUTIREARRR 2 A0 ISR S - R BT (PD)  (RECIST A K71 > 1.1
FRIC S < g oD PD AFER SN TV AR WEE) ISE < RBRH Y EATIC X % 24

*7RECIST A R A > L1RICEDS < EMR TSR EZ B2 (BICR) 12X 27

*8§ RECIST HA KT A > 1.1 fRUTEES < IR Y R A X 2 50

*9 MAEA L SN2 T R TOBRE

*10 EEAL S, BEE 1 FL 22T _XToRE

R -
[F 25 E A
& 2RI (0S)
2 [ml H ORI S (A2, T—X By b4 7 20244 1 A 8 H) T, ITTEMICHBWT, AFH|
+CCRT L7 7 B AR +CCRT BEIZX L CTHERTAIICA B 72 OS DB LA /R LT,

0S OfiEfT (TT 4£R)

AFH|+CCRT 75 % R +CCRT
(n=529) (n=531)
osf A2 N (%) 75 (14.2) 109 (20.5)
o [H] (95%CD NE (NE, NE) NE (NE, NE)
ANH— R (95%CI) 0.67 (0.50,0.90) -
P fifi’ 0.0040

PR DT — 2 12024 1 A8 AL » M4
T A THEIY 7 — X KT % Kaplan-Meier 512 K %
1 R Cox el NY— REFT UL D77 AR +CCRT & DLl

§: @hla s 7o rE A .
NE : Not Estimated

0S @ Kaplan-Meier i (ITT ££H)

FKHE 0=0.01026

100
90 -
80 -
70 -

£60-

B 50 -

i 40
30 -
20 -
10 1

1= P —

e

ln-bw-““‘\
-hﬁ'-l -

— A &CCRT E OB
——— F5RECCRTEDHA

0 3 6 9 121518 21 24 27 30 33 36 39 42

at risk#4

477 (B]

AR ECCRTEDHA 529 527 522 509 500 463 412 374 326 273 210 136 63 11 1
TSERECCRTEDHE 531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

& BB (PFS)

1 BB o fENR S A1, T—2F > A7 2023451 H 9 H) T, ITTEMICBWT, Al

+CCRTHEIZ 7 T R+ CCRT BEIC X L CHEEHAIICH B 72 PFS D EE R LT,
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PFS Ot (ITT M)

AFA|+CCRT 77 %R +CCRT
(n=529) (n=531)
PFSf AR N (%) 115 (21.7) 154 (29.0)
e (A1 (95%CI) NE (NE, NE) NE (NE, NE)
A= R (95%CI) 0.70 (0.55,0.89) -~
P fig® 0.0020

PR DT —4 1 20234E 1 H9ORD v bA T

RECIST A RZ A ¥ 1.1 RUTRERAAR DI ERR S N7 BfT (PD)  (RECIST HA R4 > 1.1
FIZES < T D PD DHER S TWRWIEES) 1T < 1R BRHE Y 2 Al &

T TBYIY 7 — X 2T % Kaplan-Meier 512 L 2

11 J@R] Cox BN — REF A L D7 FEHR+CCRT & DLk

§:@Rln s Z vy DAl . AEKHEE 0=0.0172

NE : Not Estimated

PFS @ Kaplan-Meier #if¢ (ITT #£[H)
100 r<vwm
I\l”\

90 1

80 - \’“‘\.NW

£70 R e SN

X o L

B 60 N s it 10

50 -

B 401

&30'
20
10
0

— FWECCRTE DA

——— ZStRECCRTEOHA

0 3 6 9 12 15 18 21 24 27 30
i3
at riske TR ()

FAIECCRTEDBA 529 462 400 331 282 222 171 100 26 3 O
TS5uRECCRTEDHA 531 463 379 306 263 208 149 88 20 0 O

[RIREFm A A ]
O3 FALE (0S)
IA2 128 TC, 34 0S " X, AAI+CCRT # T 82.6% (95% CI : 78.4,86.1) . 77 &R +CCRT
BET 74.8% (95%CI : 70.1,78.8) ToH -7,

2 FEMETEALE (PFS) R

IATIZIR W T, IRBRI S EANIC K 0 Rl & 72 U B AR PRI HERR S 7 PDIC K D 2 4F PFS
L, AKI+CCRT BET 67.8% (95% CL: 61.8,73.0) . 77 &R +CCRTHET 57.3% (95% CI :
51.2,62.9) Th V. 24 PFS HOREMFAEIL 10.5% (95%Cl:24,185) Th-ol,

@ CCRT Efitt 12 IS D7EL2ZES) (CR) R
IALIZEBWT JRBRH Y EEM2SFHAN L 7= CCRT SEftitk 12 I FF 5D CR 2 (%, AA|+CCRT AE T 32.4%
(95% CI™? : 28.4,36.6) . 77 &R +CCRTHET 30.3% (95% CI'? : 26.4,34.4) Tohoi-,

& 7575 (ORR)

IALITBWT, 1BBRHY EAT2SEEAN L7~ ORR O EHEEEIZ. AKI+CCRTEET 79.3% (95% CI*? :
75.5,82.7) . 77 BAR+CCRTEET 75.9% (95% CI2: 72.0,79.5) TohH -7,
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@ BB Y EEATREALIC £ 5 PFS2
IALIZBWT, 7T AR +CCRT BEIZ X4 2 AFH|+ CCRT #£D PFS2 DY — FELIE 0.65 (95%CI :
0.45,0.94) Toh o7,

*1 {10 7 —ZITkIET % Kaplan-Meier (512 £ %
*2 TIESAICEES < IEfRE

[(Zat] (A2, T—% Wy A7 202441 A8 H)

ARF+CCRT REIZ BT 2 BIVEF OFRBLEIGIE 512/528 61 (97.0%) (HAN 41 i 41 %2 &ie)
Thh ., EREIEH Q0%LL 1) 1%, &l 317 i (60.0%) . Fls 304 6 (57.6%) . T 268 {3
(50.8%) . MM EREIRA 173 61 (32.8%) . Af T EREIRD 156 61 (29.5%) . WEH: 135 41 (25.6%) .
ML ERIBAE 125 61 (23.7%) . I/ 116 B (22.0%) . - EREAME 114 61 (21.6%)
FORIREEREIS TIE 112 B (212%) THo7-, 7 7R +CCRT BEIZH T 2BIWEH ORBE S
513/530 % (96.8%) (HAAN 485l 48 il & Ede) ThV ., ERENEM (20%LL L) 1, Bl 317
B (59.8%) . & 296 Bl (55.8%) . TH#I271 61 (51.1%) . HMEREDRA 183 f (34.5%) . &
M- 150 51 (28.3%) . AFHEREEVD 148 5] (27.9%) . I/ NRERED 109 1] (20.6%) T -7,
HE R RIET OFBEI ST, AHI+CCRT T 102/528 il (19.3%) . 7T &R +CCRT BT 71/530
B (13.4%) ThHo7,

WTIDIRE (KA 7 78R, VAT T F 2 UTEHIER) OFIEIZE > 7ZFIVEH O3 BLE]
At AAI+CCRT BET 99/528 151 (18.8%) . 7°F &R +CCRT #ET 69/530 i (13.0%) TH -7,
BIWERIZ X A1 I3ARAKI+CCRT HET 241, 77 B AR +CCRTRET 2B Bz, PaRIZAH
+CCRT BECHREMEE R L OKRGZEIL 4 1, 77 AR +CCRT B THBEFSHEAR 2 K& OUFHER]K
PHERIGR 2 1B TH -T2,

BEFEZOENTITRO LB ThoTz,

BERERROELN
ARHK|+CCRT 7 Z &R +CCRT

n (%) n (%)

B 528 530
B 528 (100) 526 (99.2)
Grade 3 LA LD HEHS 413 (78.2) 371 (70.0)
HEICEST-HEFES 5 (0.9) 7 (1.3)
HELAEFS 172 (32.6) 151 (28.5)
BEHEHIRICE S -G EREL? 107 (20.3) 77 (14.5)
AH ) 7T R 50 (9.5) 22 (4.2)
VAT TF 67 (12.7) 62 (11.7)
RII\ZE - - EHFSH? 302 (57.2) 252 (47.5)
K 7T R 251 (47.5) 212 (40.0)
VAT TF 129 (24.4) 95 (17.9)
VAT T FUDBEICE R EES 26 (4.9) 32 (6.0)
T BRI DO P IRICE > - EHS 5 (0.9) 4 (0.8)
IR D R W% > - FERER 130 (24.6) 126 (23.8)

TR B OB EICE - T2 EE S 0 0

*| JEEBE A ERRITIRPEREAR 514 30 H £ T, BERERAEEFRITIRPTREKE 5% 90 HF TEF LT,
D NTNDDOIERIE (KF ) I BRI AT FTF ) OBER I IAREICE T~ FEES
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<BEXIIHAMOEFEMHMRAMEE B M) o/ E>
HERE - ENE 1 AHRABR (KEYNOTE-A33 iklR) 7

HERTH A v Shuak A, IEMIEA(L, EER, HRE
W R SUTEEATED JFI MERERR /M B U o ~IEBE T 6] (HAN)
B HARANOFEIE TEEAME O FR MR IR B MR Y S IERE 28102, AAIOA%)
Y QO 7 X o R RS
Fi% - AA| 200mg 3 RN (Q3W) MIMEEOH G- 2 K EEI TR b £ TUIRBRIED
BeHHIEFEEOWNTNNCHE Y T 5 £ T, ek 35 kR L 7=,
FEFMER : BB AE 1 BILLERE SN T_XTOBRE (ASaT) 2B 5ELFE (ORR) 2, &
A e OV
BIREEMIBER : ASaTHEMICK T 2= hr—/% (DCR) P, %% (ORR) ™
*] [ E S MR I AN Do, XUT A FE e a4 60 B LLIC CR % L < 13 PR A
BONRN- B, XA FELSMRBEICAE@S Ch 254, 2 FEU LOMAKEZ T, )
L < IFEEOWRWEICTER LB
*2 IWG D% T He 2 5 < rp i gep) @ BRI & 2 314G
*3 IWG DR FE FEUE I 55 < o s i) i R B K ONRBRFE A R AT K % FTA
*4 TWG D% Fop)E HEHE T H < TRBRHE Y E ATl X 2 34

R -
[(EEFLEH]  GEBFARI P RE 5.6 » H)
@ FHFE (ORR)  (Hf)E)
oh o E g E SRS O FTAIIC K D ORRIZLA T @Y Th -7,

IWG ONRHFIEFEEICEES < ORR (PHHIE) DK (ASaT)

AF 200mg Q3W  (N=7)
n (%)
Zzh#% (ORR) 3 (42.9)
5E27E%) (CR) 1 (14.3)
#H3728%) (PR) 2 (28.6)
ZiE (SD) 1 (14.3)
BT (PD) 3 (42.9)

T—H v AT H 202284 H 128

[RIVGEHmEE ] GBI i 5.6 » A)

®)iZha o —L#E (DCR)  (HHHIE, TRBRELY EHE)

oh i g E R O BRI IC K D DCRIZ 57.1% (4/7 5l 95%CI : 18.4,90.1) Tdh -7,
TRER Y AT OFEAGIC X 5 DCR X 71.4% (5/7 %11, 95%CI : 29.0,96.3) ToH -7,

@ 75h% (ORR)  (JRBAMH Y ERfH]E)
TEBRHE Y E AT O M X 5 ORRIE 57.1% (4/7 . 95%CI : 18.4,90.1) T 7=,

[ZeatE]

BHWER ORBEIGIL 71.4% (5/761) Tho7-, BWEMIL. ALTHIN, AST ¥, 4FHERBAME &
UBENK 2 451] (28.6%) . "Mk, HALBE, FEEMELFHERBUE L ORE S 16 (14.3%) Th ol
ERCRNWER, RO G HILICE > ZEWEH K ORIERIC L 2 CIEERD bivie o7z,
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HERA - MM AEABR (KEYNOTE-170 iBR) ™

HEBRTYA D Sk dhE, FEmEAL, JEEMR. B

R - R SUTEAYE O RS MERER M Aa B Al U o NJEEFE (53 f51)

B R OSUTEEAYE O B MEMER /AR B Ml Y o EBE 2 RIS, AFI O INER O
A RFT 5

ik - AFKI 200mg 3 MG (Q3W) AUMEED 5 2 ¥ BAETT N80 B D £ TUTIRBRE D
B G RIEFEEDONTNDITEE ST D E T, &K 35 BIfERE L 7=,

FEFHMEIER BB ZEZ 1 FLL ERE SN2 T X TORE (ASal) IZBIT 5% (ORR) ™

BIREHMEIER : ASaT EMICEIT 5 FE%h= (ORR) 3, M A LB (PFS) ™, =20 (DOR) ™,
R hue—/L3 (DCR) ™, 2AFHH (0S) | etk OEEME

*1 A Z0E MBI IS BRSO D v, T E FiEsaBiig 60 A LINIC CRA L <IE PR 23
Foiemo B, T AZFE MBI NERK TH D56, 2 BEU EORTRE 31T, )
Fi L IFELEOIRIRE IS LI

*2 TWG Dz R E SIS < sk iifg HERE B IS X 2 34

*3 TWG D zh R E SIS S < TR A K 2 FFAfh

*4 TWG OZFAE FEHEIZ F-5 < rp R iG] i B BE K ONRBRFE 4 R AT X % R A

R
[(FEFHMEER ] GERRIRM F Refif 22.3 % A)
®7%% (ORR)  (Hrif)E)
rp e ) ERE RS ORI L D ORRIZLA F i@ Th -7,

IWG OZh B E U E-5< ORR (FPdufE) DK (ASaT)

AF 200mg Q3W  (N=53)

n (%) 95%CI*

7%h% (ORR) 24 (45.3) 31.6, 59.6
SERZE%) (CR) 10 (18.9) 9.4,32.0
#5728%h (PR) 14 (26.4) 15.3,40.3
ZE (SD) 5 (9.4) 3.1,20.7
Y EHETT (PD) 13 (24.5) 13.8,38.3
IS RE 11 (20.8) 10.8, 34.1

TSNy FATZH 20204E5 0 7T H
T IS IS < EfER
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(BIREHMEEER ] GBRAARME 223 » H)
€ 732h% (ORR)  (JREBAFH X4 = Al &)
TEBRHH Y ERH OFEGIZ K D ORR X 41.5% (22/53 f5il. 90%CI : 30.0, 53.7) TH o7,

& =5 HE (DOR)
o o [ ) TE RS B O FEAT I & 5 2 & CodI o b REix 29 » A P : 2.1~164 » H) THh
V. DOR O H T RTIzE (FiPH : 1.1+~46.9+% H*) (95%CI : NE) Th -7,

* [ (AR OBEERN £ TIORBETN RN L E2RT

&% a fu—/L% (DCR)
of o [ 4 ERER O FFAI 1C D DCRIE 54.7% (29/53 1. 90%CI : 42.6, 66.5) T -7z,

& HEHEEAE AT (PFS)
R ) EARE B ORI & D PES ot defiflX 5.5 # A (95%CI : 2.7,15.1) ToH V. 24 3 A KW
36 % HIFSO PFS RIZZNTN 36.3% K% N 342% Th - 7=,

& IR (0S)
OS O JfEIL 223 # H (95%CIL : 7.3, NE) TH Y., 24 » H K36 » A8 0 0S RizFhh
49.1% K% N 453% T - 77,

[ 72 4pE]

RIEH OFBIEIE 1T 56.6% (30/53 ) Th o7z, EREMWEH (10%LL E) 1E. 4 ERECE 10 451
(18.9%) ThH -7,

EERRIERORBEIAIT 7.5% (4/534]) Thoiz,

RO G IIZE > TZRIWERIL 3.8% (2/53 ) (2788 biiz,

BWERIC L DR CITRBD N o Tz,
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<BEUIRTERLTET - BREOBE>
HER2 f= 14 B %=
FERE - [EPELFF IR (KEYNOTE-859 itBg) 7 70

RERTH A skt EEAL, —HER, 77 AR

R ALFIRERE D 72y HER2 ROV IR RE AR ST « PR 00 'H biis ST 218 B B 5 s
BHF 1,579 61 (HARAN 101 %5 Te)

B8 : HER2 2P DOIREYIBRARE /2 HETT - T3 0 B e U B8 B AR RS 2 55, —&
R E L CORA LbF#E (FP XU CAPOX™) Ok L. 77 R L LHREO N
JRIE & OFINE R O M % ERET T 5,

Fik AR HEFFED LT 7 AR AT 1 1 O TERAELEIST Lz, BAEAEIR
G, B A HUEL PD-L1 R BLR I (CPS™S=1,CPS< 1) K UMLEFEE L T A (FP XX CAPOX)
WXV R LT,

FEFMMIBER : ITT £, CPS=1 M & O CPS=10 £k 5 24FHIR (0S)

BIREEMIER : ITT M. CPS=1 4 KT CPS= 10 £ M3 1T 2 M A FHIFT (PFS) . &%)
7 (ORR) . FEZhWIM™ (DOR) . APaT £ ZH 1) D&M K OB

fEMT AL
FRMT SR - AR ITT SEH]. e APaT M &2 it et 5 & L7z,

BRWPEFR OFE R FIE © OS KT PFS 1% Kaplan-Meier 75 % Fl W CAFEMBRZHEE L2, 0S RO}
PFS OREFILEITERI 0 7T v 7 MEZ VTR L, 5 REZ2 258 L L7Z8RI Cox Hfil
PF—=FETLEHANT, ~"PF— REEERZED 95%CI ZHH L7, ORR OREM I 13E 5]
Miettinen and Nurminen 5% A\ 7=, @RI 7Z 7 KE. B Cox LY — FET LK OE
%1l Miettinen and Nurminen 1% O J& B[R 121X EEAVEA B H I B W= BRIKR %2 =, £72. Cox
LA — RET V&2 T, Fln, MR AFE, BRIKT- (i, PD-L13BURIL, (b2#E
LY AY) | MSI AT —# A ECOGPS, FEDIRRE, JFIFEERNL, HFETL B D # /y $E M fRHT % 52
B L7z, BARNEFIZOWTIE, ITT 8 & FEROFFFIEI X0 fEIT L7223, T8 CoOMBEIETT
YOV IEEoY

ZEMEOFEE AR T, 1 BOP RGN 2 Faicitm L, RBReRoa EKEE Rl 2.5%
RIS L7z, 2B 0L EMEOFIFELIZIX, Maurer & Bretz @ graphical approach D LR %
Wz, BN CPS=10 M D 0S8 K ONITT 4D OS I ENENA EAER M 1.7%&% 0 0.8%
Zhy Lo, LR, MEIIICAE CTh o 125A12, graphlcal approach {2 253\ T /K HE & FEAD
5y Lz, OS OF X TOFEE B CHEEBMEN R SNZSE. B OT#HT X0 hRfEirEo T
—&%ﬁwTPm&meR®#m%%m¢5_&&Lto¢%%W& AT IC BT DA EAK
HEDORLIITIX, a HEREEE V-,

H

*] 5. FU+ Y AT TF o
¥R E AT ST
*3 ARH 200mg 3 HRIRIER 5 (Q3W) (F=—AD 1 HBICHEE) L LATO(LSEE (REBRILY EATAS &
FHDLITER) oW
« VAT T F 2 80mg/m? QAW (= —A D 1 A BICHEE) KO 5-FU 800mg/m?*/day Q3W (5 H I FRERE A=
TS % 6 2 — A 54% ., 5-FU 800mg/m¥day Q3W (5 H &kt it s) #&5,
cAFYY T TF 2 130mgm2 Q3W (K3 —AD 1 HHIZEE) KB T ¥ B 1000mg/m? Q3W (4%
a—R1~14 HEIZ1H2E®EOEL) 2 6 a—AFK 5%, 1~ B2 1000mg/m?Q3W (£ — 2
I~14 HEIZ1 H2ERAHKE) &G,
*4 7T8R QW (F=—AD 1 HREICHE) &*3 LRE—DbEMEE (RBRILYEMA RS Z L ITER)
DV BT
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E VAT TFUOXINEAXY VT T F 0B GHMIE, HIO T A KT A4 AW 6 a—RAETELT
KWV 5-FU I AR ¥ B v oG ITIRBRERFIEEICE > TR L Th Lwnwz & & Lz,
*5CPS=PD-L1 Z 8 L7=iladk (EEME, ~7 v 77 —U kRO 2 RER) ZRRIEEMEE kL. 100

o A1}
*6 MEAEAILESNT-T_RTOBEE
*7RECIST A R A > L1RICEDS < EM TSR IfEZ B2 (BICR) 12X 27
*§ VEBRIE A | MLl BB E ST _RTCORE

:ln% .
[EZRHMRE A ]
& /AR (0S)

ITT £ T, REIHLFRIERL Y 7 AR HEPRIERIC R L, SEHICH B 7 OS OGS

L7z,
OS OfEHr (ITT 4£H])
ARH b EE 7T v R LR
(n=790) (n=789)
osf AV N (%) 603 (76.3) 666 (84.4)
e [H] (95%CI) 129 (11.9, 14.0) 11.5 (10.6,12.1)
A= R (95%CI) 0.78 (0.70,0.87)
P i <0.0001 B

PR DT — 4 1 20224E 10 H3 B v A7

T fHEY 7 —Z kR 3 % Kaplan-Meier {512 X 5

I BERE AR L LB Cox LBl NY— RET ML D7 T 'R HEHEE & Ok
§:@hlm 7 rkE CAM] . AEAKAE 0=0.006079

OS @ Kaplan-Meier Hif# (ITT ££H)

100
90 \ — FFEACEREE OB
80 - ——— FSREPREE OB RRE
70
R 60
frgSO
iH40‘ :
30’ ) Yy,
"(.,‘ HHH
20 L "”'*"rm..
10 - e | .
0 . . : : :
0 5 10 15 20 25 30 35 40 45 50
at risk2% EFRIREA]
AR EALLREE D
N 790 663 490 343 240 143 95 55 19 3 0
R
TSR ELRETEE
JRp— 789 636 434 274 169 95 58 26 10 O 0
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CPS 2R3 B IS X CPS BT 24T - 7=,
OS OfiFEMr (PD-L1 FEBLR A

AF B HRIERE

77 A HALEERIERE

CPS<1

hIfE () (95%CI)

NP — K (95%CI)

(n=172)
12.7 (11.4,15.0)
0.94 (0.74,1.20) ¢

(n=172)
12.2 (9.5, 14.0)

1=CPS<10

(n=336)

(n=344)

et (H) T (95%CI) 11.0 (10.1,12.2) 109 (9.9,11.9)
NP— R (95%CI) 1 0.83 (0.71,0.98) ¢ —

CPS=10 (n=280) (n=273)
hIaefE (A) T (95%CI) 15.7 (14.0,19.4) 11.8 (10.3,12.7)
NP — REE (95%CI) * 0.65 (0.53,0.79) —

TR O — 4 1 20224E 10 H3 B v b A7

T THBYIY 7 — X TR T % Kaplan-Meier 512 £ 2

1 BERE LR L LB Cox N — RET ML D 7T 2R HbEiik & O
§ : BRI R MRAT

CRIREHM 5 A
& AL (PFS)
ITT %D PFS O H Il ix, AK|HLFHEERET 6.9 » H (95%CI : 6.3,72) . 77 &R +H{bi@#k
ERETS.6n H (95%CI:5.5,57) . ~¥—REIX0.76 (95%CI : 0.67,0.85) TH V., it
BhetEE R Le (P<0.0001, f@hlm 77 v 7 e LAl o A EKE 0=0.025) .
CPS=14[H? PFS O Fofillid, ARH+HLEBIERET 6.9 n H (95%CI : 6.0,7.2) . 77 &R +{k
FIHERETS.6 7 A (95%CL : 5.4,5.7) . W — REI£0.72 (95%CI : 0.63,0,82) TH V., Hatm
WCHERUEZ R Lz (P<0.0001, ERIv 77 o7 fE [l o AEAK%E 0=0.025)
CPS=104EH ™ PFS O JLfEIL, AAIHLFRIEFET 7.8 # A (95%CL: 6.8,8.5) . 77 AR +1k
FRIERECS5.6 A (95%CL: 5.4,6.7) . W — REIH0.62 (95%CI : 0.51,0.76) ToH V., HFtH
WCHBERMEZ R LIz (P<0.0001, ERIv 77 7 fE [l o AEA%E a=0.025)

®7%=5% (ORR)

ITT£HICEB T 5 ORR (X, AHI+H{LERIERET 51.3% (95%Cl : 47.7,54.8) . 77 AR +H{L2RIE
BET 42.0% (95%CI : 38.5,45.5) | BEMIZE1X9.3% (95%CI : 4.4, 14.1) TH Y. HatMICH Bk
ExR L7 (P=0.00009, J&%] Miettinen & Nurminen %, A & /K% 0=0.025) ,
CPS=14EHIZH1T 5 ORR 1L, AH|+HLFFRIERET 52.1% (95%CI : 48.1,56.1) . 7' 7R +{bF
PRIERET 42.6% (95%CI : 38.7,46.6) . HEREIZEIE 9.5% (95%CI : 3.9,15.0) THY . MitMICHE
et Z R Lz (P=0.00041, J&%! Miettinen & Nurminen 5., A 5 /K% 0=0.025) .

CPSZ 10 4E[HIZF51F D ORR IE, AAI+ALFFRIERET 60.7% (95%CI : 54.7, 66.5) . 77 &R +1b
SEIRIERE T 43.2% (95%CI @ 37.3,49.3) | BERIZEIT 17.4% (95%CI1 : 9.2,25.4) TH V. it H
Elatk#EE R L7z (P=0.00002, /&5 Miettinen & Nurminen 75, A & /K% 0=0.025) ,

& =50 (DOR)
ITTEMIZE 1 % DOR B IL, AFI+HLFFEERETS.0 0 A (B : 1.24~415+% A) *, 7 F
TARHCFEEERETST 4 H (@ 1.3+~34.7+% H) "Thotz,

* [4) [ IRBOEREITMEETPD NH LRV L E2RT,
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(72 4pE]

BIWER ORBEIG L, AA|HLPRIERET 95.7% (751/785 1) (HAN 48 il 48 il & ¢e) T
bolo, EREIEH (20%LL 1) 1%, Bl 325 6 (41.4%) . T 252 1 (32.1%) . &l 243 1]
(31.0%) . MEM: 215 B (27.4%) . I/ MREDSD 196 il (25.0%) | i REREDR 193 6] (24.6%) .

FE « R SRAE ARRIEERE 189 4] (24.1%) . BAKIBHE 168 151 (21.4%) KL OYESF 157 4 (20.0%)

THoT,

7T R HEFERIERE CORIER ORBLEIGIX, 93.5% (736/787#1) Th 7=, EEITEH (20%
PLE) 1. B0 32661 (41.4%) . FRI214 61 (27.2%) . & 212 61 (26.9%) . /M 177
B (22.5%) | WEM: 17561 (22.2%) . G EREIRA 170 i (21.6%) . BAJBGE 168 fil (21.3%) .

FH - R IER AR R BIEERE 166 61 (21.1%) | 3597 L OKREME= 2 — 1 /3T —%& 164 5 (20.8%)

ThH-oT,

EERBIWEH ORBEIE 1T, AAHEFEERET 23.4% (184/785 1)) . 77 R +HLFRIERE T
18.6% (146/787 fil) T o7, FRFEEZRENWEH (1%L 1) 13, ARH+HALFRIERECIX T 31 4
(3.9%) . KiF%& 1641 (2.0%) . W&t 1441 (1.8%) K OWEDL 1246 (1.5%) . 77 BR -+
ERECIE TR 24 01 (3.0%) . WEHE 1761 (2.2%) ROEAKEGR 8 4] (1.0%) Th -7,

W DIRBRE D 5 1L - T2 BEWEH OFRBLEIG 13, AAIHLFRIERET 26.4% (207/785
) . TR HEFRIERET 20.1% (158/787 6) Th-o7-, EABhGHIEf (1%L E) X, K
F AV P PRVERE TIIRM MR RE, = = — 1 R F—28 4] (3.6%) . FMGME = = — 11 2 $F—26 1l (3.3%) .

THI S (1.9%) . FE - RIEFHERAEARDIEGERE 1361 (1.7%) | 4 eS8 & Ovi M0
DE26] (1.5%) | AFHRERBAE 1161 (1.4%) ROUEM: 9 6 (1.1%) . 77 B AR HbFRIER
TIEEMME= 22— XF =324 (4.1%) . KEHEERE =2 —a /35 =216 (2.7%) . f/MEd
D14l (1.8%) . FEE - BIEFRME ARG 96 (1.1%) KO EREE 8 1 (1.0%) T
HoT,

BIERNC & 2 3E I AR L ARIERE T 8B, 77 B AR HLSFRERET 16 Bl A DAL T=, NFRIZ,

AR HACPFERECIFFE L, TH, RMZERIE, Milgge, it WuidE, BufErEs = > 7, i
e/ A PESRBER (45 1 61) . 7T v R HEEERERE CIRUENE Y 2 v 2 BB L Ak
DFAESE Q1) . TR, e, WofgE, M, i R 1E, 2L, ISR S . iR,

RZEARAE , Z95R5E, IREEMERUMAE (% 161) Th-o7To,
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V. BRICEYIHIEE

HERA - ERREFEMARRE (KEYNOTE-062 #5k) 77

HETH A 2 SHEItE, BEAL, HoER

¥R : HER2 (217> PD-L1 5% (CPS=1) OIREUIBRRNAEZRHETT - TR D B s )T & B %
Arib i BE 763 61 (A AN 103 2 &)

BH#9 : PD-L1 5% (CPS=1) 2>> HER2 MO IREEYIFRARE/EIT - B3O B s I RE H i
BB R 2 XS, —IRIAIR & L CORFIHEMPELE IARHF & Ab258E (FPY XL XP™)
OUFfEE L, 7 7Jm“ CALFHRE OO FEE & OFER 0% 4 i%ttwﬁpﬂ“é

Bk ARFIHMPRIES . ARFHCFERE L7 TR HEFBERIES 12 10 1 1 1 O TEMEA SR
F L7, EVEAEIST TR, BF AR, AR (WG Etﬁ)%’ﬁﬁ@ﬁfﬁ . EEBMERA) |
7/%t)\//ﬁf%@@%ﬂ®éﬁ(ﬂm‘ﬁm/&t/)LIDE%LKO

FEFFMEIER : CPS=1 HFAICH 1T 5 B (PFS) . CPS=1 KON CPS=10 FEHIZH 1)
LA (0S)

BIREHMEIEE : CPS=14EMIZHIT 4= (ORR) K OFEZHIR® (DOR) | et M OB &

fEMT A
FRMT R« A RMEIT ITT S H7, ZaMEiE ASaT 4" Z figtras & Lz,

BRWPEFAR OFEEF L + OS O PES 1 Kaplan-Meier #: % W CTAEFMRZHEE L7, OS RO}
PFS OREMLLERITERI T 7 F > 7 iEZ W CREHI L, BeGREZ 8 & L L7285 Cox Fuffi
P—RETLVEHNT, "= REERZD 95%CI ZH H L7-, ORR ORERILLEIZITE R
Miettinen and Nurminen %% iV 7=, J@BIva 75 o 7 RE. J@H Cox LNV — FET LK OE
%1l Miettinen and Nurminen 14 O J& B[R 12 1 X EEAVEA B H I B W= BRIKR 2 =, £72. Cox
WA — RET VA2 HWT, ERIRT (Mg, SEERRE, 7 vbv ) I 2 0 RPUBMEEEA O
TR0 | AR, MBI, ECOGPS, JRFSEAL, MRS, NEE &, BBk, HUIBRO IR O
SERIRNT 2 9200 L 7= B AR NERIC OW TR, ITT 4 & REEDOREFFIEIC L 0 T L7235, 8
TOFEIIITD R -T2,

ZEMEOFIHEE « ARBR T, 2 [0 P AT 2 FaTcEE L, SRR oAEKEE Tl 2.5%
VI (2B U 7=, ORR (X 1 [8] B O H AT 2 BcfC AT, PFS 13 2 [8] B 0 o AT % B KR
OS L 2 [F D H IR e O 2 5 Z & & L=, b DL EMEOFEIZIL, Maurer
& Bretz O graphical approach z IV Nz, SN AH L2 REIERE & 77T B AR H LR REERE O LUk
(B89 % CPS=14E[M ™ PFS, CPS=1#: D 0S, CPS=10 %MD OS (ZF LA K UE
0.1%, 1.25%. 0.75%% By L, ARFIEMPIERE L 77 2R HEEREREO iRICBI 3% CPS=
LMD 0S GEEME) ([cAEAKERN 0.4% %y Uiz, LB, MEHICAEE TH - 2HAIC,
graphical approach 223 TH EKMEL Flds LTz, HRIRENT & S MiATIC 31T 2 EAKHED
BlriZid, o HE RS E v,

*] 5-FU + L A S FF o
) HNUH LV RTTF
*3 A 200mg 3 EMIBIFER S (Q3W)  (F=a—Ad 1 HEHIEE)
*4 ARH| 200mg Q3W (K2 —2AD 1 HHIZHES) LT O(LERE (GRBRISEMSBE Z L2 o
WA PR
« VAT T F 2 80mg/m? Q3W (= —AD 1 A HIZHS) &KUY 5-FUS00 mg/m?*/day Q3W (5 H I FFkem
TS % 6 2 — A 5%, 5-FU 800mg/m¥day Q3W (5 H &kt ity ##5,
VAT T T 80mg/m? QW (Fa—AD 1 HEIZEE) KUY Z B 1000mg/m? Q3W (%= —
Z1~14 HHICTH2ERAKE) &6 a—2fE%, B2 B 1000mg/m? QBW (£ 1—Z 1~
14 HBIZ1H2ERAKE) 2&%E,
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V. BRICEYIHIEE

¥ 778 R QW (Fa—2D 1 HEICESE) L*4 LFE—OFRE (RIS R EH 2 & IR
DTN E G
HES-FUDBERPREE LW, T DOH A RT A4 AZH 0, IR Y EMOERT T Z e o
EALAREE Lz, YA TF L OFEMEIL, KO A R4 I2nW6a—2XFTE LTI
2, 5-FU I Ao ¥ B OB GI3EBRFEMEF R EICE > T L Th Lo & & Lz,
*6 RECIST A R Z A > L1RICEDS < EMTMSIFIfEZ B2 (BICR) 1T X 27
*7 EAEAL SN2 T R TOBRE
*QIREREEZ | BILL BB G SNTETRTORE

R -

[ EEHmIE A ]
& EEEALFHIE (PFS)  QEIH OWEMITRFOT —% : 20184F9 A 26 H W v MA7)
CPS =1 4 PFS O H X, AFIHLFEFERET6.9 » H (95%CI : 5.7,7.3) . 77 &AR+{b
FRUERET 64 5 A (95%C1 : 5.7,7.0) . ~PF— R 0.84 (95%CI : 0.70,1.02) Th Y, KH+1k
SERERNL T T 2R HESERRERE & i U TR A R S o 7 (P=0.03918, J@RIn T
mE LAl . AEKYE a=0.0008) .,

& 2AFHIR (0S)  REMTIFOT —% 201943 A 26 H 1 » b A7)

CPS =1 4£H D 0OS O HRA X, ARAIHLFEFIERET 125 7 H (95%CI : 10.8,13.9) . TR+
EFREREC 11 m A (95%CI = 9.2,12.8) | /P — REIE 0.85 (95%CI : 0.70,1.03) THY, K
B A FRIERT 7T 2R L SRERE & el U T E 2 /R S 72 o 72 (P=0.04611, JEha 27
Z o ioE LA | A EKYE 0=0.0088)

CPS =10 2D OS O HF I X, AH LA RIERET 123 # A (95%CI : 9.5,14.8) . 77 EHR+
L EIERET 108 # A (95%CI = 8.5,13.8) | /~H— R 0.85 (95%CI : 0.62,1.17) THH, K
Bl HALFIRIERL T 7 2 R H R ERE & bel U TR 2 /R & 7 v o 72 (P=0.15804, JERIIv &7
Z o koE LA | A EKYE 0=0.0064)

[BIREEHEE R ] (1B H ORI OF — 4%  20184E3 H 26 H 1 v v A7)

®7=%h2 (ORR) (
CPS =1 £ EITF 5 ORR 1, ARH|H{LFRIERET 48.6% (95%Cl : 42.4,54.9) | 77 AR +H{b*
FRIERET 36.8% (95%CI : 30.8,43.1) Th o7z,

& =5 (DOR)
CPS =1 M2 BT 5 DOR O, AAI+H{LFEERET 6.8 » H (#iPH : 0.0+~25.040) *. 7
TR HEFRIEREC 6.8 » A (HiFH : 1.4+~24.7+) "ThoTz,

* [4) IR BORBIFMEE TPD NA LRV L Z2RT,
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V. BRICEYIHIEE

(72 4pE]

BIVER ORBEIG 1L, ARH+H{LFHRIERE T 94.0% (235250 ) T 7=, EREIWER (20%LL 1)
L AL 145 6 (58.0%) | &I 90 1] (36.0%) | 55 90 5] (36.0%) | 4f FEKIEE 88 il (35.2%)
BAJHGE 75 611 (30.0%) | W& 66 B (26.4%) . TH#HI 63 il (252%) | FE - RECRERMT A4
JEWERE 59 1] (23.6%) K OFHEREORD 56 B (22.4%) Thotz, 77 AR HLFEFIERTOHE|
TEHORBLEIE X, 91.8% (224244 45]) Th o7, 77 AR H{LFRIERECI T 2 E2RRITEH (20%
PLE) . L 120 1 (49.2%) . AFHERIVE 95 51 (38.9%) . i 80 (32.8%) . EAKIEGE
7461 (30.3%) . WEHE 7161 (29.1%) . 57 63 B (25.8%) KUNTFHI 626 (25.4%) THHo7T-,
EERRIERORBEIA X, AHIHLFAEIERET 29.2% (73/250 1)) . 77 2R HLFRIERET
29.1% (71244 ) THH 7=,

W DOTEERIE O G- H 11T > T BIEH OFBEIG 1L, AHHEFIRIERET 27.6% (69/250
B . 7T B R HALEIRIERET 18.0% (44/244 %) THh o7z,

BIVEFNC & DR IIAR HEERIERE T S B, 7T 2R HESARERE T 3 Bl A B iz, NERIE,
AFN A FRERE VBT EES T, i2e. WUME, REWEL HERB/E, DiEm (% 1461) |
77 /R AR Tl . g R R, WZERE (% 1#]) Thoiz,

) GRIEUIBRREERMELT - HROEE) (SBT3 ARFOAR SN ZHERCHEIUTO LB Th 5D,

M OHUEMEEEA & OfFHICBW T, @E, AT, a7 el X~v7 (BEHlRz) LT 1H
200mg % 3 3@ RIMRE S I% 1 1] 400mg % 6 B RFIFINE T 30 /R A T TREFHET 2,
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V. BRICEYIHIEE

SERS : [EPNEHIE B (KEYNOTE-659 3t8) ™ 79

HEBRTYA D S dE, FEEELL, EER
X : HAAD HER2 [&14:7>> PD-L1 5% (CPS =1) OIGMUIRARREZ2 ST « -3 0 B I U
BB H A S B 100 61
BH# : HAAD HER2 (215> PD-L1 it (CPS =1) DIBHUIBRAGE/ 2 HEFT « BRI O H g XX
AE H AT B AR, —RIBE L L TORA L AbE (SOX™ Xk SP2) o ff g
EOR MR R EMEEBRRTT 5,
HE EEEZaR—F1 (RFI+SOX) P L ak—h2 (KRAI+SP) “Icx8ek LT,
FEMEIEE : 2% (ORR)
BIREMMIER - =ohfS* (DOR) . Z#h#"™ (ORR) . = hue—/L% (DCR) "5 M
BALFWIRS (PFS) | Z2hE CToOHI™™ (TTR) . &4&F#ME (0S) | w4tk
R AE
FRMT R SR - A RME R V22 BRI & BT ASaT #EM"7 & it & & Lz,
ORR ® 95%CT T " TH/ARIZ IS < IEMETEIC X W B L7z,

S+ AFYVTFTF

#2S-1+ AT FF

*3 AHI 200mg 3 WRIRFER 5 (Q3W) (Fa—2m 1 A BIC#EE) | 53U 7T F 2 130mg/m? Q3W (%
a—2AD 1 A RIES) KOS-1% 40~60mg/[Hl Q3W (% =2—AD 1~14 ARIC 1 A 2EEOHEE) %
B b

*4 AR 200mg QAW (=2 —2 D 1 HEIZEE) | VAT T7F 2 60mgm?Q3W (%2 —AD 1 HHICES)
FOrS-1® 40~60mg/lal Q3W (£ a—2D 1~14 AHIC 1 A 2R O#%E) 2#%5
T S-1 OPIEB G-I, RRER (<1.25m?: 1 [ 55 40mg, >1.25~<1.5m?: | [E#¢5-& 50mg, >1.5m?:

1 Bl 55 60mg) (ZHEVy, 1 H 2EIEIE# LY BHICIRAT2 28 & Lk,

*5RECIST A FT7 A L1IMUZES < E PSP Y EZRAS (BICR) 12X 27

*6 iRECIST A KT A > 1.1 B H-S< BICRIZ & 25

*TIRBEE | Bl BB G Sh TR ToBE

R

[(FEAHMEEE] (F—% 4> hA7H 202145 H 30 H)

®75% (ORR)

RECIST 1.1 (225 < BICRH/EIZ L % ORR L, Z2A— K 1 T722% (95%CI : 58.4, 83.5) . =7k
— [ 2T 80.4% (95%CI : 66.1,90.6) T -7,

[RIVGHEER] (F—4%A v b4 7H 120214 5H 30 H)

& 2 (DOR)

RECIST 1.1 {255 < BICRHiEIZ L% DOR OHRfEIL, =2A— K 1T10.6 v H (95%CI : 5.6, &
BE) | ams—h27T955H (95%CI: 4.7,153) Th-olz,

®Jisha L o —/Lk (DCR)

RECIST 1.1 (25 < BICRH/EIZ L S DCR X, A — K 17T 96.3% (95%CI : 87.3,99.5) . =7k
— R 27T97.8% (95%CI : 88.5,99.9) T -7,
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V. BRICEYIHIEE

& AN (PFS)
RECIST 1.1 {2%-3< BICRHI/EIZ L % PFS O gL, =A— K 1 T9.4 % H (95%CI:6.6,12.6) .
aR—F2T83%H (95%CI:58,15.3) Th-oT-,

O FE TOWIR (TTR)
RECIST 1.1 1235 < BICRHIEIC L A TTR O dufiiix., Miak— 2155 A CThot,

& 2R (0S)
OS DHRfE L, =AR—HK1T169 5 H (95%CI : 13.4,20.0) . 2Fx—F2T17.1 # A (95%CI :
12.6,23.1) ThoT-,

[Ze4tE]

BIVEF OFRBEEISIL, aA—F 1 T100.0% (54/54 1) . =AR— k2 T 100.0% (46/46 ) T -
oo EREWEA GB0%LLE) (X, 2A— 1 TIERHMHEETE =2 —a 3F—51 6] (94.4%) . B
B 33 Bl (61.1%) . s 32 5] (59.3%) | i/ RERDE D 28 Bl (51.9%) | AFHREREDECD 22 6
(40.7%) . THI21 61 (38.9%) . BRI 2041 (37.0%) RO A4 1941 (352%) . 2dh— b
2 TUrXaFhEREdE ) 32 41 (69.6%) | LK OVEAKIBGRE 28 1 (60.9%) . {854 22 61 (47.8%) .
T 20 61 (43.5%) . B KE O NEE 1561 (32.6%) NS AL 14 6] (30.4%) ThH-o72,
EEZRBEIEHORBEGIX, 24— 8 17T33.3% (18/54 %) . =27-— bk 27T 37.0% (17/46 %) T
Hotz, EREERBIER GB%IUL) X, 2dh— b 1 CTRIBHERE3IH (5.6%) . KIFEEW
W45 2 1 (3.7%) . 2R — b 2 TRIBHERER 23 (6.5%) . KT b VU 7 A ffE M 3545 2 4
(43%) ThoT-,

WP DOIRBREO R G HILIZE > TCEWERH OREBLEIGIL, 24— 17T5.6% (3/54 %) | =R
— k2T 43% (246 %)) Tholz, BHEHILBIONGRIL, ahR— K 1 TOEIE, /NER, PEEME
T, PERE 1B, ar— 2 TREZ 26 TH -T2,

BIEFIC L DR ar— k1 TR (MELR) [2AB, adm— k2 TEHELNRN- T2,
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V. BRICEYIHIEE

HER2 (514 B =
HERA - [ERLFES MRS (KEYNOTE-811 3ER) 80 8D 82 83)

[Fo—/8)Ladk— K]

RERTH A ZhuskdeF, EEAL, —HER, 77 AR

R ALFIIERE D72y HER2 B OTRE OISR R AE /R AT - FRR O H UL ANE B # 5 5 i B
698 Bl (HAN 84 f5il & &)

B#9 . HER2 Bt OIRIEEIR AR RE 20 AT - B O H T B B G IR B 2 0510, —KIER
& L TCORA L oPtEMEEER [T 2 Y X~ 7 +H{b5E  (FPY E CAPOX™2) ] & off
ML L, 77 2R L hOFEMEREL S & OO HEIEO AR O 2% iRGT 5,

Hik  ARF A OPUEMEER AN UL T T AR EMOBTEMEREA I 1 1 Ol CRIES BT
L7c, BEEREIT T, B 2 g, PD-L1 BBURM (CPS™=1, CPS<1) KUMbFIEIE (FP
KON CAPOX) (2 &k vfEnlLi=,

FEMAIEE : 24T (0S) | MEEAFHIRF (PFS)

BIRGHEIEE : 2845 (ORR) . ZE#WHIE™ (DOR) . BaMEROBAEME %

R AE -

FEMT X REE ] - AT ITT 227, 2 aVEiX APaT £H"S 2 fiftrxt4e & L7,

ARG OFE R © OS KO8 PFS I3 Kaplan-Meier #: % FlW CAfFHIR A HEE L2, OS Y
PFS OFEMITIE N 0 7T v 7 e % VTR L, #5842 8 & & L2 @RI Cox Hufil
P—RFEFLEZHNT, ~"PF— REEEOZED 95%CI 2% H L7-, ORR ORER 13 5m)
Miettinen and Nurminen 5% =, ERln 77 o 7 E. BRI Cox Ll NV — FET 1 EUE
1] Miettinen and Nurminen 75O J& Bl [ 11 X AR A B I AW 2 @RI 72 v iz, F72. Cox
Pl — RET 2 HWT, FEn, MR, AR, #ill, PD-L1 FELRIL, MSI A7 —H &
ECOGPS, JRFHL, AR, MG &, B, HOBRMOMITEE, (L RiEL ¥ A U RIoEH sy
FEMRAT 2 9200 L 7=, B AR ANERICOW TR, ITT M & RO EFFIEIC L 0 i#iT L7225, 8
TOPREEIIITO o7,

ZEMOFIEE « AR T, 3 [\ P AT 2 Fanc it L, SRR FEARMEE 1l 2.5%
VR (2B L 7=, ORR 1Z 1 [B1H O FRIFENT & S i&MiidT & L. PFS OFFATIX 2 [8] B O H i fiEsT
SO 3 [Bl B OH ST (PFS ORAMENT) T3 L., OS OfENTIX 2 81 B o FfEf#T, 3 [EIH O
W REIRAT e OB &M T T2 2 & & Lz, O DL EMEOFIREIZIL, Maurer & Bretz @
graphical approach DYEIRIEZ W o, BN A BAKEER M 0.2%% ORRIZ, 0.3%% PFS &K 2%
Z OSIZHEN D YT, WTFNODOEGRNFER SN A, Yk BEKREE MO R DT 5 2
Ll UTe, HHIfRNT & BT IC 31T 28 BAKMEDEL M ITIE, o HEBIEE iz,

*] 5 FU+ A ST F o
R PNBEE AR TTF
*3 A 200mg 3 AR S (Q3W) (Fa—Ad 1 HEICHE) LLITOFBEEIELA (E5RE Y E
DEBE T EIGER) 0T E R
« N T AV X< 7 H)E 8mg/kg, 2 [ B LUK 6mg/kg QAW (-2 — 2D 1 H BIZEE) . v A7 7 F 2 80mg/m?
Q3W (%=—2AD 1 HHIZ#ES) KO 5-FU 800mg/m¥/day Q3W (5 H fHIFpke A 5) % b
« F T AY X< 7P 8mg/kg., 2 [\ H LI 6mg/kg Q3W (F=a—AD 1 AHICERE) | X)) SFTF
¥ 130mg/m2Q3W (%3 —2AD | HHIZEE) RKUOHUH B 1000mg/m? Q3W (52— A 1~14 H
izl H2E&O#&E) 2%5
*4 7R QW (Fa—2AD 1 HEICHEE) &3 LR—OPEMRIES (BRI YEMNEE = L I0E
) oWF Iz
*5 CPS=PD-L1 # %8l L7z fifass (ESME, ~ 27/ v 77— RO 2 RER) 2 RIESMIEEL TR L. 100
e U7l
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V. BRICEYIHIEE

*6 RECIST A F7 A ¥ LIRIZES ERTMS P RHEZES (BICR) 12X 25

*TEEA LS NI T R TORE

*QIRERIL A 1 Bl BB G S N R TOEE

R -
[FZEEHME A ]

&AM (0S) [T

(FA) FfDT —4#]

AH & OPTEMIEER & O REERIT T T B AR MO FEEMEIEER] & OO ARERE L s L
THREFIINCAE R OS DHEE /R LT,

0S OfiEfT (TT 4£H)

AH| LM OBUENEEEA] | 7T R & o FUENEE
& OO RE BRI & OOF L
(n=350) (n=348)
osf AV MR (%) 267 (76.3) 288 (82.8)
e (Al (95%CI) 20.0 (17.8,22.1) 16.8 (14.9,18.7)
AN — R (95%CI) 0.80 (0.67,0.94) _
P i} 0.0040

BT DT — & 1 2024 53 H

20y NAT

T THBYIY 7 — X TR % Kaplan-Meier 512 £ 2
1 BRI Cox Hefii Y — REF T L D 7T &R L OFUEMEIEREA & OO R E & O

§: Bhla s ke (A .

A Bk 0=0.0201

YRR Z F2ME S 4u7= CPS BIID OS DM FEFIZTHRDO LB Th o1z,

OS OfiEHT (PD-L1 ZEFLR LA

AFH & O FUEMERIZ A &

77 &R & A OGN

aefi () T (95%CI)
NP — REE (95%CD)

18.2 (13.9,22.9)
1.10 (0.72,1.68) ¢

OF L & OOF L
CPS<1 (n=52) (n=52)
A2 M (%) 41 (78.8) 44 (84.6)

20.4 (16.4,24.7)

CPS=1
ARV MR (%)
i (H) T (95%CI)
NP — REEE (95%CI)

(n=298)
226 (75.8)
20.1 (17.9,22.9)
0.79 (0.66,0.95) *

(n=296)
244 (82.4)
15.7 (13.5,18.5)

IR DT — & 2 2024 4E 3 A
o BYY T —2IZxET D Kap

20y AT
lan-Meier {512 L 5

1 FEER Cox lefilNY— RET I L D7 T R L O HUEEMME A & OO FEE & o ik

§ © BRIERY 7SR T
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. BRI SIRE

0S ® Kaplan-Meier #fif [PD-L1 [t (CPS=1) DHEH]

100

90

80 - \

70

® 60

B 50 - \\‘

5 40 e
30
20
10 -

— FWEAEORBEERAN & OB AL
——— 75 REMORBEMEN & OB AME

oy
' M-
i
!

0
0 3 6 9121518212427 3033 36 39 42 45 48 51 54 57 60 63 66

at risk# EFMMIA]

FH & hORBIEEERH
EDRERE 298 288 265 241 207190 166 143127115102 86 78 67 59 51 48 4232 18 5 0 0

T3 eftnnBE RS
COBERE 29276244 215180154 135117104 93 85 73 63 56 50 38 30 21 13 9 3 0 0

@ MM A ZHIR (PFS)  [2[E B O RIET (1A2) BT —#]
AH & OFUEMEIEEA & OOEREERT T T B R & O HEMEREEA] & O OF RIS & il L
THEFFACAHE R PFS Otk EZ R LT,

PFS Ot (TT £M)

AA M OPEMIESA] | 77 R o piENEE
& OO RRE A & OOF R IE
(n=350) (n=348)
PFSf ARV N (%) 234 (66.9) 250 (71.8)
e (A1 (95%CI) 10.0 (8.6,11.7) 8.1 (7.0,8.5)

NYP— K (95%CI)
P fi}

0.72 (0.60, 0.87)
0.0002

PRI DT — & (202245 H 25 H A v A7
T THYIY 7 — X%t % Kaplan-Meier V512 £ %
1 @R Cox eIV — REF L BT T 2R L OFUEEER & OPFHERE & Ok

§:@hle 77 o E LRl .

BKYE 6=0.0012795
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PRI Fiti S 7= CPS B D PFS OfEMTFERIZI FRDOD LBV ThH o7,

PFS OfEMT (PD-L1 FEELR LA

AH M OFLEMRRES O | TR &M obTEMEEEA]
POF L L 0)@1‘»%?%{72
CPS<1 (n=52) (n=52)
AR M (%) 35 (67.3) 35 (67.3)
i () T (95%CI) 9.5 (8.3,11.3) 9.6 (7.9,13.0)
NP — K (95%CI) 1.17 (0.73,1.89) ¢ —
CPS=1 (n=298) (n=296)
AR (%) 199 (66.8) 215 (72.6)
R (H) T (95%CI) 10.8 (8.5, 12.5) 72 (6.8,8.4)
NP — K (95%CI) 0.70 (0.58,0.85) ¢ —
PRI DT — & 20224E5 A 25 A0 v ML7
t T BYI Y 7T — 2 12T % Kaplan-Meier 1512
1 BRI Cox LPINY — KET ML BT 7Jm” 2:11430)# MEREEA & O PFRFRE & O g
§ @ BRIRI 2 AT
PFS @ Kaplan-Meier #i## [PD-L1 5 (CPS=1) D #AH]
100
90 1’} — IR ORI & DAL
80 ' ——— TS EREMONBERBNE OBBRE
&70-
B 60
i 50
i 40 - "
& 30 S S
20 nd by HHLH‘H—?—?—!—*—H
10
00 3 6 9 12 15 18 21 24 27 30 33 36 39 42
ot riekd BT AR [A)
zﬁ%&ggggﬁmaﬂ 298 250 200 150 116 84 61 48 40 33 26 14 5 2 0
zz;gggwmsmm 206231150 98 76 54 38 24 20 15 12 6 3 1 0
[Zz k]
BIVEF OFRBEIG 1T, AH L OHUEMEREEA] & OOFFHRRERET 97.4% (3417350 41)  (H AN 44

itk 41 Bl ETe) |
77

> 154 61 (44.0%)

THLL 153 4] (44.2%)
BAER 91 1 (26.3%)

L 110 61 (31.4%)
I/ MR ES D 91 %1 (26.0%)
OFE - BRI AR EIEGERE 80 1 (22.9%)
TR 145 B (41.9%) |
M 86 il (24.9%) .

. MEM 88 1] (25.1%)

77 'R EMOBIEMIEEA & OO RPEERET 96.5% (334/346 fil) TH

L BARIBEE 92 1] (26.3%) .

RIEPERETE =

—a T — L OTFTE - BERFRNE AR SIERERE & 736 (21.1%) Thoiz,

HERBEWERIE, AA & O GUEIERREAI & OOFFRIERET 91 61 (26.0%) .
RS & OOFARIERET 79 61 (22.8%)

I & O UEMERE A & OOF HEERETIZ TR 16 61 (4.6%) |

206

A e R (L7

WZERD b, azfo@%foc WER Q%LlE) X, K

ANIZHE D BUE, fige K OVl

FREWER Q0%LLE) X, KA & obiEMAIEEA & OO ERE T T 166 6] (47.4%) . &

\ T EREORD 94 151] (26.9%)
KM = 2 —a XF—84 ] (24.0%) K&
77 %R LM O HUENEREEA & o O R ERE
2 112 41 (32.4%) | 1/ MR 93 61 (26.9%) |

I EREGE D 83 151 (24.0%)



V. BRICEYIHIEE

761 (2.0%) . 7T ER & MMOGUEMEEE A & OOF HEERECIX TR 1561 (4.3%) K OWEH: 8 4
(23%) IZRD BT,

WP DIBBRIE DB G- th IEICE > 7-BIEAIL. K & o HTEMEEA] & OO RERET 130
@J@m%)\f?kﬁkmwﬁ%ﬁ@rﬂk@%mﬁﬁﬁf1nﬁJGm%)f%otoiﬁﬁ
Bz B> BIER Q%LLE) 1%, AF L hoHrEMEREA] & OO RERE TR = 2 —
NRF—19061 (54%) . RIMERFE = 22— 3F—1741 (4.9%) . f/ RS 1361 (3.7%) . F
B RIERRAT AR SIEGERE 116 (3.1%) K OFHERERD 761 (2.0%) . 77 8AR & fthohiiE
PERES A & OOF FIRIERE CRMME= 2 — 0 X F—18 41 (5.2%) . RIMEE = 2 — 1 /3F—16
(4.6%) . M/REDED 1461 (4.0%) KOTFE - R ERRIMEADIEGEEE 8 6 (2.3%) IZFRH 5
N7z,

BIVEFNC X D31, AH & o PriEr iR Al & OOFARRIERE T 4 6, 77 &R Lo PrEmiE
A & OOFRIRIERET 3 BICERO BTz, WRRIZ, AFKI & o BFUENEREEA & o OF AR ERE T
figse, FFe. BIMIE M OMFEZE (% 1 6)) . 77 &R O HUEMEREEA] & OO BERE L
K. MZERIEROIRER (% 16]) Thot,

[BRANEMIR—F]

R BARNO(LFFRIERE D2\ HER2 Bt OGBS RE /2 HETT - RO E T REHEE
Jies ;R 40 1]

B#9 . HER2 Bt OIRIEUIRR AR GE 2 AT - IO H T AE B G IR B 2 4510, —KIGR
& LTORA L MoOHTHEMIEEA] (h T 2V X~7+S0X™) L DOFHRIEL., 7R LoD
PUBEMEREA & OOF AL O MM OV V% a3 5,

FiE  AH LA O HUEMEREEAT UL T T 'R LA OPUEMEE AT 10 1 O CEES B
L7, BAEZAETT CIL, B % PD-L1 BBUIRPL (CPS=1, CPS<1) XV JEHI L7,

fEMT AL
AR ORETE « Za—r b ak— b ERBROFG TIEIC L VI L7223, 8 Toiis
TR o, £, Azadk— & KEYNOTE-811 SRER D = E AR iR Mg ET — % &%
BNZRRAT U, FEFHIE EH OfATIZIEE O RN & & LT,

*9S-1+A4FH ) FTF

*10 AA 200mg 3 IR G (Q3W) (F=2—2D 1 HHIZEE) & N TR Y X< 7 HHE 8mg/kg, 2 [HHL
M 6mg/kg Q3W (Fa—2xd 1 HHICES) . %YV 775> 130mgm? Q3W (% =—AD 1 HHIZ#
5) FONS-140~60mg ((AFEAEIC L DEHER) QAW (Fa—X 1~14 HRAIC 1 H2ERAFKYG) 25

*11 78R QW (F=—2AD 1 HRAIZKE) L*10 & [F—oOFEMEEE M % 0 H

R -

(B %]

ALK (0S)  (FARFDT —4)

OS OHRAEIE, AHKI & O HUEMENEEA] & OOFFHEIERET 294 # A (95%CI : 16.7,36.0) . 77
TR LA O FUEMEEEA & OOFHEERET 16.6 5 H (95%CI : 11.1, 30.0) . ¥ — FEiE 0.63
(95%CI : 0.31,1.29) Tdh 7=,
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& AR (PFS)  (IA2BE DT — %)

PFS O HIEIL, AH| & O PUEMEEEAl & OPFHBEIERET9.9 » H (95%C1: 5.6,16.7) . 77k
R & A OHTENEREEA] & OOFRBIERET 9.5 # A (95%CT:6.7,15.0) | /P — REiE 1.25 (95%CI :
0.57,2.76) T 7=,

[ZeatE]
BIER ORBEIA I, AAF &M FEEMEIEEA] & OOF FPRERET 100.0% (2020 41) . 77 &R &
L D FLENE N %Uk@ﬁﬁﬁf&{fﬁif 100.0% (20/20 f5)) TH -7,
EREIER (20%LL 1) 1%, AH) & O HUEENEREA] & o OF R ERE CUfF FREREDD K O RS MR
= a—a8F— % 1441 (70.0%) . BAJGEK OVFH# 4 12 61 (60.0%) . B A2 9 1] (45.0%) |
HLD 85 (40.0%) . ANK 76 (35.0%) | JET7. M/ IRCEEAD K OMEM: 4% 6 51 (30.0%) . &
&U%Aﬂi%sm (25.0%) | fEf, F5 - BIERRHT AR f“ EREL OV 5 FRIE 4 4 61 (20.0%) |
77 &R L MOHUEENERREA] & O OF HEERE CRIETEER = 2 —a 3F —14 41 (70.0%) . Bl 11
B (55.0%) . G EREGED KR ONTH 10 61 (50.0%) . EAKIEGE 8 61 (40.0%) . I/ MRkEdED 6 5
(30.0%) . HREAL, AL, BEEKOTFE - EF%ET%HET PREERE 75 4451 (20.0%) Th o
77
EECRIWERIL, A& & hOPUEMEEE A & OO HRIERE T 9] (45.0%) . 77 BAR LfhohiE
PEREISA & OOFFBIERET 41 (20.0%) IZBO BN, EREEREWEHN QFHILLE) X, AFA
M OFEENERES A & ODFRBIERE TR M, PIKE O TR A 261 (10.0%) . 77 &R L MobiE
PERE A & OOF HEERE CRABOR 2 41 (10.0%) ThoTo,
WP DIRFRIE D G- 1 ICE - - BWERIZ. A & o HiEME R A & o0 RRERE T 10 41
(50.0%) . 77 &R LMMOHUEMEEEA] & OO HEERE T 11{§J (55.0%) (ZFB» Bz, Eraf
Bkl B2 BWER QBILLE) 13, AHKI L fhoo HrEE A & o0 FRERE CIREUE & OURM
PR = 2 — X F— & 341 (15.0%) . &FhEkEdsd 2 61 (10.0%) . 77 &R Lo bR
B & OO FRRIERE CRMMERE = 2 — 1 3F =541 (25.0%) . &FFEREdED 261 (10.0%) TH
>77,

BWERNC X2 CITRD bignoTz,

) QEROIBRARE /T - TR O B 1281 2 KB OBRE U RICBEET A B TO LB TH D,
<FHREXUIZNRACRIE# T B 1R > (Y
HER?2 O TERYIBR A RE 72 81T - ﬁ%@aﬁ’ﬂbfﬁ%ﬂ%&@#éiﬂ/\ IZ. CPS lzoW\W T, 117, B
KRS DEONAEZB L, +0RRBR 2 A4 2REE IR 2 MAIC L Y, PD-L1 O%
BNHERSINIBE RS T2, REICH - T, ﬁk%@éﬂf:ﬂt%é@%ﬁﬁﬁ 2 SR U P R R R 2
WwWanzZ b,
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<BEYIRAREZ AR ERE >
HERAE  [ERRLFES IR (KEYNOTE-966 #kER) 84 89

REBTHA 2 ShskdtE, BEAL, —HER, 77 8RR, WATEERH

KR ALERIERE O 22 WG DI RE 2R AHE S ™ 1,069 1] (H AN 102 6 % & de)

B AL FRERE O R VBBOIBR R R HEREF A5 & L, AFIK M FRE (Fav 2 e
SYATTTF) OUFREE L TR K MEFRE (S AV ey VR TTTF V) OFFH
VLD N V2% i RET 5,

FiE  ARH SRR & OOFIRIERE?. X7 7 AR SALHIRE & OOFHABIERS ounF s

(2 11 CEELEI T Uiz, BAELABIM T Tk, Husk (s 1: 7207, #dg 2 7 o7 LIAh) |
JRFTHEELT XTI ME, R OVRSERNL (THEE, FFNSUIHFZL) ik v BRl L7z,
AAUNIT 7RI AK IS a—A, VAT TFUNIRK 8 a—AETREAETHY, Ay
B TREBETIFE CERVWEEFLRORBBE TREREE Lo, 223, BIGFHE CFE
B TR DA, REETZ R ITERPRD DN WEOBRKRIICLEE LT 5 R
FH T, REBILAKEO B CHREBEITAE O LD £ TARA| & ALFEEIEO O 5 & ik 3
HTENAREE ST,

FEM@IEE - 24T (0S)

BIREMEIEB - MEHEEAFHIR (PFS) . 240%™ (ORR) . Z=2h#If™ (DOR) | &Mk O
BT a7 7 AL

R AE -

FEMT XIS AE ] - DOR LIS DA ZhHEIE ITT S22 aMEiT APaT SEH1™ & it xf 4 & L7z, DOR
DOFEMNTIE, ITTHEHOZENE] (CR UL PR B HNT-HBE) %L L,
BRWPEFAR OFE R FIE + OS O PES 1 Kaplan-Meier #: % W CTAEFMBRZHEE L7, OS ROV
PFS ORERIEIIIERIn 77 o 7 e Z W CRHMI L, BeGREZ2 3288 & L7zJ@hI] Cox Lufil~
PF—FRETLEHANT, ~NPF— REEERZED 95%CI ZHFH L7-, ORR ORERM LI 13E 5]
Miettinen and Nurminen 5% A\ 7=, @RI 7'Z 7 E. B Cox LNV — FET LK OE
%1l Miettinen and Nurminen 14 O J& B[R 12 1 X EEAVEA B H I W2 BRIKR %2 =, £72. Cox
BN — RET v VT, Mk, RFTEIT SUTEBBE, BRI, Al R, IHE AT
NFE R ONEE R L — ) [RERBHAGRT 1 » A LN OPIESER 5. AilaRE, BER YL, MSI-H,
PD-L1 OFEBLRIL, EVEA BT S ECOG PS I2oUNT OS & PFS D RSy H AT % S L
7eo BARNEFICOWTIE, ITT LM & [FERORLFHFIEC L T L7223, J8 TOREEIT T Ok
Mmool
L EVEOFIEE - AR TIL 2 B OFEMED PR 2 FRTIFHE L7-, PFS X UYORR X 1 [HIH
D HEIEAT 2 BA& AT & L. OS 1T 2 [E1 0D IR M DN T &2 i 5 2 & & L7e, e
ROBBEKRAED A 2.5%I1272 % £ 9 BB ICHIEI L, 2o O EMEOFHFEIZIL, Maurer & Bretz
@ graphical approach & IV o, BN AH EARMERR 2.5%% OS IZHIV 24T, OS DG FEAN S
e, Uit AEKMEL PFS LT ORR ORGLIZE L < il T 5 2 & & L7z, PFS OGN
FEHINTGE, YA BEAKHEZ ORRIZHAL S L, ORRIGAFER S NI-5E . MIcTHHE
KHEIL PFS ICHEL D35 2 & & Ui, HRHIMENT & BT IC 31T A A BKHEDORL I, o 1H
E RS A VW,
LRI SUIIBHBEE L LTH AV Z B NIV AT SFUNBEEN-BE . KOERYIRRE L2
Wr SRR BARlT D 6 o A BICHTRT USRS M BEIE D i T Cd o 7o BF 1RG£ Sz,
2 A 200mg (FFa—AD 1 HEIZEE) LFREL LT AV B2 1000mg/m? RN AT T F
25mg/m? (F=—AD 1, 8 HEIZKRE) % 3 MM (Q3W) TiE
#37F AR (Fa—AD 1 HBIZEE) &*2 LR—O(LFFEEE QAW Tk b
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*4 RECIST A KZ A > 1.1 fRIZE-S< BICR (B S FAICHERBES) HEIZ X 25

*5 EEA LS T R TORE

*6 VJRERIEN 1 [BILL BB G- SN2 T R TOEE

R -
[F EEHE A ]
& =AFHIR (0S)

(A& ARAT)

KA AL & OOFRIEIEIL T 7 AR SALFRE & OOFHIEE & g U THREHIIICA E 72 OS
DUEER LT,
OS OfiEtt (ITT 4FH)
KA 75 & RHLFREE
(533 f3i)) (536 #31))
oSt | 4=y M (%) 414 (77.7) 443 (82.6)

hdefiE (A1 (95%CI)

12.7 (11.5,13.6)

10.9 (9.9,11.6)

NP — R (95%CI)
P fffis

0.83 (0.72,0.95)
0.0034

AT DT — & 1 20224E 12 H ISA A v F AT

T B T —Z Ik d % Kaplan-Meier {512 X %

1o BREREA LR L LZER] Cox I NY— RET VT L D7 T 'R EALZERIE & OO RERE & o bk
§:J@la s rmE D] . AEAKYEE 0=0.0200

0S @ Kaplan-Meier #i## (ITT 4[H)

100
90 - —— FREALRREE OB
80 - ——— IS ERE(EREE OB
70
K60
B 50 -
H 40 A
30 A
20 A "
10 | e
0
0246 810121416182022242628303234363840
at risk# M A]
BRI EALEREE
EOHEBEE 533 505 469 430 374 326 275 238 204175142108 88 56 35 21 16 8 5 0 0
FSuREbREE
EOHEBEE 536 504 454 394 349287 236 213181148115 81 59 43 28 20 14 7 1 0 0

[RIVGHEIE R ] (1 [E B O h BT —% 2021 12 A 1580 v A7)
& A PR (PFS)
PFS DIl IL, AFIHEFRRIERET 6.5 7 H (95%CI : 5.7, 6.9) . 77 v RHEFIRIERETS5.6 #
A (95%CI : 5.1, 6.6) Th-olz, KEHLFERIERED T 7 2 RHEFRIERECKT 5 PFS O/ —
REETE 0.86 (95%C1:0.75,1.00) Toh Y (P=0.0225. &Rl v 77 o 7 ke [l B EK%E 0=0.0125) |
FANIHE LA BEKERH -S> 7, 6 7 AL 12 5 B, 18 » HEERLD PFS L, A+
FRIERE CENEN 52.3%. 25.4%. 11.9%. 77 B ARHEFPRERETENEN 46.1%. 19.8%. 8.4% T
Hol,

210



V. BRICEYIHIEE

®7%=5% (ORR)

ORR (%, ARAIHLFHRIERET 28.7% (153/533 41)  (95%CI : 24.9,32.8) . 77 B ARHLFEEIERET
28.5% (153/536 f3l) (95%Cl1:24.8,32.6) T o 7=, FEM 721 0.2% (95%C1:-5.2,5.6) TH v (P=0.4735,
J& %] Miettinen and Nurminen B2 7€ [ ] . A5 /K% 0=0.0125) . FENIHE Li-ABEKELR -
XMool

& =20 (DOR)
DOR D H A IX, AFNHEFEIERET 9.7 » A GEPH @ 1.2+ ~22.7+ » A" | 77 B ARHLFEE
BET69 % H (& :0.0+~192+ » A" Thot-,

* (] T OBEBRIE S PD A HNRNT & 2R,

[ 72 4pE]

BITEH ORBEIA 1T, ABIHEFREREL O T 7 2 RHEARIERE T, 93.2% (493/529 i) (HA
A 58 B 55 il & & de) F N 93.6% (500/534 %51)  (HARN 44 il 42 il %5 de) Tholz, Fip
BIWER (20%2L E) 1%, AREIHAREERE Car R ERBO D 60.7% (321/529 f511) | & i 52.6% (278/529
) | AR 37.6% (199/529 1) | L 36.9% (195/529 1)) | IR T5 29.1% (154/529 #1l) K
YA M ERER D 26.3% (139/529 ) 7" 7 & ARHLAREIERE Caf P ERBOHA 59.9% (320/534 #31]) |
2 50.4% (269/534 1) | s 41.0% (219/534 1)) | i/ MBI 36.9% (197/534 B1]) | 357
27.5% (147/534 f51]) KO H MERERD 23.2% (124/534 ) Th -7z,
EERBIEAORIEI ST, AFHEFRIEREL O 7 B RHUFRIERE T, 22.9% (121/529 #i)
KON 15.7% (84/53445]) Tholz, ERBEEZRENWEH (1%L 1) 1%, RALRIERE T il Mk
B 3.0% (16/529 B1)) | G FPEREORD 2.1% (11/529 f51l) . FEEN 1.7% (9/529 f31]) . & 1.3% (7/529
) | FEEEL R ERBUDE 1.3% (7/529 6) KOk 1.3% (7/529 #1) . 77 B ARHbFEIERE
Tl MREGRA 1.9% (10/534 6i) & OFEENELF R ERIBAME 1.5% (8/534 1) Toh o7,

WT D DOIRBRIEOE G IEIZE > 2 BIER I, RAHEFREIERE T 19.3% (102/529 f51) . 7 F &
AHEFEFERET 152% (81/534 f5l) Th o7z, ERIGEIEOEGHILICE S ZRIEH (1%2L 1)
X, AAHEARRERE TP EREOED 3.6% (19/529 #i) | i/ IMREIRA 3.6% (19/529 ) | I
I LT F =N 1.5% (8/529 1)) R OVl 1.3% (7/529 1)) . 77 R+ Lo R Tl ER
b 2.8% (15/53441) | A1l 1.1% (6/534 61) K OH 27 L7 F =800 1.1% (6/53441) Th
ST,

BITEFIC X 23013, ABIHEFRERET 8B, 77 B RHLARIERET 3 HICRD bz, HR
WEARAIH L PRIERE CIRE 28, TRUERYL, (OAFEZE, U A VAMERR, IEMES 2 v 7 | I8
. MM AT, IR 1B, 7T B ARSI CIRUME . IFRHEMERE, BRI
HI & 13 CTh -7,
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<UIRRFRELEIT - BROEMMEREE>
HERE  [HNF Tb AR (KEYNOTE-A17 #BR) ¢

HEBTYA Y Sk dkE, FEEREAL, FEER

FR  ALFIIERE D 72 IR GE LT - FRIE O BEME R B i R 19 45

B AL FIEIERE O I WEIBRARE 20 AT - FRR OB B B R 2 R RICAAN E <X R LF
TR RN ULRR AT T F o OHFARIEO DN, 2ot R OF M2 T 5,

Hik AR+ A M LXE R U DA S00mg/m?+ 2 AT T F 2 T5mg/m? & 3 38 [ I C i &
HEL7-, HAEHIRENE (DLT) " OFMEIEIL 1 = —2 R0 3EE) & Lz, &0 241
X 6T, 2% 60 ETIL 9BM T & ZALIREIE 12 B Z & I2mfg2 ki L v W
L7, BERETXIIFARTERWEERBIEIC L 2RIk, I GET £ TR 2k L
2o AKFNIOBEIIHERTISHA I NVET, XA PLFERF NI TLAEKRVRATTF o ORE.
WK 4~6 A 7 & LT,

FEMABEIEE : DLT., Z42k

BIREMEIEE : 252h%" (ORR) | Hi#h= hr—/L3%"2 (DCR) . ZE2hH#I[H™ (DOR)

R AE
FEMT X RAE ]« MR O 2MEIX APaT $EH1 2 fighrxt4e & L7z, 7272 L. DLT O &% DLT
FHMATREER ™ A kb5 & LTz,

DLT DO#EEHENT : DLT OFIREIS KO Beta (1,1) ZHFRTHM & LT-BED DLT OFBES D~
A R 90%CI1 ZHH L=,

ANMERRAT OFFHF1E : ORR L OY DCR 1Z, RHEEM M O T A 12 3D < IEREIEIZ X 5 95%CI
%% H L7-, DOR (% Kaplan-Meier %% N CHEE L7,

*I DLT #HEIE T 2 1 a— A BT, Mk, FEMEEER OB D 5 b, WThnn@o biv, 1G5
FHY EARAIAH R OV SUEPEH 3 DAFRE & RARBRD & 5 Ll L7236 % DLT & 7%,

MRz
- Grade 4 DIk BRESHIMAZRIbDARV, 7272 U, 4FPERBUDE B OGB4 R E IS T g
DY LT5,)

- Grade 4 DIFFFERISIE Gl e X EHRIEIC L 0 0vb 53 7 BRI 2B 2 TRk 2854
- Grade 4 OFRBWELPERBUDIE BB 2 b7\, 7272 L, IREBRE Y E R & ONEBR K EE S 73 g
RHNCERARERTH B & LIZBAa0H)
FE M E M
- Grade 4 OIEMEENE (—@MEOEME BT 2 & TEARAEE R T 25k
YR RHRIEIC L b 5T T2 R 2B 2 TR 9 5. Grade 3 OIEMIEEN: (AR MRAME S
Zr<)
- Grade 4 DEFRMRAMBRT (/B & PERES D 13, TR OERITHED)
-7 HM &8 2 THET % Grade 3 LA O BGIR A 55
L%
< RFEOVSUIPEH T DAL2RIE KRR OB 2 FEIC LY 2 a—2 B O 5ME 2 @l % &
ZCEE (WEES5-H25 36 HULE) L7zBae
+ Grade 5
*2 modified RECIST (mRECIST : modified RECIST 1.1 for mesothelioma) ™ {52 < JRBRHH XY [EAIZ X % 2Ffh
TE ¢ EPE M R P R R 1) EGHR L 7= RECIST B A R 1 > 1.1 RO UETIR
*IVRERIL A 1 Bl ERG S N R TOEE
*4 APaT 47> 5, DLT FEAGHIRE TRNIRBREER 52 ik U7 1 HIABRS STz,
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R

[(ZZetE (FEFHMEA) ]

B TS OFWEH OFHEIE 1L 94.7% (18/19 ) Th-o7-, EREWEH (20%LLLE) 1%, &
> 84.2% (16/19 f511) | {HFA 63.2% (12/19f51]) | &1l 57.9% (11/19 1)) | 85U 47.4% (9/19 f51) |
THI 36.8% (7/1941) . FIMEREIHD 36.8% (7/19 1)) . BER A4 31.6% (6/19 %) . 4Fh ek
JiE 31.6% (6/19 f31]) | BARIHGE 26.3% (5/1941]) . L25< Y 26.3% (5/19 1) | Hiiligse 26.3% (5/19
) | AFFREREGRD 21.1% (419 1)) K OVFEZ 21.1% (4/19 1) Th o7z,

HERRITERIT 26.3% (519 1) 1258 HAv, WERITAINKI 10.5% (2/19 i) | FEEA:4F Hh ks
JE, SEIPERLOFEE K 53% (1/194]) TH-oT-,

WD DTEBRIED G- I E > T-BWERIL 26.3% (5/19 #i) (12380 b=, WNIRIL, HfiliEse
10.5% (2/19 %) | FEEVELFHERBAE, 589 B, Bk, FBE, M\EUE % 5.3% (1/1941]) <
Hol,

BMEARIC LD EITRD BN o T,

728, DLTIZOWTIE V. 5. (2) ERRIEBERER 5) ENSE [ b MHRER (KEYNOTE-A17 #BR) |
EHROZ L,

[RIREHME A
®75h% (ORR) | ##= > hr—/% (DCR)
BRI TR SIZ 1T D ORR I 73.7% (95%CI : 48.8,90.9) . DCR (CR+PR+SD) i 94.7% (95%CI :
74.0,99.9) ThH -7,

APERE (APaT £H) — B TR —

n=19
FE2Z8%) (CR) 0 (0.0)
#5r28%) (PR) 14 (73.7)
B (%) ZiE (SD) 4 (21.1)
YT (PD) 0 (0.0)
Pl AEE (NE) 1 (5.3)
Fh= (CR+PR) (%) 73.7
(95%CI) (48.8,90.9)

T—X Ky AT H 2022499 H 21 A

& =5 (DOR)

BRI T B S O TRBRFE S E AT O I -5 < DOR O dfiix 16.8 » H (&P : 3.0~263+") T

HoT,

* [ IR BOERBEHMEE TICPD B LNRNT & &R T,
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V. BRICEYIHIEE

HERZ - MESME T THERABR (KEYNOTE-483 #tBR) 7

HEBRTYA D S dE, EEAb, EEM

R - ALFEIERE D 72 WU ARE 22 AT « BRI O TEME R s fz i gB o (A 2 e 3T ok 22 440 f51], %2
AP kTG 473 1)

B AL FRIERE D IR WEIBRARE R AT « TR O BEMER B BB & 6P U, ARf &~ A FLF
B RFT NI T LAROTITFFRAOHRRIEEL, <A ML XE R NI ULAROT T FF5HA
OO FRIE DA R OV 2V % hilhii 45,

Bk A+ 7T F T R PR IERE DA 200mg +~ A R L%t R Y D A 500mg/m?+
VAT TF 2 Tsmgm? (U A NIRRT T F T AUCS X 6mg-min/mL #1245 8) % 3 EIRHIE

(Q3W) TraiEE] . 77 FFRAGR AR (A MLF%t& R Y DA 500mg/m?+
VAT T T Tsmgm? (UL A VAR T T F 2 AUCS T 6mg- min/mL AHYS &) % Q3W T/l
H] 211 0BG TEEBICE 072, RO 18 EIX, 6 HEZ L, Z0OHIX 128K Z &
ZEMGZINT &0 G U 7o, SREBETT XUI R, FFA CE RV EMERBIEIC L o2& 5 ik, XX
BeHE T ECTHREZMEE LT, SR LARBIORGITHRRKTISHA 7 LVET, XA RLFEFR
FTRITDLARR AT TT o ANVKRTTF o OFRGITRRT6 A 7 VvETE Lz,

FEM@IEE - 24FHM (0S)

BIREMEIEE : MH AR (PFS) . Z2h%"2 (ORR) . #EFEESE QOL (B4 2 B HE T
RV o

R AE -

FEMT X RAE ] - ARIMEIZES WA S — b ITT 4£H1, #EFEESE QOL X PRO FAS 4™, 24Pk
APaT 2" Zfgtirxige & Lz,

FIWEMAT OFEFH T © OS 2 OY PFS 13 Kaplan-Meier 5% AW CAEMFrBRZHEE L, J@hln 7 Z
I RRE & AV CRER 2 Lel L=, OS KON PFS 13# 5 & 288 & L72J@RI Cox Hufil o —

RETIV (XA T —2IZ201F Efron (ETxHET %) T — REEET 95%CI 2 5H H L7z,
ORR DFEMI L 1345 /8 OREFIEIZ K50 & EALF 1T L7= &Rl Miettinen and Nurminen 5% FiC
#FI L ORR D7 K O D 95%Cl % FH L7z, F 72, ORR O [ HEEE K& OV D 95%CI 1% Clopper-
Pearson i£ (IE/AIC L 2 EMEE) ZHWTHEM L7Z, 0S, PFS &' ORR O 7 7 )L—Tfif
Mg, il GRS (pehk, FE BRkR) ] R OMiuge (EU, EU LASF) | ECOGPS (0, 1)
WIEbEgE (VAT T F 2 IR T T F ) | PD-L1CPS O BUKGL (B, BatE) | 4

(65 WA, 657k LA B) (65 mEATM . 65-74 5%, 75-84 7%, 85mklh b) | MBI (BE, &) |
ANFE (AN, Z0Ofh) | BRERE (BIMER /MRS » | BERE/2 L) (22T, 0S KTV PFS I
FHER] Cox Hffl Y — FEF /L, ORR IZIEE R Miettinen and Nurminen 7% % VT 5 Hi L 7=,
fdtFEBSE QOL @ TTD DO#EETFIE @ BEMERME B Il o — iy 2tk [%mk, 9% (EORTC QLQ-
LCI3 TEH 1, 10) . FuR#E (EORTC QLQ-C30 THH 8) ] KONV AY7 2 fEERAE  QOL A =
7. HAREREA =27 (EORTC QLQ-C30EHH 29, 30, 1-5) (22T, N—RA T A N HAINIC
10 KA > ML EB LS HERR S 4L D £ TO MM % Kaplan-Meier {E4 FHIWTHEE L, J@hln 77 >~
JRREE W TR 2 el L7z, & GHEZ2 & L L2/@h Cox N — RET LV (X4 T
— X \ZIE Efron IE TR T D) ICX 0 — RERON95%CT #H H LT,

ZEMEOFEE  ARRBL 1 B O FRET & ORI 2 Famc 5t L, FHRIfENT Tk 0S. PFS
KON ORR, e #&MEMNT CTiE OS ROV PFS Zfgfr L7=, ZEMEIC-DW T, Maurer and Bretz (2 K 5
7774 NT T —F & PO TRBREROH ZAKEE A 2.5%E U T il Lz, HH
FEAT 2 OB FRAT DT AU DIRE LT OS DARGR ISR ST BIC PFS A MET H 2 L & L
72. PFS i Lan-DeMets {2 &2 5 O'Brien-Fleming T O 82 B 2 AT, 58 1 FEO B OMER % il
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V. BRICEIHEE

U7, E£7=. OS DIGRNZEEI S N2 HE 1L, ORR 1T 0=0.0075 (F1{A) & CH RIS DT
— RN THRETSHZ L L L, PFS DM ERN SN A A E/KE%L ORRICHE S L.
ORR DGGRNFER S N6, A EKAEZ PFS ITHES LT,

*LOFHT AIEFRIEIE S AT T FURONRA ML X RFT M UAEREINTZR, VAT TFUNER
T DAL, EBIIZ Canadian Cancer Trials Group (CCTG) 12X B L B a—RUKBEZIT - ETHL
RTFTFURONRA RLFE FF R ULAOERELAREE ST, £7o, VAT TF UK D B M
DRV EHW S NG EITE, VAT FFUENNRT T F TETARE L Shvz,

*2 mRECIST (255 B P MAZHRYEZE RS (BICR) 12 X 5 ekl

*3MEAE b ENTo TR TR

*qHMAH— F THEERLINETRTORED S b, BR¥EL | B EERESh, 2o, BET 57—
I (Patient-reported outcome : PRO) DFFliZ 1 [BILL E5EHE X /- B

*5 AR/ N— R OB S — F TR 4 1 Il LR SNz _RToBE

*6 PD-L1 BEtEfifinty (BEEAINE, V2 kRO~ n 7 7 —) ZRIEEHEE TR L, 100 %% U= fE

wmR:
[ ZEHmE A ]
& 2EfFHIH] (0S)
HIAE S— N OB ISR T, KA+ 777 F /A O 2 ER L 7 7 F - A0
(BZRPRIERE & el U CREFHIC AT B 72 OS OekE & R LT,

0S Ot (A S— - ITT M)

KA+ 77 FFHRAPFRCFRE | 77 T 8EIOF A bk
(n=222) (n=218)
oSt | A v 3 (%) 167 (75.2) 175 (80.3)
Rt (AT (95%CI) 17.3 (14.4,21.3) 16.1 (13.1,18.2)
ANH— REEE (95%CI) 0.79 (0.64,0.98) |
P fifs 0.0162 B

B S— NI — & 1 20224E9H 16 B v v A7

T BB T —Z IR T % Kaplan-Meier {512 X 5

TG AEILERELE LB Cox MBINF—RET I L DA M LF® RF RN T AROT 7 F5#
HDOGF B L & O g

§:J@la s e Dl . AEAYEE 0=0.0204

|+ BRI L2 95.92%EHEX L (0.63, 0.99)

OS @ Kaplan-Meier fi#g (FIMAE/S— R ITT 5£H])

100
90 | ) y — FH, RARUFERF N OLRTTSF R
80 1 R \ T NARUFERS RUDLARTTSF S E
70
f60 ] .
ﬁso—
4 40
30 M
20 Mg, ‘\HM
10 1 T, —
0 . 1
0 6 12 18 24 30 36 42 48 54 60 66 72
at risk#1 S RA (]
ﬁ“‘bgz’;;;;ggy 222196143109 86 54 25 13 6 4 1 0 O
gg;g;zgg"”% 218176128 92 68 40 16 12 2 1 0 0 O
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V. BRICEYIHIEE

[RIRE-Am A A ]

& A PR (PFS)

BIAHS— b D E AR T, mRECIST % V7= BICR O IZ -3 < PFS (BT, A+
77 FFRANGE M FRIERE T 7 T T A0 AL FRIERE & Lol U CREEHIIZ A B 72 PFS O
#FA R LT-, PFS ® HRIE0.80 [ (95%CI : 0.65,0.99) . Al P{f=0.0194, A& /K%E a=0.0227 (F
) ] THY., EEEELREEITO Y 27 % 20%H) SE7-, PFS O lix, AH+7FFF
FUHIOF L FIIERE T 7.1 5 A (95%C1:6.9,8.1) . 77 F T A LA IERET 7.1 % A (95%CI:
6.8,7.7) ThH-oT-,

€ 35% (ORR)

ORR DOFEMT TIXH AR/ S— N OF NI (T —% > AT H 20217 H 30 H) OF —#
AW,

HEIAR S — b O AT AUZ 1T D mRECIST % V7= BICR OFHlIZ£-5< ORR X, A#Hl+
77 FF AL SEEIERE T 52.3%., 77 T AL FRIERE T 289% ThH V|, RAI+ 75
T BAIOF LA CHREIICE B 2B %2 /R L2 [ORR O ASHEEMDZE : 23.5% (95%CI :
14.6,32.0) . J il PfE<0.00001, &K% a=0.0075 (@) ] .

[ZeatE]

BUWER ORBLEIGIL, AKl+ 77 FF AIOFHILFHIERET 90.0% (217241 1) . 7 F FFHiH)
OFLSERIERE T 81.5% (189/232 f5) Th o7=, ERENWEM (20%LL L) 11X, KFI+7 7 5
FIOF AL FZHRERE TR ST 49.8% (120/241 1) | 0> 49.4% (119241 61)) | Tl 23.2% (56/241 1) |
W& 20.7% (507241 1)) K ONA NS 20.3% (49/241 1)) . = FF 84K OF AL A RIERE TIE ST 52.2%
(1217232 61) R OVELS 44.8% (104/23261) Th-o7=,

EERBEWERORBLEIS X, AKEI+ 7 Z F WAL FRIERET 27.8% (67241 41) | 7 FF
A O L FRIERE T 8.2% (19232 61]) Th o7z, FREEARBWER (1%L L) X, AHI+7F
T BN OF AL AR R CREWEAF R ERIBVE 4.1% (10241 1) | JifilZe 3.3% (8241 41) . F
F12.9% (7241 61) | &I 2.5% (6/241 61) | O, f/ICEDE, BUIE, & 4 2.1% (5/241
B) . 7I7=T I N TURT 2T — BN, TANRTX BT I ) T AT =T —BHIN,
KGR A 1.7% (4241 61) | Bk 1.2% (3241 6) | 7" F F FRFNOF AL FIRIERE TR EWELFFER
BUVIE, J895 & 1.3% (3/23241) ThHhot-,

WD OIRBRIE DO G IEICE S ZEWERIL, AF+ 77 F T 8A O L FRIER T 30.7%
(74241 1)) . 7 FF RFIOF L FEIERET 15.9% (37232 61) (2388 vz, WERIE, AFHl+
7T T RANGE AL FRERE TR 7 5.8% (14241 %) | Bl 3.7% (9/241 f51]) | Jififigid 3.3% (8/241
B) . WEE 2.9% (7241 6) | RPEBREE. TR B & 2.1% (5241 1)) | FEEELEH ERIEVE
BRIAE 45 1.7% (4241 61) | BEK T, REMEERE =2 —a3F— ik % 1.2% (3241 41) .
77 FFRAIOF AL FRIERE T 57 3.9% (9/23241]) | L, IS 4 3.0% (7/23241) . BEKT
2.2% (5/23241) | WEM:1.3% (3/23241)) TH-o7-,

BIWERNC X251, ARAI+ 7 Z FF AL SRIERET 7 B, 77 F 8RO AR
T2HNCFRD LTz, WIRIEAAI+ 7" Z T A L s CRULSE 1.2% (3/241 61) | M=
1E, PR IR, FEEEAE TR BRI IE . Z2RFE & 0.4% (1241 B1) . 7T FFHIRIDE AL FRIERE T
BRIME , (DFAEZE 4% 0.4% (1/2324) TH -7z,
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V. BRICEYIHIEE

2) ReMRER
LR L

(5) BE - FEARB
G L

(6) ARAIBE
1) ERERRAE (—REARGERE. FELRABERAE. ERARBLERRE) . RERER
T—ER—RE, BERTRERABRONE
<Y AABTFBRER I L7 OIBRANBE 0o A T - IO (0 >
AFAE IR 2 kb5 & U 7o R e A A i A A 2 92t

< ARG (TSI U7 TMB-High 284 217 - B OERRE (GEUER 2215505 K722 55
BIZRD) >
ARFNEE BB 2 et G & U T — W% P Rl a4 & S

<P SUTHEETE O IR FEVEMERR MR B Mg Y o hl >
AFIE L x5 & U7 R ik i A & SE

LRI HMTE4 A 9 HIRNOERR ) 2 7 FHEIEE (RMP) ([ZHESERTT,

[(EABERE (BT) ]

<MRAVIBRTEEX (LERB OB MEE ® 2 >

181 FEHE IS 1T D ARTEYIBR R AE UL O B B (2T 2 AR & 7 % o F = 7 (R iE
DO RFEEA EHERORBUR DL OFBIRF O KL IEZRETT 5 2 L 2 HE LT, 2020 4F 3 A~
2023 4= 4 H OHIM CHEHSRERE AT - 72 (BIEHIM - 9 v A) . S ZEREIUEREIE 196 #] Th
0. D BLEEMMHTXGHIEIL 193 5 Th - 7=,
BEMDERFERITRDO LB Tholo, AHlE OREBURDEE TE W BB ANEH X
49/193 Bl (25.4%) (ZHHL L. LEREIWEM (5.0%L0E) 1. FFHERER S 17 61 (8.8%) . i riE
PP 16 51 (83%) Tholo, £/, HEZRBEMIL 296 (15.0%) ([ZHBLL, FEEELREIE
AT 2261 (11.4%) (CRBLEZ", EERFEERO S HEREWER (4.0%L0 ) 136 EHEITE
=164 (8.3%) M OHMMEATHREE 8 41 (4.2%) To - 7=, IFEEEIVER Ozl i, 46/49 41 (93.9%)
MEE IR TH Y | SECORERNTR > 72, Grade3 LA EORFBIHERIVEM OfRIF X, B8 3
BN 23/24 6 (95.8%) TH -7z,

AH & ORFRARNEE TE RWAFELERIEMREBUER 49 FlD 5 6, AL L TAT A &L
DATHOIREFNIL 13 B (26.5%) T, BIFIET X CEIE IR CTH o7z (AT aA NERYE
EOREATIRIA RO 1 FlITERE [REIE] Thoto) o D5 bAT A RV AFENIETT S
AT IEBNE 113 61 (7.7%) Th -7z,

KEULT F v F =7 L ORBEEMRNEE TE ARWVEAIOFEERIVER 55 BlicBW\ T, AFIKR O
T X VT =7 OH kL LI AEGNE 4 51 (7.3%) . ARFN O BMkgE UTEGNT S B (9.1%) . T
XU F =T O LIIEFNL 3B (5.5%) . AAILORT ¥ F =7 OiiFl 2 R3E L7 fEFIE 38
5] (69.1%) TH-o7-,

* —EFIOH CEEMD R DE— PT RFHL TV AL, FRENOEER%Z 16l& LTh 7> FLT,
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V. BRICEYIHIEE

D EBEELELTEREFEONABXITEREL-AE - RBROME

[PD-L1 [ D BIBRAEEZRHEDT - B DI/ NRaffE) . TIRIGUIRRAE 72 Rl | TH%
SUTHEEEYEDO H AR R ) LSl RO T8 AL RS (B L 72 AR T YIBR R fE 7o IR I b
B | DORRE XAFZhHEBNNRF I IR OFKGREAFEDMT S A, M AGERE A2 & T L=,
[ERNTOBRBIEFIAMHD TIROLN TS Z e b, BEERFGE%R. —ERDIEFICERD T — & M
LR SIND ETORIL., BIEGIZJRITHEHREREZ T2 2 LIk, KREREE O
miFREEIET 2 & &b, AFOZRMER OENEICET 27 — 2 2 RHNNE L, AH 0
EEHICLEREELZH D L, |

[I8 AAETFIRIEL TR LT BT - IR OEHE~ A 7 0¥ 7 74 MAZEM (MSI-High) 2 f
T HEHE (AR 2B RN R EE 2G4 TR D) | OBEE UIZN FAB IR IR O AR D3MF S
o, BHRERE AT L, QOO0 TFHRBROR 1L p.119~126 )

M. BAACSERRIER (BT U= 31T - %D MSI-High %44 % B RS & 832 o 2
SOH THHRBRICOWT, & THEONIE DR R &2 BRI+ 5 2 &,

2. MSI-High 269 2 [EBE D 5 Gk « BRI % bR < BB O AMEICES T 2 M R 5 40T
D2 Enn, RS, MAREREL T2 2 L Ic k0 RRIERBEEOEREHRE 71
ERET D L LBz, RFAOBEDER LSBT 57 — % 2 BHICIE L, ARAI 0w EE I
VEREEZ#H LD &, )

[(ERAKERE (BT) ]

<PD-L1 ISt DUIBR TR # 4T - BROIE/NARAHE * >

ERERE TIZ31T % PD-L1 B0 UIBRA s 70 LT - TR O I/ Nt B 12T 5% A h—
S HEIRIE TOREMER OEINEICEEE 5 2 2] OREE BRI L LT 2016 4F 12 H~2019 4
6 H DM CafIRELZIT 7o (B : 14F) . AEZEENUEGIEIL 27981 THY . D55
LR PERRNT R GAEBIEL T 2740 1, A ZNMEREAT 5 GE B H0 S 2400 11 T - 7=,
BEMEDERFERITRO LB Tho7o, BITEAIE 1527/2740 B (55.7%) 1ZHBLL ., ZRMEME
FHIZZY T 5RI1EAH (AEOSD 134K T 801 5] (29.2%) . Grade 3 LA 175 306 f3 (11.2%) . Grade 5
234041 (1.5%) TdH-o7z, AEOSI Thic b %< i LN HEUIMEMEMEB TH Y . RO THY
WikEE | FREREREE . RIBR/EE O THROIAICZ RO b, £io, FEMEME RO XX
HALDOR TN DN T EEBIRNT 24T - 755, 1 R T, BRI, BEERE U G800 5 O
MV MR B i DA DA OADF « BEFEZEN E R T Th - 72, 2 IR LI TiX COPD @
A0F - BEAE, RER SR, R OERRIEE OGS 0F « BEER ERERINTTH o712, HMEOEFER
I%. RECIST IZ X A 25038 39.2%., 1 IRIAHE T 51.5%., 2 IRIAELIRE T 30.0% TH - 7=,

<BAUBRTECEHREE >

R FERE N2 HRIBUIBR A RE R B R AEAE I T 5 %4 M — X BEARE TOREMEK
ORI B L 5 2 DR OREEZ B E LT, 201742 A~20204 3 A O CLBIFHRE %
1To7- (BIESHIR : 14F) . JIEZEREIEGIEIL 300 FlTH Y . D H HREMMT IS5 294
B, HWERAT RS B1% (RECIST IZ X D3 M) 1% 2366 T - 7=,

RO ERERIIRO LB Thotz, BWERIT 133/294 6] (452%) (ZRB L7z, eV
FHIZZY T 52RI1EH (AEOSD 134K T 73 f5 (24.8%) . Grade 3 LA 1% 27 65l (9.2%) . Grade 5
IS SN o T, ARENCEET 5 AEOSI Tl b % < B LI FRIINDWEETH Y . K
W CHRERERR . RV EMEMIR B OIRIZZ < 80 b, FWED E7FERIL, RECIST IZ X 5 72%)
KN 16.5% T -7,
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V. BRICEYIHIEE

* 2018 MR AT 2 HIEA OCHEEEOARBZ TS L T\ d  2mgkg Q3W 725 200mg Q3W)

) CEERAE ICBAAFOEKRINHELCHEIILLTO LB THh 5,
WH, RAE, AT r Y X7 (EETHIEZ) & LT, 18 200mg % 3 HFEMREX T 1 E 400mg
Z 6 EMMNET 30 5N CREMHET S, L, gRHEEOSA T, #5122 A E
TET D,

<HAEREEEZRICTIEE L RAYIRR TR PRI L 25 %9 >

i FZHE TSR 2 S AL EFRIER I HE B U - ARTBYIBR RRE 2R R I LR B 1ok 5% 4 by
— ZHERNRETOREME R O EE E 5 2 HEKORE 2 BRYE LT, 2017 4F 12 A ~2020
iFE 4 A OB CRplHEZ T 7= BN 14 . FaEEEIUEFEE 1302 FTHY, =D
D B2V X SIEGIENT 1293 B, A 2hHEREAT R SERIE (RECIST #EAF]) 13 1136 5l Td> >
77

RO ERFERIIKO LB Thotz, BIEMAIL 696/1293 61 (53.8%) IZHIBLL, £DH L4
MERFTFHEICEE Y T 2BWER (AEOSD) 144K C 323 f4i] (25.0%) . Grade 3 LA A3 141 1 (10.9%) .
Grade 5 23 18 f5l (1.4%) T -7z, AEOSI T b Z <R LN HFGIINDWEETH Y | KW
CRIEMEMZER, RS, KBR/EEO THOIAIZZ <GB biviz, ARMED 728551,
FENHIN 26.1%, a2 b — LR 50.7% Th - 7=,

<HALFRZRICEELLZET BROSHEEYAA VOV TS4 FARLEMN (MSI-High) 2H9
SEME ZEMARIEHGIEEICRS) ¥ % >
FERR TIZBUT 2 03 AL FRIER ITHE U2 8E1T - B8 D MSI-High 217 5 #6015 « E LSO
BRI IR T 54 M — X HARECOREEZ R L, EXRMY X7 FHEZETHE L,
LAV RIEICZE YT ARWER 2INET S Z LA HAE LT, 2018 4E 12 A ~2022 4E 6 H DHf
M CHEHBRERE AT 7o (B - 14) . AEEREINUEFIEILZ 4106 THY . 2D 5 Hes
PERRAT R SHEBIEIE 406 1], A ZNMERRHTRHEEFIEL (RECIST 12 X A3HM) 1377l CTH o7,
RO FERERIIKRO LB Thotz, RRMEMITRIZIER] 406 BIZI 1T 522 2MEMRGTFIAIC
AT HEIWER (AT, AEOSD 1% 1281 (31.5%) (23 L. Grade3 Ll Ei% 43 6, Grade5 i1
BT -7, F72 AEOSLIZNF IR 63 61 (15.5%) . NTHEREREE - M L MEARAE 2% 26 1] (6.4%) .
KIG2 « EEOTHITH] (4.2%) KOFEMEMER 156 (3.7%) DIETH 7=,
FHIMED E/RFERITRDO L B0 ThoTe, BRMEMHTEUERNZISIT D RECIST (2 L 2% RB%h3RI1%
49.9% (188/377) Th o7z, F/eMNAM CEFIES 20 FILLE) TOFRFRIT, FEHIE 56.7%
(89/157 %) . B 40.4% (21/52%1) . RHIEHRE 57.5% (23/40 B) . WAEHE 39.3% (11728 #5l) TH -
7o MM GHER] 403 FI" (231 5 PFS? O REIL 8.9 » H TH V| LEMMHT I EIER]
406 FllC I 1T % OS? O FYEITREZETH > 1=,
*1 L EVERRAT T UG X 0 BIEIR T O BET O A ERRH TH 5 3 Hl 2RI LTz,
#2 AEAFRATIZRV T, R SUIIREEITIC L 2 IEBIIE, RECIST 12563 < BRI AR S Fm A 6E, R IT
R % B A AT R R B 2> B ERSM L1235 6 T ORI TTEE Tdb 5 7280, ATFRAT 122 SRR AT
GUER TR LT,

<BEXTHAMOTHMADSET DY DNRED P >

fEFSERE FICH 1T B R SUTEEEO AR U 0 U U NEO B I T D F A b b— & HLA
FAVETORBMER ORI EL 52 2BNORELZ B E LT, 20174 11 H~2021 4 11 H
O TRPIFHE LT 72 (B 9 » H) . EZEREIESEIL 12961 TH Y | ZatEMT
KIGIEBIEE 128 151), AT ZNMERBHT 6 SIE B L 124 4, B4ET Cheson (B4FT IWG H:HE) 9 ZR{Hi% 4
JEBIEH 47 6511 (37.9%) ThH -7z,
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BEMEDERFERITRO LB Tho 7o, BITEAIL 78/128 65l (60.9%) (2B L7z, oMM
THIZY T HRI1EH (AEOSI) 132K T 434 (33.6%) . Grade3 LA LAY 196 (14.8%) . Grade5
2241 (1.6%) ToH-o7, AEOSI Tt %< 588 LN T-HGUINWEETH Y . RV T Infusion
reaction, MEMEMIZRAE, IFEREFEEDIAICZ <G b, AR i IR L7 EF o
2 h., IRERBHEIRE D & 2 BE TR0 o 7203, MBI O & 2 BE ~0ff FIL 36 Fil iR
iz, 36 Bl PNERIT RIS MEsHaBAEE 10 41 (95 2 X B FEMSHRBHELH V) |
H Z 1 M MR AR IR D 4.8 26 Bl TH - 72, 361D 5 5 Allo-SCTHED & 5 151 CH & GVHD 2%
RO LIV, IFIIREIE Th o7, £, RFEGHZIC Allo-SCT BIEfT SN 6 D H 6, 24
PHERFTFED [NXA7 v ) X~ 7 5% o RSB BEE T 2 EEAIHEDRI Y A
7 OWIMCEES 555 H Y OEFNTE 3H] (50.0%) THY ., T _XTOFEHERZIIWMEEICLDY
AHNE DR FEEZEH D LM STz, AZMEOT28E ik, FHEEYEMHEIC LD RBEHRN
53.2%. AT IWG FEAEFEMIZ K D 28530308 61.7% Th - 7=,

(7) Tk
MR L
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VI. FEhZEE(CRHI HIRHE

1. EEZMICEAEHSILEMRITILEMH
b REELE R PD-1E/ 7 0 —FAHiE =Rl ~T GEfE 7))
HE  BEOH 2B ONRE I RE L, OB TFRLEZRT L L,

2. ZEIBER

1) fERASEL - (EFR%E
A#NZ, & F PD-1ICxT 58K THY, PD-1 LEZDY H K (PD-L1 OV PD-L2) & OGS % B
EIHLIZLY, FEGRRN IR EENE TR AT (L S, A MG+ 5L E 2 bh
596)0

Q) ENEEf T HHBRBAE
1) #HEBNERV) AL FESHEE (n vitro) 7
t bk PD-1 IZXT 25X 7 8 Y X7 OfEEBIfMELZ, BAETUE, Rl 7 XE 0 HIBELOR
BB RIMNE & B 5 HEEZ W THRE Lz, WTNORRNb b A7 1 ) X~ 71X PD-1 T4
LEWBREEZ T T 291K TH L Z LD RENT,
BT HEEANTEB L2 RO =27 A P 1D PD-1 1T 507 1 U X< 7 OfRHEER
(Ka) 1ZZFNEH 29 BV 118pM T, FEABIFEXRBRE TH -7,
Tl 77 AE A X 53 BRTlX, KafEITK 50pM Th 0 | FES FHEERIMEIC X 258 T,
KafEl 0.4~1.9pM OFIFHTH - 7=,

BT 5T & D PD-1-Fe lZ%4 2 & S8t

N353 Kd (pM)
SN ) 29
; 10, 20. 40 %7 80nM
H=0 A4V 118

t FROAT=7 A4l d L RRBROMEE R,
Ko=fif e 25

HELEZE RO =27 A4/ PD-1 & PD-L1 L TPD-L2 & OfEAITHTH_RaT7 vl XA~T70
TERZBANIRET v AKX VEHME L=, 50%PLERE (ICs) 7225, PD-L1 &KUY PD-L2 (2% L
TRBED Y o RiEAMERNRINT,

PD-1 2 O} PD-L1/PD-L2 IZ %3 A 5 &Pl E

PD-L1 PD-L2

ICso (pM)  (Z=SEM) ICso (pM)  (+SEM)
[ 625 (130) 695 (360)
=74V 721 (150) 762 (200)

PSE U7 3 REBROEE Z 7T,
1C50=50%FHE R ; SEM=fE A=
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VL

REREICEHY HEE

2) THARBEREEAETRE~NDEE (in vitro) ¥

T MRS ERETRER . =27 A YL RO b (BEFERRA R —) ORMIMmEZ HAWiz7 Ko ERE T
Tu hFTB (SEB) 7y EAICKVFE L7z, ~Aa7r ) XA~ 7 i3&EmRE (25ug/mL) TIL-
QFEEE N =7 A FAOMPETIE2~3 15, & MR T 3~4 fFHEMm L7,

Fio, EITHEBERAE (V) B &K ORI IREBE ORI 7z SEB 7 v A I8\ T
b, RAT Y AT dEEEE Q5ug/mL) TIL-2 FEAZ 3~4 58858 L, @R K — & [Ffe
ETbhoT,

I B2, PURKERAZ: T RS BAROIEVEALIZ T DA DB %2 T4 5 7=, MR A K —
ORMIME DV THER N VA R (TD ICEbde FTHEY 2 — U SZIZHSWNWTDT v A 51T
27,

NRLT7 Y A= 71X TT #% IFNy FEA Z R EERFRIICHETR Lo,

3) RERICHT ZEENBRIBER Gn vitro) *

SEB 1E(E F XITZIHFETICBIT 5L 70 ) X< T O 2 E L, BEEERA R —o Rz
FRL, a7l X~7 (25ug/mL) Xitt b 1gGd 71 Y Z A 7Pk (25pug/mL) TF LA
xR aX—var, TRUKKET T e &Yy (SEB) FE FIUIIEFME T T 4 HRIKE L.
FIETIL-2 ORE % ELISAVECTHIE LA R, XA 7 a ) X< 7L SEBF/E F CTOA IL-2 FEA %
3R L, SEB FEfF/E FCIL IL-2 JREEICE A RIT S o T2,

b MR IL-2 FEA~ DR

(pg/mL)
1,000 4

750

IL-2i8FE

500 A

250 1

SEBHFHET 18G4 NLTAYX<T

SEBI#FET
IgG4 : & b 1gG4 7 A ¥ ¥ A 7 xtHaH AR
R =3 BlDFEE+SEM &R T,

EHIC,ARNAT Y R TICL D2 A NI A VIRHDO Y 27 5l LTz, XATr ) X<
T CD28 Hifk (BitExtiR) itk b IgG4 Hilh%E 96 7 = /LR U AF Lo T L— kD7 = LB T
# (E@E k) L. & F PBMC % Z D7 = /LT 48 Bl R53 4. il IL-2 O E 2 1E Lz,
ZORER, BN O M VIREE THL CD28 FURN IR IL-2 Z A I E =0z L, RXA7 e U X
~ NI IL-2 ZEEA SR e o T2,
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VL

RFEICHY HEE

4) HABDRU FcZBAREDEEM (in vitro) 'V

NRAT Y AT OET =7 —ea it 570, XA7v ) X~v7 L Clq, CD64 (FcyRID)
J X CD16a (FeyRIMa) & OfEGTEEFHE L7-, Clq XN CD64 & OFEA TiE e b IgGl LN 1gG4 it
K& L L CTHUYY., CDI6a & OFSETIEE b IgGl HilkZ &R E L THW -,

ZORER, Clq KN CD64 & OfEfrIEe b IgGa Hrik L [FRRETH 7223, B b IgGl HLik L v ITKR
M550 77,

Clq. CD64 (FeyRI) N UFCDIl6a (FeyRIlla) & DfEAE

Clq CD64 (FcyRI) CD16a (FcyRllla)
EAIREN ECsp (nM) ECso (pM)
pfesp | 0| wgzsp | O Ka (M)
SYNA=RB e 12+1 8 237457 9 35
IgG1 0.5+0 8 24+4 10 4
1gG4 112 2 345+142 3 ND

RATrYRXwT L Clq KU CD64 (FeyRD) & DfEE 1L ELISA{LE T, CDl6a (FeyRllla) & OfEE 13 Biacore
HoFH T T A IBIETEIMlI Lz, Ra7n ) X<7 (2 v &S 09U-900475P-09001) <D,
a:n=2 (14nM. 9nM)

ECs0=50%Zh FIE ; KRBT ; n=3ABREI%L ; ND=J/E& 3" ; SD=AZEH#E(FE

5) YORATHRERRERICHT HTDR PD-1 REFRAKOEIME (in vivo) 'OV

NAT7r ) X<7de Mebie R PD-1 £/ 7 a—F PR THY, ~ T A PD-1 LIIRZELAR,
Z D7, PD-1 LEIC X A PSSR A in vivo TRFET 2 Z &2 HANZ, Xa7 U X<w7 0
Bpiik L LChHi~D A PD-1 Uik (J43) Z/ER L. ~ o AT T V% AV TR L 7=,

~ U AIEET L E LT C5TBI6 ~ 7 A D MC38 Al [RR € 7 /L 2 v, 143 BRIEIC
X B A % BRI ARE M OVEAF R 2 FEAE I3 L 7=,

J43 IR L —IgG *HHUAE 2 KON 10mg/kg TARE 5 [EIERENRE L=, T OMEE, 143 1%
10mg/kg O F £ C MC38 [FR 1B 5 D HEHH 2 FLEE L, J43 D 10mg/kg % 5-8E & N A X —1gG @ 10mg/kg
KEFRRE & ORI XA B ZANEO HiL7e (PIE=0.05, One-way ANOVA % U Bonferroni 2% H L #Z
BIE) .

E 512, 10mg/kg BED 50% K% OF 2mg/kg BED 20% X ERAE T % THEA L7223, A AKX —1gG xFHEPL
R L8 TR T £ TAEFE L L DIXW e o Tz,
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VI. EEIEICEY HIEE

MC38 [RIREEE T /LT J43 B O 2R 5

(mmd)
2,200 -
2,000
1,800 ~ —=— \LZ%—IgG 2mg/ke
1,600 ~ NLZZ—IgG 10mg/kg
1,400 - —v— {PD-1#ifk 2ma/ke
g 1.200 - #PD-14ifk 10mg/ke
% 1,000 -
&
800 -
600 -
400 -
T
200 - s . 1
0 T T T T T T T T T — T T T T 1
4 6 8 10 12 14 16 18 20 22 24 26 28 30 32(R)
BB HE% DR

MC38 FE IR AT~ 7 RIZ R TRAE L=, 143 (A Tlddt PD-1 Hifk & Fk) UI LA X —
IgG #FRPUAITE 6, 10, 13, 16 KO 20 HIZHEMEN®& G L= (BRED) , EE ALY 3~4H T L
WHIE L, Y +=SEM TR L7=,

MC38 [FR BT T /L CO J43 HMFREEIC L A AFER

(%)

100 L —=— \LZ%—IgG 2mg/ke
90 NLZZ—IgG 10mg/ke
80 + —=— HiPD-1#ifk 2mg/ke
70 - PD-1#if& 10mg/kg
60 1
50
40 .
30
20 -

10 - -ﬁ
O T T T T T 1

20 25 30 35 40 45 50 55 60(R)
[EBBIEROHRE

BERHF

MC38 &R AR~ ©7 AR TR LT, J43 (T TIEdt PD-1 Hifk & FoR) Ud b A X —
IgG % FRPUARILHE 6, 10, 13, 16 L1020 HIZENENH 5 L 7=, GraphPad Prism 6 2\ Cu /7 >
27 (Mantel-Cox) fRIEIZ X 0 AEFHMREMNT LTz, v 27 F 7 (Mantel-Cox) #7E Tl P fi=0.0046
Thol-Z &b, 40O GHEMOATERIZAET 2N & T B IR GO FEH DI HERE ST,

728, J43 BMEVEIL C1498 (C57Bl/6 = 7 A DO AME BV E %) . PDV6 (C57Bl/6 ~ 7 A DR
R KON A20 (BALB/c~ 7 AD Bl Y v /8E) OFRIREEET /KL THHUEES RN
b,
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VL

REREICEHY HEE

6) EEETIL-TOIFNMARMBEZEARRERICHT DMV X PD-1 REFEDEMHE (invivo) '?
NRAT 0 ) X2 T OREFARE LTH~ 7 2 PD-1 Hifk (muDX400) Z7ESLL . FE/ Nl it o fs
YETR IR~ 2 B A B 2 S0 BERE B~ 7 AT Lo~ o AT T VTR L7z,
muDX400 (I TidHt PD-1 Hiik & £oRr)  EIEEEIRE O DRI K 2 HUlEE e A 2 g R FE 4 fa iR
FHm L 7=,

B D~ 7 AR E T LIS BT D muDX400 O OF EEIC X B HUEESh R

(mm®) PE008
2000 953, fREE - _
45 oo - Q)b—7°1
A 10%3000 o - 7}b_72
2400 & = JIN—73
i %% 2000 ) I ﬁ)b—7°4
4 - JI—T7
0 T
fE 1800 = i
= 1
@ 4
iR 1200 =

st 20 (BAPD- 1)
ERIRE OB

~
<

U

=
O =+

¥+ SEM

TN—T 1T AEATRBHUR T AT TF LA N Lt RIEHEA+ T 592 7 i
I N—T 2P PD-1 PR+ AT T F L/~ A N Lt NIEBEH T 50 4 & L ElE
TN—T3T A EATHRHBHIRA AT TF U +R_A M LF® R+TXY 2 & IR
TN—=T 4T A FATHRBRAEA AT TF o+ FLFE R+T XY 2 0.5mg/kg
IN—=FTHPD-1 R+ AT TF L +_A b Lx® F+FFY A Z Y 0.5mglkg

(%) W —T % ST LT,

VATTF o NA R LFEE RROTERY ALY (0.5mg/kg) (2K DEEHEEED I (7 LV—F 4)
L H LT, muDX400 S AEHEEEO G (F—77) 12 LW EBEICESWIIEESIENED v
(P<0.05) .

T WVRTTF o RXTVEZFREAROTIH ALZ Y (Smgkg) (2K DIEAEIGH & O T
VL AREIRIE O F & BRI LT muDX400 & AFEHEIRIE O PFAIC K 0 A EICE WIS R 25880 H i
7= (P=0.05) ,

(3) e AFRIREFR - FriEhFa
BRI L
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VIL EWENREICEE T HIRHE

1.

i REDHR

) BELEEMGOPRE
EME R L

Q) BRRHABRTHRE S MPRE

1) BEEE

OB 56

ERNE [ ARE (KEYNOTE-011 B /S— k A)

H A NETTPEE T D3 A RS & RPZITARA] 2mg/kg XIE 10mg/kg % 30 43723 CRAE i ffE Lz
& X OPaE RO EYBIIE T A —F KOG F IR ERERS & UL FIORT,

2mg/kg XL 10mgkg B HHETHTIDG tp OKMEHMEIZ 18 H TH VY | MFHIREITHECONIHD L
72o ZUT TR (CL) KODARERE (V2) O%RMEAEITH MO L CREEOEZ R L '@,

H A NEATYERETE 23 A BB (2B 1T S H)alF 5-1% DM E e~ T A — X

s 1) Crax Tmax® AUC.28day ti2 CL Vz
% | (ug/mL) (day) (ug-day/mL) (day) (mL/day/kg) | (mL/kg)

mgkg | 3 47.4 0.223 507 18.4 2.46 65.3
(18.6) (0.00208~0.233) (20.0) (56.1) ° (44.7) (21.3)

1omg/ke | 7 250 0.00903 2219 18.1 2.93 76.5
(23.2) (0.000694~0.232) (32.4) (68.4) ° (56.5) (34.4)

KEYNOTE-011 #&BR/S— h AIZBWT, BHARANOHETHEERE 2 A BEITAHF 2me/kg X1 10mg/kg % #[E]S
TERE L2V A 7V 1 OFRMENEE/NT A — & OKMTEIE (%CV)

AUCo2s800y=1¢ 5-BA461% 28 H & TOPREE - WFRIHI#R N fd, Vz=/0fi 2%

a: Tmax : HPHAE (HEPH)

b: T ZHE 2D tin e G T 585 1 B2 EHEICET

H A NEATYERITE 23 A B (2B 1 2 W)IEl# 544 O 4 i T i FEHERS

(ug/mL)

i 1,000 —e— K&l|2mg/kg

& —a— ZHl10me/ke

8

I 100

.

m]

0

% 10

2

P

B 1
T T T T T T T T T T T T T T T T T T T T T T T T T T T T 1
0 168 336 504 672(hr)

BE5 %5

G2 AR R 22, B 5B Rpf) 1385 5- PR AR #2 oD HRE BRI s R 2 7”9

) AR OABRAELOAEZ, @, RAKE, Xa7nr) X~ GEETHZ) & LT, 18 200mg %
3 AL 1B 400mg % 6 HH[FHFE T 30 43 f2T CTAMERET 5,

Ot AR5 H
<UIRRTRELAHETT - BHROIE/NHRHE >

ERN%E I #8528 (KEYNOTE-011 i%E& /8— k B)
H AR NRIBIR IR bR B & R RITARH] 200mg 254 b Lt REROT T FFHH & 0O
W CRAE AR ERE LTz & 2 OWRIE G RO M BIRE N T A — X2 Z L FIORT, adm— b 1 3R
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VI. EMBEICEY HEE

200mg 3 EEME & <A R Xt REROV AT ZF LG, Ak — b 2 134K4] 200mg 3 1
MRIMEE <A B Lt REOHARTTF o L O SZ21T- 72,

AR—F 1 KPR — b 2128 D Craxs AUChstn Crag DI FEEE GRITZEBERED OFERN D
ak—h 1 RPaFR— bk 2BV TAAIOREZERITBBLREL L T D Z RS 1™,

HARARIGIRIER - RO BB BT LBl 5% OLYEhRE T A — X

= Zk“* }\ W'J Cmax Tmaxa AUClast Clastb Tlasta

% | (pg/mL) (day) (ug-day/mL) (ug/mL) (day)

. 6 52.5 1.98 634 19.9 20.93
(24.4) (0.94~4.94) (25.5) (46.6) (20.89~28.84)

5 ‘ 47.5 2.52 567 15.8 20.99
(17.0) (0.033~13.91) (24.5) (33.2) (20.88~34.93)

KEYNOTE-011 3B/ X— s BIZBW T, BAARANDORIGEIER I LR BE & TR UICAHK] 200mg &~ A kL3
T RROT T T 8E % miEHE LB gEIER 5RO KM EHRE T A — X OKMTEEHE (%CV)
AUCrs=$2¢ 5-% 0 R 2> 5 JITE AT RE 72 e A& IRF 47 & ~C oD 38 FE-IRp ] il R T i A

a: Tmaxs Tlast : PUAE (FEPH)

b A 72 OEGRIE GUIE RTEE 7 iR R O I E IR )

ERE 1 #8388 (KEYNOTE-011 8% /X— k C)

H A NKRIBIR R E R B 2 /P50, AHI 200mg %237 U Z 8/ L nab--37 U X TR LK
HNVIR T T F o OGN TR SR Lz & & ORI GHRORYEIRE T X — X & LI FITRT,
ak— b 1 IEAH 200mg 3 ERIEIG L <7 U X 2w AR OHALRT T F o L O fEE, ak—
b 2 1ZAH 200mg 3 R & nab-327 U X2 XV VK OB NRT T F o L OJFRES 21772,
AR— M1 RO R— b 21281 D Cuaxs Crae DRATEIE GROTEIRE) OFRERNS, R —
P 1EOER— b 2 IC B0 TARIOBRSE BITBBTRER LT 5 2 L ARSI 19

H A ARG R LR B E 21T L ORI G-1% O Y BE T X — X

1?” Cmax Tmaxa Clastb Tlasla
ak—hr|
% (ug/mL) (day) (ug/mL) (day)
. . 56.4 0.028 11.6 20.96
(18.9) (0.025~1.08) (37.4) (4.04~26.00)
5 ‘ 53.8 0.027 11.0 26.89
(14.2) (0.022~1.02) (17.2) (20.99~31.88)

KEYNOTE-011 3/ S— |k CIZFBW T, BARANDRIBE R R B 124 200mg & /37 U & %&£ /L X3 nab-
RN ERRNVFOANRNTT T % gL LT BE ORI RO FENRE N T A —Z ORI (%CV)
a: Tmaxy Thast : FORAE (HEFH)

b A 72 OFGRME  GHIE FTHE 72 B IR A oD ML T H R BE)
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VI

EYBEICEY HEE

) REERE
OB IRT 5

<EBHREE>

ERNE I AR (KEYNOTE-041 HER)
H AN OIRIEYIRASGE 2o 1 T M B A E B E 12K 2me/kg % 3 I MIREIFE T 30 2320 TR AL
Wk Lz &, flEl (hA 70 1) ROEE# 218 (A 70 8) OEWERE T A —& KN
M3E FEEEHERR A N IIE T b 7 7 IREHER 2 TRtion T,
YA TN 8ITRITD, AFONFYE ~ T 7REIX 24 5pg/mL, ¥ AUC21day 1L 797pg-day/mL Tho
Too ARAID N7 7REIZYA 708 Q1) FTICBBLREFIRIEICEZE L 19,

H AT P R A B (A 2mg/kg 3 38 [ HI B C A 3¢5 L 72 BRI N A — X

S Cmax Ctrough AUCO-Z Iday CL
V% i
B P (ug/mL) (ug/mL) (ug-day/mL) (mL/day/kg)
1 42 40.9 (28.1) 11.3 (19.0) 2 | 393 (18.2) *® —
8 28 61.8 (24.5) 245 (48.8) b4 | 797 (32.4) ® | 251 (324) ®

KEYNOTE-041 FBR 23T, BARANOHEFTHEENE RO JERE ICAK]Z 2mg/ke 3 M8 MR CRE SR E

LTZBRDH A 7 v 1 U 8 DIMBERE/ T A — & DERMEEIE (%CV)

AUCo-21day=F¢ 5-BiEAT: 21 B £ CTORE - BEMIdHAR T mfE

a: 414
: 25 4

b
c: VA TN 2 FEHTO M IR E
d

DA 7V 9 B GROILIE R E

— ML

HANHEA T PR RO B (A 2mg/kg A 3 1A [WIFA] IR C S8 R L 72 BR o
KRl (A 70 1) ROEG# 218 (A 71 8) OMiFHREHERS

(ug/mL)
100 5

! = |

3 NPUNIS s NS =
S

—— Y1)
—&— Y178

0 T T T T T T T T T T T T T T T T T T T T 1

0

144 216
&5 1%
BT CARYEIR 22, R G IER33 BB AA TR O BUE R MLRe [ 2 7R -

288 360

504 (hr)



VI. EMBEICEY HRE

H A AT P B G RS (A 2mg/kg & 3 3 ] [HIRR ©
ARG L7-BR o Mg b 7 7 R EHER

(ug/mL)
50 q

40 1
30

20

RN O 2B e

0 T T T T T T T T T T T T 1
0O 3 6 9 12 15 18 21 24 27 30 33 36 39(A)

HERS 25 ORRBRE
BNV H AR VR R B G tR Rr A3 B G- B A TR O BUE SR ML p ] 2 79

1) AAOARMAEROCHAEZ, BHEAEAEOSE, @, AZE. Xa7r ) Xv7 (BEFHE#RX)
L LT, 17 200mg % 3 IR 1Bl 400mg % 6 B REIE T 30 /oM TRBEEET 5, 720,
it lBIE LG, REHMIT 12 » AETE T 5,

< UIBRTFREZHEST - BHROIE/NARMME >
EEHEFEMAEE (KEYNOTE-024 $HE8)
PD-L1 MO UIBRABEZ2 1T - B3 OIE/ NI B CREBREMAT XIS 152 1, BHAN 21 4
Zade) (2. A 200mg A 3 W HIFRR CRAEEIRN iR G- L7 & &0, BARAKUSNEANBE
BT HIMES T 7 IREHS A LU TS RT, FIE (A 70 1) O Cra DY) (1R
) 1% 67.5ugmL (23%) T, 5% 218 (A 270 8) O T 7RETOKMATY) (¥TEENR
0O 13 30.6pgmL (50%) Tholz, HANBFIZBITSMIET ~ 7 7REHERS AR 2~
Lz AAIONT Z78EZY A 2708 Q1) £TIcBBRRERIREBICREE LR 100
T oA 7 v 8 B HRTOIMTEFEE

A AN K& O E L FE /N e fifigee R L2 AR A1 200mg 2 3 3 TG C

AR A EE LB o il ~ T 7 iR HER

(ug/mL)
60 4

40 1

20 1

RRFELAN O B

O+—F—T T T T T T T T T T T T T T T T T T T T T T T

0 10 20 30 40 50 (&)
B 5 %R
BT H AR RS, B G- RRER 3B G- B AR TR O BUE PR M P 22 7”4
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VI

EYBEICEY HEE

<BEXTEHAMOTHMARISFX ) UNE, IRAVIBRTRELGRE LEE". NAILEEERICHE
EL-ET - BH¥O MSI-High 283 5EHE FEEMGTAEIRELZESIZRS) . BREXILE
REEEH T HIEEEE. RAVIRTREGET BROBEE? RUBHEXITH A MO R F MR
KiHpaE B #Aa) >/ \[E>

BNE [ R (KEYNOTE-013 3ER) . /@55 DI4E58% (KEYNOTE-170 38%) . EEHERIE I
#H5tER (KEYNOTE-087 5%, KEYNOTE-164 585& O7/R— b A R U KEYNOTE-158 i#58) . Ef&#
B$ M#A:E& (KEYNOTE-045 588&. KEYNOTE-048 5E& % 1* KEYNOTE-181 5#E&)

AR OB REIL, HHAYR X oNEERE . R LR B3, MSI-High B EE. 51
SEEHE (5-FU ROV 7 F 8Kl Ot SG T — % 2 &1) BE, ROEERE? BE BV TH
AN ESMENTEERIAL L Cne, & OICEERENE, B NRRAHE, THOR XU Lo E,
PR#& b RzgE™ . MSI-High [E 48, SASEEE . BB L OVFISPEMERR AR B ffa U o i B
DB AFER T, AFIORMBNEEISE TR IR D> 72 107 ~12

*1 28 AALSFIRIE R T L 7= RIA YIRS e 72 R IR b Rofs

%) W AAVEEERIERL ICHEEE U7 PD-L1 BB O IG OISR RE AT - B OBERY L

<400mg 6 EFEHRES >

EYPREL I 1 L— a3 VITEDILKT—4

FICHENBEZ SR E L TAFOEYENEEY 2 = L—3 3 & EhE L7245 5. 400mg 6 18 [
BH-OEFAREIZB T D EMIEFIRE (Cavgss)  THME D RATHEEIIE 200mg 3 18 ] [F R b- & $1
ILTEY, SfbIiEER ST,

400mg 6 J [H R 5O B HIRIEIZ 31T 2 S ARG IR (Croughss) THMED ML, 200mg
3MEMMRE GIZHART, F34% S REEZ R LT, L L7en 5, 400mg 6 38 R 5D Croughss
THHED 534 1E, 200mg 3 H B G &R E R - 72,

F£7- 400mg 6 H IR G OEFRIEIC T 2 @ MIEFIRE (Chass) THEMEORM LT,
10mg/kg 2 MRS L0 K 66%IKME %~ L=, 400mg 6 HFIFIREH 5 D Crass THRIED, 24
F CORRKRRBIC TR LI AER OHER GO Chuxss THHEOFBENICE 5 2 EARE
h?—: 113) 114) R
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VI. EWEEICET HEE

AH 400mg 6 HE[EIAIFEER 5. 200mg 3 T [E][E] % G- K O
2mg/kg 3 i@ F'Eﬁ Fﬁﬁ BI’%#XLE‘H:"_FO) Cavg,ss %{EM@O) tt$§2

(mg/mL)
1,000
100

[ ] [ |

4 [ | | \

E |
(@]
10
1
2mg/kg Q3W 200mg Q3W 400mg Q6W

2,993 BilDBFE (FITHMEN) 1T 400mg % 6 HEFIEIR. 200mg % 3 38 AR X% 2mg/ke % 3 18
MR TES LB I 2 b— a3y (100[B]) 1I8HE50 2 Cagss (EFIRREIZI T 5 £ 5
RPN ORGP AT 7 ) X~ 7IRE) THIE

FERR  HRAE, R 25 ROVTS R— U H A, B S S RONS R—E A g 58—
TS A VRN 95 X —% L H A VB OEBIME

Q3W : 3 IR, Q6W : 6 i [k

AF| 400mg 6 I eI R BE -, 200mg 3 3 [ il b 4% - K OY
2mg/kg 3 i@ FEﬁ F'Eﬁ BFEH&E‘H# D Clrough,ss %/E'H[E > H:i&

(pg/ml)
1,000.00

100.00 i i

]
@

Ctrough,ss

o
S

0.10

0.01

2mg/kg Q3W 200mg Q3W 400mg Q6W

2,993 Bl (EIZHMEN) 12 400mg % 6 HE IR, 200mg % 3 MR IE 2mg/kg % 3@
MR CHREG Lo v I 2 b—a > (100 B) 1IZES0 72 Croenss CEFIREBIZIIT 5 &K
MiEH_L7 0 ) X~ 7RE) THIMHE

FERR R, 25 ROVTS =R U XA B S KNS R— L H AL H 53—k
UEA VR R 95 8 —t A LIBO R BIE

Q3W : 3 MR, Q6W : 63 [
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EYBEICEY HEE

AF 400mg 6 JE M EIFE R G-, 200mg 3 W AR 5. 2mg/ke 3 B HIFIIEE 5
N8 10mg/kg 2 18 IR #2555 O Crnax,ss TRIME O FEIEE

(pg/mL)

10,000

1,000

Cmax,ss

—
W

2mg/kg Q3W

200mg Q3W

400mg Q6W

10mg/kg Q2W

2,993 BlDBE (FICHMEAN) 1T 400mg % 6 HE MR, 200mg % 3 .

MR IE 10mg/kg & 2 EHMRTHRE LD I 2 L— 3 > (100 [B])
(BEFIREBIZBT DRMmMIER LT 0 Y X~ T RE) THIfE

2mg/kg % 3 HH[H]
L:%’j A 7LC Cmax,ss

R PRAE, 25 KRNI = H A B S RNOS R—R XA 53— F

VA NVRIE RN 95 R —F v Z A LB OEBIME

Q3W : 3 AR, Q6W : 6 EREIEE. Q2W : 2 ¥ Kk

A5 200mg 3 3 I FEIRR 4% 5- 313 400mg 6 i ] i1 45 - O SR Eh R /8 A — & Tl
KON 400mg 6 3 [ ] I 18 - B O S BhBE /X T A — & SEIE

YA 701 RN
Cinax,wk6 Cavg,wké Clrough,wk6 Chnax,ss Cavg,ss Clrough,ss
(pg/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200mg QW 59.1 27.9 18.17 92.8 50.4 30.9
(58.5,59.7) | (27.7,28.1) | (17.8,183) | (91.7,94.1) | (49.8,51.0) | (30.5,31.4)
400mg Q6W 123 324 10.67 148 50.7 20.3
(122, 124) (32.0,32.7) | (10.4,10.8) (146, 149) (50.1,51.3) | (19.8,20.9)
400mg Q6W 136.0° NA 14.91 - - -
(EJME) + | (135.6,136.4) (14.4,15.4)

2,993 Bl EE (FITHMELAN) 12 400mg % 6 B [FIFIFE I 200mg % 3 BHEFIFR TG L7BEO Y I 2 L—v
2 U E1TV, Cmaxs Caven Crrough DT EHEEHH LIz, 2OV 12—y a2 100EFRVIEL, ThE
NORT A= DRl (2.5 KN9TS X~ HA)V) &R LIE,
Cavgwks : FIEIE 5% OB 5 RN O L MF HARFIIRE . Cavgss : EHRIBIZIST 2 1 5-FIRRN 0O 8 i ig H
TE TR BRI 330 D I ) L AR KR

Zxﬁu /)%E v Craxwké :

Q3W : 3AMHIFFE. Q6W : 6 AAIHNR

* 24 WA

ot o e

s A 7V 2 B ERT O I R
CVESES T AR (KEYNOTE-555 30BR) il 5
2 56 Bl DT FELEE  (95%(F X M)
D 41 BT TEIIE  (95% EFEIX )

*)] E&@?(ﬁ D %%m‘{jﬁs EP Zxﬁuﬂ%fﬁ v Chnaxss :
Ctrough,wk6 : %ﬂ @&%‘?& @H%ﬁ[ﬁl‘féi EF‘ Z'Kﬁu {)i%};f N Ctrough,ss :
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VI. EMBEICEY HEE

HARNEBE Zxt4: & Lz 400mg 6 3 IR 5D Caygss THME D AT 13, 200mg 3 38 [# i b 4
HLELPLTEBY, 200 bIRIEEL > T,

F£72. 400mg 6 FFIFFEEG-D Cyoughss THIED53A01E, 200mg 3 HFFRE G- O o Am I @ 7
STV,

IO, HARNBE Z3GR E LTz 400mg 6 I FFEEE G D Chaxss DY X 2 L—3 3  OfEHE 400mg
6 3 FI BB 5D Craxss THME O AT -H1% . 200mg 3 #EFRIFE & 5-% LAY | 10mg/kg 2 ¥ [ IR
b X 0K S4%IRME A 7R LTz, 400mg 6 B IR 5D Craxss THIMEZY, 2V E CTORRKRERIZ T
it L7z E R OV B 5D Craxss THMEOFEFNICE 412D 2 L3RS niz Y

Qpt Ak 58

< UIBRFEEL ST - BROIE/NAMME >

EANE [ 88 (KEYNOTE-011 5£&& /X— k B)

H AR ANAIEHEIE R bR R A R BRI 200mg 22 A b Lt KR T FF 851 & ofE
\C TR AL LT & & OBRWBIRE T A —Z % LI FICRT, 2dh— 1 IZAH 200mg 3
FlRE <A ML XE RROV AT T F o EOffHEE, ah— b 2 134K#] 200mg 3 HHE[H[FRE &~
A MLFt REODVRTZF 0 Ot 211 - 7=,

AR—h 1 ROAR— b 21281F D Craxs Curougn DREMEEIE GRITEEBLRE) OFRER LD, 2k
— F 1 RO mR— h 2BV TARIORZEEITRBBLREE L TWAD Z RSN 19 |

HANRIRIRIER - LR RA BT 2 RIER G OFEMERE T A =5 (A 7L 8)

1?” Cmax Tmax Ctrough
ak—hr|
L (ug/mL) (day) (ug/mL)
1 2 1242 0.024° 39.32
) 3 95.5 0.026 37.4
(17.4) (0.025~0.026) (8.87)

KEYNOTE-011 3/ 3— bk BIZHEW T, HARANDORIGFEIER V- LR BE 2 5 RICAH 200mg &~ A L
T REROT T FF R KA R EHE LB O I ThRE R T A — % OEMTEEE (%CV)

a: BEAME, b PR

Ctrough A7 s o ERHE (KT 7 IMiETIERE)
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EYBEICEY HEE

<IRAUIBRTRE X (XExFE £ 0D B HERasE >

EEHEEHEMHERE (KEYNOTE-426 ${ER)

H AN M O E B B & )P 5312, A 200mg 3 ARIFMEZ 7 &% > F =7 L O &L
TR AR ERE LT & X OARFIMIFEFREZLLTIRT, V42701 0FHH (Cox) « A 271
3ROV A 709 DEEAT (Cuough) « WA 7V 9 D HAL (Conax) DAHIO MILIE I % b
B LR R, AFE TR F =T OB GRICRB VT, AFIOEYEIEICH AN ESAEATHS
MIRFETR N LR ENTZ 1Y

H AN KOS E B fliiare A (2381 2 RAER SR OAR O MG PRE (A 2711, 3 %09)

YA 701 YA 703 YA 709
Crnax (Hg/ mL) a Ctrough (Hg/ mL) b Ctrough (Hg/mL) | Cnax (Hg/mL) d
A %k 42 36 20 22
EE (FEMEfRZ) | 76.2 (15.9) 249 (9.7) 46.1 (13.2) 131 (30.3)
il 336 318 228 218
]
PHEA VEE (BEMERZE) | 62.0 (17.4) 21.8 (8.2) 35.6 (13.5) 108 (28.0)

A 7 %O MG PR E
s A v 3 B RO MG R
SV A L 9 B HTO ML IE PR
YA TV 9 B HH O fIEPIRE

[T e EN© i -]

ERN®&LE I HHRER (E7080-115KEYNOTE-523 5 E&)

AARNDED A GE/NERaNE, B, e A, RS LR, SRS R Lo, IR
i) B A RIT, AH 200mg 3 HFFROFIRNELG-L Lo NF =7 20mg O 1 H 1 [HHFREA#
HaPFRA Uiz, A 2701, 2, 4. 6. 8 ROV A 7L 8LIKE 4 A 7 )L Z L @ Day | DR H-HIZHER:
BL ., ARSI EAM P 5RO RHE BN REE 7 L & VTl Lo e, WIEE G K OVE R iE Iy
DOV Y, RHEMEYEIEETT LIS 0% THIKMICZDIZE A EREENEZ 19,

ERE A RIFEMAARER (E7080-307.KEYNOTE-581 5{E&)
B AN J O E B M BB AR & L o N F =7 L ORRES: LT BE 0 A58 o i i oo 32
MBI, AH OB 512361 2 REEHEEMBIREE 7 /I L 2 TRIME L EEL L Tz 19

<BHEXI=REHEEHET HERDE>

Eff£RFETHAGRER (KEYNOTE-048 $HER)

SHSEA R R 2 X RIC, AK L 5-FU ROV T FF 8K & O EERZ2REHd 5720, AFK|
200mg 3 J& ] B HUM B 5 % OASAI 200mg 3 B RIRIRR. 77 F A (277 F 2 AT VR
FF ) KO 5-FU PR G-R O EMBNRE X T A —# Z FEEUEICHE S W THE L7z, ORI, K
Fl, 7 FF B R O 5-FU Gf % 5-05 OBR R B O /0 A 13 ARKI B G- R OIRE B O 046 L BEite
PELL TN &b, ZROOPFHEIL, ARIOEYTREIZEEL RIZTS RN ERRIN

7": 110) o
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VI. EMBEICEY HEE

SHSEFRR B 1S3 1T D ASHI A 3 G e OARA, 5-FU OV T FF 8UHIOF % 5-B o
HPENRE R T A —% (A 7V 1 KT)

Y1711 YA N7
Cmax (ng/mL) a Ctrough (ng/mL) b Ctrough (l-lg/mL) ¢
%K 254 245 110
AR BB -
EEIE (BEER ) 652 (17.6) 13.7 (4.7) 35.1 (14.3)
A, TZ7FF %k 241 213 125
HRIF| K Y 5-FU
BF 2 5. P (BEAER ) 63.0 (17.5) 13.0 (4.4) 39.7 (15.5)

a: A 701 BEHOIMIERIRE
b VA 7V 2 B HRTOIMIEHIRE
c: WA v 8 BEFIOIMIE R

<IRABUIBRTRELLRER LRz >

BYVE b/ DHEEER (KEYNOTE-869./EV-103 iR FE#EI/HR— k. aRk— F ARUAR—FK)
VAT T F U E TR RIEI AR O R PTETYE SR R B RO B A g, 21 HIH
Zla—ALLT, £a2—A0 1 HBEIZAKZ 200mg, =2HLY~T XEFL (GEin -
Z) 1.0mg/kg X% 1.25mg/kg %1 —AD 1 KT8 HHIZEE LTz,

AENOFEMENRE T ALY ~T RXKFY (B E#Ez) EOUFREGICE Y EEEZZT
ﬁ\ﬁWMﬂE%%@VﬂBﬁ%T%EﬂtAA7H)XV7®M@¢%E®“ﬁj;%f®l$
MR EREE T L0 DHEE L7 PRMEFEIH S L C— B LTz 17,

<AEYIBRAEELET - BROBE>

Eff£RFEIHEGRER (KEYNOTE-811 5HER)

HER2 [ OHETT « FEFE D H AN S OSMEN B 8 B & k50, KA 200me 3 MR E 7 2>

K= 7 R OMb59k & Ot & G 21T - 72,

PHREMIZIBNT, MFFOXLT 8 ) X7 REOEREZ ., BEFOREREYEIREE T L

%%mtt?ﬂﬁ(¢%ﬁ&0mm%MEﬁ)tm&ttﬁ%\mm$®mA7m)xv7ﬁ§
BT B ERUED 5547 O K43 1E. 90% THIKRICE £z,

if_ AN L ANE RS CHEYEREIELL L T 1Y,

3) F=iE
MM ERe L

@) BE - tRAEOEE
1) BERizE5Rr
AFNTFIRNE G- SN D GHETH Y . BERICE > THET 220 b, BFXIFED LD
AR L > TRBEEIIZELZZ T W EHREINDS, FRZ, CYP XU O GEESE T2
ZH 2 DIEMPIE a7 ) O RCER ST D ATREMEIXIT & A L7 < RAID Y B RE 1Y
MR AEAERZZ T 2 MBI W2 s Y AEER OB Z By L U7 BRi3F
[PQAVAIAN
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VI. EMBEICEY HEE

2) HRKRER
ORA b Lt FEROT T F 5 RA
Kﬁ@%@%%ﬁ%’%ﬁéﬁ%%tﬁﬂ&&%FV%?Fﬁﬁfi?fﬁﬂ@ﬁ%%Eﬁ%
BT OREEL L, HAOHERA D =X L EBE LUIER, DFREIEIIARR oKy ke
%@%&ié&w&%z%hto

@7 U Z XN NiEnab-/37 U XXV RKOINVRTTF
AF D B B 5B 12 7‘6555@5' EARFNE N Y Z X IE nab-,37 ) XX BRI L
RTT7F o OO HEGRBRICEIIT HIREEE A RBINC R U7oRE R, OF FRIEIIARK O 34 Bhhe
B ERIF S NWEEZ f‘ozhto

7rFrF=7
SRR R K OVIE /NSRBI T BB AR A 2 BB G L2 BR 07 — & 10 M 5L U 7= REAE R 3K )
REET /CHES S FRIE L . BMlEBFH 2R RICAA T X o F =7 20 HE G LB L v
153 B AT A D i S FE o0 FERIE 2 beige L 7=,
FORE R, OFR G- OAA O ML IE H R BE O /AR 1T B G-RE O REE M S BN REE 7 /(2 H-S <
THED A E E, THF T =T IIAFN OEYBREICH AL RIF I RN LR aShi 19,

@5-FU KON T FF HHAl
AFNEIBEHIZI T DRB R EAK 7T FFRE] AT TFUNIINVRTTF ) RS-
FU OO GIZH1T 2 EE &4 i U7f5 R, OFH G REOBRE EO SR IL, BB G RO
BREONARE KN BRI ST, Lzl o T, 2o OFREKIT, AFlOEKY a2 L KT
ERWZ EAURENT O

®OL L NRF=TF
H AR A& O E N B B ICAR % L o ANTF =7 L OEREEE L 7=BE O A K O i35 o
FEHME & . AFI I G T D RHEMEBEM B IET T VIS EE S < PHRIE (PP R O 90% T X
M) Zrig Uiz, HARNKOSE B M B 00 ARHF o i g Hi oo SERIE O R 5 1, REEE
MM ENREE T IS < 90% THIKIICE EN TV =2 £ b, Ly A"F =7 L OFFHIIAA
DIRMBENREIZ A RIT IR ERREINT,

©®7 vMbv Y I VRS AI L O T T 8H
AARANKLOSENEREEECAK 2 AT TF 2 +5-FU T Z e v b &G Lo
AHN O M HIRE O IEHIME & . ARFIEME G281 2 RHEREBEYEIEE T VIc S < FlfE (F
SIS OF 90% T-HI X FH]) & bbiz L7z, ABARN KR OFMEN B B OAA O I iE i B o SZHE D
KEE, RHEFEEYENEE T /L2325 < 90% TRIKFICE Fiv, ARF % Bk 5303 b gk
EOFHT G- LTz & & ORF O MG FIRE ORI LRGN 2 b, Zhb
®ﬁﬁﬁi$ﬂ®£%% (B2 RIF SN2 ERENTZ 1Y,
)$ﬂ®%am%&0mgi TR YRR RN AE 72 AT - R OB OHE . OPEMEELA & OfFHICE
W, i, BRAICIE, RAaT7nr ) X< (BEFHEHLZ) & LT, 1[0 200mg % 3 @EFMBEE 1
[ 400mg % 6 HRFIFEIFE T 30 2 M2 CAEET 5,
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VI. EMBEICEY HEE

DF LB RO AT TF
AHN % G LB OB ET — & L 0 U= RHEM R EfE 5 L Ic S PRIE S . 7 A
VHEE RN AT TF RS LT KEYNOTE-966 5k X 0 15 5 AL 7= AH 0D L 155 o i BE
DI A el LTz, ZOREFR. DFR B G-REOARFK O Mg HIRE O34 1%, B 5-RE o RHER]
HMBENRET T MZE S FUEOOHIZEEN TV e, YAV X E VOV AT FTF
& DOPFRITARI OB L RIS N2 L AVRENTZ 120,

@AYy ~T NKFr (BFHEz)
AFlE RNy ~<T RXKF o (BEFHEBEZ) OO G T 2 AR5 O ig iR o5k
TE & AHEMBE BT 2RBT — % 2O THEE SN - EMEYEEE T VI ESL T
HIAE & o e A T2 U 7o, SERAME O K3 1EBEFDET T EES < 90% TRIKE O HFICE £ T
W2 EnD, ZURAMY T RXRFY GBEEEZ) L OOFRIIARSI Oy SR
FIEES N2 EAURE T 12D,

OIS
HA AR OSME N B EE AL Z F T 2 X7 R OMLRERE & O G LB A% o i
TEHPIRE OSSR & | AR 5235 2 BEFEO RERTISEEIREE T v CEMESR Al X OFE/
AR S BE O BRET — X ISV TR LT V) NOHEE L2 FHIME (h ik o
90% THIXH]) A bl Lz, ZOfER, EREDO S ORI 3IE, BEFEDOET MIZES< 90% T
HEICEENTWEZ 2D, F T AV X7 L OPERITAFI OFEYENREIZ 2 % KT S 7
ZEnRERE M

2. EMEERG/INT A—4
() BRI F &
Jvavsse b Ay M

) BYLEETEH
MU ER L

() HKREEH
LR L

@DIOIVT7IUR
H AR ANHESTIEETE S A B % 5B ICAH] 2mg/kg X% 10mg/kg % 30 23Rl T TRk Lz L & o
7 V75 A (CL) 1% 246~2.93mL/day/kg (S(TFIME) Th o719,
) AR OKBRAELOCAERZ, @HF., RACE, o788 ) X~7 GEaMkz) & LT, 18 200mg %
3 3 R0 51 1 [E] 400mg % 6 R REE T 30 492 CAiERET 5,

OF Lt~ L i
H AR ANHESTIEETE S A B % SIS AH] 2mg/kg X% 10mg/kg % 30 23Rl T CRlfiffE Lz L &0
SSAAFE (Vz) 13 65.3~76.5mL/kg CEMEHIE) Th o7z 109
) AR OKBRAELOCAERZ, @, RACE, o788 ) X~7 GEa#Mkz) & LT, 18 200mg %
3 3 0 51 1 [E] 400mg % 6 R REE T 30 492 C A ERET 5,
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VI. EMBEICEY HEE

3.

(6) TDHh

MY ERe L

BEE (RKEaL—YaY) @&h

) B A

WIRMEER (BFEER) KOSNRMEER (DFHEKE) (2B 2 HEEONEMEZ BT 5729
HEsh g 1 FEEBR (KEYNOTE-001 #85BR) | 40 T ARFRER (KEYNOTE-002 38R) K ONESh 45 AR
B (KEYNOTE-006 #5R) % 6 8212 | MEE S 40 il K ORI i 2 & T A BUMR IR 1238 1) 5 2,188
m®7 X EfiA U CRHER SR BhREARAT 2 520 L 7=, MRHTICIE, b=k A2 RET UM

IR EAE LTz 2-a 28— AV RETAERAWE, 2o OERIT, EERAE, I
m%@%ﬁ(%@&%&@k?ﬁ&ﬁﬁ%%)\Eﬁ%ﬁyéyvyﬂﬁ\ﬁﬁiﬁﬁﬁwth
High # O A&GRH BRI R A A CTh D, BET — X ERICHE, ERET — 2 ([N it B &
%G & L ERS LR T,/ AR (KEYNOTE-010 3BR) K ONE RS FE M FEEAER (KEYNOTE-
024 3BR) ZhNZ . 2,993 Bl D BT & %A RHEM SR B Re gt 2 i L 7=, Z OREMFEYEIEE
T, TNETOETNDZ VT T2 AR GFEEZBAGA AT, 7eBWET LOWT Iz H
WA T, BB T A — & R OWEE —ICEBRITELI L TR, ZanicBiLTconE T
CHEHE L7 e — B LTz,

QNS A2 ZEHER

1) RERUVRERE

REEMIA B BT 2 920 L 72 R R, AN AREH PR (Fililn, AR, M5 | IEaEtEReRE . 2
PR OEIZ O A 2 WO BEIE S D BRRAM (717 I 7 l) 13, ARIOBRERIZG LT
BRRAICERD & DB A 5 2 Ieinole, LIeh-> T WRPEERIZHES < HER OH & o2
g&ifxb\ 122) R

2) BHEEEERE WBEAT—4)
PR OWMRIZBITDEZ VT 7 AOFGIFR LI TN D T2, ARA|OSYEHREIZ 0H 2 BHERE
P 2 D 52 B 2 A 3 2 R RFRBR 1 L 320 L Tu7
HWMHEmlmE&Ummﬁ%®l$li%@ EfFATIC L 0, B (937 ) | FRAREE (201 f51)) |
HE (40)) BHRERE L ONEFBIE (1,027 6]) 2&te, xR BEHEDBE 255 L L, Bk
bxﬁ@%ﬁauﬁif%@%MJbtk:6\%E-¢%E®%%%E%Kiéﬁﬁkégﬁ
%%i&wk%zgﬂkoﬁk\EE@%%%E%@%KOmTﬁ\%%ﬁﬁ@bf9&<\+ﬁ
7o EE R AR IS DAL TR,

3) FHEEEERE GMEAT—2)
#W%®ﬁ%m®ﬁ7)77/1@#§i@6ﬂfwétb ARFN D FEBETEN 64 2 R RERE &
SR A ST 2 BRRERBRIL S L CuhZguy,

KEYNOTE-001, 002 & T 006 iﬁ%ﬁ@l%.ﬁe%%ﬁ Efi#ATIZ & 0 . National Cancer Institute ¢ Organ

Dysfuntion Working Group @%E SR U7 B TR RE (1,871 151]) SCI3 BE TR nefe 2 (269 f51)

@$%%ﬁ%§<‘: L. It&re }—73)21&%']0)5?5%5 FIETHRBERFI LI A, AST RO E U L E
VIARKNOBFE IR L THEBE RITI N e B2 bz, 2k, PEEIHEEFEREREICO

Wi, BREEICHT DB LM CTE 5+ LG L LICREHM Thhi Tz,
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VI. EMBEICEY HEE

4. R
LR L

5. 9
(1) MniE—MdBEFIEd
LR L

(2) I&E—RaARRAPT R 1
IR~ © ZIZH PD-1 HUAXEHT PD-L1 il &2 %532 & | WESESENT 2 2 L ARE ST
B2 EMD  ERT O T AARF OB, ISR L CHEREELE RIET RN H 5,
T2, b N IgGIERAENBIRIE~BITTHZ RO TN D,

Q) it~0BTiE
AR O MELFA~OBATIZEAT 57 — #1370, b b [gGIERAFICBITT 2 Z L3 mbh T
l/\éo

(4) BB~ DBITHE
SRR L

(5) TDIOBBA~ DB
SRR L

(6) MIFBERAE
SRR L

6. X

(1) KRB R S HER
AFNIEAMAICTH LT, — IR ERAESFRRICL Y 7 VB Ens, Ky baw
(AR 22 R (CYP, UGT 72 &) 1IARAO 7 VT T 2 A% Ly,

Q) RBIZB5T5BR (CYPH) OATHE. B5X
LR L

Q) DEBBHROFRRUZ DS
LR L

@) REMOEEOERRUEE L, FELE
LR L

7. HEMt
AKANISE 7 a7 Y v Thban, 1IZEAEDOE MIJIZED DY VY — ARICBWNTT 2 i~
DRI L 0 IERT 5,

8. F3URK—S—IZET B
SRR L
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VI. EMBEICEY HEE

9. BMFIZLZBRER
LR L

10. HEDEREFTHEE
MR L
(%)
BOREREE RS . ITREREE R IOV T, VL 3. Q) /3T A—FEFHEK | 2) K N3) DIES
EEO

11. Z0fth
AN Y- AP
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. £ (EALOFESF)ICEISHEB

g

SRR EETNDER

W
of

1.1 AR, BABICHAHETE2ERERICENT. AALSEE T+ 27 ME - SBRER-
EEDL & T, AFIOERAEE) &L SN BB DNTOIEES S o &, £1-. AREA
C4hUh. BEXEZORKI-ASOEIRRUBREELHBEL. ABEETHORET S

&
1.2 MBEMMEREAH o, RTICES>HEFLHRESATLLSOT, MHER (BUh., Bk
g, ZBE) OEIRVER X RREOEEF. BRET2(TITI L, o BEMNRDS

NE-BBIEARIOBEE B L. BIERERLE SRIOBRSEOBYAMEETS = &, (8. 2.
9.1.2, 11.1.1 0]

()

11 AF OIS LT EOFISHE & ERIEIC SV T H R 2 BB BB 5 = L, AA]
IZONT D5 7 03k & S AL FRIEO R A BB AT <& Th B &, £, AHIT
DIFRBIAIT 3D, B UTZ ORIICK LTI, B ORBLO A% 800 | AR O3
FROaBiE % B L. MEEE85 LERDD T &b IR ERE LT,

1.2 MESh DBRAHBRIC 35U\ CIE T i % & o RS R BB MR BB AVR 0 BTN B 2 L v, BT
AW & HE L LRI L,

2. ERABRELEDEA
2.

R (ROBHEICEFEES LGV E)
AFD L5 LIEBUE DBEEE D & % 4

(fi#30)

WHEUEIC KT D R EEFHETH D, AFOERS THDH LT e ) X~ (Bl z)
L B TR ERICE Y, Fr A =— AN LA X =PI E A TRE LW b, AANCER
SN TWVWAREICH L TRBUEZRZEZ LizZ L 0H 5 8F Tidk, HFONEBUEZ K Z 9 nfaetkas |
EBZONDZENDL, TRLOBEITIFIARFEZELG L2 &, ok, AANTIIEDRT L7 1
VA< (Br#iz) OEnc, e LT L-vt AF T, L-v AF U UGGk, ¥
%Eﬁ\TJ/WA~F%#aﬁéMTV

3. BMREREHMRIZEETHEIELETDEH
(V. 2. ZHEESUTANRICBIET DR 22T 52 &,

4. RERUVRAEICEEY IR ETDEH
(V. 4. HEROHEICEETSER] 22H552 L,

5. BEEGEFNIE L TDEMH

8. EELEARNIEER

8. 1 A& T MTEHEIL/ERIC L D, Lﬁ@ﬁﬁﬁﬁt@ﬁ#é&%z%néﬁbﬁﬁﬁ%ﬁ%ﬁ
bobndZEnH D, BlEE ATV, BERED LIS i I8 E D50 ST &
BITERORBLZBIE L, %ﬂﬁ@% m%ﬁﬁ_& ﬁﬁ@ﬁfﬁm DEWEHN DI DS

AT, BIBRERVE RO ESEZERETHZ L, it\KﬁEQ%T%KE%&EW%ﬁ

HobdZENHDHDT, RABGHRTHOLBEEH5ITH 2 k.

8. 2MIEMMBEEN S LD Z ENHHOT, MIHYER (Bliv, FEURREE, Sk O
O X B O FE % B4 +50124T75 2 8. £7-. BES U THE CT, g~ —75—
LHOMBEEEITHZ L, [1.2, 912, 11.1.1 2]
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VI. &£ (FRAEDIES) ICBEYS5ER

8. 3 HUIRARFERERR . T IMAHERE K ORIBREREN S Lbh b Z E03H 5D T, WNWEEGE
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