B IE 0225 56 6 &
A Ff1 4 4 2 A 25 H

#woE R
| wiEFTRESR  (FETER (R) & B
ool K

JFAETBAREI - AR RE R FA TR
(.~ H & )

NRoa7n Y RXvT7 GBIEFHEEZ) RF O SEEAHEET A N7 A
v (@WEEEEFARE (TMB-Hi gh) A7 5ERE)
DOAER K Ol HERE T A B Z A > (BHifagE) o —FeaEIC >
NG

PRI EOE B & S D FAR #2016 CEEK 284 6 A 2 H BRI E) I2B W\ T,
HEIES OO GE I HEEZ XD Z ENEVIAENTZ L 2% T,
HOESR G 2 BN e BRI T 2 O I Rl HEE T A R T A & 1E
KTAsZEELTWVET,

O, RAT e Y X<wT (BB ) A (RTE4 - A Mb— & s
A 100mg) IZOWT, mWEEERTARE (TMB-Hi gh) #2675
FIZxt L CHERT ABOFEFHEZIRO & B0 il T4 Ko 4 L
LTHRVEEDELIEOT, ZOHEHICHT>TIE ATA RT7A4 2O TH
BaInd ko, BENOEBREEL ORI 2 EmEBECLET,

Fim, XaTn ) X~T (B Z) RAE B I L CER T 5B
DEBEBEEIZOWTIL, [Ra7nl) X=7 (B T-EH82) 855 o fwd FHHE
WETA KT A2 () OVERK O i AHEET A R Z 1 > (FE/INIR AT
MR RANE, HTHAR DX U U, R RO, mBEE~A 7 a7 T A B
RLEME MS 1-H i g h) 67 2Bk, B, BESEHE &K OV R ER)
D—EBIEIZHWT ) (BF134E8 A 25 HAHTHEAZRERIE 0825 45 5 /=457 1)
BRI - AIEEARERDFEEEHREEERM) XV RLTERLEIATY,

S, RaTv ) AvT (Eiafiz) AN OW T, Bz 5



EROHBEO RN EKREINTZ ST, YA RT A 2R &
BOKEWELE LT, BN ERMEE L O 3125% 2 840 % BEE
LET, B, EBRDOEEEFAED A RT7 4 0%, BlicsED LB T,



RIS

B Al e ges D R A FHEE T A BT A OSETE T OB [F & HRER)

E<l) 8!
B AR— (FHRERIBED) Y= (BHBREBHIER)
2= XGL 2 b BRI 2= Gl 7 b HIER O
it OHLEEMEREE A & OPF I W T, EH., ARA FeeFo 7 LOAFFICEBW T, @5, BRAIZIE,
i, XAy e X7 (BaEfz) L LT, NRA7 Ry X7 (BafHiz) & LT 1[E 200
1[5]200 mg % 3 ME ARG IE 1 [A] 400 mg % 6 1 mg % 3 WRIFIFE X 1 18] 400 mg % 6 MR T
WREIRE C 30 432 CAEFET 5, 30 Zy 2T COARTRFRET D,
42— [ %hE] 42— [G 20k
OERRILF S MAFHFER  (KEYNOTE-426 7X5k) [ B AL [A) 25 AR FRER  (KEYNOTE-426 5X5R)
62— QER AL A MAEEER  (E7080-307 KEYNOTE-581 CENI)

FER)

{EZEFRIEIE D 22 W ARTB B BN BE T ERBE D R

S R R S s ER Y 712 5] (A AS A 73 Bl & S de)

ERBIZ A=F =72 5l e LT AAIE L

NF=T AN (UTF Lo AR"F=7] L

Do) OOFHES LT [RA/ Vo RF=T) L

9.) P DAEBER VBV R S iz, AHl/ L

YNF=70F, ERGHlEH & S/ PES, BIRGET

MEED—D L &SN 0S & A=F =7 LB L

THEIZIEE L (F2, X3 KUK 4),
*1 : JEEHEAR I B\ TRAR 209 SR A9 12




IHARAR SRR S T B S Ge & STz,

*2 : 50 mg 1 H 1[0] 4 FREEE% 2 BRI

%3 : K200 mg Q3W TEHIRNH G- L, Lo "F=
7% 20 mg 1 H 1 EREAOHKE LT,

<2 AINERGE
(£ 1)

(E7080-307 /KEYNOTE-581 7#{f#k)

(X W)
3 0S @ Kaplan-Meier Hi# (E7080-307
KEYNOTE-581 #ER)

(X )
X 4 PFS @ Kaplan-Meier Hi#f (E7080-307,
KEYNOTE-581 #Eh)

g~N—

OERRILF S MAHFER (KEYNOTE-426 7-5k)
HERERIIAK/ T X F =7 422/429 Hi
(98.4%) M ONA=F =Rt 423/425 i (99. 5%)
IZFRD B, TRERIK L DR FEEFENEE TE 20
HEFERIL, FTNLFH 413/429 i (96.3%) KX
415/425 51 (97.6%) IZFBD Bz, WD RE
THBLEN %L EORIERIZ TRO LB TH-
7=,

6 ~—

[EpR I [F S MAHFRER  (KEYNOTE-426 #X5k)
HERERBIIAK/ T X F =7 R 422/429
(98.4%) KONA=F =78 423/425 5] (99. 5%)
2O B, BRI E OREEFRAGETE 20
BEFRLT, ThZEN 413/429 5] (96.3%) KO
415/425 151 (97.6%) 2R L vz, WIToORE
THIED WL EORWERIZTERD LB TH -
776




# 3 WTNOORETHILRN 5% EORIEH
(KEYNOTE-426 7)) (Z2 & MEffpT k5 4E )
(F )

F 2 WINOORETHEEN 5% EORITEH
(KEYNOTE-426 #RER) (Z2 2 MEfEAT XS4 )
(& B%)

10 X—

QEB AL [F 2 MAHRER  (E7080-307 /KEYNOTE-581

it
AEFREIAA/ LV NF =T FE 351/352 H

(99. 7%) M NA=F=7FF 335/340 5 (98.5%)

ZER D By, TABRIE L DI BB AT E T X AL

HEHSIZ, FNFEN 341/352 i (96.9%) K&
313/340 5 (92.1%) 2RO BTz, WT I DRE
THILED WL EORIEHIZ TEROEBY THo
o

Fz A4 WITNOORETHEBLIED 5% EORIEH
(E7080-307 KEYNOTE-581 #li)

(22 e VERRAT R G AR )

(F 1)

TR ARH/ L RTF = TREC W TV MR A
19 6 (5.4%) . KB - /INGR - FEO T 36 il
(10.2%) . FEE O pJElEE (k3R A ST fh iR
iE ., FREREEARE BEfE . ZIALBE, FERIIESE) 2
B (0. 6%) . BPEAFK - FEA4 - AFBERERE S - AT -

GBI




WEALPEREAS 4 79 1] (22. 4%) . HIRAREERERS 2 156
B (44.3%) . TEEAPEEERE 3 61 (0.9%) . FIEH
REREEE 18 f51] (5. 1%). 1 AUHEPRIFA 1 451 (0.3%) . &
BERERE T (RANE BB A SRERIRR &%) 8 4l
(2.3%) . BELK 8 i (2.3%) . fih7% - RESUT BUARAE 3
B (0.9%) . ESEFFESIE 141 (0.3%) . Ao - Bhifis
K 341 (0.9%) . LofEZ% 3 B (0.9%) M X infusion
reaction 5 i (1.4%) 2RO LT, Fi-. X
fEE (X7 - SNUERRES), S EOEK, &
B migkEE (v m MR TSR EE R . VA I
PEE I, FRIFEREE . MERERIERIESE) . I BR & AE 5
BN OERZ TR b o7z, KEIVERSEIUIR
DLEBSE S (BRIRMR AR T 2 5ly) 2 oietE
HERE T,

12— | £5 AKIOEYEEE T A —F 8 N— £33 FAOEKMEIENT A —H
152— |5, B L i LERE 11— |6, BEXGLRHEE

[Hh Mz B3 % F1H]

OAFN DAt > HeEYE R A & O OF 513 FELO
BEICBOTHIEN RSN TWD,
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Jevfes BT
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e e s SR
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1. IL®ic P2
2. ARANOF. (FHKT P3
3. ERIRAGE P4
4, FEFRIZHOWT P8
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1. IIC®»IZ

=S5 DF N « B RMEORER DT OIZIL, I SCEFIZE S W2 Ee AR D
B, 6T, IEORFEHINOEAIZ LY | FUREIKS 22 & OFH 72 Hrlil/F A%
FFEIMPERINHGH T, 2O DOEE L ZFEICLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & OO FEAR T #2016 CEAL 28 4F 6 H 2 H BRI E)
IZBWTH, EHMERLEOFHORKE(LHEEZXNL Z L L ShTWn5,

HRE R PP ST, SRR L M7 0 7 7 A VBEEFEOES L &I 5 R
RHZENRNHD, ZOh, HMEROEZEVEICET A ERNH0EMT 5 E TOR,
WELEIL DO BE LR ZIT 5 2 EPHIRE SN BFICK L THERT 2 & &bz, BIfE
FDFEEL U= B 72 kb & & D 2 & DS ARE 72— 8 O B &3 7 9 A B < fdi F
THZLENEETHD,

L7eRoT, KA KT A4 TiE, BB ZNE TITE LN TV A EFLIH -
BHEf R S & | DUTF ORI O e H 2 HEEST 28800 b B R85 2
FROEEFERREZRT,

B ARITA BT A %, MNATEBHE NESE L EREE R G, A tHEANR AR
BRI s . — B A B ARERIR N E & L OB N B A IR R T2 O )
Db EER LT,

KB E T2 DRI © XA M V—F BEERE 100mg (— 4 - XAaT7r Y X~v7 (B
FHAHER))
KRG ERDMEXINGE + D AACTFIRIER ITHEE Lo s O EEER AR & (TMB-High)
AT LT - B OB GEERN TGRS NS5 I1CRD)
MG ERIMEROAE - B, BRAICIEL, RXa7nr Y X~v7 (@EErHERz) LT 1
[F] 200 mg % 3 MF MR IE 1 [18] 400 mg % 6 # M T 30 75
T TR 5,
¥ % : MSD A4

5

i3
=
o




2. AFOKK, 1ERBERF

XA M —F RIEEE 100mg (—i4s - XA T7r ) XA~7 (B DU TR
Fl Evv5,) X, PD-1 (programmed cell death-1) & Z#®d VU %> KT 5H PD-L1 LT PD-
L2 DG EZMAET S, B MEilgG4 £/ 7 v —TF LUK TH 5,

PD-1 #2813 T Hifa S s (RS 2> D ki 5 72 DI 23 AR A3 I 5 5 3 7 S 7 il
AA wF T, PD-1 I, EFEZRREBICI WD TEER T MifuoMin L mIcBELL, B %
P I % B Lo AR LB ST R 70 50 RS & il 35, 7B, PD-1 (XU o REfE
ATHZ LKV PURSRIBRICL D v 7PV a AICHIET 5% B/IKThH S, PD-L1
DIEFFFEIZ BT 2HBUT DTN TH LN, Z<ONRAMIETIE T Miao@ = 2z
HIFEWENCFB L TV D, DAKIICEIT S PD-L1 OEFEBIL, B, M.
MR IRBRE . FE/ BT & Ofx e N T TR ARRKRF-CTH Y | IRVWEER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME S PD-1 & PD-L1 OFRIKIINEE
DG PERREIC BV CHEERKZEZE S Z LRI TR Y | Hiiz/e N ATEROER &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X ONPD-L2 Oilj U T2 ROFERELEST D2 Llck v,
W NBRBE TR O RS OO S T U S ERATEMAL &8, HUlEE 6 2 FEE L
T 52 & THIEG IR ZFET D,

ARFNOVERIBE D < E O RS X 28IERFEN & b oh, BESUIELTIC
EOWREMDN 5 5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, BEDH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & Ff O PR Al & @ L Tl
BN 8RR W 22 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GFEDWY) IRALE 24T 9 WER D D,



3. BRIRBGE

DAL B U - @ O S R A B E (BLF [TMB-High] &9 ,) =F
T HHEIT - BROBEHE EERZ2IBRBREERIGE TR ) OARERHIGHG % 1T - 7=
T R AR BR O AR AR T,

[H7hE]
[EFRIC[EZE M AHRER (KEYNOTE-158 #R)

(LSBT O B DT - FROBEERES (DA L1257 A~L OFK 7 L —
T IBTH] 200~1,595 ) ARG, AAKI 200 mg 3 EMRIE (LT TQ3W] &
J.) BEDOFEI K Ve Et S vz, AFIDOAEZEIL. FoundationOne CDx |2 X
Y TMB A =27 " 73 10 mutations/megabase (mut/Mb) LAk & HH X734 12 TMB-High
CHETHZ L L L, THIICIIE S T, Z—T A~T IR SN ER R AE IO
W TCHRNT DM T T,

TMB-High 29 % 102 5l (HARAN 6 #laETe) KU TMB-High 2 A L7220 689 #
(HARN 71 flzgte) IS5, EEFMEEE TH D RECIST A4 K7 A > 1.1 hRIC
HOSHIHEIZLDEZNEORRE Q019F6 HA2THT—X 1y "A7) FFR1DL
BYThHoT,

* o —RIBE & U TEEIICER SN TV A{ERIETE I HEZE THW LR TWD T
IR R OB R 1 % B T IR I W HR BT SRR 0 JB3E D3 A AL B Tz,

¥ BT N—TFITBNT, ENENLTOBRERHHEAN DL,

A TP R ERE) . B : HER (HEXONEORE, 727207 7 — % — I RKMIES

ZER<) . C: i, B, /DG, . B OV Sk O N o WES: (B o bR S d

AR N WAIESSS) . D - E R (ARESOIREERIES 2 <). B: +B5%E (R

SRR . F:AhEE R B . G /NI, H: PRzE, 1 BRI, T @ MER

P (RESOIMZERIES 2 R <), K: @~ 7 a¥7 74 bARZEME (BLT TMSI-

Highl &5 .) 287 2ETHEERE (K55 - @ 2R<) . L (FEO#A) : MSI-High %

A4 5T E

#3 0 5% LT LOVBREE TR S T2 RIFR S S K OFERIFRAE R & AEREAIE RS D2
T OWEEN I REREII RN b 5 L BEZ DN A ERERN-E HEEH 7=V OEROK

(mut/Mb)
#1 ARk (KEYNOTE-158 3R)
TMB-High Non TMB-High

102431 68913

CR 4 (3.9) 11 (1.6)

PR 26 (25.5) 32 (4.6)

%k SD 14 (13.7) 228 (33.1)

(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)

NE 10 (9.8) 66 (9.6)

Zzh= (CR+PR) (%)

(95%CD) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 5227%h, PR : &0 2E%h, SD : 2. PD : AT, NE :

At ARE. CI x5 HE XA

* L E CORERRES CITRIER AL 72 L & S, 1RBRIER: 59412 Non-CR/Non-PD & 5Tl & i

I GER




TMB-High A3 % 102 1§J (BEARAN 6 HlaETe)) KU TMB-High 274 L7\ 689 {3

(AARANTL Bl ZETe) IZBIFD, RECIST HA R7A4 > 1.1 Bk < frelEic k5
D3 AT @ﬁfﬁé@ﬁ% (201956 H2T BT —X v "4 7) 13R2DLEEBY TH-o
7=,

&2 DARBBIOFLDMEE (KEYNOTE-158 3E)

TMB-High Non TMB-High
N TR B (%) 7% (CR+PR) B (%) #%) (CR+PR)
102 5 (R (%)) 689 13 (Fh=E (%))
N Bt 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
- SHIE 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T NI 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
T P99 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PANI=Y 12 (11.8) 2 (16.7) 0 (8.7) 2 (3.3)
RN 3 AR 5% 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
RIS 3 (2.9) 1 (33.3) 9 (11.5) 3 (3.8)
PR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
R e 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER ] 0 — 3 (9.1) 2 (3.2)
—  fEEART



[Ze 2]
[EFR I [EZE M AHFER (KEYNOTE-158 #fR)
HEFEGIT 103/105 B (98.1%) (2. BIWERIZ 67/105 5] (63.8%) (2788 Hiviz, 5B
TN 5%LL EORIWERIZTTREDO LB TH -T2,

#£3 HEEN 5% EORIEA (KEYNOTE-158 3RER) (RA&MHAENT i)

FYERIKS¥E (SOC: System Organ Class) H¥ (%)
JEAEE (PT: Preferred Term) 10541
(MedDRA ver.23.0) 4:Grade Grade 3-4 Grade 5
2EIEA 67 (63.8) 15 (14.3) 1 (1.0)
N G i b
FOIR B RE TR 7 (6.7) 0 0
FOIR BB BRI T IE 13 (12.4) 0 0
Bl
T 8 (7.6) 0 0
L 6 (5.7) 0 0
—i% - B EER O GEHAORE
I 9 13 (12.4) 1 (1.0) 0
I 57 17 (16.2) 0 0
R L Ok E
BARROR 11 (10.5) 0 0
B iR B £ OV SR RRRE &
5 P 6 (5.7) 0 0
KRG F KOV MRk E
% 9 FEE 12 (11.4) 0 0
Fe15 9 (8.6) 0 0

7ok, MVEVEMEE 461 (3.8%). KGR - /NER « BEDO TF 3 6 (2.9%) . BIEH
R A4 IR BRI - T4 - AL MENRAE 2% 5 151] (4.8%) |, FUIR A REIRE T 15 1511 (14.3%) |
B RERERETE 1 1 (1.0%) . 1 BUHEIRIA 1 6l (1.0%) . BHeerEs (RMIE RVE MR % .
ARERIREF %) 161 (1.0%) K O infusionreaction 1 51 (1.0%) i bz, F7-. &
FEDREEE (PR R EIRARE, ROEMIEIREGRE, AL, FREES) .
MRS (F7 2 - NU—EBRESE) . FEEARHEREREE . Bk, ik - BT RARE, =
JEADEIJIE, BNd% - BB, S & DMK, Ok, EERMEKRES (Go M im M d
PESREER . WEIMEE M, JRIFERES, MERRRIERIESE) . MERE RIEMERE L O EZITRE80
N holz, REIWERZBBURDUIREE RS (RAREMERET 2 E3T) 280EHHER %
Y,



(At - HE]

AR OREREYEETT L EZFIH LIV I 2 — 3 12k b, AHl 200 mg %
Q3W, 400 mg % 6 FHMMHE (LT TQeW]) & o5, ) XiX 10mgkg (AHE) % 2 B[
ke (LLF TQ2WJ &9, ) THRE LIBEOAF O MG T EENRF SN, Ok
Fe. AHI 400 mg & QBW TH G- L7=BEOARF O E FIREEIZ IS 1T 2 I iE HiRE (B
T Cagss) &9, ) 1E. AHI200mg Z Q3W THEH- L72FED Cavgss & LT 5 & T
Ehitz (FF) . £/, AH400mg % QBW TH G- L 7=BROARHKI D EHIRREIC I 1T 5 %
EE IR (LLF TCmaxss) &9, ) X, AAl200mg 2 Q3W THEH L72BED Craxss
g L CEEZ R T E TSN OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (RE) % Q2W THH: LTZFRD Craxss & Ll U TIK
EERTETRHENTE (FFR) . SOIC, EERAERE 2 X5ICAKA] 400mg % Q6W
TEG LA EIERER (KEYNOTE-555 iklik) 0 £ 5 7= FEHIMEIC H-S < 3y dEhhe
RITA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILT (FR),
Mz T, BEOW AT 2 ERRBRBARI IS & | ARAIOBRE R & AW TL e
PE & O BE A fii 9 D WRER SUGE T L AEEE S, AH 200 mg &2 Q3W XX 400 mg %
Q6W THH L7-BROMEFTE & & AME I L2 L OREIZ O W TIRFT S /R, k
LD - HEOM THINEL OVREVEICAME R 2RI 0w & PRl Sz,

&6 FAOEMBERR T A —F

v - B Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (oivon | raoen | (78188 | (o174 | Gossio) | (208 814
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

+:n=2993, 100 BIDO ¥ I = b—3 3 N K0 BEH S 8 FEO YL (2.5%045, 97.5%45) | Cmax @ FIEIE
H%OREMIEFIRE, Cavg : HIEIERG5HOFEHMIEFIRE, Crin : FIEFEGHZ (FA 712 F5HD) ORARIME
IR, Cmaxss | TEHIRIEICH T 2\ MIE TR, Caws : EFIRREIZRIT 2 EIMIFE IR, Cminss 1 EFIRAEIZ
BT D AR5 i B

T : 56 Bl DM EIIME  (95%(5 HE X [H])

§ : 41 BT (95%(5 4 X [H)

NA : 47 L




4. FERRIZOWNWT

KA G od, EIESL Y 2 7 EEHE (RMP) (233 < AHI 0 3K 5 22 AV BEARTE &)
ORI & D gk T > T, AF OGP )72 B 220 - FrE L, RFlo#
HAZ X EERBER AR LRSS T 5 2 EBARERTZD, LTOO~@D 3
TERWEIRRITBD TR 52& Th 5.,

@ MWEHRITHOWT

D1 FEo (1) ~ (5) OWTFNNTHELTHIMHTHDHZ L,

(1) EAEFBREDEET D05 ABHEEEILS RS (BRE RS A SR BE L S 5T
Higl 23 A 2 B IL RURE . HUEAS A BB 7R &)

(2) FEEHEREIRRE

(3) FREIFRENFEDEET D03 AT (2 AR EEER EbT, 03 A
W19k, 23 ARSI EEHEE R 2 &)

(4) ARACFRIEEZRE L, SRAEFHREINE 1 UL FIEINER 2 O it a% FE
\Z£% D 217> TV Dk

(5) PrEEMEREG AL E BUINR OfER FEUEITAR 2 | H 21T - TV B Jitigk

O-2 B L 72D D ATE T OAFHRIE S ORIME R S8 BLRE O S IG IS 47 70 Ak & ek &
FroBER (FROWTINITEEY T HER) 25, YR OAFNCET D18ROE
EHELTRESN TS Z L,

eSS

o [EHithFFEEE 2 EOPIHIHME ZME T L7212 5 4ELL EDO D ATRIED BERIHE %
[THoTWBZ &, 9bh, 2L RIT. BARMIRELE T & L2 BRBEEZOHHE 2
IToTWNBHZ &,

o [ERIRFFESE 2 FOPINMEZET LRI 4 L EORKERZ A L T\ D
Z &, 9B, 3FLLRIE, AR E AR D0 AT T O 0 AR 2 G e DY AMTniR
DEFRHHE 21T > TN D Z &,

@ BEANDERBFREEDEHIZONT

KA TERE IS 2 EANERE S, BEREE» D OIFmE N, A - %
VSRR IO E B ONERSESS T D Fiett, AFFRNEE LG EOWmE
FH . FRESDITT DN L IEHINE > TN D Z L,

® EWER~DOXRIZDOWNT
@-1 MEFAEHICEET 5 B4

B MERR B D EE R BITERA N AE LIZBRIC, 24 BERIEZIERIRHIO T, Y%k X
TTEEE R BT, B L TZRWERIZIS U CARBEE B O CT ZORIVER ORI 24
FRREDORERN Y HHICE G, EHICKHIGS TR AR N> TWnD Z &,




@2 EFREHICLIEEERSICHET 5 ES

M AR HED B B A HE L O e 2 B D ERE RS NEWER T =2 ) v/
EEDIEROA L ) —= 0 7 ERATOEIRIE LR A A TE 5 F — LERKH )
S TWAZ L, B, BiHEHICOWT, DAUBRE EFOFEBEICHDICEmEINT
W5H ok,

@-3 BIEROBZECXINICE LT

RUWER (FEMEMREBIZINZ . KIBX - DMk - BEO N, BUERFZX - A2 - 1T
BEREFE T - % - BEALMEARE K, B E (RMEFHIEMER &, REREBERE) . N
SrublEE (R EEAEREEREE . FURIREE R . BIRARREREE) . 1 BUHEIRIA . 5 & 9 Ik,
Mo - BEBURIARIE . e, EE DR GRS (hEPER R EEIERARIE, BRI ARE (5
e, ZIERLEE, FHARJEIESE) . infusionreaction, AMZE « BHAEA . FAEMNMESAE, AhRkEE

(7 v« NU—ERESE) . Ok, BEE L MmKEE (M i MRS PEERBER |
TEMPEE I, JRIFEREE, MERERIERIESS) . MERE BIEMERE, S 2k LT, Yk
B ST R O MM 2 A 2 AN & EHE U (RIWER OZWr-ex s 2B L THE
KOSREZTONLEMEICHD 2 L), EHIZHEURLED TE DEHBE STV D
ok,



5. REXIBLRLBE
(AR d 2 1E]
O TROBEIZBOTAROFENEN RSN TN D,
o DAALFIRIERICHEE L/- TMB-High 2 A4 21T - R OEFRE (FEAERN 7
TR EE 22 G5 IZBRD)

7245, TMB-High [ZBIF 2 ARFI O = > "= v Blid% L LT, RES
FoundationOne CDXx XA ) L5770 7 7 A LN AR I LTV 5D,

BREICHT > TiT, BHEERONA T4 P EORHOBRES B, %70
IR KD TMB MRS R~ B ORI T 2 MR O REURF I 2 >0 T
89 5 2 &

@ TFREICEENE T 2 BE ST 2 AR O G K O A ITIEIC DWW T AFIOAZED
MESLSNTELY, AAOHREGEHR LRG0,
o FToMBIRIE
o fOPUEMELGA L O L TRE SN D EBH

10



[ZzVEICBE 4 % F1A]
O TRRICHEYT HEFIZONVTIEAFOE GNP LT E SN TWDHZ Enb, &5 21T
DN by
o KRANIDESTIZ R LIEHUE OBEEED & 5 B3

@ IREATOFHIIZ IV T FRRICEE Y T 2 BE T OV TR, ARG IFHERE I e 0n

DS, MOTRERINE DN WG EIZIRY | HEICAKZEHT 52 L 2B ETE D,

o MEMMZEEOEI IIMTEOH 5 BHE

o i EG AR A CHRE R 2580 5 B K ONE B M 0 FUR B it 2 <0 R gu M fiti ¢
FEOMMIZRIEMEZE N A BN D BHE

o HOMEERBOAD, UTEMHER A L IXFERMED B g R B OB D
b5 B

o BRI (EmSMaBEELST) Ob b EE

o MO XIIBHEEZ AT HEE

*  ECOG Performance Status 3-4 "™V o 4

(ED ECOG 0 Performance Status (PS)

Score | EF

0 | &<MERIEFEHTE S, BT &lFE U R EAERIHRZR AT D,

PIERBZIE LWEENIHIR S 525, BTHRE T, AR > TOERIITO 2N TE D,
Bl O FEEE

BATRARETH A O OEIY O Z LT F N THEEZSERTTE 20, HHP D 50%Lh Eid~~y R Tl 25

RONTZESOHEDEY DZ L LTERY, BHRO 50%LL EE2 Xy R+ TimI4,

Al

ELENT RV, BAOHOEY O Z L34 TERY, BEICy K+ T4,

11




6. BEZELTHEETREFIH

O  IRASCEREIIINZ ., BEEIRE IS D IRAT 2 BB 1T D & ARHI O Feik & OV E i
DT OIZ B HE I L TS5 2 &,

@ JHREBIAICIENL D BE T F OFRICE MR OEREZ oA L, FEE2S
ThoRETHZ L,

@ FEREWERAO~RT AL MZDOWNT

MEMEMERRH oD Z DR H LD T, KEOEGIZHT-->TiL, #IHE
W BB, PR IRIEE, k) OmMERR & OWIES X #ilRds o F s, BlEz +
AT O T &, Flo. BELTS U THES CT, Mg~ —o —F O/ 2 I+
5k,

infusion reaction 23 & 5 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & &b, SRR EIE T S £ THREOREZ 01882
T5HI &,

FUR IR RERE S . T RAEHEEET LK OCRIBE#EREERN L LN D H 5D
T, AAF| OB G-BAERT M O G-I P IE NN W RERR A (TSH., 78
T3, #HE T4, ACTH, IfH =2 F Y —VEORE) Z#FEiidT 5 L,

BIERF 2%, A4, IFeERES . IR, {EHERERD L OND Z 03 H D
DT, AHNOEG-FAMERTR O 58 eI iTseEmR & (AST, ALT,
y-GTP, Al-P, B U LE U HOHE) ZEMTHZ &,

SEIEE (MR L T BHEAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
O BNTHEITIE, HWONICEREEE 22T 5 Lo BEZRETL L,
AHNOBEGIZ LY | WEOGRIERINIERT 5 &5 2 bILo Rk A 7B E
DHOLONDHZ EnbD, BENPROONTEHEEITIE, BB LEFRIIN U
BEPHE 70 il & AR & RO Rl &l E U ClE bl 228 B2 Wr 247\ i ot
FOSZ & B BWER B 2561213, AFIORIESU I IR, K OREIE RE R
NEVHIORGEEZEET DI L, ok, BIBRERLVE S OREIZ XY EIE
HOYGENFRD B2 WIGEIZIE, BB B AR VE LSO & i Fl o e hn
LERET DL,

B TR, BORR 5 AfRE L T LEERDBET 22 B3 H 5729,
AFNOFGHETRIZGEWEHOFBU A 3ITEET D 2 &,

1 AR R (BIE 1 BUBEIR I 2 5 e) DNd bbiv, HERFEES 7 v F—T &
IZELHZERHLOT, Aig, Fl, EMFDOFEROFEELCMBEE D R+
SEETDHZ &, 1 EEREASEONTEGE IR EERIEL, AR il
H O 5 ORMY R LEZ1TH 2 &,

@  AFOERRERIZIBV T, KEYNOTE-158 3B TIZEG-BME D 1 ERMIZ 9 @M =

&

1AL 12 8 & & ACAEOFHE 21T > TWe Z &£ 2552, ARG

THXEHRNC BB IRA TRIROMRE 21T 5 Z &,

12



EFERHEETA N7
Rh7u ) X<w7 (EisFHBZ)
(BR524 : ¥4 h—F EE#E 100 mg)
~ P e ~

SFTEEL 2 (Ff44E2 A%ED)
JEA S B




SR/

XL HIZ

AHNOFFE, AFRET

i IR RS

)i 4 el ANE
BhHxtG L 70 D A
BHIZERE L TEET & $HH

o ks 0N

P2
P3
P4
P13
P15
P16



1. IXL®»Ic

RIS DOF M « ZERMEOMERO T2 DITIE, U SCEEITIES W 2 7 A AR D
b5, 6T, IEOREHRFFOEARIZ LY | FUKEIRS 72 & OHHN 72 3R MR
FFREEGENARINDLHF T, 2D DEKTZ BV E B TR 2 2 L BB
P L 7o TR Y RFEMEBGEE & oA TTE# 2016 CFAL 28 4 6 A 2 HEERE)
ICBWTH, HEHERNEOMHORE(LHEEZX S Z & L ShTn5,

AR AR E SR S, EE RS R 27 0 7 7 A VBB FOES L & B S MR
RHZENRDD, T, HIWEROLZEMICET D ERN+0ERT 5 £ TOR,
MHEEGLOBELEZT D ERIREEINBHICH L THEAT D & & Bz, BlfE
FMNFEE LTI B2t e & D 2 & AN A fE e — 8 O B 24 7= 3 EE SR B ¢
THZLENWEETH D,

LR T, ATA RT4 0 TlE, BIBEESSINE TITHE LTV A EFIRTFR -
BHER R EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA & B2 g B %
F RO EFREERT,

E, RHA RTA 0%, MSIATBAE N EIR G ERE IR O, 2 EEEARAR
BRARNEE oy —MRAERTE N B ARERIR N E 2 K O AR A A ARG IREFHF2 O 1
Db EAERR LT,

RGe L T HEIS, XA FV—F SREERE 100mg (— %4 XaT e Y X~ (Eis
THAHEZ) )

G L RDEXTNE - ARIGEIBR A RE X XHER M D B R f e

AL RAMERCHE  thOFUEMEER L OfFRICE W T, @, RAKIE, a7
U R<7 (Bia#z) & LT, 110200 mg % 3 ¥ R
1% 1151 400 mg % 6 W FFFE T 30 [T CRilEirEdT 5,

3 R 5¢ ¥ & 0 MSD #RRAatE




2. ARIOFK, 1EREF

XA N—F RIEEHE 100mg (— 4 - RAaT7 ) Xv7 (B z) ., LT TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) & Z DY > K CT&H 5 PD-L1 K ) PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 #REIE T H S0 B AR AR 7> KL D 72 D12 28 A A3 4= 5 2 72 e i il 4
AA »F T, PD-1 (F, fEFEZREBICEWDCEER T MilaoMia£mic BB L, 3om
P& SO % B e A X Tl 72 e s OS2 T %, 725, PD-1 (XU Y R EfE
BT HIEICRVPURSRIRIC L D VT VEZEEZAICHIET 2% E K TH 5, PD-LI
DIEFAAMEIZ BT 2HBUT DTN TH LD, Z< ORAMTIE T Moz 2z
HIF EWENCFHBL TV D, DAFIICEIT D PD-L1 OEFREBL, B, TR,
A . SO, FE/ NIRaAE 7 & OB x Ze WA TTFRARK 7 TH Y | KW AAFE
& OMBEERRE I TVD,

BED D A DEGIRI T4 & PD-L1 FBLOFEIM: A& . PD-1 & PD-L1 ORI EE D
TP AR C BV CEHE AR E 29 Z EAURB SN TEY | iR ARROEN L L
TSN TV 5,

AHNE, PD-1 & PD-L1 X O'PD-L2 O Y > ROFEGEET L2 Lk, EE
WU NBREE T OIS A ENE T U L SERATEM L &, HUEE % 2 FE (b
T2 Z L THUEGNRARET D,

AFIOVEFRSFFIC 3 < BEE D SERURIC L BRIER %M & &b, BT
5 AREMN DD, AFIOEE DR OB EHICIE, BEOBEE ST/, BHERH
5V HAIT I, FEHL L7 ST U7 S A 7 0tk & R A B O [T & S L
G122 BRI 24T\, B D SIERURIC K B RIER N D DB, BB BE AR L
RO 5O Y) R IE 54T 5 LR D B,



3. EEPRARE
RIBEIBRASHE )T ER M 0D Bl g O A GRIFIC R 2 1T o 72 1 72 iR IR R 0D i &
ZNE IR

(0]

O EFEIEFEZF RS (KEYNOTE-426 #5H)

(L ZEEIEIE D 72 WRTRYIBR AN HE S THA R ™ oD 1 B a2 Bkl ges F8 5 861 51 (H A
N9 flzgte) xR, A=F =7V Ay (ULF [RA=F=7] L9, ) 2%
KHE LT ARANET R F =7 LD HEE (LLT IRB/TXRF=71 205, ) =
DA INE R VM RET Sivle, FEFHMIE BT 24 (BLF ToS) w9, )
J O EALFHIE (LU TPFS) W9, ) &3, AFI/THF o F=71F, A=F=
T LT, OS KU'PFS ZARITIER L7 (1, K1KLKUK?2) |

*1 : American Joint Committee on Cancer J55 #1453 %8 12 -3 < SR IV

*2:50mg 1 H 1[0 4 5% 2 BEEIREE

*3 . A 200mg 3 EIRIFE (LLF TQ3W) &9, ) TEIRNEZG- L, 7% F=7% 5mg
1H2[F (BLF BID) W9, ) AL Lz, 7 F=70H5&EI%, 5mglH
2T H 22— (6 M) UIEAEERH Y, Grade2 X 57 FvF=7D
BIWER 2R 59, oI EA 150/90 mmHg LA FICEH SN 784, 7TmgBID ~D
HEZAREE Lic, E/2FBEROEHEZ AV, 10mgBID ~O &S AlfEL Lz, 7F ¥
F=7%, BEAORER, BEEEZICG U CTRE TR (3mgBID, %Ki 2mgBID)
HLARE L L7z,

#1 ARk (KEYNOTE-426 3ER)

KEN) T X F=TRE A=F =T R
(43241)) (42931)
o (H) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | n¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P{E™ 0.00005
o (H) 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PFS™: ™| AF— REp™ 0.69
[95%CI] [0.56, 0.84] —
P fli* 0.00012

Cl: E4EX[H. NE: R, *1: PRMNTEFOT — & (20184E8H24B 1~ v A7) | *2: )=
B Cox LN — RETNMIC LD A=F = TREE OB, *3: Jg@Bn 75 7 MiE. *4: RECIST
HA RTA LARICEHS K S ST P yef &



AF200 mgBWR UV 7 XL F=7
/

0 4 8 12 16 20 24

at risk#4 EFHREA]

FH200mg Q3W KU
FEYF-—T 432 417 378 256 136 18 0
AR=F=T 429 401 341 21 110 20 0

X1 OS®HEfENrEEDKaplan-Meierfi#f (KEYNOTE-42638%)

100
90 1
80 1
& 70
B 60
50 1

BRI (A]

at risk#y

ZA1200mg Q3W 432 357 251 140 42 3 0
RUO7PF*IF7=7

w L, iy 429 302 193 89 29 1 0

X2 PFSOHEENTE: D Kaplan-Meier#igR (KEYNOTE-426345%)



@ [EEFEFH AR (E7080-307, KEYNOTE-581 #&5R)

{LZHIEIE D 72\ MR I EIBRASBE X T HR R ME 00 8 B Al A AL i e JR g™ 712 B (AR
N T3 BlEEde) 2RI, A=F=T2ERRE LT, ARE LY ARF=T XU LEE
BOLF Ty RF=7] End, ) OfflEE (UUT TRAl/ Lo R_RF=T) L), )
SOE NN R VLB ST AR Lo RN F = 7%, EERHMEIEE & &7z PFS,
BIVGHEER D—> & SN 0S &2, A=F =7 LR L THEICERE L (3 2,
IRV 4)

1 BEEEARARIC 3 W R A0 ST 2R BT IR A Rl S T R xR & S iz,
*2:50mg 1 H 1 [8] 4 38 4 5-1% 2 RS
*3 1 A 200 mg QAW THEIRINFZR G- L., Lo AR"F=7%20mgl H 1 [FEFEAFKS LT,

F2 HEMEAE (E7080-307,/KEYNOTE-581 34E%)

AF|/ L R_RTF =T R A=F=TRE
(355%) (35761)
o (H) 23.9 9.2
[95%CI] [20.8, 27.7] (6.0, 11.0]
PFS™ "2 N — K™ 0.39
[95%CI] [0.32, 0.49] —
P ™ <0.0001
e (H) NE NE
[95%CI] [33.6, NE] [NE, NE]
0S™ AN RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049
Cl: EFEXM. NE : #EEAA. *1: RECIST HA F7 A LIFZIES S G/ AL P IAE

%) 20204E8 H28H 1~ R A7, *3 : @RI Cox NP — RETNMIZ L DA =F =7 &L DIk,

*4: ERln 7T 7 BEIC K D PAE (W) |

F7)

*5 o AT O — % (2020428 H28H 7w b




10
09
08
0.7

¥ 06

& 05

# 04

# 03
02
0.1

— KA 200mg QW RULVNF 2T
----- Az=F=T

I T TN T T T TN N R _—

0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51
B ()

327 313 280 253 222 188 129 66 26 10 2 0
289 264 236 207 186 160 112 60 25 7 2 2

atrisk ¥

A #l 200mg Q3W B2}
vevnFEzt

A =g =y

&

55 342
57 332

g
g8

1 0

X3 OS?dKaplan-Meiergiifk (E7080-307,”KEYNOTE-581345%)

— T 200mg QAW RUL U NF =S

4 6 8 10121416 18 20 22 24 26 28 30 32 34 36 38 40
EEM (H)

o
o

atnsk ¥
A 200mg W RY 55 21 30 276 250 235 213 186 160 136 126 106 80 56 0 |

4
vong=7 B7 2208 145 124 107 85 69 62 49 42 2 B 16 9 3
A=Prad

4 PFS @ Kaplan-Meier gt (E7080-307,”KEYNOTE-581 #5k)



[Zz21E]
OFEBEIL R MAEFER (KEYNOTE-426 ##)

BERGIIARA/ T X T =T 422/429 ] (98.4%) K ONA=F =T Ff 423/425
(99.5%) (2788 B AL, BRI L DR EBIMRNGE TERWAERERIT, T T 413/429
B (96.3%) JZ N 415/425 i (97.6%) IZ78® Lz, W ORECTHRILEN 5%LL E
DEWERIZFTEDOEBY ThoTo,

#3 WITNLOBETHRERD 5% EOEIER (KEYNOTE-426 REr) (RIS ER)

BRI HE B (%)
(SOC: System Organ Class) KHN/ T ¥ F =T A=F =T R
JEAGE (PT: Preferred Term) 429 {31 425 15
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
EEIEH 413 (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (1.8)
Mg LY R kEE
2 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i Bk SE 5  (L2) 0 0 37 (87) 6 (1.4) 0
I BRI E 6 (1.4 1 (02 0 79  (186) 28 (6.6) 0
1IN 8 (1.9 0 0 94 (221) 22 (5.2) 0
WU
R IR RE TTE S 52 (12.1) 4 (0.9) 0 14 (3.3) 0
R B RBAR T 135  (315) 1 (0.2) 0 119  (28.0) 0
H b
[0 23 (5.4) 3 (0.7) 0 16  (3.8) 0 0
{550 31 (7.2 0 0 29  (6.8) 0 0
T 210  (49.0) 31 (7.2 0 175 (41.2) 19 4.5) 0
(mEL A 17 (4.0) 0 0 2 (52 0 0
LR R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
B RE MR R 6 (1.4) 0 0 34 (8.0 3 0.7) 0
i 91 (212 2 (05) 0 111 (26.1) 4 (0.9) 0
A% 61  (14.2) 3 (07 0 86  (20.2) 9 (.1) 0
Mgt 34 (7.9 1 (0.2) 0 56  (13.2) 3 0.7) 0
— % - EHEER KOG ORRE
S 9E 50 (11.7) 6 (14) 0 54  (127) 12 (2.8) 0
955 130 (303) 10 (2.3) 0 142 (334) 21 4.9) 0
SR D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
FEEL 16 3.7 0 0 24 (5.6) 0 0
(YR g
ALT 880 102 (238) 52 (12.1) 0 54  (127) 11 (2.6) 0
AST H#41 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 V7 =1 24 (5.6) 0 0 30 (7)) 1 0.2) 0
i H R I AR L N 22 (5.1) 0 0 2 (5.2 0 0
I v BRSO 3 (07 1 (0.2) 0 48  (11.3) 29 (6.8) 0
1 IR 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
(NG % 41 (9.6) 6 (14) 0 36 (85) 0 0
i BRI 1 (02 0 0 37 (8.7) 11 (2.6) 0
RtB L O gRE
AARIBOR 94  (21.9) 9 (21) 0 106 (24.9) 2 (0.5)
KV RgIfiE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
WA RS &L OV A& kLR b
RAER 52 (12.1) 3 (07) 0 15 (3.5 2 (0.5) 0
i IR 23 (5.4) 0 0 16  (3.8) 0 0
PhRE R PR
TRTE LR 40  (9.3) 1 (02 0 129  (30.4) 0 0
GIEVE] 35 (8.2 3 (0.7) 0 33 (7.8) 1 (0.2) 0



BRI B (%)

(SOC: System Organ Class) KHN/ T ¥ F =T A=F =T R
JEARFE (PT: Preferred Term) 429 {31 425 Bl
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
B ¥ L ORI E
EHENTS 66  (154) 11  (2.6) 0 39 (9.2 6 (1.4) 0
FER g, MoEhds K OVithmRiE =
5K 32 (75 1 (0.2) 0 12 (28) 0 0
FEFEE 98  (22.8) 1 (0.2) 0 12 (28) 0 0
IEF-J% R 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.5) 0
St 1 19  (4.4) 0 0 32 (75) 0 0
R B X O T kbR
B2 R 27 (6.3) 1 (02 0 35 (8.2 0 0
FE - BRI ASIEGER 119 (27.7) 22 (5.1) 0 168 (39.5) 15 (3.5) 0
9 FEIE 53 (124) 1 (02 0 18 (4.2 0 0
12 46  (10.7) 1 (0.2) 0 38 (8.9) 1 0.2) 0
IR
[T IINER 179  (41.7) 91 (21.2) 0 184 (433) 78  (18.4) 0

¥, ARE/ T XU F =T HICB O TR MEMER 12 6] (2.8%) . KIHE - Mk -
FHED THI 40 1] (9.3%) | FRREREE (X7 - N —JEMERES) 2 61 (0.5%) . HFHERE
T (ALT KOV AST $5N78 E OSBRI 2 5 ¢e) 150 f (35.0%) . FLIRIRKE
REFSE 165 1] (38.5%) . T IE(AREAEREE 51 (1.2%) . FIFEHEREREE 10 6] (2.3%) .
1EUERIE 11 (0.2%) . BIFEREREE (JRAETEMER RS 96l (2.1%) . sk - £
KU ALARIE 4 61 (0.9%) | FIEFHIESE 4 B (0.9%) | B2 2 B (0.5%) . 5E 9
2 15 (0.2%) KON infusion reaction 2 3] (0.5%) 23388 b7z, £7-. BEED R EEE
(B RREIRARE I . ZTEALEE, FARMEIES) |« BER. Wk - BB, R 2 ik E
(s P VRS PESRBENS . VMR- L, JREFERES . MEERIERAESE) | MERE RNERE
BEN OSSR B hy o T, REIMEFAZBLIRILIT B F 5 (BRI i &2 5 i)
T E R R T,



@ EER [ M ARRER (E7080-307,”KEYNOTE-581 #&5R)
HEFRGIIARA/ L o XTF =78 351/352 ] (99.7%) K ONA=F=7Ff 335/340 f
(98.5%) (23 H AL, 1R L ORI RN EE TERWAEFRIT, T2 341/352
B (96.9%) JZOF313/340 5] (92.1%) IZFE®H LTz, WITINORETHRILEN 5%LL E
DOEIWERITTFERD EBY ThoTe,

F4 WDTNOOEETHRERN 5% EORIVER (E7080-307,”KEYNOTE-581 38%)

(R MM RE)
AE BRI B (%)
(SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JAFE (PT: Preferred Term) 352 {3 340 1
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2EIVEH 341 (96.9) 252 (716) 4  (1.1) 313 (921) 200 (58.8) 0
IR ESPRONVINTAEA i
2 20 (7)) 3 (09 0 44 (129) 11 (3.2 0
i BRI 4 (L1 0 0 21 (6.2 7 (2.1) 0
I RIS 8 (23) 1 (03) 0 42 (124) 18 (5.3) 0
1/ INERE D 13 37 1 (0.3 0 51 (15.0) 18 (5.3) 0
W WREE
R IR AE TUHENE 22 (6.3) 0 0 8  (24) 0
FR IR AE (R T E 150 (42.6) 4  (1.1) 0 79 (23.2) 0
H ke
i 39 @111y 4 (11 0 12 (35) 1 (0.3) 0
{5 24 (6.8 1 (0.3 0 20 (5.9) 0 0
T 192 (545) 29 (82 0 151 (444) 15 (4.4) 0
H Nz 28 (8.0 0 0 10  (2.9) 0 0
HERR 26 (7.4) 0 0 42  (12.4) 0 0
HAE M R 8 (2.3) 0 0 26 (7.6) 0 0
G 94 (267) 6  (L7) 0 94 (276) 2  (0.6) 0
H % 13 (321 6  (17) 0 127 (374) 7 (21 0
AL 56 (159) 5 (1.4) 0 45 (132) 3 (0.9) 0
—f% - 2FEEER L OG- ORE
e )9 71 (202) 16 (4.5 0 54 (159) 11 (3.2 0
95 57 113 (321) 11 (3.1) 0 109 (321) 13  (3.8) 0
RAY PR 17 (48 1  (0.3) 0 17 (5.0 0 0
FE L 16 (4.5) 0 0 18  (5.3) 1 (0.3) 0
VPN &
ALT H/n 34 (97 11 @31 0 30 (88 6  (L8) 0
7 X7 —EHhn 53 (151) 26 (7.4) 0 26 (76) 9  (26) 0
AST #4J0 33 (94 9 (26) 0 30 (88 2 (0.6) 0
Mz V7 I =8 23 (65 1 (0.3 1 (03) 17 (5.0 0 0
ifiL H R SR AR L L HE N 38 (10.8) 0 0 17 (5.0 0 0
U S—B N 50 (14.2) 34 (9.7) 0 34  (100) 24 (7.1) 0
T EREC D 8 (23 6 (17 0 39 (115 19 (5.6) 0
/R 20 (57) 3 (0.9 0 57 (16.8) 18 (5.3) 0
R 70 (199) 21 (6.0) 0 19 (5.6 0 0
i BRHE 10 (28 1 (0.3) 0 30 (8.8) 6 (1.8) 0
R X O mEE
RAEOE 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
oL AT a— LIfE 18 (1) 1  (0.3) 0 2 (06 1 (03 0
AmRUZUEY RiAE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
B #E R L OV ARk
RARIR 60 (1700 4 (1.1 0 22 (6.5) 0 0
AR 38 (108 3 (0.9 0 8 (24 0 0
R SR P
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BRI B%% (%)
(

SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JLAGE (PT: Preferred Term) 352 {4 340 f
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
CRRES 38 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
BE) 38 (10.8) 0 0 28 82 1 (03) 0
BB kL QIR E
EHENTS 97 (276) 26 (7.4) 0 41 (121) 10 (29) 0
MEIR SR, MR K OVithREE
Ik 19 (5.4) 0 0 8 (24) 0 0
FEFEE 87 (24.7) 0 0 9  (26) 0 0
I 1% 1] 23 (65) 4 (11 0 1 (32 1 (03) 0
S 1. 18 (5.1) 0 0 30 (8.8) 0 0
fitiig 7% 18 (51) 6 1.7 1 (0.3) 0 0 0
& ¥ XU TRARRRE S
B Sz 17 (48) 0 0 21 (6.2) 0 0
FH - BERFRATERSIEGRE 99 (281) 14 (4.0) 0 122 (359) 11  (3.2) 0
Z 9 BHE 47 (134) 1 (0.3) 0 19  (5.6) 1 (0.3) 0
95 77 (219) 12 (34) 0 37 (109 2 (0.6) 0
BER B R e 24 (6.8) 4 (1.2) 0 5 (1.5) 0 0
WO RS 0 0 0 31 (9.) 0 0
I R
[EIINER 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

B ARH/ Vo NF =T RUICBWTRHRE MR 19 61 (5.4%) . KIBHK - /NG -
D T 36 151 (10.2%) . BHEZEORJEES (R B . S RS ARIE 52
e, ZIEALBE, FERIEES) 261 (0.6%) . BUEATH - FFA4 - ITFHREREE - iT2 - 8
{EPERRAE R 79 1] (22.4%) . FARIRERREFET 156 61 (44.3%) . FEE(AHEGERET 3 £

(0.9%) . FIFEHEREREE 18 B (5.1%) . 1 AUBERIE 161 (0.3%) . BHEREREE (RN
EIRVEMER . RERIABRSE) 86 (2.3%) . R 8 (2.3%) . Ahzk - RERU BlFAE
3H (0.9%) . FIEMMESE 141 (0.3%) . AMZk - BlEK 3 1] (0.9%) . Lk 3

(0.9%) K Urinfusionreaction5 5 (1.4%) 23z86 Hiiz, £z, #ffEE (7 - A
U—IERRESE) | S8 O MRK, EERMKESE (Guf i MR ERBER . it E
i, FREFERES, MEHRRIEKIESE) | MERERIEEEL CRERITR O b o Tz, REIE
MBI E RS (BAREMEEE 2 5T) 2308 RE =T,
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[k - H&E]

AFNOREFEDEREESLVEZRMA LY I 2 —v a2k, AAI 200 mg %
Q3W, 400mg # 6 FEMHE (LT TQeW) & 95, ) XiX 10mgkyg (AHE) % 2 @[
Mk (LT TQ2W) L9, ) TG L7ZBEOARF O iE PR ES KRG Sz, ok
R, AH 400 mg & QW TH L L7ZEROAFI D E HAIRRBIZ 1T 5 MG P (LA
T Cavgss) &9, ) 1%, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHIEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= AHK D EHIRAEIZ I 1T 5
EIEFIRE (PAT [Chaxss) &V ) X, &K 200mg % Q3W THEH: L72EED Craxss
R L CREAZ R T E TSN OO, HARNBEIZB O THAEMEDRHER I LT
LR - HETH 544K 10 mglkg (RHE) 2 Q2W THE L72EED Craxss & Ll L TIK
EERT TSN (FR) . S50, EEROHERE 23R I2KRA] 400mg % Q6W
TG L=/ ETHERER (KEYNOTE-555 i) 1 0 £ 5 7= 34 HE-S < Ry dhhe
WNIA=2T VI ab—ra AR FHILTCEYEIRE T A—2 LHEILT- (TR,
IMZ T, BEOWAFEB T 2 ERRBRBRIC S & | AFIOBRE R &AM TR 4L
Pk & OB 2 MEtd 2 MBEE UG T T LV DMESE S 4L, AAI 200 mg & Q3W i 400 mg %
Q6W TH 5 L7-ROMRE & & A T2 et & O #EIZ DWW THRE Sk R, bk
SEORE - HEOM THNE R OZ MM e 22 BT v &Pl &Sz,

£S5 AAOEYBENRT A —F

[ Comn Cave Conin Coras Coss Coninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vior | (77981 | (76183 | (917 941) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMOOW | gy | e | i | wmam | e | sy

$:n=2993, 100 BID ¥ I = b—3 3 N8 K0 BEH S 8 FEO YLl (2.5%05, 97.5%45) | Cmax @ FIEIE
H#OEEMIEFIRE, Cag : PIEIER 5% OFEMIEFRE, Cmin: PIEIRGH% (A 702 EHHD OfFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ#f(’ﬁgﬁl%”’éﬂzi@m{ﬁqj/%g\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARm i i

T : 56 BIORMEEME (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L
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4. FEFRITOWT

RIS U X 7 EHEEHE (RMP) ([ZED & | AN 53 5 22 MBS TG B~ O 1 Al
N DI T - T, AFNOEG N2 BE Z2W - FrE L, AFOFKGICL D EE
7RBEIMER ZRBL L 72BRICx T 5 Z E DB 7272 LLF OO~Q@ D3 T i 727
FHIZBWTHEATZRETH D,

O HERRIZOWT

@1 Fieo (1) ~ (5) OWTINITHEYT AR THDHZ &,

(1) BEAFBRENMEET D03 A B REEILSRGE S (FREF IR A S FOE LR
HIER S AL B HL SRR Mtk 2s ARSI B &)

(2) FrERERERbE

(3) HEAFIRFIEMEET D03 ABFOEEERRE (DA BIEEEIRERPL. 23 AR
Ik, YA IR HE R &)

(4) ARACFRIEEZRE L, SREREINE 1 U R HIEINER 2 O it a% FL
AR DR AT > TV D Hiiex

(5) PrEEMEREREAIL T E BINR Ol R UEIZAR B R 21T > TV B itk

D-2  BiufasE Db RE K OEIWE RSB O RS 447 7o ik & B & FEo =R (T
ROWTIDITEL YT HER) 2, Y2 BB OARFNCET HIpEOEMTE & L CRE
INTWHZ L,

#*

o [ERRTFEGE 2 FOWMIHE Z(E T L7212 5 FLLEO N AVIRRDEIRIHE 2
IToTWBHZ L, 95, 24 EIZ, NAFEYREZ T L L-RKRBEESOHME %
ToTWNWAZ L,

o [ERNEFEUSE 2 FOYIANHE ZE T L7212 4 LI EOWIRERRV FOREIRHE 217
STEY., 55, 24E0 Bid, BN O N A SEMERE 2 & e DS ATRIRORIRIHE 21T
STWAHZ &,

@ PBENOERELEREEDEHNIONT

P IE B B R T 2 BEE DR E S, BRSO oA D, Aotk - &2
PRSP RGO EE K OERZE T 2 @i, AEFFLRBAE LGS omE
¥R, FERERLIATON DGR ESTWND Z Lk,
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® EIER~DOXHRIZONT
@-1 MERRAHNCEET 2 EH

MR B EOBEEZRBIER N RA LB, 24 BER2EIREIO T, Yikhask X
IEEE SR I BT, BEL L RWER IS U CAREE B L O CT EORIVEH ORI &4
BB OFERNY B FICE S, BEHICHG A REREHINE - T\WD 2 &,

@2 EERFEEICLI2AFEFSAMISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 A T D IR FE DNEER =XV v 7
EHEOIEIROA T ) —= T EITOERE L E#REZ LG TE 5 F— AEFRRH] 235
fiEShTnWaZ L, 2B, BiAHICOWT, BABRE EZOFBEICHTITAMmENT
WhHZ L,

@-3 BIfERADOZW LRI LT

RIWER (FEMEMEBIZINZ, KX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - IF2% - BLMERRAE 2. BERERE S ORMEHRIEMER R, RERKEBRE) . N
Sk E (T EARRERE S, FURIRERE RS . BB HEREREE) | 1 BUBEIRIE ., 5 & O Rk,
Mo - BEBURIARIE . e, HEE OGRS (hEPER R EEIERIARIE, BRI ARE %
e, ZIPALEE, BERKHIESE) . infusionreaction, AMZE - BlMEAS, HIEMN M IAE, ARtk E

(7 v« NU—EBRESE) . Ok, BEEmKEE (G Vi MR YESE BT |
ek, JRIFERE;, MERERIES) . MERERIEGRE, S Cxf LT, Ykt
ax ST R R B OB MME 2 AT 2 AN & 3 U (RIVERH OZWH-eR s IZBE L THRE
KOS EZZ T ONAEMEICHDHZ L) | BEHICET R AEN TE HEHNESTND
ok,
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5. BeERHR LI BE
(A2 PR B % HH]
@© AHAI O OFUENERELEH & O PR GIX TROBE BV THRME /RS AT
2o
TR UTFET IV NTF =T L OGRS ALFERIEE D I MRTAG YR A RE
SATERRS M O B A e R

@ TFRUCEEY T D BE KT DARK OB K OE R IEIZ W Tix, AR OB HPENR
L SN TELT, KHIOR GG LB 70,
o fiTtamliBRIE
o KRHIOEMBEES
o T RIUF=T NIV AT =T LS OFUEMEES & OO S

(‘e EIC B4 2% FH]

O TRICELTD2EEICOVTUIAFIOERENEZRE SN TNDE Z b, #5517
DRI &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ VRIEATOFHIZ BV T FREICHE S T 2 BFIZ OV T, AR OB EITHERE IR0
B, MOTEPERIE DS 2 NGEITRY | HRICAHZENT 52 L 2BETE 5,
o [HEMEMEEDEDFX iE}E@@ b5 EE
o JaEB AR A CRHVE S 2 58 6 L A K ONE BN O U BT i ¢ <0 i G it ¢
FOMICRIENEZAL DA DI D B
HOEREBOAHF, SUIEMHER A L IXHRMED B SR B OREERE O
b % BFE
o s (EmEraBE L Zt) O 5 EE
o HBEORGSUIBE A AT 5 EE
e Karnofsky Performance Status 70%Aji Y o B

@1 Karofsky Performance Status (PS)

Score | EF%

100 [1E%H, HEBICHT 2 BEOHFZ LR, BHRERZ L,

IEH OTEENATEE, Fral/eid LE ey, 90 |BEWBRIRKIERITH 545, IEFTEB) A HE

80 |77V BRRIER D & 573, 571 L CIER OIEB) i RE

%@?7:&ﬁKﬂ%OE%TEﬁT%T\% 70 |BHBHOMERIETE S, EFOIEE) - 5735 2 LIEAR AR

TFLAEEANRAKRICED DD TH D, | 60 |HDTHERI LITTELN, L EESNMIPLKE

%ﬂﬁ&f® a4, 50 |[REBE LFER SO RIERITHSHLE

40 BN, WU RERB L OEENLE

ORI DO LEASTTERWY, fikH s 30 [T, ABRDLEENEIZELEE> TR
RO E# L FSEOGE#EZVLE LT 25, FE| 20 [FEFICEIE, APREDSKE TR I RIEENME
MAHIZHEIT LTV D ATREMED B 5, 10 |ZEHISE - TV D

0 |4t
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6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER MR35 ERMEIZ I & ARA| O Feik Je ONiE 1E

RO olicn B tEd®e oI 8 L Cr AT 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER EREZ +o3 L, RSx5S

ThoEETHZ L,

FEREWERH O~ R T A MZ2WNT

o [MEMMEENSLDLOND ZENRH DD T, RAIOEEIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, W) ORERR & O X fied O hESE, Blggs+
FATH 2 b, Fo, KBTS U THE CT, Mg~ —7 —%FDOMmAE % 3
HZ L,

e infusionreaction 23&% H I 5 Z £ 23 5, infusionreaction 23588 B ILIZ A IZ
X, WYIRAE AT O &L BT, JERNEE T 5 & THREOIRIEZ /01 8l s
THI L,

o HRRIBERERETE . PERAEEREE X CRIBEREEENH DN ZERH LD
T, AREIOF5-BRLART & OFe G- I E IS N WS RE MR AL (TSH, 78
T3, EHE T4, ACTH, ML =L F Y —VEORIE) 2 FEd 52 &,

o BUENTSR. P, FFHEREREE . TR, B{LMERE RPN L bND Z EnH D
DT, AKAEIOBE-BAGRT R O G- M S i3 E IR T BEsEMR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2ET 52 &,

o SEIERK (IMERLMLEEHRER L) EORERERIREERH b D
ZERHDLOT, EMMCIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2 T2 L )BEFELRETLHZ L,

o KENOEEIZLY | BEORIEICTIRINT S £ E 2 BN DHEE L IR BHRNIE
NHLPONDZENH D, RENBDLNHAITIE, BALEERIILN U
B 72 sk & Rk 2 e [l & il Ui bl A BB RIS W 24TV, IR O
FOMZ & 2 BWER RN BN 2561215 AFIORE I 1L, K ORIE B R
NEVRIOBRGEEEBRTHZ L, kB, BIBRERLVEOEEIZEYEIE
A OYEERFRD IR WIGEITIE, BB RE ARV o LIS O S i Fl ooisin
LEETDHZ L,

o BERKRTH., BEMMNSEIARGE L THrLRIERANRET D Z 8B D70,
AFN OB TRICHRIERORBUZHSITHEET 5 Z &,

o 1 AUBERRIE (BUE 1 BUBEIRIE 2 Ede) bbb, BERWFMES N7V R—U R
IZEDZENRDHLHDOT, A, O, EHFEOIEROBECMAED L2+
DIEETHZ &, L AERFN OGS &G ERIEL, AR Ul
Hl OB GHEDOEY)7RNEEITO Z L,

AH|OEEEFRERICIBUV T, KEYNOTE-426 3B T3 5-50462°5 12 B, LI

S4B FECoMIT L, D% 12 T & E7080-307,”KEYNOTE-581 7kl i3 5-

BAtEDN 6 8 M Z L ICHIMEDFHEE 21T > TV e Z L 225, RAEG- I3 E Y

AZ BB A COROMEREITO Z &)
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