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HHERLZBRICLERBECERT 210K EFEREET A P54 V5
BTAZEELTWVET,

Sh. BEIRITOWT, MIRELO L BV ERERFIR, REFREHREUEIR
DEEEES (B) RETEMLELEOT, #MTHWEELS EEbHIZ, &S
SB~DRHI2ETHELA LS BENLET,



BIsE 1
ARHEEA BAERS Y
AAEYS £

R A AABLEES BER
ANHEEA BABKESBYS HES
—fRHEEA BABKARES 4
BEEBREA RAMEYS BEE
—fRHEEA BANREYS HEE
ISHEIEA RARER S BERE
—REHEREA  RANERES BEE
ABHERA BAKHNS &8
—fRHEEA  BARRRAES 2

—f R A R AGREEERSS WEE



WAL 1221585
Smk 304 12 B 21 B

SHHTEERE B

BEAFBEEER - ARFHERAERMFRETERR
( & B & B )

RATu ) Xvd (@EFERL) REOREFEREEY A FIA
v (A4 nYTI4 MREENE MSI-High) 28 7T5EE
) OEREOCREFERH#EES A F74 0 GEeiE, EER
EIE) O—EEI2WT

BRI SN, MRELOLBY . SRR, [MEFREN R O R O
EFEE (B) BERTEHMLELA-OT, #THEVET,



BURE 2
MATBHEA EEGEREFESRE BHER

EH B R






JEURAN

BREERMETA FFA4 v
AATBY XvS (RETEHL)
(RFEA : ¥4 M—F R 20 mg, %A F—F RHHE 100 mg)
~HEE~AL 7T 74 NREEH

(MSI-High) %#&3 2EHE~

3041 2H
JBAE S



Bk

AN e

ER VY ) I

AFIOKEK, 1ERBF

oK B

FEERICDOUWT
BERNF LR DBE
BECELTHEET~EFHE

P2
P3
P4
P9
P11
P12



1. Ui

EEMOEDE - BEEOBROEDIZIE., BRAESICESWEERERNRKD
bhd, &I, IBEORERMOESIZ L 0, MEERESZ X OEHN R ITEERE
FEELBEABINIFTC, INLOEESEBIZNELRBEICRET S 2 L BXEED
REL TR REMEBOEE LWEOEART# 2016 (Frk 28 F 6 A 2 B HEREHRE)
BWTH, EFNEEREOCFRORBIEZRZ - EENTWS,

HHERAMFERDL L. BEERSESM 0 7 7 A VREFEOEESR LA LR
RBZERDHB, 0D, AIMERVESEIZETABRASEET A ETOM.
UHEELOBRELZBSZITA L AHIF IR BE IS L CEHET A L L HIC, BlfE
HRBEIM L RSB Ind & A2 & BRREER—EDCEMS 2 T EFS S cEH
TAHRIEREETHS,

LERoT, AXA FF4 2 TiE, BBRBERINE TIB LA TV R ESLIKEH -
BEE RS % | LT OERROREREAPIEET A MAN L REREM, 1
FROEBEBEELZRT,

BB, AFA FF A L, MIITEIEANERBEFESIESHE, AtmEARER
EERIER S, —RIEFEA B ABEAR ES R UC—REFEAN B RBIGEESOWH A
Db EERL LT,

B LRDERES XA PA—F JFE 20mg, ¥4 b—F REFHE 100mg (—
g . RaTv e ) X (BiETHEBER))

SR ERDIEIPE : BAALBRERICHE L /-ET - BROBHE~A/ 704754
FREEM (MSLHigh) 283 2EWHE (1RHEN2 65 E &2
BERS)

WHELRARERVAER  BE. A, AT R Y XwT (BETFHEEL) LT, 1
] 200 mg % 3 EHEMRT 30 ST TRBRIFET 5.

& R 7 ¥ F : MSD et




2. ARIOKE, (ERERF

¥ A hA—& SHEEE 20 mg B ORLARERE 100mg (—ft4 : a7l X+v7 (#
fmFiEfz ), BAF [4F &v5,) &, PD-1 (programmedcell death-1} %DV H
FCé 3B PD-L1 RUPD-L2 & OF S HFEERET S, & MbigGd £/ 7 a—F G
TH D, :

PD-1 SR B T MBS B S 2 N 5 Fe DIZ S AFRAE SR 3 2 £/ Rl
AA wF T, PD-1 §%, BEZRECEWCEER THROMIEREICHKIAL, BOR
ERG 2 S ABLEXILBRIRAERSEHHT 5, bbb, PD-1 XY F 2 FLfE
GBI LIV REZAEBICLA VT VEERZAICHETASZEERTHS, PD-LI
OEFBBRIZBIARRILTHTH I, £ OBAMIETIE T Mian@s iz
HIZFBRICERLTWS, BAMKIZEITS PD-L1 OERIRIL, Biiam, iR,
FrAmpams, DREE., JE/NMBIRRtE R & 0ke RBEATTFEAREFTH Y, BV EFE
& OEBEERPHE STV, _

BEORADEFEE T & PD-L1 HEROEEMEN S, PD-1 & PD-L1 ORERITNEE
OEFEEICBWTEERBEIZHES Z EARRENTEY . iz ARROER
LTHEIfEENTWS,

AFIiX, PD-1 & PD-L1 BUAPD-L2 DR Y A2 FOMREGEEETHZ LIX D | IBE
BRI OIEE R ROMIESM T Vv BRE Bl S8, REERE L BEEL
THI L THIEENRERET S,

FHNOVERBFE I E S BEORERIGIC L 3BHERSN D bbh, EEXIIR LTI
EAHAREERD D, FRO/REPRCERERITE, BEOBREL TSIV, BRENE
BN EESICE, BRUAFRIOR BN a8 & Bk E 7o ER & L CE
BRI 21TV, BEORERGICL ARIERBEDLN D HEITIE, BIBREFRLV
T rHOTREEOREEN P ILEEITILERD D,



3. BEERRRAR

BAACEREZICIE LT - BROERE~A 270V 754 FREEE (UT

IMSI-High! &\5,.) ZH7 7 5EME (EENLIERSRERBEICIRDS) OERE
I ELE R AT - e B R BRRRORE LR T,

728, TMSI-High #8732 8%F ] [T L T, IPCRIEIZL Y MSI-High L HE X hi-fE
F1 #EET5%E ($8%) ik MSHHigh (PCRIK) B3 58%) L&RREL, DNA
IRy FIEEMEOMERH 2 EEERTIHE (L), T4bBbIPCR BTV
MSI-High XitfeSlibERea (LUF, HCIEWI,) BIZLY I X<y FERERE
DXRE (LT [dMMR] &5 ,) EHIEEINEBE] 2BRI 34121t ITMSI-High
PHTHRE) LRELE, HCHEIZL S MMR RE & PCRIEIZ L D MSIBED—F
)L 96.6~98.7% E THBHZ LERRESh TS,

[ B %0k

OEBEIEFRS D475 (KEYNOTE-164 5k) h
7okt ) I P URRBEERA, XV ) T F RO Y T IRERE KT

12 & BEEFERED H A 1RSI e EST - BF© dMMR XX MSI-High (PCR i)
B2 /T DR - EREAE 6Ll (BAANTHZESD) 28U, FH 200mg3 8
FER (LT QW] & d,) REOHEDHR VRSB ENE, 25, BT
i TRBEITHERD BIEBREI, RBETERTRERSRED bhinWEDREMIIER
ELTWABE TR, RELIGEORIGFN CREBETRED b b ETAFORE 21
T HZENFREL &Nd, FEFMBEE ChEEHFE [RECIST /1 K74 L1AR
ESL PRBIEI L 5584258 (CR) XIXMLED (PR)] 22T, ARBRICHE
BNl PIOREREIR 1 DELBY Tholz,

G£1) 1 indor Naralane M et aL: J Clin QOncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn, 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol, 2017; 3: 1197-203

B2 AR e BV T, HCHIC X 0 S A< v FIEHE # V737 T 5 MLHL, MSH2, MSH6 X% PMS2
OWTUNDFERARD ENAEVIEEI dMMR, PCRERZ LY 220 D= 2 23754 be—H—7T
U BEFEOY A AOELSRE S B A MSLHigh (PCR#) LHIEShis.,

4



#1 BRERADRERCENE (KEYNOTE-164 3B
(RECIST ver.1.1, HRMEARITR SRS, hRME, 20172 10 BF—F v b47)

- FE (%)

BEBER AR 3 7
sE2%ES (CR) 0 0
3% (PR) 17 (27.9) 9 (23.1)

EE (8D) 14 (23.0) : 10 (25.6)

T (PD) 28 (45.9) 18 (46.2)
HEEHE (NE) 2 (3.3) 2 (5.1)

#=%h (CR+PR) 17 9
(T [9S%IEERMES] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

*1: ARERRIT A RIRE, 2 : AR SER© 5 b MSH-High (PCRI) 83 584,
*3 : Bk
OEBEILFFE N85 (KEYNOTE-158 ER)

— kAR & U CIERER LR FRERE O H 1A e 2 1T « BR O dMMR XiX
MSI-High (PCR ) ®2 2573 ERERE & 238, 5K 200mg G3W R EOF
DR CEEHRRI SN, 2B, EEEA TREBETSRD bhEec, Kbt
TERTERNED DAV EOREMICEE LT 5 BE Tk, RE LA O B
THRBETHIED DN E CTABORE T 5 2 L AR L Shi, FEFFHEA
THHEHE [RECIST HA FT 4 o 1.1 FicES < hRYFEIC & B552FH (CR) X
W4y ZESh (PR)] 1290 T, MSLhigh &R & RICARRICEREZKEI N 83 HIE

(FN—7K) DFFERITE 2, ARRICBRESI W 04 FIEICRT A EERIORRITE 3
DEBYThHhoT,
‘%2 RERAPHERUESE (KEYNOTE-158 BB, 71 —7 K)
(RECIST ver.1.1, FEMEMRATNSERESE, PRAE, 20174E4H 28 AT —F v bF7)

08O B3 (%)

B RIEEZIR 83 it 23 I
2R (CR) 4 (4.8) 3 (10.7)
#453%%) (PR) 25 (30.1) 8 (28.6)

&ZE (SD) 20 (24.1) 3 (10.7)

H#E1T (PD) 24 (28.9) 9 (32.1)
HETFEE (NE) 10 (12.0) 5 (17.9)
=% (CR+PR) 29 11

(EHR [95%EHEERF] (%)) (34.9 (248, 46.2]) (39.3 [21.5,59.4] )

*1: BRI AR *2 « HEEMITRER D 5 MSH-High (PCRE) 53584,
*3 : IEFETE

(52) gt = b T A~] 243 72 2 — 7B U MSI-High QYT EBMME 2R AN 24— K 1 bif
BEh, Fo—7 ACHRIIME (RELEE . FA—7 B CiIESs BERUBREOIRE ., ELY
7—F—BAEEEEZRS . IA—7 C i, BE, . BB, EIBR O S FROMRRA S WIE R

(4P E T DAL EME A S IMERE) . Y4 —7 D TIFENES (RIERCREEEEER), &
A—7 T CRIFEEE (RELERK), FA4—7F CRABRE (RELER), 70— G Tid/Mllafhzs,
F—7 H TR, Y A—7 1 CRRREEE, F—7 1 CRERIRE (RIE BRI ),
#A—7 K TI MSI-High #85 2BHE (B - EBHERL) BEMELIANDNE, FA—7 A~
Iz BE S BE O MSIHigh 22V Tk, L FRASS 7 TRETICL DHESHE,

5



3% 3 MSI-High 251 3 BHEOBENOZESE (KEYNOTE-158 REY)
(RECIST ver.1.1, BEIMARAT SR, hdufE, 200174E 45 28852y b T7)

T BilEx (%) #%) (CR+PR) B (%) #% (CR+ER)
04 {Fi[*1 (FEHE (%) 39 {2 (FEHE (%)
TFERAESE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
=5 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NERE 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FEERA 10 (10.6) 1 (10.0) 1 (2.6) 0
RESE 9 {9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Bl B E 3 (3.2) 1 (33.3) 0 0
Rz i 3 (3.2) 0 1 (2.6) 0
/INH B AR 3 (3.2) 2 (66.7) 0 0
TE5E 2 (2.1 1 (50.0) 2 (5.1) 1 (50.0)
PR UL NEE 2 (2.1) 0 0 0
AR R 2 (2.1) 0 1 (2.6) 0
R LR 2 (2.1) 1 (50.0) 1 (2.6) 0
ARiRE 1 (1.1) 0 0 0
DRELEE 1 (1.1) 0 0 0
RIS R 1 (1.1) 0 1 (2.6) 0
% NERENE 1 (11) 1 (100} 1 (2.6) 1 (100)
REE R R R 1 (11) 1 (100) 1 (2.6) 1 (100)
P 1 (1.1) 1 (100) 0 0
B REE 1 (1.1) 0 1 (2.6) 0
Rk 1 (1) 1 (100) 1 (2.6) 1 (100)

*1: AEMEAEAT AR, 2 HIMEARTRREEAO 5 5 MSI-High (PCR¥) 28+ 58FE



(2]
QOEEER S DIRHE (KEYNOTE-164 3ER)
FEFSIT 60/61 F (98.4%) =, BITERIX 3561 4 (57.4%) KD bR, FIZR
5% EOBMERIXITERD LBY ThoTe,
23 RBEEHN S%UULOBER (KEYNOTE-164 R (Z2dMRirat&MEE)

e BlAsy3E (SOC: System Organ Class) gk (%)
EAFE (PT: Preferred Term) 61 1 |
{MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 3

SEER
f:-‘z ’!E g

HRT:

Feds, EIEVERGEE 10 (1.6%). EEOSHESE (HISHIEIRERE. SHH.
FERES) 15 (1.6%) . IFFHEAEREE 3 4] (4.9%), HURBMEAREE 201 (3.3%).
96 31 (4.9%). 5% - BRSCERRMRE 1 5 (1.6%). MMz - BERSZS 1 41 (1.6%) BSER¥H B
N, Eie, KB4 - BEOTH, MREE (¥72 - AL —ERBE), TEREKEE
2 BIEMEEREE, | BUERG, BMEEE (RETHELEA%), DEGENE. O
. SRS R/ IMRIRA MESRBERR, YRR, FREFBRIS, infusionreaction L TRHE 3
AT b o, ABEABRRAIIEEES (MERERREYET) 25
TR ETT,

@EEI RS D A75R (KEYNOTE-158 k)
HEERIL, o194 il (96.8%) 1, BIFERIX. 5804 F (61.7%) IR H BT, RBEH
RSB LOBHERIITROLEY Thote,



#4 FHHEEN %LU LOBEA (KEYNOTE-158 #8) (Z4Mamirai #uEm)

BERIRAEE (SOC: System Organ Class) FlEx (%) '
ZEAEE (PT: Preferred Term) 94 {4 |
{MedDRA ver.20.1) % Grade Grade 3-4 Grade 5
58 (61.7) 2 (128) 0

(5)
11.7)

E, BUEMEMERB 4461 (43%), RIBR - EEOTHI3 6] (3.2%), WEEE (¥7
Ve S U—REREEE) 2 1 (2.1%) , TR AERESE 8 1 (8.5%) . FRIRIREERERSEE 8 1 (8.5%),
1 BUWERS 1 B (1.1%). infusionreactionl B (1.1%) 28 bNiz, £z, BEOKE
FEE (RAEHIEIREGRS, SBAM. EREES). TERERERE. BISHEREE.
EieEE RMEHEEETRE). BR. R - HMUTRMRE. EEBENE. OF
. MR - FERREZR, RsEME M/ MERD MEREEE, BRI, REFRBERUEE 5 ER
RO bRl REHWERARBRRRIIBEEERES RAREEEFZ8T) 25Tk

%%% %ﬁ-‘.#—u



4, BERICOWNT

ARGMEE LTHEAZRBTICRIT 250 - EMS%5< MSHHigh 43 % BmHIC
M A EABRERESRY N TWS, ARELSY), EER) X7 FREE (RMP)
(T H S AHI DB R A M EEEE ~D B AN S B R Th - T AKIDR LM
B BELDN - BEL, ARIOBRESILL Y BERBERZRA LRSS T3 2
LRBRERED, UTOO~ODT AT ERBTRRICB N CHERT 2% TH B,

@ mRRiz2nT - .

O-1 TED (1) ~ (5 OWTDLEHETIHRTHDZ L,

(1) BEAFMKENBERET IRABFESILSRGRS EEF RS AZIEEIL R,
M DS A RS HRBHEHL ROM R, HUR S A BBHRIG 7R &) (B 304E 4 A1 B : 437
HERR) .

(2) HEeksheiRibe (ER294 6 A 1 AREA : 85 fEER)

(3) FEFROENEETI2PADREERRE (BASREEEERR. 1 ABICEE
Bk, 2 ARREEHEERR R L)

@) FSRALZEFREE A BRE L. SARLEERENE 1 UISR(LFREMA 2 O EHE
RRDEHET>TWAIER (28447 A 1 BRR : 2540 Figk)

(5) TUBMNEEANGEEINEOHEREERIBEHET> T A lEaR (ER 28 £ 7
B 1 BRES - 1290 HERR)

D2 &L 723 EETOFERERCRIERZTREEO IR+ 728k & BRI %2 R
SEM (TROWTIMAIIEZY T 5 EE) A3, Yk HERoARRICBE T 32 1E0HE

CFLLTEBERTVWEI L,

*

ERFIEE 2 EOMBWHERET LicBiT 5 FU DR ABROBHRWHER
TFoTWAIE, 56, 24 kL, BAEYREELZE L LEBRIEREOWES:
ToTWBZ L,

«  ERRITFIER 2 FOMHBHEZET LcRIC 4 FULEORKBRZELTVD
i, 9b, 3MUULIE, RBLRDIBEFE CORAEYFELBZLBAIBRD
BRERIHEZIT > TnDH T &,

® HEHNOEERAFHEEDKEICONT

EELGRERICHEET L EEENRES L, BIECEMLOBBRED, Aot - &
AMEIRAAE RO TER CEMS IR 5 HHIRM, AEFERRE LEEEORE
R, SRELHITbNIEHIRETWA I &,



@ BWER~OHBIZONWT
@-1 MEREH BT 58

MEMEMEESOEEREERASRAE LitEic, 24 BHZREROT, YiZMisk
IRESRRRIZIWT, BB LEEHWERIS CTCAREER U CT Z0RIER DERIZ L
EREOCKERVBHEAPIZELI, EbHiTIETRARAFEHNE-THWEZ L,

@-2 EFREFEECLIFBFRANSCETIEY

BARERC LD BN mBE CHEELF T AEREEENEHERE==4 1 7
EEOREROAS Y —=V 7 2{TOERE & HHREHLE T 35— AERF A %
HEhTWBZ L, B, BEEHiconWT, BABRE L ZFOFKRICFICERENT
WaHZ kL,

®-3 EWEROREOHGIZELT

BIEA (REMERRARIDMA, KBk - BEEO TR, FHEERES. BEES (R
ERMEEERSE), AowEE (TREMERSE. PIRIMERERE, RITERERS). 1
BRERPF, 5EIBK, B - SBRRARE, KR, EEOREEE (RERMRIER
R, LA, SREMESE) .| infusionreaction, fMs¢ - REIEZE, HIEMIEE, WiRIES

(7 - NU—ERES) ., D%, RO/ EESYE, EnEEn. FRIFE
BRFSE) 10 L, SRR XL B R B ORI 28 1 5 [BAT L8 L (BITER
DBE-CHITIZE L THRERVXEZZII O EMICH D 2 &) EbHITETIRLE
RTE DEHIME->TNDZ L,

10



5. REMNBLRIBE
[Buhitic B4 5 FE)
@ TEOBFITBWTHAAIOEDMEN RSN TNS
s BALEFERCHE LLET BROBHEEA 7oV T 74 FREEM
(MSL-High) &A% 5EHE ® (BENHRBESEEREEICES)

723, MSI-High #8423 2 ¢ E~RAa7n ) X+ (BFHERZ) o2 3=4
DR (R4 : MSIRZEF v b (FALCO)) ZAWTHIET S Z &,

@ Tﬂk&%fé%%hﬁ?éiﬂﬁﬁﬁﬁUﬁﬁﬁ%LOWTH:Kﬁwﬁﬂ%m
FESLENTELT, AFOREHNR LB LRV,
s ETOMBRE:
o MOPESEEA AL TREINSEE

(ZaMICBE{ 5%HE]

Q@ TRIEEYTIBFLOVTERFRORERERE SN TWH I &0 b, BEZIT
blpnz b,
o ARFIORSITHN UIBEECHERECH 2 BH

@ RFERTOFBICHE VT FRRICZS T 2 BHFICOVTE, FElo®R 3Rz 2

M, MOBERRREARVWEEICRY , HERARNEER T L 2B/ TE D,

o REEEMRBOAHXEBECHSBE

o EEGRE CHER 2RO 3 BE R UTEDM: O BRI SR G 2%
LOMIZRESEEERHDND BE

« HORELRBOAS XiTBHNLRE L IERED B CARKEOBERD
HBEBE

o BBRBHE (EhAMRBEEEZST) O0H5RE

«  ECOG Performance Status 3-4 &9 0 BH

B4 MSLHigh %A 5BEWHEEO—EIT) Y FERRTHZZ EMMEZNLTVS (Latham Alicia et
al.; T Clin Oncol. 20185 JCO1800283},
(=5 ECOG @ Performance Status (PS)

Score | EH

0 | 2<KHERBENTE S, BFHAMLALBRARSHREZ TS,

PHEEICE LWETNERIB S 508, SITHHET, BIRECE> TOERIITI TR TE D,

Ul i mosms, mEse

Bohi-ES0EORY DI E LLTERY, Bho 50%E Ex~Ly R TRIT,

PRt ]

WAy, BHoRoBY o biied TERy, By FaWWFTRIZT,

1

$ﬁﬁﬁrﬁﬁwﬁoﬂDmhaﬂ?«rT%th%mr%&w E*om%uxmm/k%vﬁ 4.




6. REZELTEETN&EHH
O BHBAHXEFTNA, BESIRTTEE PRI D RS ES & AR O Rk R USEIERE
RO DI BERERETSCEMLCHLERTIZ &,

@

TRRERItRIZ B B, BB T ORFICEDER RRREL+2HA L, REE2E

ThHhb|RETAZ &,
® FEREMERAO<=FRI A Y MzoWNT

HEMMRERSH bbb 3 Z &R h 50T, ARAOKREITHE> Tk, PHE
(B8, R EEE, 2ukdE) ORERUIEE X MiREoERS. B8%1
HICATH Z &, Ei, BEIECUTHEE CT, iF~—7—S0REsEid
5k,
infusion reaction 3% H b 5 = <‘: P35, infusionreaction BFEH HAT-HEEIT
i, EEIRABEITY & &b, BRAEE TS E CREOREY SIS
THZ L,
FRIRHSEREENR S bbb Z L 33h 50T, XX 0% 5 FE81 & U 511/
@ﬁﬁ%%kﬁﬁﬁ% BRRA (TSH, UEHfE T3, 15HE T4 SORE) #EMT5
Z &,
IR ER H b d Z LA h 50T, AH OB ERATI R OEREMEX
ﬁ%%hﬁ%%ﬁﬁhﬁﬁAu\wnnAmxt)&t/%®ME)%%r
TBHZE,
SEIBER WIERECIIEEREREST) SOEERIBESESLLDNS
:&ﬁ%é@ﬁ EHRICROREOFERERTH L, £, ROEER
ROLNBEITE, B EFRBE*ZR T2 LB EvEETE L,
$ﬂ®&$L;D BEORERIGICRET 5 L& L bh Atk R BEBPRIE
BHEONBZLNHZ, EFNBDONHEITE, BRLUAEFRIIG LR
BPAR R A0 & R A RO A & B L COEAENRIT 2TV, BEORE
FISIZ & 2BIERB LN ZHBEITIE, ARIOKREIPIE, RUBIBEER
NEVRIORGEEERTAZ L, 28, AIERERNVEyOREIZL Y EIE
RO ERR w&nﬁm%ALm:m%&ETW%/uﬂwﬁrﬂﬂﬁwhm
bEETHIL,
BRERTH, AR EIABRBL THOBHERNRRIT S L B8H 5 70D,
AFNOBREHETHRIZLBERAORRIC+HICERTH Z &,
1 BUERS (RE 1 BUERAB 2 5T) A bbh, BRAEES b7 F—v 2
KEDZERBBOT, OB, Bb, IEHEDOERORBIRPMIHED ER I+
SEETH L, 1BEERANEDNESESICERERTIEL, AR ) M
ROBRGEOEDNZMBEITHIZ &

Kﬁ@ﬁ%ﬁﬁkkwr\mwmn&m4aﬁfm9ﬁ%fk\KmmUm«mﬁ

O ERSN D 1 £HlIX 9 BRI L 1 FLR 12 BRI &/t OFMm
EIToTWe Z L 2BEIC, AERSFHIIEYNICEGRRE COHROEREITIZ

Ee
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BEEHRHEETA 71V
Ra7rl) X<v7 (RicTFHE#Z)
(BR7EA : A P—F REGHE 20 mg, FA b —F KIKHE 100 mg)

~FE/ N R ~

_H

A2 9F2H (FER3 041 2 A3ET)
| RS BE



A

EE®IT

AERIORE, TERBT

ER R AR

BRIZ2ONWT
BEBRL R L BE
BREULBLTEETREHFHE

ANl

P2
P3
P4
P19
P21
P23



1. Ldic

EXEEOFDN ZEMOMEOEHITIE, BAXESCESWEEERFHEIRD
b3, &bz, MEORFHFOESIZL Y, MEERER L X OSBRI RIERE
FEEMNEARBEINDIFT, ZNOOEERGHZEIGHERBEICRET S Z L BRED
ML - TR BREMBOEE L WEDERG#H 2016 (EAL 28 45 6 A 2 A MELE)
BWThH, EHNERREOFBORBIEELZRA - L LE TS,

RERBFERRT, REERAPEEM T T 7 A A RRECEEMA LA LNCE
&5 ERHD, Zod, FPEROESECETAEER+oEMTS X TOM.

UHHERSOBRELEZITAZ LA/ INIBFIS LTHERTI & L HIZ, BIfE
RAREBR LB OLERNIGE 52 & RS —EOEM 2 T ERENE H B
TEHLEBEHETHB,

Lichio T, BRIA F74 Tk, BIREESZRLE TEBLNATHIEZEEN -
BEHRAMICE-SE, UTOEESOFEREREZEET 2BAPLMNELREN, £X
FRUEEEREE T,

TR, AHA KT A ik, BSTITEIE A EIEGR ER 2R A, AE&@&AE$
FRRIERZS, —RtEEEA R ARBRKRARIES, FEFREFIIEENEA B ARMEE
— AR A B AR BEEOW IO b E{ER LT,

MR ERBEESR ¥4 M—F AT 20mg. ¥4 M—F REHE 100mg (—
s AT a ) A< (EEFEER))

FABERAPRIHE - BIRARERHEST - BROIE/NRKHRE -

HELRARERVEE 8%, AR, 27 nY X+ (#EFHEERL) LT, 1
@mm@%3ﬁﬁﬁmrmﬁﬁmtrﬁﬁ%&¢5

B 3E R 7 ¥ & MSD #kRXet




2. REIORHE. fEABF

FA b NA—F RIRFRE 20 mg R URLATEEHE 100mg (—i4 - Ra7 ) X< (R
EFHEBE). BT E#] &v5,) 1. PD-1 (programmed cell death-1) & Z DV A
KFT& % PD-L1 RU'PD-L2 & DS EEEAETT S, & Me1gGd £/ 7 v —FAHuE
ThBb,

PD-1 f2R&IT T MBS B TIERE D bk 3 7o b i S AR 2SR - 2 2 An i@ il
AA v FC, PD-1 i3, BEZREBIZBWTEER T MisofizRmicBZHL, BEA&
RIS 2 S LANEILRR 2 RE RS ERET 5, bbb, PD-1 R U NV FEfE
ATAZLIZEVFFESERIC LB VT VEEEZRCHET 2R EETH B, PDLI
DOEFHEBICBIT2RILTLTNTHIH, ZORAMIRTIE T BEOEE 2L
AHIESBRICEKE L TWS, BAMIRICIITS PD-L1 OFERIEL, B, B,
JrAmBasE, DRELES, JE/NERaltE s & Offke RPATTEARAREFTH Y., BV ATfFE
& OFBBEENAHEIRTVWS,

BEOMPADBEEKST# & PD-L1 FEOMEBMENS, PD-1 & PD-L1 ORKIIERE
ORBEERIC W TEERBEIZIES Z L ATRRENTE Y, He RS ABROEN
LTHfESh TS,

AFNZ, PD-1 & PD-L1 ZTXPD-L2 O Y H> FOBAEEMEET I LiIL D, EE
N OIEEAEROMBEENE T U oo SR ER b aw, IR BEED
B CHIEESRERIET 5.

AHDOIERBFICES BEOCRERISIC X 2RIERAERH bbh, EEXIEETIZ
EB RN H D, FHROREFRCEERITIT. BEOBEL+HITTV., REXR
HHNEHEAITIE, BB LUAFRITE U B2k & &R E2R-OEM & EHE L TE
IR ERIRW Z 1TV, BEORERIGIC L ABITERR SO BAITIX, BIBREERN
RO EEOHDBNEBEITIHER DD,



3. BRERR
VIR HETREELT - BEE OB/ NRIEIHE O AGRRFIZ SN & 1T - 7o T/ R R B O g %
/_T:‘.‘?-‘c

[E 2]

OEBRLRBMAERR (KEYNOTE-024 RER) _

{LEERIERED IR, EGFR BIETERIBMYE., ALK A BETEER T PD-L1 Bk (PD-
L1 #3&H L EEHRS S0 a5E (LT ITPS] & 3,) 250%) " OYIRRARE R E
1T - BROIEPMITNTERE 305 5 (AARA 40 FlEETe) ZXBIC, AH 200mg3 8
MR (LT TQ3WI &5, ) BEOHEGMRCORENEN, 77 F I RAIZ S oimH
FfbZgRiE (LLF ISOC) &5, ) #xRE LTRET &SN, 2l BRI TRE
HETARBD b BEIC, BEETE2RTERBED bRV EOBRKRENIEE LTV
5 BE T RELBEOEGF M CRAETRED b2 THREOREZ2MET S Z
ERTERRE Ao, EEFMEE B XEMEAEIR (BLT IPFS) &5, ) | BIREE
TR B X2 EFHH (BT [0S) Lwi, ) a3, BT T FF3E1% St bR
LB LT, PFS, RTROS (FPRIENT) 2FBIEELL,

*1 A=A religg s U TRIEBRGEAFE & T3 PD-L1 THC 22C3 pharmDx 4 =
FRWTHRE I, :

*2:24 FRAETRESNBESRAROREZFIEL, Z0%, FBETERED LS
SIS ERTER L LENE,

#1 AYHERE (KEYNOTE-024 28

77 F A &
<Al 200 mg Q3W —
(154 fﬁng) ? LR
(151 f51))
haufiE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ ANPF— R 0.50
(95%CI} (0.37, 0.68) —
P fii" <0.001
fdfE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os* NP — REEH 0.60
(95%CI) (0.41, 0.89) —
P f#* 0.005

Cl: {5#EEE. NE : #FEART., *1: RECIST HA FZ 4 > 1.1 JRic K-S < Mz pifiE, *2:
BRI Cox LN — FET M LD 77 FHRA S Teb3EMmE L O, 3 BRley 50

FRIE, *4 : PO T—F (20164E5 A9 B0y hFT



100 pe
a0 - — F00mg QIW
80 h e FSFFHGESGIELES
& 70+
§§H-+ 60 y
'L— 50 -
g{é; 40~
B 30 -
20 -
101
0 e S : S
0 3 6 9 32 15 18
at riskaX SRR [A]
FAI200mg Q3W 154 104 8% 44 22 3 f]
I5FHERESOCERE 151 99 70 18 9 1

H1 PSR X B PFSOBRHMEITRE O Kaplan-Meierfi# (KEYNOTE-0243R)
(PD-L1pE#: (TPS=50%) O BEHM)

100 7
907 TR
B0 | i
70 7] My

£ 60 G
M50 *m-m—u*ns—u——-ﬂ-—:
1. P
b 40
30 |
207} e AP 200ME QIW
107 e I5FrmmEsGbeRa

0 3 6 s 12 15 18 21
af risk®y LAl

AHI200mg QW 154 136 121 82 39 11 2 0
TEFHRARROIEERE 151 123 106 64 34 7 1 0

M2 OSOPEEATR O Kaplan-Meier fi# (KEYNOTE-02438%)
" (PD-L1#%: (TPS250%) DARFMHM) '



QERSFE I /WAERER (KEYNOTE-010 FER)

T F T RR B S LCFFOERE 2575 PD-L1 BiE: (TPS=1%) 2 OUIBRF e
1T - BR O/ RE 1,033 4 (BAA 91 flxETe) x4z, FH 2 mgke
Q3W BEKX W 10 mgkg QG3W REOFHMERVREEMN, Fes XAk (LT

DOC| &V 5,) 2L LTHRITESNE, 2R, BRI CRRETHRED bhi
Ba, RBETEFIERBED bNR2WEORKMIZEE L TWARE Tk, ®E
LI O SN TRABETARD b b £ TAAOR S E TEE & Sh/cB, B
EE B i OS RTRPFS & &, AFNIDOC LB LT, 08 #HRICKER LT,

*1 : EGFR B FERBMNIT ALK BEBEFBIECRE T, 77 F T RAIZ S Teb
FRHRIC K BISREBICINE . T hEh EGFR FE/EA T ALK AEER AT 5 HEN
PEEAIC L S IEFREE2H T2 BESELANL L,

*2 : PD-L1IHC 22C3 pharmDx [# =] OFEFy bEAWVWTHREShE,

#3:24 ARETEREEINBERAFOREELPIEL, F0%, ERETHEREDONTE
FltREFERETE L LN,

F2 AREFRRK (KEYNOTE-010 FHE)
AF 2 mg/kg AHl 10 mg/kg DOC
Q3w QW -
(344 i) (346 %) (343 #1)
PRfi [A] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5, 9.8)
0S8 | = FEe" 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

CI: B8R, *1 : @A Cox [l H— FEF AL B DOC &L DB, *2: BRln S 7 7k
E

100
go:q‘\ i e m!mgﬂ(EQM
80 - conson e EHT0MIE G CBW
70 ] ——— REGED)L
£ 60
50
' i L N
g 40 e 1
30
20 - R
10 1
0 5 10 15 2D 25
at risk2y MR
R 2mg/kg Q3W 344 289 115 49 12 0
F#10mg/kg QAW 346 255 124 56 6 0
B2+l 343 212 75 33 1 0
K3 OS OBRMRAEHTEO Kaplan-Meier ¥ (KEYNOTE-010 205

(PD-L1 4% (TPS=1%) DEBRBHFR)



@EFLFRFEMIHAB (KEYNOTE-189 FER)

{LFEBIER O\, EGFR B TERBHERD ALK BaREFREOUIBRTrE2E
17 - BROERELEIEIIRIRESE 616 5 (AAN 10 FlEate) ExEiz, XA
200mg (Q3W) . ~4 FLd¥® K> b v akfny (BIF LA FLdER] EVWI,)
ROTSFFEE (VRS FFUEAANRTSFY) OBRRS GHERE "0
HIMERUREHER, F5ER, <A Mk RRUT 5 FHUAOHARES ((LER
EE EuBE L _REERRR TR &N, Mite b, VI F T RANTIEKSER
BEREZLIGERL, #E5EK4 32 ETL L, 2B, ERIMECRAETNR
D oNEE, RBETEZFTERSED bW EDBEMNIIEE L TWABET
it REAROESIM CERETHRD DN DIETARA L ~A ¥t FOFRARE
ERERET A Z LT REE SR, EEFMEER X OS RUPFS & &, FH, ~A b
Lt FROBZFSFFURIOHARGEIT TR, RA ke FRROT 75 FHHA D
HABE L LT, 0S RUNPFS 2HFRICIER Lz, |

*] @ AHE| 200 mg, <A FLFE FS500mgm?, AT FFY ISmgim XISANRTZF
AUCS5 (mg+ mL/min) @QIEIZ Q3W (H=—AD 1 AHIC®RE) T4 a—-2AHFE5H%, &
#1200 mg B UM b Lz R 500 mg/m? A5 Q3W TR & iz,

¥2: FF LB RA b LFE R 500mg/mi, AT T TV 75 mg/me XA AET T F L AUC
5 {mg - mL/min} OIEIZ Q3W (Ha—AD | BRIKEE) G4 a—AEH5HE, 75
BEUARRA R % F 500 mg/m? 28 Q3W THEEShk,

¥3:24 H A ETREENEBERFAOBREEPILEL, 20%, RBRETERDONLE
HlzEERTELIZ L EENE,

#3 FUERME (KEYNOTE-189 3B

K Gf I RE (Aae2r e
(410 #1) (206 1)
thofiE [A] NE 11.3
(95%CI) {NE, NE) (8.7,15.1)
os™ AN A N A 0.49
(95%CI) (0.38, 0.64) —
P fH"3 <0.00001
P [B] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™.™ NI RH 0.52
(95%CI) (0.43, 0.64) —
P g <0.00001

ClL: B8R, NE: #ER, *1: PRMTEOTF —F :2017F 11 A8 ALy A7, *2: 8
B Cox HfFIAYF— FEFNMICEDZ T TER, 2R P&t FROT 7 FHHEHBLEREO
SRR L DLk, %3 : BRIR T I E. *4 RECIST H4 FF4 2 LLRIRESSERT
PR ST S



at risk#i
FH200mg Q3wW, ~
AMVFERRUFSF
FEE R
TS5l RAMEE
RRU 77T EEIHA
(s

100
90
80 -
707

& 60 ]

3 50°

£ 401

20 7
10 7]

"*‘HH;‘
B e L

—— ZE00mE QIW. AARLERRRTT S NIRRT
e TS, RAMEERRUT ST+ BRI EESRE

410

206

6 9 12 15 1

3 15 18 21
SEHAREA]

377 347 278 163 71 18 O

183 149 104 59 25 8 0

E4 OS DHRZNTHEO Kaplan-Meier Bi%# (KEYNOTE-189 3)

at risk#x
AF1200mg Q3W. A
APVFERRUTSF
FTEAGREREE
FSuh, RARAE
REUZFSF 55
L2k

100 =<
90 ] .; — Mg W, RARUFERRU ST IR
80 ] "-4_1 —— FStil, ARAPLEERRUSSF AR LS
g 70 7 g"\\‘_
B 60 3
50 L
3 y Y
%’ :g N \?1-\_‘
B 5 1 “Lhw
0 ] S,
10 ] —t—— —— = — —
0 T ] T T T 7
Q 3 6 9 12 15 18 21
AR (B
410 322 256 149 60 17 5 0
206 141 80 40 16 3 1 0

Bl s EWRTHRYEI LD PFS O ERYTRF O Kaplan-Meier Hi##

(KEYNOTE-189 325)



@EJE”& LRSS (KEYNOTE-407 3U5%)
SERIER O 2V, YIRARRET - BRO R LRI RE 559 4] (BA
J\so Flegie) EXBIC, £FI200mg (Q3W) | AVRTFFURBAZ Y 2k
R 7 Y Z N (TAT I VEEED) (LT TnabPTX] & 5,) OfFRKS (K
FIGERED) "TOBEFMHERCREWN, TR, INVKRTIFFUREVNNT I ZHEALN
iX nab-PTX OfEARSE (LERER) 23R E LEHERRB CRE S, Ml
Ly, N7 Y ZEEANEL nab-PTX i3, EMEMPBBEZLIBRIRL, £EITHRK4 2
—RETE L, 28, EEIECREETIRD bhiigalc, RRETZRER
BB HRRVWEDEERANCZE L TV 5 BETIL, IRE LA BTG TR BETH
ADLNAETAFORELUET S BT Shiz®, TEFMEER I 08 BT
PFS & Sh, A&, AAVETTF L RUVY U FFE A XL nab-PTX O RH S 75
TR, INVRTTF RN Z Y EZFEARIE nab-PTX OFfFAHRE & LT, 08 &
U'PFS £ AR ICER LT, _
x|+ &K1 200mg. 737 U # FE A 200 mg/m? X i nab-PTX 100 mg/m?, HAK T T F 3 AUC
6 (mg - mL/min}) DJEIZ Q3W (FH|. <7V FXEARVINRTFF & a—2AR
@1 BBEHES, nabPTXEFEa—AD 1, 8 15 HEHKKEKRSE) T4 a2—ARER, &
#1 200 mg 2% Q3W THRE SR, '
¥ FFE, A7 Y &S0 200 mg/m? Xid nab-PTX 100 mg/m?, HNAEFFFi AUCG
(mg * mL/min) DJEIZ Q3W (FHF, N7V EFXFEARVANRT ZF U EET—AD
1 B BI#EE, nab-PTX & =2—AD 1, 8, 15 HRWKRE) T4a—2RE5%, 775

RN QIW TRE SN,
¥3 124 1 A THRESNEBRSEIERRORSEPIE L, FO%, EHETIERD LN
AlE5SEHTEI L ENE,
% 4 HLHERM (KEYNOTE-407 3B
AFI G AR {LEERRIERE
(278 ) (281 )
HrfE [A] 159 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
0s™ AN FEE™ 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
FyefE (B 6.4 4.8
{(95%CI) (6.2,8.3) (4.3,5.7)
PFS*L™ INP— REET 0.56 :
(95%CI) (0.45, 0.70) —
P {3 <0.0001

Cl: B, NE: #ERT, *

- PRMEAR GO —& : 20184E4 A3 RH v M F 7,

B Cox el ~¥F— F‘-'Eﬁ‘“’il/iCJ:Zo7“7‘lZ'J‘ BNRTGF o BURT ) ZHEARIE nab-PTX
DU RAWEL OE, *3: BRIR STV RE, * RECISTH A F7 A2 L1 RICESSER
TARSE A S TE



100
90
80 ]
70 ]
& 60 ""‘.
M 50
w50 7 =
5:"”- 40 ] "-0'11**
30 j l"-l'i-"
123 : —_— N QWL AIRYSF VRIS TR TS A il
0 1 ——— 75tk HRTSFURUNIU S+ EbT b 11U 5L
0 3 6 9 12 18 18 21
at risk#¥ EFHRA]
AH20mg Q3W. ALK
TSFURTHAVIFEN 278 256 188 124 62 17 2 0
Winab-K7 U944
Faef. AVRFS5FY
BRURZUI+ILNRE 281 246 175 93 45 16 4 0
nab-$72U 5%

B 6 OS DEEAENTRD Kaplan-Meier Hi#f (KEYNOTE-407 28

100
90 - e 3782000 Q. AT SFYRUNIUTH IR i IUFH b
80 - "‘L\\*\ ——— S5, ALRTIFIREIIUS S LR b U TR
& 701
§é{; 60 \t
1 50 My
5 A0
B 40 ™
B 30 1 \.,_\
20 i "—l—-I‘!_‘_
10 ] t“"‘l——--—i-»m-i
[ R A — : S —
0 3 6 9 12 15 18
at riskey ' eI [A]
FH200mg QW LR
TS5FIRUERTUIEEI 278 223 142 57 23 5 0
Yidnab-n7) 9380
TI58K, DVRFIFY
RUNFYI+EILNG 281 190 Q0 26 12 4 0
nab-K7 U956

H7 ERTHRYEEIRC LS PFS OHEMRITEED Kaplan-Meier g

(KEYNOTE-407 3B%)

10



OEELFRF IR (KEYNOTE-042 3AER)

{EZpR LR D 72\, EGFR BIRTE RN, ALK R & B R FIBMER ' PD-L1 & (TPS
=1%) | OYIRAREARET - BROE/AERE 1,274 5 (RAA 93 FlE ST
ZRBIT, BB 200 mg Q3W BEDOF R CEEMR, 7T FFRAE S TLERE
EAR L LTRI SN, ok, BRI TRBETERD bhiEeic, REAETE
TREERAED bR WEORERMICEE LT 5 BE Tk, RBILAE OERFM TR
BETHRD ON D ETHRAORE 2R T 2 2 ENEEE Shic, EEFMER
0S & &N, AANE 7 FFFRA S bEREL HBELT, 0S 2HARICER L.

*1: =AU B E L THERFERE I TV S PD-L1 THC 22C3 pharmDx [# =)
EHWTRESE,
T 24 B A ECREINTEREIFROREERIEL, Fo%, REETHIRD LIS
ArREERTEB L L SN

#5 HHERE (KEYNOTE-042 R (PD-L1 B (TPS=1%) ORBEHH)

. = =y
A 200me BW | 77 5:; ,f;{f A
e 637 B 637 %

o HfE (A] 16.7 12.1
g;f’;é% 08" (95%CI) (13.9,19.7) (11.3,13.3)
(éﬂgﬁﬁﬁ) INPF— RE? 0.81

{(95%CD) (0.71, 0.93) —
P {E* 0.002
, HEK 299 {1 300 1

. rhoefE [H] 20.0 12.2

g;;igo% Os*! (9:5%c1) (15.4, 24.9) (10.4, 14.2)
ANY— REE™ 0.69 B

(95%CI) (0.56, 0.85)
BiEK 338 B 337 %

o HdfE [A] 13.4 12.1

> g;;;f;é/” o8| (95%cD (107, 18.2) (11.0, 14.0)

= P R 0.92

(95%CI) (0.77, 1.11) N

CI: (EHEER. *1: TR0 T—4 201842 26 B v bA 7, *2: BH Cox LFF
— FEFNICL BT ?ﬂ—ﬁéﬁjéﬁmt‘i‘ﬁ?ﬁk DL, *3: BRln /7 v 7 BE

11




100
a0 — HH200mg Q3W
80 1 \ ——— I5FFEHERGILEEL
70 4
€ 60 1
ﬁ 50
4 40 7
30 ] -u-“\h
20 N T - —
10
0 6 12 18 24 30 36 42
at ik 7R [A]
AF200mg Q3W 637 463 365 214 112 35 2 0
TSFIERESHIEREE 637 485 316 166 88 24 1 0

8 0S DHMARITEED Kaplan-Meier fif#t (KEYNOTE-042 RER)
(PD-L1 BBt (TPS=1%) DBEHH)

12



[Zestk]

OEELFRIFEMAEASR (KEYNOTE-024 3ER)
ﬁiﬁﬁmxﬂ#uwwﬂﬂmﬁmoﬁusmmimmwﬁ]@m%)kwban &
BRIR L O RBMENTE TE RWEEERIT, ThEN 113/154 B (73.4%) KU 135/150 41
(90.0%) IZER» B, WTENDHORTRERN s% LORERRTROLEY Tho

7"—-
—e

26 WPRPrORTRHRIER 5% LORER (KEYNOTE-024 RE)  (F24EEFrahes)

BEBIRSIE (SOC: System g (%)
Organ Class) AFIBE SOC B#
HAFE (PT: Preferred Term) 154 #1 150 4
(MedDRA ver.20.1) 4 Grade  Grade3-4 Grade5 4 Grade Grade3-4 = Grade$
£RIER 113 (734) 40 (26.0) 135 (90.0) 77 (51.3) 3 (2.0)
hiEs L QY v REE B
#Hihn 8 (5.2) 3 (19) 0 66 (44.0) 29 (19.3) 0
1= i BRI E 1 (06) 0 0 8 (53 2 (1.3 0
FREREAE 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0
/MR E ' 0 0 ] 17 (11.3) 8 (5.3) 0
PSR
R RS RE TEEE 1 7n 0 0 0 0 0
IR R RRIE T A 12 (7.8) 0 0 1 (0.7 0 0
B AR
{B5 6 (3.9 0 0 17 (11.3) 0. 0
Tl , 22 (143) 6 (3.9 0 20 (133) 2 (L3) 0
B 15 O.7 0 0 65 43.3) 3 (2.0 0
A% ~ 4 (2.6) 0 0 18 (120) 2 (L3) 0
IEH: 4 (2.6 1 (0.6 0 30 (2000 1 (0.7 0
— % SEEER LR B ORTE
S IAE 5 (3.2) 1 {06 0 1. (73 2 (1.3 0
75 16 (104) 2 (1.3) 0 43 (287 5 (3.3 0
BER 1 (0.6) 0 0 9 (6.0) 0 0
FEEL 16 (10.4) 0 0 8 (53 0 0
HRERAEE
ALT $#50 10 (6.5) 0 0 7 @7 0 0
AST 350 8 (52) 2 (13) 0 5 (3 0 0
M7 7= 3 (1.9 0 0 15 (100) 1 (0.7 0
B RRERD 0 0 0 20 (13.3) 6 (4.0) 0
/b REGH D 0 0 0 18 (1200 9 (6.0 0
B e BRE Rk 1 (0.6) 0 0 16 (10.7) 3 (2.0) 0
s L URREE
BEER 14 @1 0 0 39 (260) 4 @D 0
e 7 oy A ME 1 (0.6) 0 0 9 (6.0 0 0
BEHRP LRSS AT
RE i 13 (384 0 0 4 2N 0 0
RS
BRERE 1 (0.6 0 0 15 (10.0y- 0O 0
K= =2 —a S F— 2 (L3) 0 0 9 6.0 1 (0.7 0
MEORER, MIERE & UMEtRRIEE .
Filie 8 (52 4 (2.6 0 1 07 1 (07 0
BEE XU TEMEE :
REE 0 0 0 12 (8.0) 0 ]
i:d) 13 8 (5.2 0 0 1 07 0 0
% D EEfE 12 (7.8 0 0 3 (2.0 0 0
FEZ 1 @1 1 (06) 0 320 ] 0

13



2B, ARIFECRBW CHEMERER o 51 (5.8%) . KIB% - BEDOTHIS F (5.2%) .
RS (F7 2 - SU—ERFES) 24) (1.3%) . FFEREREE 22 61 (14.3%) . TR
BRABREIEE 21 ] (13.6%) . TEMEEMEEE 14 (0.6%) . 12HERE 1 F 0.6%) .
EHEEEE (RS HEMBRE) 146 (0.6%) . BER 1F (0.6%) . ks - HEUsRt
FRREVE 1B (0.6%) Ut infusion reactions & (3.2%) Wb b, %7, BEDRKE
BEE (REHBEIRERRE. ZHAH, BRERS) | BISHREREE, SEMEHE, M
% - BRge, B EDER, LR, SR/ MR EERDE, A I & OPRIER
BIIRO ool FRAWERRBRLIPDEER (BERETERESZED) 280
BHERETRT,

QEBRERSE I/MEREER (KEYNOTE-010 #5)

. BEELIT 2mg/kg Q3W B 331/339 41 (97.6%) . 10 mg/kg Q3W B¥ 330/343 11 (96.2%)
RU'DOC #£ 297/309 B (96.1%) IR b, BREL DR EBRERTECERWAE
TR, ThEh 215330 B (63.4%) . 226/343 B (65.9%) RTR251/309 il (81.2%)
WD bz, WTNPOB CHRARN SR LOBEMIITROEBY Thois,

#7 WThIORCRBRESR S%LU ELORER (KEYNOTE-010 3) (32240887 ot &)

BERFAE (SOC: System Pl (%)
Organ Class) 2 mg/kg Q3W B 10 mgrkg Q3W B ' DOC ##
HAEE (PT: Preferred Term) 339 7 343 i 309 41
{MedDRA ver.20.1} £ Grade Grade3-4 Grade5 & Grade Grade3-4 Grade5 4 Grade Grade 3-4 Grade 5
ERIER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 {(34.6) 5 (1.6)
MR LR o RREE

=gl 10 29 3 09 0 14 (41> 1 (03) 0 40(129) 5 (1.6) O

PR E 1 @©3) 0 0 1 03 0 a 44 (142) 38(123) 0
P S B .

BRI AR R T A 25 (7.4) 0 D 23 (6.7) 0 0 1 (0.3) 0 0
HgRE .

T 24 (7.1) 2 (0.6) O 22 (64) 0 0 56(181) 7 (23) O

& 37(109) 1 (©3) 0 31 (9.0) 2 (06 O 45(146) 1 (03) 0

nA#k 13 38 O 0 7 @0 1 (03 0 43(13.9) 3 (1) O

g 12 3.5 0 0 13 (3.8) 1 (03) O 24 (7.8) 2 (06 O
—i2 - £HEER L RS UORE

A ' 20 (59 1 (03) 0 19 (55 2 (0.6 0 35(113) 6 (1Y 0O

g 46(13.6) 4 (1.2) © 49(¢143) 6 (1) 0 76 (246) 11 (3.6) 0

izl ! 5 (1.5 0 0 4 (1.2) ] 0 21 (6.8) 0 0

FEE 10 29 1 (03 o 14 (1) 0 0 17 (5.5 1 (©3) o0
FEER RS

BRI 0 0 0 2 (0.6 0 0 24 (7.8) 19 (61) 0
R RS

SRR : 309 0 0 309 0 0 17 (55 0 0
R O T _

HREAE 309 0 0 2 06 0 0 101327 2 (06 O

£ SEEE 25 (74 0 0 32 (9.3) 0 0 5 (1.6 1 (03 0

B 29 (86) 1 (03) 0 44 (12.8) 1 (©3) © 14 4.5 0 0

2%, 2 mgkg Q3W BER TN 10 mgkg Q3W BIZBWTENFh, GRS 156
(4.4%) BER146] (4.1%) . KIBZE - EEOTRIS F (1.5%) K2 4# (0.6%) , &
B EEE (REHEIREMRE, 2O, EREES) 14 (03%) 2OV 41 (0.3%) ,
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HREE (FT 2 SN L—ERERRE) 2460 (0.6%) RO H (0.9%) , FF#REREEE 23 41
(6.8%) RU22 5] (6.4%) . FURIRMSAERES 32 41 (9.4%) RU354) (10.2%) . T
SEAEEREE 1 4] (0.3%) BTN 1 4 (0.3%) | FIEHEEERSE 2 41 (0.6%) B 1 81 (0.3%) .

1 BUBERRIS 1 41 (03%) RO 2 6 (0.6%) . BHreRE (RAEWEEERSE) 4 F
(1.2%) R0, BER 161 (03%) BUO0H, Mgk - SRERRLRE | 1 (0.3%) B}
0 fl, infusion reaction 2 1 (0.6%) BTt 68 (1.7%) DgRd bl, i, EEHES
R, S - BERAE, B E S, UK. iR RN, WmAEE & T
FRERBIIRD DR o, RRERZETRRIIEESRS (RRBREMETZED)
EEDENERETRT,

@ E B FHMIARE (KEYNOTE-189 FER) _

HEEZRIIAKIGEREE 404/405 B (99.8%) K UHRRREE 2007202 f] (99.0%) TR 5
., BREE: ORRBESTETERVWEEERIL, ZhEh 372405 § (91.9%) &
TR 183/202 B (90.6%) IR biiz, WO CHRREN S%UULOBERAIXTR
DERBYVTHoT, '

#38 WPhIHOBETRERN 5% EOBWER (KEYNOTE-189 BE) (RS E M)

BB RIKAE (SOC: System F (%)
Organ Class) A OF AR a3
HEAFE (PT: Preferred Term) 405 . 202 4
{MedDRA ver.20.1) % Grade Grade 3-4 Grade5 & Grade Grade3-4 Grade5
2RI{ER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (1.0)
i LY o REEE
H i 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
BT S BRIAE 25 (6.2) 24 (59 0 4 20 4 (0 0
= Bk 22 (54) 8 (2.0 0 12 9% 1 (0.5 0
1 SRR D E 101 (24.9) 59 (14.6) 0 45 (223) 22 (10.9) 0
R IE 69 (17.00 31 (1.7 0 27 (134) 13 (6.4 0
A EE :
RREMEETE 22 (G4 2 (05, 0 30 (LS) 0 0
RS .
bkl ol 51 (12.6) 0 -0 14 (6.9 0 0
H IS
{5 67 (16.5) 0 0 24 (11.9) 0 0
TH 78 (193) 15 (3.7 0 22 (109) 4 Q0 0
Bl \187 462) 12 (3.0 0 o0 (44.6) 4 (2.0 0
(53 26 G4 2 (0.5 0 15 (74 1 (0.9 0
L 74 (183 7 (LD 0 39 (193) 4 (20 0
—f% - RHEERB L GRS oRE
&E 53 (13.1) 16 (4.0) 0 31 (i53) 3 (1.5 0
3~ 134 (33.1) 20 (4.9) 0 62 (30.7) 3 (L5) 0
FEIEODJAE 30 74 3 O 0 14 (69 1 (0.5 D
FABETRIE 27 (6.7) 0 0 12 (59 0 0
e 24 (59 1 (02) 0 4 Q.0 0 0
GRS X O
FEMR S 20 49 1 (0.2 0 10 (5.0 0 0
FRARIREL .
ALT 380 38 @04 2 0.5 0 16 (7.9 3 (LS 0
AST 1&/m 28 (6.9) 0 0 10 GO 1 (05 0
oy L7F=48N 32 (7.9) I (02 0 12 (5.9 0 0
B mEk s 22 (54 7 (LD 0 12 (9 6 (G0 0
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B RIXFHE (S80C: System i &%)

Organ Class) FRIGERE [ =
FEASZE (PT: Preferred Term) 405 #] 202 41
(MedDRA ver.20.1) % Grade Grade 3-4  Grade5 4 Grade Grade3-4 Grade5
RALLURERE ,
RHEE 84 (207 4 (LD 0 42 (208 1 (0.5 0
il S RN ki 2 (54 5 (1.2 0 3 (1.5 0 0
PRIERBEE
RERE 37 @1 1 (0 0 14 (6.9 0 0
R L TR THRER
B WER 11 @7 0 0 12 (59 0 0
D FEE 37 (9.1) 0 0 12 (5.9 0 0
bt 51 (12.6) 5 (1.2 ] 17 B4 3 (1.9 0

2B AFIBEC B O CHEVEMEME R 16 41 (4.0%) . KB - EE O TH 20 ] (4.9%) .
MRES (X7 - SL—EEHSE) 106 2.5%) |\ FFEERE 62 # (153%) . AR
BRtREIEE 32 B (7.9%) . TEAMEERE 2 61 (0.5%) . BIEHREREE 1 61 (0.2%) .
1 BpEGRIA 1 B (0.2%) . BEREE (RUEMEMEFLS) 2561 (6.2%) . k24

(0.5%) K infusionreaction5 # (1.2%) BB b, £/-. EEOKREBEES (FFE
FEENRERRE, ZWAEE, BREES) . B - MNERREE, EEMEE, MK -
BERER ., & & DM, (DR, RN/ MR HESRBDR. MR &k CORIERRE
R oo, FRERARBERAIIEEES (BHEREERELZST) 2ahrEsH
RERERT, '

@EFRIFFEMARE (KEYNOTE-407 ER)

REESIIRAIRE 273278 B (98.2%) R USHIRRE 274/280 61 (97.9%) icRH S,
RBRELOERBENPEETERVWETERIL. ZhEh 265278 #] (953%) RO
249/280 5] (88.9%) IZFR® biLl, WO THREEN %LU LOBERIZTEHD
ERBDThot,

#£9 WPRPOBETRIEN 5% EOBER (KEYNOTE-407 8D (GSM:fbTSd )

BERIKSIE (SOC: System g &)
Organ Class) AHRIF B (L FRIERE
HA2E (PT: Preferred Term) 278 280 4
(MedDRA ver.20.1) £ Grade GCrade3-4 Grade5 & Grade Grade3-4 Grades
2RIER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1)
migds Lt A REE
#Hifn 123 (442) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
BB R E 14 (5.0) .14 (5.0) 0 10 (3.6) 10 (3.6) 0
B EREE 23 (83) 12 (4.3) 0 19 6.8) 12 (4.3) 0
FHEREAE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
s MRIBAME 81 (20.1) 18 (6.5 0 58 (207) 16 (5.7 0
WAy inEEE
R IR SRR TUIEE 17 6.1y 1 {04) 0. 2 0.7 0 0
R AR TR 16 (5.8) 0 0 3 (LD 0 0
B R
{E%H 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
TH 61(219) 8 (2.9 0 47 (168) 4 (1.4) 0
Bl 85(30.6) 2 (0.7 0 71 (254) 3 (L) 0
nEnt 36(129) 1 {0.4) 0 25 (8.9) 3 (LD 0

16



HEANRSE (SOC: System g (%)

Organ Class) FHIG R {bEEFRIERE
FAEE (PT: Preforred Term) 278 280 471
(MedDRA ver,20.1) £ Grade Grade3-4 Grade5 <4 Grade Grade3-4 Grade5
B R EED L ORGSR E

iyt 46 (16.5) 3 (L1 0 41 (14.6) 6 (2.1) 0

g 54 (194) 7 (2.5) 0 52(18.6) 7 (2.5) 0
e _ _

AST #n 14 (5.0) 0 0 5 (1.8) 1 {04) 0

FERER S 24 (8.6) 17 (6.1) 0 28 (100) 24 (8.6) 0

/RS 23 (83) 5 (1.8) 0 16 57y 6 (2.1 0

A i R 30(108) 11 40 0 28 (10.0) 10 (3.6) 0
8k L USERESE _

BERFOR 47(169) 5 (1.8 0 57(204) 4 (14 0

v 73 7 Al 15 (54 1 04 0 9 (32) 2 (0.7 0
BERELLUHSREBESR , .

ROEi 36 (129) 1 (0.4) 0 24 (8.6) 2 (0.7 0

b ) 32(11.5 2 (07 0 26 (9.3) 1 (0.4) 0
HEREE '

HRERE 23 (8.3) 0 0 7 (2.5 0 0

R o — 2 23— 55 (19.8) 3 (LD 0 37(13.2) 2 (0.7 0

Fitis 15 (54 1 (04 0 13 4.6 1 (0.4 0

FIMEREE = 2 — s — 31 (11.2) 0 0 36 (129 2 (0.7 0
W & OB THREE -

BB RE 126 (453) 1 (0.4) ) 100 35 3 (LD 0

* GBI 29 (10.4) 0 0 15 5.4 0 0

i 28 (10.1) 0 0 20 (7.1) 0 0

B, AFIBHC BV CTHREMERR 14 6 (5.0%) . K - BEOTH 14 # (5.0%) .
KBS (R - S U—EERS) 5541 (19.8%) | [FEHEEHESE 26 1 (9.4%) . AR
TRMEhEREE 31 4] (11.2%) . TEEHEEREE 246 (0.7%) . SHERS (RIEEMEME
B 6 (2.2%) KU infusionreaction6 il (2.2%) BNB/H LN, £/, BEEOK
BiEE (ARG, SHAN. EREEY) | BISRERES, 1 3ERA. K
. BE4% - RRBUGEMRAE, BEESIE, MMk - SRR, B E OBk, Ok, fes:
/MRS PESREER ., B LR OSRIFERE IR bR o T, ABWERBIURD
REEFES (BEREHEREEZESL) 2S0EHBRETRT.

GEEERBMIEREE (KEYNOTE-042 #ER)

HEBESIIARKIRE 610/636 B (95.9%) R UMbLZEERE 606/615 fl (98.5%) WRH DL
., BRI DRRBERBETELRWVWEETERIT, Thtih 399/636 # (62.7%) Rk
T 553/615 B (89.9%) IZRWH BN, WTNDEETRINEN 5% LORIERIZITE
DEBY THoT.
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210 VPRAOBETRESMN s%L EORWER (KEYNOTE-002 B) (R4 MMM AR

FHBEBIXSE (SOC: System g (%)
Organ Class) A (LSRR RE
345 (PT: Preferred Term) 636 1 615 {7
{(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 42 Grade Grade3-4  Grade$
2HHER 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
miEs XY i REE

1 35 (55 4 (0.6 0 229 (37.2) 80 (13.0) 0

B Bk E 10 (1.6) 0 0 33 5.7y 10 (1.6) 0

EFRBRIEAE 5 (08 1 (0 0 88 (143) 46 (7.5) 0

M/MRIEAE 3 (05 1 {02 0 56 (9.1) 10 (L6) 0
PR BEE

bR BRI BE L 37 G810 (02) 0 1 (0.2) 0 0

BB AR M RRIE T 69 (108) 1 (02) 0 2 {0.3) 0 0
El e

T g (1.3) 0 0 68 (11.1) 0. 0

T& 34 (53) 5 {0.8) 0 46 (7.5 1 (0.2) 0
. B 31 (4.9 0 0 184 (299 7 (LD 0

AR 7 (L1 0 0 il (5.0) 0 0

R 15 (2.4 0 0 97 (158) 2 (0.3) 0
—i% - 2HEER LTRSS ORE

it 27 (42) 3 (0.5 0 60 (9.8 10 (L§6) 0

B 50 (7.9 3 (0.5 0 102 (16.6) 8 (L.} 0
R '

ALT 3 45 (1) 9 (14 0 53 (8.6) 5 (0.8) 0

AST ¥8hm 41 (64) 4 (0.6) 0 42 (68) 2 0.3 0

TR 2 (0.3) 0 0 86 (14.0) 54 (8.8 0

i /MRS 2 03 0 0 64 (10.4) 20 (3.3) 0

H i R 3 (0.5) 0 0 71 (11.5) 32 {5.2) 0
OB KOS EE

REREIR 40 (63) 5 (0.8) 0 109 (I17.7) 9 (1.5 0
BERARR L USSERES

E3)E0pR 27 (4.2) 0 0 46 (71.5) 0 0

e 20 31 1 (02 0 50 (8.1 0 0
TR RIEE

itk = o — e — 1 (0.2) 0 0 50 (81) 5 {0.8) 0

FHEBE =2 —aF— 035 0 0 41 67 6 (L. 0
FEERR. RATE L UNERRIEE

filiigEge 43 (6.8) 19 (3.0 1 (0.2) 0 0
B LU RS E

REE 2 (0.3) 0 0 136 (22.1) 7 (LD} 0

= SFEE" 46 (72) 2 (0.3) 0 15 @24 0 0

b3 46 (72) 3 (0.5 0 27 {4.4) 0 0

2B, AR B O THEEMEARER 49 F (7.7%) . K% - BEEOTH 10 5 (1.6%) .
HEORBESE (KEMKIRERR., 2HAE, BREES) 17 02%) . HEES
(FF 2 N—EHEHSE) 1H (02%) . FPEREES 76 51 (11.9%) . PIRRERERE
E 2 (14.5%) , TRIEHEAERE 3 41 (0.5%) . BIFHEERSE 3 H (0.5%) . BiaE
e (RMEMEERTRSE 36 (05%) . BEL 1 (0.2%) . LEHE 16 (02%) &
U infusionreaction 6 i (0.9%) BB bi, Fio, 1 BERA, B4 - BHUSRMZE,
HAEMEE, st - B, 5 &5 EE, B/ MR EERR, B tEEm &k
DRIFFB IR D DR o o, AEWERRTRRIIBEEF S (GFREERERE &)

ZEDRIEEREZTT,
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4, HERIZHOWT

AFIOBMIE Sz LT, AREMH L LTHEARSERE (6% ARE6h T
ZZEMND, ULHRELEYICRBE T AR THINELDD, FOLT, EFRY
2 7 EHEHE (RMP) WESE, FROEERRLMERBEB~DOE IR 5 2 HEiR
ThoT, AHORENEERBEZBE - L, FHOREIC LY ERZBIERZ
BILUBRCIET 2 Z L BRERED, UTOO~Q@D T~ TERMITHRIZBNT
ERTERETHB,

O HEECoWT

@1 FED () ~ (5) OWThRCEET IR THIZ L,

(1) BELFBRENREET 2 HBADFESIHIRE ERENN RS ABROEREIL SR,
U AS AL FOE L SRR, MRS AR &) (EM 3044 B 1 BIRFR - 437
HEgk)

(2) 4EEMsEERlE (ERL294F 6 A 1 ARER : 85 HERR)

() FEFEAEIRETLIPADIOEERRE (BABFOERERER. A RHEERS
BARER, ASABFCEESHEERIT R &)

@)%%m%ﬁﬁﬁéﬁﬁL,%%k%ﬁ%mﬁlXm%%m%ﬁﬁm%zmmﬁﬁﬁ
WREDBEHETo TV AR (ERL 28457 A 1 BiFA © 2540 MERR)

(5) MEHEEALSFERNAOCKRERERIBHET> TV alsR (ER 28 4 7
A 1 B : 1290 MEE%) .

@-2 IHREOLFERER CRIEARER OG0 mil & BB L FHoEM (TRD
WFRMIZEEY T B ER) A, YSEREAOAFNCET S RROBEEL LTEBSHh
TWaZ &,

S

o ERfRFREBE 2 EONPFHELZET LRI 5 FLULOBAIRROBEES
ffoTndZE, 3bH, 2$utm S A BEMRIE R = & L BRRIEE R OHE L
fToTWNAZ &,

. [ERiRSERER 2 EOMHUHERET LRI 4 FULOBKEREZFLTWS
&, 9b, 3EL IR, BEOPAERDRESSDHRIBREOHRKRIHELTT
TWaAZE,

@ REAOERBFREROEHICONT

ERRERERCREFT 2 HEEPRES L, WECEND OFRED, AME - &
SHERPHFROTER CEMSE ST 5 FRES, FEERPRELLEAORE
R, EREOHMITITHNI B &I ﬁ*%o'{'b\é te :

19




@ BHERA~D®BIZ2NT
@1 MR 5 E S

REMEBEOEELRBIERANIRE LRIz, 24 BHIZRESOT, YZhiF
IEEMERR IS BV T, BERLULRERICE CTAREERREV CT Z0RIER OB M
ERREOCRRESY BFIELN, EbiEISFRiEREHAZE T3 Z &,

@-2 BRUFETCLIFEESHNNCETIES

BARFRICEDL ZEMNRMBEVEELA T EREFENRIERe=F7 ) 7
EEDICERDALZ V== FETWERE L FREILAF TE 5 F— ARBREHSE
HEhTnaZ &, s, BREAHIZOWT, BARE E ZORKRCHHICEAIEh T
Wwazk,

®-3 BYERORE-PHRCBE LT

BWER (MEMMZERICINA, KIBX - EEOTH, FFeEiRE,. BiMieRE (R
EHEEERE) ., WOWEE (TEEERESE, RRIRBEES, BIBHRERS) . 1
BERIA. S & 5k, sk - SRURIAREE, TER, EEORMEESE (B KIRERE
B, BWALEE, FEREES) . infusionreaction, FRe - BEIES, HEMEIE, HREE

(¥ 7« N —EFERS) ., O, MM/ MRB SRR, RS, 73
BRESE) o LT, MMEROLAREREEOEMMEFToEMEEE L BIER
OB L TRERUXEEZZ T bh2EHIcH B2 &) | ELICHETRARE
BTEDERBBESTNBZ L,

20



5. |ENBRLRDBE
[A5hikizBE¥ 2 FE]
O FAOBEMFESIITEOBEFIIBONTEMMERRINR TN, _
o (LERFRER O, EGFR BETERRMY, ALK REEBGTFRERCPD-L1 B
1 (TPSZ1%) OHIBRARRREST - BROIE/NMNIEERE
o FIFFEEEETREREYE S 5 PD-L1 B (TPS21%) OHIRTERR
LT - BREOFE/IMVBEMBERE (B, EGFRBEFERIGMEX T ALK fAE
EFBHEDBRE CIL, FhFh EGFR F 1 &% —FREAI XX ALK F1
i —EREAOBRELET A BE)
¥, TPSIEA T nY X<7 (BEFEHRZ) O =t 2R (RE4L -
PD-L1IHC 22C3 pharmDx [#=] )} ZRWTHET D Z &

@ FHOMOFEMEEES & ORGSR TEOREFRLBNTEHERREShL TN
D
o ARRAFLFERFRUSTFHRH L OFRRS  (LBEEREOR, EGFRE&
BFERBEET ALK MEREGFRIEOLIBRTIERET - BROFERTELE
el e
o ANRTIZFURONT U ZXENXiTnab-7 Y F XA L OHRRE b
EFRIEREO RV EE R EST - BR ORI L ESE/NMERNGE B

@ (LFEREREORVIETT - BROIE/ NI RE X, PD-LIMRE T PD-L1[§4: (TPS
=1%) ThhiZ, ZHOBMEEZEZEBTHLETHD, £, BELFRECS
TARBMEICRBERRVWEEZ NI BEITR LT, PD-LIRBRRRIC AP0
T, ENENOMBEICS LTl 2 R L OP RS B ET 5 2 L8
T& B, 2B, FFNOTWEIZH T o Tid, MEBRES A N7 1~ (A FRIHRERR)
ZXBRTHL @)

@ TFRICHYT5BEICHT 5 FAORERCHEAFEIT OV T, AROF iR
BT ST LT, AHOBEAEE 2 LR,
. HRBIRIE

G )2 13 R A K74 v (AAMBESE) 08 T, BEFEREM->DECOG Performance
Status 0~~1 E? ¢ 75 &L E. RIT@ECOG Performance Status 2 2 o BF ¢, % 3 HHAAER (Fe4
FENE) OBEXRERERINTEY, 20k 5 RBE TR, EfbSREerT 2 BEEICMENSD
ArEZBLRA, T

#2) ECOG @ Performance Status (PS)

Score ELE

0 | &<MELKEYNTES, BRIMEFAL AEEBRNRRARLITA D,

PAEENZI L EBNTHIR S 525, BATARET, BERCME - COMRIATI Z 2B TE 5,
Bl : EBFEE, ERER '

1
2
3 BHENFESOHOED DI LinTaRy, BP0 0% by FfF BRI,
4

£ Bhithiy, BESOHOEIOZ LIEL TERY, BRRAyYy FPBFTRIT.

21
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* QTHADEMERTEN TRV ROTEMEESEH & Ot ks

[ZetEizBT 3 HIE]

O TRIEESETHBREZSOVWUIAROBENER L ERTHWBZ b, #EETT
gz &,
s FAIORSITR LIBBREOKRERD H D BH

@ BRIOFMIZBWTTRICES T 2HEIT T, AFOR GBI AR

B, MOBHFRIREB 2VWERIZRY , RERAHZEATHIZLE2ERTE D,

« MEMWREOSHIINEOHZBE

o BEBEHRE CHERE 28D 5 BE R UEEMEO BB SRR 2%
BORICIERTEB R bR D B

o HIERERBOEH., XITEBMEMNRE L IIERED B CAEEROBEEED
hoBE

o XEERMRE (GhRiaBEELrEl) OHLAE

*  ECOG Performance Status 3-4 &2 DB #H
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6. MERLTHETVEHR

@

@

®

WA SCEEE T %, BEARFERE AR B BRI S & RH O St R ONE IEE

RAOEDICLERERL+HICEB L THhbERYT S L,

BEBRIZ T D, BE I ORBRICEMMERVERESZ TSHA L, REEE

ThbgEETDHI L,

ERBUERO=R P A PiToNT

» BEMMEBRSHLLDLRAZLBHBDT, FHIOHBEZH - T, FIHE
W (Bgih, MR EEE SR OMRBEERUHES X BRECERS., BEr+
FITD T &, it\zﬁkfbfw%(ﬂ Mig<—b—L DRy EET
T,

s infusionreaction 28% HbI B Z L3 B, infusionreaction 23FR D b= HEIT
3. WERAEBEEITS &L bz, ERPEET S E TRECREL oI BEE
TAH5IE.

o HRBEREEERD LD Z LBHBH0 T, FHORESMETA U SHIH
X ERRIC R RHEEEREE (TSH, 58 T3, JEHE T4 S OBIE) 2RET S
halP N

. FFREEERHLDND I L BH BT, AHOREREBETR O EHRE P
E%%LH%%@E(MHpﬂmvﬁﬁ\Aw\t)mt/%®ﬂﬁ)%%ﬁ
TAHIE,

o RUSBR MRARVILEERERZ2E0) SOERRREESHODNS
IERBHBOT, EHNZIROBREOFREHRTHZ L, £, [ROREN
WHONEBEAITH, BEONCEFSEEER T LI BEEREETI L,

v AFOBEICLY, BEOCRERINCERET 3 L E X b ks REBIORE
NhbbhdZLidbs, RENREDLNEHEICE, BERLULEBRIE LR
BAAY 2R L R A IS0 EAD & EH L CHOENBI TV, BAEOKE
R L 3BHERREDN 2 BAIE, FROREEF I, RUBIBRES
NEVEIORESEEEBTDH L, 2B, BIBRERNVE L OREIZLVENE
HOmERRD DR WEEITiX. B RERVE LSO S mIAl OB
bERTDHI L,

s RERTHE, ZEMIOEVARAL THLEWERAREATAIZBHH1D
ARNOE SR TRIZLBIERORBR+DICERTIZ L,

o 1RMERA BHE 1 BIERKBEED) Bhobbh, BREMS TV R-VR
REHZENRDDZOT, 0B, Bb, EHEOEKOBRLMOBED LRIzt
SEETBZ L, 1 FRRBEDN LGSR EEPIEL, AR il
HoOBEZEOWE)ZUBEEITH Z &,

AF ORIV T, KEYNOTE-024 38k & () KEYNOTE-042 3Bk T3 # 558

A5 9 BT LT, KEYNOTE-189 B CIdk S8k b 6 HEKR U 12 88, L

BEix 48 MEETOBI L, £0O#% 128 I L2, KEYNOTE-407 RER Tl 5Bt

HH6EE, REBECISHEE, BRI 4SBEBETCOBIL, 20 2B,

rﬁ%&w&%%ﬁorwt_a&a%h AHER S PITEHRICERRECHR

DHERETTI 2 &,
23



BEEREET A KT A
NRoa7ul) w7 (BEFREBZ)
(R4 : %4 M —F SIEHE 20 mg, %4 PA—F BTG E 100 mg)
~EhRAE~

R 2 92 H (ERk3 041 2 AET)
JRAFEE



B

LB

AR OFE. 1ERMF

ERLR AR

HEERIZ DN T
BEMRLIBBEE
BEIBELCERETN&EHE

AR

P2
P3
P4
P15
P17
P18



1. XiBIT

EXEBOADME - T2EORFEODIZIE., BICESEESWEEERERIRD
Bhb, IBIC, BEOHRZEROESIZL Y, ERERR R X OME R ERERE
FEEGMPEBINDGPC, INOOEEMTEICHNERBECRET S 2 L ARED
AL 2o TR BEMBOER L YEOEARSH 2016 CERL 28 4E 6 A 2 A MZERE)
BWTH, BEFNERMSEOEMOREHEERRBZZ L LS TW3,

FHREARAEEST, BBERSREM T u 7 7 A ABEFOEES LA LMNCR
RBZENRBDL, TS, BYHHERVCELEMICETAERS+oEET 5 E Tof.
UHERMOBEZBIZITA I ENPFENIBECH L TERT2 & &b, BE
HAMRBR LU KRERHEE L 52 L AR —EOE4 2 T EFEME TF 5
TAHZLENEETH S,

LieBoT, BHA FT7A4 Tl HBEELCINE TIZBEON T B ERIERZR
BENRMICESE, LTOBRROREREHEZHET IBRANOLERER, X
FEROBEEELTT,

BB, KHA FT A %, MIAIITHREAERRERSRRAEE, ABEMEARE
RIRIER S, —REEEA B ABENRESR AR EEA B AR B ZEE0OWA
Db &R L7,

B LIRDERER XA PA—F AEIE 20mg, FA M—F SREHE 100mg (—
B4 RAT vl Xv7 (BEFERL)

MRERBPENIDE : BHEERANE

MRERDRERCHE : BE. RAKR, a7 w) A=7 (BFHEMRL) LT, 1
[E] 200 mg % 3 AMEIFEIRE T 30 2F2 T TRIRFRET 5, 727 L.
R MBREOREIL, REMBIX 2 VAETLT3,

B R 5E ¥ F  MSD R A&




2, AEIOKR. EREF

T b—F BT 20 mg R URLARFE 100mg (—4  Na7 2V X<=7 B
EFMABE) ., BLF THRF £vH.) ik, PD-1 (programmed cell death-1) &% DU F
KT 5 PD-L1 RTRPD-L2 L DA EEHEEET S, & ME1gG4 /.7 v —F N Hufk
THD,

PD-1 I8 T ISR B A Bk B 7o b I S AR FI R 3 2 22 B sl
AA v F T, PD-1 1%, BEDREBICBVWTEEE T MlaofiaRmicZRL, BER
ERIG 2 S UAUNEILRR 2 RERS EHI#HT 5, bbb, PD-1 ) Vo FEf
 ATBI LT EVRABRRERICE R VST AEERAICHET 22 A TH S, PD-LI
DIEFEHBICRB T 2HBTL TN THEN, Z<ONAMBTIE T Mia0BHE 2Mma
AIFEEBRICHRLTVD, BAMBITEITS PD-L1 OFEFIIL, BHE, HERE,
IFHiRRE. SRR, JE/NERRTEE DO« RBATTFRARRTTHY, EnEFEL
DEEERRES LTINS,

BEONADEERSFE & PD-L1 BROMEMEN S, PD-1 & PD-L1 ORKRITIES
OHEERHC BV TEELREELES 2 AT ENTRY  Fi-LBABROER &
LCHfFENTWS,

AFix, PD-1 & PD-L1 RUPD-L2 OV F v FOFEEZEETH I LiIcX Y, EE
HUNEREE R OIEEERAOMISEEMSE T ) o sske it S8, fEERE L BEERL
T3¢ TRIEESRERET S,

AROEABFIIESBECRERGIZLIBERER bbh, BEEXRETI
ELAHMERD S, FHOREFRTERERICIT, BEOBELE 51T, BESR
B BRBESITIL, FE L FRICE U R ik & R o B & B L CE
iR R 1TV, BEORERIGIC X ABIERAEDNABATE, BIBRERL
ELHOBREEDBEINZNBE LT O HERD B,



3. HRPRARAR |
EMRAEORBRIFHI LT ERERRBROBEE TR T,

[&%h)
QOEME 1 b B (KEYNOTE-041 FER)
o ABFREROZOWXIRA EY A7 (BETFARZ) CIT IV AT 20 ),)
CEREEAV2 LURAE COERERE S E T BRERT A B R QIR A 42 5
(F2MMERRATXIER 37 81) BRI, &7 2 my/ke 3 BRIFR (BUF TQ3WI £n35,)
BEOFDHRCRSEPRETT S, 28, M CRBETARD bh i Baic,
BBETEZ R TERIRBD bR WEORRINCERE LT3 BHF Tk, KBS OHE
BIHACREBETHRD LN D ETHROREEHET D Z L BAREE Shvic, T
B E TH BEPHRIRECIST 1 KT A > 1.1 RRICE-S < )iz X 5528251 (CR)
IR AER) (PRY] X, 24% (95%BHEM : 12~41) Thot, 28, FHNTHREL
7= BMEIX 10% TH - T,

@ E I AR (KEYNOTE-002 Ek)

A Y AT L AREELE TS RIBEIEBRARE B R A NE B BRI, 2552
mg/kg QW 5 R U 10 mgkg Q3W WS DAMER @M, {LERE (FINnY
U.TESUI R, AINVRTTF o RV EXENFAINR T FF o430 ) &%
A, BT MICCH#E £ 5,) 2B E L TR SN, 2B, RN CEARETH
B BN EIT, KEAETE2 R TERSRD bRV EDBRERMIEZE L TSRS
T BB OE BT CREETARED bR D T CAROBRE R T 5 = & A3
e Ehi, FEFMEBIXEEFHM (BUF los] L5 ,) RUMEREEAFLE (XX
T TPFS) & 5.) & &, FAl bR L B LT, PFS 2 ARKER LT,

#1 AYERE (KEYNOTE-002 RE)

AF 2 mg/kg ZAF| 10 mg/kg -3
Q3W Q3W
(180 441) (181 #1) (179 #1)
haqE [B] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
OS | »~¥F— KH" 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
P fi" 0.1173 0.0106
hifE (A] 2.9 2.9 2.7
(95%CI) (2.8, 3.8) (2.8,4.7) (2.5,2.8)
PFS™ | /= RLER™ 0.57 0.50
(95%CI) (0.45, 0.73) (0.39, 0.64) -
P " <0.0001 <0.0001

CL: {E8EM., *1: RECIST #1 F7 4 11 BUICES < HEHRHERCESEEMER X 5534,

*2 : @RI Cox BN — FEFAVIC L B{LERE L DLEE, *3: Blln X5 7 BE




100 7

g0l % . = FM 2mgikg QAW
god % — A 10mg/kg QIW
70 ‘s% e (G
£ 60
ﬁ 50 1
4 40 7
30
20
10 1
o Y Gl w | T T o Ly
0 3 & 9 12 15 18 21 24 27 30 33 36
at risk3y ' = (F]
R 2mg/kg QW 180 131 gk 70 61 11 0
FM10mg/kg Q3W 181 138 99 79 67 12 0
{EERGE 179 115 80 60 48 9 0

E1 OS ® Kaplan-Meier #h#f (KEYNOTE-002 3E)

100
90 1
80 -

& 701

§ 60 -

— #M2mafkg QW
o FM10mgikg QIW
e con (LERBGE

0 2 4 6 8 10 12 14
at riski MRETNIM (A

##2mg/kg Q@3W 180 153 74 53 26 9 4 2
A#10mg/kg QW 181 158 82 55 39 15 5 1
fesses 179 128 43 22 15 4 2 1

2 PFS @ Kaplan-Meier Bh## (KEYNOTE-002 3U8)



@/ E MR (KEYNOTE-006 3ER)

A AT BBREORNXIIA L) AT E2EERN | LIRAETOL
ZREREZA T HRIGURTELABEECHERE 2303z, A5 10 mgkg Q3IW 5K
U 10 mg/kg 2 BREIRING (BATF TQ2wW) &\ ),.) BEDHESHERUEREMNEN, F U A
<7 EHBL LTHRN S, 2k, BRI CRRAETIRD bR, KEE
T TTIERARD SN VWEOBERNICEE LT\ 5 BE Tk, WE LA E{SEE M
TREBETHERD DN ETHRAOREEMET 5 Z LB WREL Sz, ZEFFMER
iITOS RUAPFS L &, FANZA Y A7 LB LT, OS RU'PFS #EBICIER L

7",
—o

2 HLMRK (KEYNOTE-006 3RE)
AFl 10 mg/kg A% 10 mg/kg AEY b=
Q3W QW
(277 1) (279 %) (278 )
hRfE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
CO8" | AR 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) -
p {3 0.00358 0.00052
g [A] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | /N— K™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P " <0.00001 <0.00001

Cl: E4EEM. NE: H#EERT, *1: FEfEE0F—% 1 2015FE3 A3 8y 47, 2 BR
Cox }hBNY— FEFARZ LB/ AT L DL, #3: BMu S5 7 BE, *4: RECIST #
A FZA 10 BRICES I LR EIERTIEEEMEC L 551, *5 : HREFRoT—
# QU4FE9B3BAMY +FT7)



at risk¥

100 =3
90
80
70 -

X 60

# 50

% 40
30 ——— Fmiomg/kg Q2w
20 1 cermoe FMI0mglky QAW
10 —— svvner

Z#10mg/kg Q2W 279 266 248 233 219 212 177

ZM10mg/kg Q3W 277 266 251 238 215 202 158 71
AEVLRIT

at risk#¥

278 242 212 188 1e9 157 117

B3 O0S® Kaplan-Meier Hi# (KEYNOTE-006 3HR)

100
a0 ] e s e 0 10 g QI
] R
80 _ "\ w—“wmmnglkg(}?{w
gyg_' ' ) — UL
ﬂ'ﬁﬂj
E 50
B8 40 -
% 30 7 L”J*&'ﬂ
20__ Lﬁ
10 Ll
O LB L R LI BRI LR AL AL I LR UL UL AL 'l"'l"""
0 2 4 6 8 10 12 14
SRR E]
##0mg/kg Q2W 279 231 147 98 49 7 2 0
A#10mg/kg @BW 277 235 133 95 53 7 1 1
278 186 a8 42 18 2 0 o

AEVLIT

X 4 PFS @ Kaplan-Meier Bi# (KEYNOTE-006 38)



@OEMREFBIMAFE (KEYNOTE-054358)
SEEYREDRT—VM ® pEMRAeERE (BERASFEZEST) 2XRIC, ik
B & L CAHI200 mg QWHREDHMMERUREMR, FISRERFRE LTHR

R, TEFMEE BEFREFHR CIT TRFS) &1 5,)

R LT, RFSEERICER L,

#£3 LR (KEYNOTE-05438)

L&, FANZSZ

AF200 mg 7SR

Q3W
(514%1) (5054}
hoviE [A] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS" NYP— R 0.57
(98%CI) (0.43, 0.74) _
P " <0.0001

Cl: {BHEEM. NE: #iEART, *1: PEMITHROT—# 2017410828 v FA 7, *2: BRI
CoxtbFiNF—= FE2F ML BT 2R E DL, *3: BAw X5 7HE, Q3W : 3AMIMIN

#5.. NE : Not Estimated

100
90
80

X 70

ﬁeo—_

4 507

%40j

# 307
20
10j

— FH200mg QIW

e F SN

o A— N S —

at risk#%
AHI200mg Q3W
TStk

12

TTTTTTTTTITT T T T

15 18 21

mERETMA]

514 438 413 392 313

505 415 363 323 264

182 73 15
157 60 15

Bl5 RFSMOKaplan-Meierpi#t (KEYNOTE-054235R)

24

o

=) ATCC (American Joint Committes on Cnancer) FA#I5HR (8 7/R) k&S 5HE, X7 —Y A Tty
ABHNOEBEN | mm BORE0H,



[Zzet]
OEMNE I b AR (KEYNOTE-041 #ER)
HEESIL, 41/42 ] (97.6%) 23R b, BRI @[ﬂ%samaa ETERVAE
EHIL, 3442 (81.0%) Db, FHEEN %I LOBIER m?i%@ LT
Hot,

34 BERMNS%UEDBIER (KEYNOTE-041 B  (F4tARiT o @&dHE)

SERIXAEE (SOC: System Organ Class) ZEﬁg g/;iﬂﬁ

HAEE (PT: Preferred Term) 4261

(MedDRA ver.20.1) #£Grade Grade 3-4 Grade 5
é&ﬂlﬂ?fﬁ 34 (81.0) 7 (16.7) 2 {4.8)
,mmwﬁﬁ%ﬁTﬁ e BN NN U

i -~
T ZAREBIUREBIORE
BEm

AST 0 : 3 (7.1) 0 0
| BEEERREUEM 3OO0
(BB LURTMAMES. o R : ;
% SHEE 6 (14.3) 0 0
BER TSRS 6 {14.3) 0 0
BEEE 3 (7.1) 0 0

B, FEEMES 1E 24%) ( KBK - EEOTH 26 (4.8%) . FHRERSE 3
Bl (7.1%) . TERIGHERE 2 5 (4.8%) . FURBHERE 6 #1 (14.3%) . infusion
reaction 1 %1 (2.4%) RUE Eiﬂ%&% 14 (2.4%) %f'%’&b b, £, HRESE (¥7
Vo NL—ERERS) | BEEREE (RMEFREMEERSE) | RIBESE. | BRERA,
BEEOHEEE (REHSHEIRE {%ﬁi\ S, BEREIES) | Bk, 5% - AR
fRfiE, BEAERDEENE, Mgk - B, O, REEMEM/MREEERDR, FOEE D
B OGRFERBIIRD bnigh o, AEWERARTRRIIEEES: (BRREERTY S
i) 2ELHEHERETT,

@/ B THEFE (KEYNOTE-002 &)

- HEHFESIT.2megks Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W B 178/179 B (99.4%)
ROVICC # 167/171 B (97.7%) ICRH BN, BREL ORRBEEREETERVWASE
FHIT. TNTH 121178 B (68.0%) . 133/179 Bl (74.3%) RT* 138/171 £ (80.7%)
KRB b, WTERAOBETRERN SUL LORERII TROLBY Tholk,



£5 WThPORFCRAEN 5% EOBEA (KEYNOTE-002 3K) (2S48 M)

B, 2 mghkg Q3W BER T 10 mgkg Q3W BlzBWTENEN, BEMRRE 1 #
(0.6%) KT 461 (22%) , RIB% - BEOTHI 141 (0.6%) R 64l (3.4%) , MR
BE (¥FF - SLU—ERREE) 24 (1.1%) RUo 5, FFgEEE 36 (73%) &k
1S B (8.4%) . BHEEIEE (RMEMEMERE) 146 (0.6%) BT 1H (0.6%) .
TEAEEEE 16 (0.6%) B34 (1.7%) . FIRIREERES 14 6 (7.9%) RS
# (8.4%) . infusionreaction2 ] (1.1%) ETR3# (1.7%) . EEOCKEREE (KHEL
FRARAEGERE, ZTALNE, BREAES) 14 (0.6%) KU1 H (0.6%) | BES 1 61 (0.6%)
BOROH, EREMFESEOFRTLH (0.6%) . Bk - BB 0GR # (0.6%) |

10

- y _ Fi% (%)
iﬁ;nﬂgli S’)} " (S0C: System 2 mg/ks Q3WEE 10 fng/kg QIWEE , 1CCRE
HAFE (PT: Preferred Term) 178 1 179 4 171 %)

(MedDRA ver.18.0) £ Grade Gr;ie Grade 5 £ Grade G;aie Grade 5 2 Grade G;a;le Grade 5
2HIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 {(263) 0O
ik ZERNOMaF Y < . . T e R
H i 5 (2.8} 1 (0.6) 0 7 (3.9 0 0 3505 9 (53) 0
SNk 72 n 0 0 0 0 (0.0) 0 0 14 (82 6 (3.5 0
JF Rk E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 0
- /R E 2 Ly o 0 1 (06) 1 (©6 0 16 (94) 4 (23) 0
 FRIRARIE T 9 6H 0 6 1B@EH» o 0 0 0 0
HgHE o e
Gk 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
FH 15 (8.4) 0 0 19 {10.6) 2 (1.1) O 14 (82) 3 (1.8 0
i 8 (4.5 0 0 16 (8.9 1 (0.6) 0 56 (320 4 (23) 0
Ve 2 (LD 1 (06 0 10 (56 1 (06 0 26 (152) 4 (23) 0
—R - EHRERLCREBLORE
|AE 6 (34 1 (0.6 0 8 (45 1 (06 0 10 58 1 (06 0
EY 40 (22.5) 2 (L.1) 0 52 20.1) 1 (06) O 62 (363) 8 (47 O
w664 0 0 1@ 0 0 8 (47 1 (06 0
HRtE o _ _ o
iR # > 0 o 0 1 (08 0 ¢ 13 (76) 5 (29 0
(NLEERROS e _
- BEMGE 8 4.5 0 0 17 (95 2 (1.I) 0 26 (152) 0O 0
BRERL I UFEAREE e L _ ,
35k ~ 13 (73) 1 (0.6) 0O 12 (67) 1 (0.6 0 9 (53) I (06 0
fr A 2 G 2 &) 0 7T (39 0 -0 10 (58 1 06 0
AR AR S A U
FEE =z — T — 2 (L) 0 0 0 0 0 14 (82) 2 (12) O
SEREE 1 (06 0 0 2 (L) o 0 1 (64 0 o
R L OB THGEE ' _ S
MREAE 5 (2.8) 0 0 1 (0.6) ] 0O 35205 1 (©6 0
B R 9 (5.1) 0 0 9 (5.0) 0 D 2 (12) 0 0
T SHIE 37 (20.8) 0 0 42 (235) 0 0 6 (3.5) 0 0
B 21 (11.8) 0 0 18 (10.) 9 D g8 @7 0 0
Bk EBRES 5 (28).1 (0.6 0 10 (56) 1 (0.6) O 0 0 0
SHEALE 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0



WRe LY IR 0 FIRT 2 H (1.1%) BRHONE, i, BIBEE, 1 BERFA.
fh4s « MBURRIARAE . DR, B/ MR EREENE, MR I R O RZFRRB T
B bhedol, FEWERBRRAZEEESR (FEREEREE2ET) 2ETEdH
HRERT,

QU EMIEFAB (KEYNOTE-006 3#5%)

HEHELIL, 10 mg/kg Q3W B 264/277 51(95.3%) , 10 mg/kg Q2W F¥ 275/278 1 (98.9%)
B CRIPI ¥ 239/256 B (93.4%) DB, BREL ORRBRBBETCERVWATE
Bl FRFI 2022277 6] (72.9%) . 2217278 #] (79.5%) K T¥187/256 1 (73.0%) I
EHbNT, WO THEBERN U LOBWERRTRO LB ThoT,

#£6 WThNOFCHRBEN 5% EORHER (KEYNOTE-006 R  (RSMMirai&Aa=)

e . y fﬁ]ﬁ( (%)
ﬁgfgﬁ?ﬁ (50C: System 10mg/kgQ3 WHE T0ma/kgQ2WEE TPTEE
HAZE (PT: PreferredTerm) 27761 - 2789 25661
(MedDRAver.18.0) 2Grade G;a;ie Grade 5 £Grade G;a;ie Grade 5 “Grade G;a;ie Grade 5
2BEHER 202 (729) 28 {10. 1) 0 221 (795) 36 (129)1 (04) 187 (73 0) 50 (195) i (04)
M AT R e e . B
Hﬂb‘tﬂ%ﬁ“mﬁﬁ 7 @ 5) 0 0 17 (6. 1) 0 0 6 (23) T (04) o
EWW%“E{E—WE 2L _(7 6)~, 00 25 00 1 04 0 2 @8 0 0 .
B ' R L S T BRI 1LY
R 5 (L 8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
KiB# 8 (29 5 (1.8 0 4 (14) 4 a4 0 19 (74) 16 (63 0
TH#l 40 (144 3 (L) 0 47 (169 7 (25 0 38 (227 8 (3.1 0
AL 1 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
Bl 31 (112 1 (04 0 28 (10.1) 0O C 22 (86 1 (04 O
e 5 (18 0 .0 10 (36 1 (04 0 14 (55 0 0 .
e ABWEBIORESMCORE o T
4% 7 5E 31 (112) 0 0 32 (1151 (04 © 16 (63) 2 (0.8)' ©

EE e 3 Q9D L 040 58 09) 00 39 05 23 (. 2 O
JASTH o 822 1 OA4) A0 00 6 & 3) 2 W(O-S)WWQWW

N T S A
HERERLURESHAmESE '

6D 0020 a%) B om o

BA B 32 (11.6) 1 (04 0 26 (9.4 0 0 13 (5 1) 2 (03) 0
%Wﬁ b @y 0 0 19 .8 1 04 0 5 20 1 04 0
%mﬁﬁ 39 (14.1) 0 0 40 (144) 0 0 65 (254 1 (04 0O
S 37 (13.4) 0 0 41 (147 0 0 37 (145 2 (0.8 0O
SEMEALE 3t {(11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

7235, 10 mgkg Q3W BER TN 10 my/kg Q2W BT W TEhE N, MEMMERS 4 5
(14%) RO 1 (04%) . KB - EEOTH 1041 (3.6%) KT 136 (4.7%) . #k
RIEE (X5 « NU—REREE) 24 (0.7%) BO0H, JFSEEE 14 5 (5.1%)
B 023 Bl (83%) . BISHERES (REEFHEMEETRE) 24 (0.7%) BG4 (04%) |
TRAEEREE 1] (04%) RO 16 (04%) . BIRRISEEREE 28 #1 (10.1%) K 1*33

11



B (11.9%) ., BIFEE 14 (04%) B2 (0.7%) . infusion reaction 7 # (2.5%)

BUsH (1.8%) . 1 BUER 1 41 (04%) BRUNOH, EEOCKEREE (FEEEIRE
R, ZTHLHE, HRAEES) 0 BIRT 1 41 (0.4%) , BELR 1 #1 (0.4%) OV 1 #1 (0.4%) |

Fhe « BEACHRUARE | B (0.4%) RUCO B, AMge - BEIRAR 0 IR TN 1 1 (0.4%) | MR
RSB IH (11%) RO (04%) RBED O, k. EEGEME, OF
%, SIEVEM/NMRIRDHESRIER, ik CRERBIIED b hofe, KEIE
RABTRIVIEEFS (BRREEEFE2ED) 280EMERETT,

@EFRELRFMAARAE (KEYNOTE-054 ER)
BEERITAFIFETIE 475/509 1 (93.3%) 12, 77 EAREETIX 453/502 #1 (90.2%)
WHER L, BRELOERBEITETERWEETERIT., FFI#E T 396/509 #
(77.8%) 12, 7 FERFETIL332/502 F (66.1%) IZFHH LIz, W1 OB CHRIER
B 5B EORIERIITROEB D TH-Tx,

#7 WPhhOBTHEERN UM EORIER (KEYNOTE-054 BB (ZEMARIr )

BB X2 E (soc FlE (%)

SystemOrganClass) A Placebo¥

HEEFE (PT: PreferredTerm) 5094 50245

(MedDRAver.20.1) “Grade Grade 3-4  Grade 5 2 Grade Grade 3-4  Grade 5
2EI1ER 396 (77.8) 74 (145 | (0.2) 332 (66.1) 17 (3.4) 0
FLRARES RE TUAERE 49 (96 1 (0.2) 0 4 (0.8) 0 0
PRI AR T AE LB 4y o0 e 13 @8y 6 8
TH 94 (18.5) 4 (0.8 0 82 (163) 3 (0.6 0
i 58 (11.4) 0 0 43 (8.6) 0 0
TR eoRERIORERSORE
HENEE 48 (9.4) 0 0 34 (6.8) 0 0
% M43 @) 4 (08 0 I35 (269) 2 (@4 0
BBERBYE
JALTHM 26 (81) 3 (06 0 16 (32 1 (03 0
BERRPIURAEMRE | .
B9ERIH 51 (100) 3 (06 0 47 (9.4 0 0
JEem ... % G 0 0 15 @GO 0 0
EREE 000000 e e
g .3 @» 0 0 33 (66 1 ©2 0
RS, MEBLCRERE
PEIT% BRI 27 (5.3) 1 (0.2) 0 14 (2.8) 0 0
BB IUBTRMEE
T 5 85  (16.7) 0 0 49 (9.8) 0 0
et 49 (9.6) 0 0 32 (64) 0 0

3., AFIBEC I T BRI 15 51 (2.9%) . KABZ - BEED TR 23 41 (4.5%) .
FFHSREREE 46 1 (0.0%) . BHEREIES (RASHIEMSBLLE) 24 (04%) . TEAM
BEFESE 11 1 (2.2%) . BIRARMEREREE 105 ) (20.6%) . RIESMSREREEE 5 ] (1.0%) .

12



1 BUBERRIA 5 B (1.0%) . S ESESR 261 (0.4%) . TH2% - BREUERRARE 1 61 (0.2%)
fESS 2 I (0.4%) . EIEFESE 1 ] (02%) . Dffge 161 (02%) FETIZ infusion
reaction 2 B (0.4%) MWD bz, Fo, MREE (X7 - N—EREES) | BE
OEEEE (RERERERE, S0, BEREES) | Mk - iRk, maFEtkm/nh
R HEEEBER ., BEiltEE MR OFRIENRE IR biviad o, ABITERRIIRILIZEE
HEZ (BRREEENZED) 28 0RIEREF T

13



(R - ]

RIEYVRTREREMGECEAE 2R L LB/ BERE (KEYNOTE-002 B K
TRKEYNOTE-006 308%) DfER, 2 mgkg Q3W. 10 mg/kg Q2W & TF 10 mg/kg Q3W
DNTNO R« BRIZBO T A OFMER CRSMHIZZERITIRY b
7 _

AH| 0 EHE I BT O R, BHEEAEAEZITBIT S 200mg Q3W R E5EED
AUCg e (ERIRIEIZHIT 2 6 BRI OBRE-RER TER O FRE [10%4,90%
R] mgrday/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H D, 2 mg/kg Q3W HE5HFD
AUCqs 5wk (1.32 [0.722,2.06] mg-day/mL) & 3B{EL L. 10 mg/kg Q3W #EFED AUC, 6wk

(7.49 [4.32,11.3] mg-day/mL) % FE-7z,

EMRAERE LR E LFRORERIGETORBER, BtShBik- A&
mg/kg Q3W &, 10 mgkg Q2W #E K TF 10 mg/kg Q3W #5) OFEHH T AUC sk
EHIMER U2t & ORICHAREZR IR bhieho i,

14



4, HERRIZDWT

RIGUIRRTAE R EM B AT 2 RBLML L LTHARERE (20E) H#d
BRTWVWARZ LIS, YAELZETICERTE AR THILENRDLD. EDLT,
EIERDY R 7 EFHEEE (RMP) 12XS%, AR O EERELEERIED~0 42
HAWRCTH- T, FFOREPFLRBEEBE - BEL., FFHOREIZ LY EEL
BIERZER LEBICHET 3 2 L BUNERED, U TOO~B0F T 7R
KBWTHERTHRETHS,

O HEERiz-WT

@1 FTED (1) ~ (5) OWFhiCEYT2ERTHII L,

(1) BEAEFBRENERET D H8ABERESILOARS EREFRSA B REEEIN SR,
HIEE A% A S B L SRR, MU ARERRR YY) (FER304E4 A 1 BRR
437 HEER)

(2) 4rEtbeembt (ERi204 6 A 1 ARFE @ 85 HERR)

(3) FMEMRMENBET B AREOEERNR (BADFESIEERR, SABREHE
BAHREE, BARIESEEERREL L)

(4) S LFEREELIRE L. SR SEFEME 1 XIS L FRREMS 2 Ok 28
TERABBHET o T WA (EAL284 7 A 1 BRER : 2540 SERR)

(5) HMEMEEAAFETENEOHPEEIMEIBEHEZTo TV 2R (P 28 6 7
A1 B ;1290 HEER)

D2 EMEGEOLBRERVCREARRROMIGICHS 2R L RREFOEM
(FROWTNNICKE T HERM) B, ASSRAOARAICETIRROREF L LT

BEEIhTnaZ &,

#

. EMHHTREE 2 EONMTHERET Lk 5 £LL LORATBROERIHES
ToTWAZ E, 3b, 24U LI, BAEDREZEE LEZBRERBZOWER
ToTWaZ L,

»  ERARIFRESE 2 FONBTHELET LI 5§ £ LoEEEMEEZ RO
FREBREEHELTND I L,

@ BRACERMFHEROEHIZONT

EXLFREBCHFTTIELENEB S, BECEILLOFHRED, A - K
SMERENFROCER CEMS I 3 M, FEFRNBAE LILHAORE
EE., SRERCHITITORAEHIAE-TWDH T E,
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@ EBIER~ORIGIDWT

@-1 BIERRBFONGESIET 5B
MEERERSOEERRBERNRBAE LEIZ, 24 MUAZEENOT, YERY
IEFEERIC BT, BELUAZBERIG U TARERED CT E0RIER 0ER iz 4

ELRREORENY AFICB LA, BTS2 ERAE->TnBs 2 &,

®-2 EREEERLIFEESNICET BN

RABIR D 2 BN R AR OS5 EREEESEER =2V 7
BEDRERORY Y —=V FEITVERE & FRE LG TE 5 F— A ERKH MR
e TnaZ &, 2B, BHEEHIZOVWT, BARE L ZOFERITRIZAMENRT
Wwazok,

@-3 BIERODBERRRIZELT

BER (MEMMERIZMZ. RIBE - EEOTH, FFSEREE, BHeEE (R
EREETRS) | WAWMES (TEAHERES. FIRIMGERES, BIS#REES) |
| BRI, S E DR, Bk - MERIATE, R, EEORMBES (FREHREE
fEfE, ZIHIEE, |MAEES) | infusionreaction, [N - BN, HEMESE. &
BE (F72 « AU—EEHS) | LR, fEHI/MREAMEERR, iR,
FRIFFRABE) [Ixt LT, YEERIGEMERBREOFTMMLF 2 EM L EEL &
{EROBZEROMIGICEA L THERVIEEZZTONAIEHITH D2 L) | ELIHE:
BN TE DEHPESTWBZ L, ‘
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5. ReExBERDBE
{F2hEIcBEd A2 BIE]
O TROBFITBNTHEROFDMUERTEIA TN,
o (EEBRERORWRMEFERERE O H ARG R BERaERE
v REFGREORT VM D oEMEAERE I BT MBEE
7235, BRAF BFERZABTHEEIZBWTIL, BRAF FLEAIC L 215H B R
TAHZE,

@ TiICHEYUT A3FFNORE R OEREFEIZOWTR, FHOFEDMERREISRTE
51, FROBERNRLELARN,
o OREMEER AL TREINDERE

(et 4 52 %mR]

QD TREZEYTIRFIZ 2V TRAFORERERE ENTWAE I L b, #5%1T
HRWI &,
v AFIORS IR UEBUEOBEERED H 5 B

@ Pﬁm@ﬁmhkerikﬁﬁfé%%Lomfm:Kﬁ@&%@ﬁﬁéntm

M, MOBRBRESLRWESIZRY, HELFREZERTZLEEBETE S,

s WHEEMRBOSHIIREOS S BE

. OSEERE CHEELED 3 RE R OEEME O MR BRI YAt
ESOMTRERELR RN BE

HERERBOSHH., NTBMMNZE L XEREDE CREERBOETRED
HOBE . '

s [REBRBHEE (ShetRBgiErSl) Ob5BE

»  BECOG Performance Status 3-4 &2 @B

=2} [COG O Performance Status (PS)

Score EE

0 | 2<BER2{EHTES. BRATLFL REARNHRZ TS,

PUEENCE LWEBIHIR Eh 28, SITRET, BIERCE> TOERIITI Z LB TE S,
f : BWEF, HHEE

BITARETESOFOE Y O LT TATHRERERZITERY, APO 50%EL Ry Kt
TR,

3 BonASOHOEY D E L TERY, B0 50% L2y FHET TR,

4 2Ty, BA0F0oRY O il TR, B2y FKafiFTRIT,
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6, RETERLTHETNESHEH
O BACEFCMZ, RERTER PR 2 BRI ES & F R O R OEIES
ROIDITHRRERE+DICER L TIhLERT S L,

@

BRBIBICEN D, BENIEOFRKICAMELTCEREZ +OHA L, REZR

ThbE5F32 L,
@ FRBIERO~RY AL MZoWnT

MEHMEERH bbhB 2 L BbE0T, AROBREICHE - Tik, P
W (B8, FEREEE, DES) OREERUME X SREOERS. s+
SITATHI D &, ¥, REISTTHE CT, WE~—I—S0RE 2 EkT
52 &,
infusion reaction 23% S5 Z & H % B, infusionreaction 23588 b -IBE I
W, EYRABEITY & & BT, ERARET S E THREEORER 4288
T35Z 2,
FRIBBEEEEND bbb Z 3% 50T, FF OEEBRERTE UHR5 HR
CPILEIEIC R IRMEEE IR (TSH. M5ME T3, WEME T4 SORE) 2T 5
e,
FFPREfEERN S b A 2 L0 H 5 DT, AXIOBSBATTIR U SR
TEHRIC AR ZE (AST. ALT, y-GTP, AP, YAV EDBIE) £ E
TBIE,
SEHER (CEARVOERRFLZED) SOEERIEEERHbbND
:aﬁﬁémr EHRZROREOFEELTE TS L, £/, ROAEMN
BOLNEESICIX, EPHERBEEZEZ2TILIBELIRETDI L,
x%oﬂﬁkib BEORBERISCERET S &£ X LI IREL REBORHE
BHLLNDZZERHDH, BEFBEDLNEEAICIT, BELUEFRIZIG LR
FEFRY ek & BB & R0 AT LS L CEE R ERRETE TV, REORE
B K B EHERBEDN A EEITIE, ARIOREIZPE, RUBIEEES
NMNEVRIOREESERBTHZ L, 2B, BIBREFRNVEOREIZ X VEIE
RAOEERBD BRRWEEICE, BIBREFRAVE L UAOEEMHIEOEM
LERETBZ L,
BEHRTE,. ZRAM»E » ABRBA L THLBEEARERTAZLERDHE D
FROREXRTHRICHBERORBI A+ REETE Z &,
1 BUERP (BUE | RERB 2 2T) Bbobh, BRAES N7 F—v
CEDHZLBHBHDOT, AK. B, BHEOEROER LM ED LRI+
SEBTH L, 1 BERBREDNESRIZERELTIEL, 12020 8
FOBEEOFNRMEERITS = &,

@ RIHHRFEALABERQERE TERT IR, FFOHRKRHBRICENT, 5
BRGAD B 3 0 A B, THBAEI, 5B S 1 R 6 B Z & A BMEDRY
EToTWAZ & 2EBI, FARSTIIEHMNICIROMBEITO 2 &,

® EZURBEOFUREEBE~OWERMEREL L TERT 5 BRIIE, FAIDIRR
RBRICIWT, MG OREBRE T 12 B Z & I2FHEDOFHG£T> T
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e L EBET, AR OBRSETIXENMICHROMEREITO Z L, B, T
kL LCHERATIRAIE. ARoRSEEIT R IAETCETBZ L,
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