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A 100mg) IZOWT, mWEEERTARE (TMB-Hi gh) 2675 R
KT L CHERAT 2B OB BEFHEEZNIRO L B Y faufi AT K74k
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*1 : JEEHEAR I 3B\ THRER 209 SR S0 2
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R e oD B il FHEE T A N T A L OUETTERT GBrIA % HER)
E<l) &
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2= ®GL 2 b IER O 2= Gl 7 b HIER O
it OHLEEMEIEE A & OPF IS W T, EH., ARA FeoFo 7 LOOFAICBW T, @5, BRI,
i, RavrlY XvT (Baffz) L LT, NRA7 R Y X7 (BEa i z) & LT 1[E 200
1[5]200 mg % 3 MF ARG 1L 1 [A] 400 mg % 6 i mg % 3 WRIFIFE I 1 18] 400 mg % 6 MR T
WREIRE C 30 432 CATEFET 5, 30 Z3 2T CARTRFRET D,
48— [ 2hE] 4= [ G 20k
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IHARAR SRR S T B St Ge & Shiz,

%2 : 50 mg 1 H 1[0] 4 M &5% 2 BRI

*3 : AHA 200 mg Q3W THAIRN# G- L, Lo/ "F=
7% 20 mg 1 H1EREROEE L7,

<2 ANERGE
(£ 1)

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

()
3 0S @ Kaplan-Meier fhff (E7080-307
KEYNOTE-581 #ER)

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

gN—

OERRILF S MAFHFER (KEYNOTE-426 7-5k)
HERERIIAK/T X F =78 422/429 Hi
(98.4%) M ONA=F =Rt 423/425 i (99. 5%)
IZERD B, TBRRIK L ORI BB MNEE TE 20
HERLIL, FNEN 413/429 ] (96.3%) KO
415/425 51 (97.6%) 1ZFRD Bz, WITnDRE
THIEN UL EOREHIZITRO LB ThH-o
7=,

65—

[EpR I [F 55 MARFRER  (KEYNOTE-426 #X5k)
HERERIIAK/ T 2 F =7 R 422/429
(98.4%) KONVA=F =T7Ft 423/425 5] (99. 5%)
2RO B, BRI L OREEFRASETE 20
HEFRLT, ThZE 413/429 5] (96.3%) KO
415/425 51 (97.6%) 2R L vz, WIToORE
THIED WL LORWERIZTERD LB TH -
776
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(KEYNOTE-426 #RER) (Z2 2 MEfEAT XS4 )
(& B%)

10 X—

Q@ EB AL [F 2 MAHRER (E7080-307 /KEYNOTE-581

it
AHERIAKRA/ V2 NF =T R 351/352 H

(99. 7%) M NA=F =7FF 335/340 5 (98.5%)
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=S5 DH I « B RMEOREROT-OIZIL, IR SCEFIZE S W2 Ee AR D
B, 6T, ITEORFEHOMEAIZ LY | FUREIKS 22 & OFHH 72 Frli/F A%
FFEIEMPERBINLHH T, 2O DOEEGLZFEICHLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LHEEZXNL Z L &S TWnb,

HORE R ST, SRR T 0 7 7 A VDS EDEIK L & B S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL O BE LR ZIT 5 2 EPMIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEEBL U= B 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B < fd F
THZENEETHD,

L7eBRoT, KHFA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 B R 2 35 2
FROEEFRRERT,

B ARITA BT A %, MNATEBUE NEE S EFEE R G, A tHEANR AR
BRI s . — M AN B ARERIR N E & & OB N B AR IR R 7= O )
Db EER LT,

WG L IR DEIRAL L A ML —F SEERE 100mg (— R4 AT e U X~ (Efs
THAHLZ))
KR ERDMEXIHE © DAALFIRIERITIE LS O ER s 74 % & (TMB-High)
AT HEAT - B OB EER 2R R N2 55101 )
MNEERDRMEROAE - @, RACE, 2a7nl) X~7 (EarlEfz) LT 1
(7] 200 mg % 3 ML 1 [18] 400 mg % 6 # R T 30 75
2T T RIEERET 5,
% & . MSD FRA&tt
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2. AFOKK, 1EFRBERF

XA M —F RIEEE 100mg (—i4 XA 7 r ) X~7 (BIEEFHEEZ) DU TR
Fll EvvH,) X, PD-1 (programmed cell death-1) &% dD VU %> K Té 5 PD-L1 & T PD-
L2 L OfEEZEHEMET S, v MbigGd £/ 7 1 ~7L/WM¢T“3%> 5

PD-1 & HE 1T T HAQ e BEARRSAE 2> & 8 2 72 1203 AR SR 3 2 3 A s 28 il £
AA w F T, PD-1 I, EFEZRREBIC WD TEER T MifuoMinLmIc BBl L, B %
P I s % B Do AR LB ST Rl 70 e RS & 35, 7B, PD-1 (XU H o REfE
ATHZ IRV PURZRRICL D v 7P Ve AICHIET 5% B/IKThH S5, PD-L1

IEHFAERRICBIT 2 RBUIDLT N TH LD, Z<ONAMETIE T Mlao@ 2
HIZ EWENFEBLL TV D, DAMABIZIIT S PD-L1 O EdEBLIX, B, BElsE .
MR . IRBRE . FE/ BT 7 & Ofx e AU T TR ARRKR - CTH Y | IRWEER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S, PD-1 & PD-L1 OFEMIINEE
DHPERRREIC BV CHEERKZEZE S Z LRI TR | BHiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELEST D2 Llck v, 5
W NBRBE TR O RS OO SN T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARANDIE TR 3D < B DRSS L DBEITEREN O bbb, HEX iﬁEti’
£ % H @7%3?)25 ﬁﬁﬂ@%%*&@&”@?& (T, BEOBEZ 40TV RE DG
D BN AT, %’%@%Lt%%% FEL/ff'!i'fF”ﬁEl’Jfa?%D%k@%ﬁ%ﬁ’)[ﬁﬂik@%LTJ_
@V;?E‘B'J‘ALE%??I/\ W DRPERIGIZ K DEWER R D 256123, BITRE RV
F ARG FEOE YR AE 21T O M\g#z‘% Do
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3. BRERBUE

DAL B U - @ O S R A B E (BLF [TMB-High &9 ,) =F
T LT - BROBEHE GEERZ2IBRBNEERIGEICIRD) OARRHIGHG 21T - 7=
AR R AR BR O AR A R T,

[H2hE]
[EFRIC[EZE M AERER (KEYNOTE-158 #f#R)

(LB OB 5T - HROBIEERSE (BAFEZ L1207 A~L 0% 7 L—
T IBUTH] 200~1,595 ) ARG, AHKI 200 mg 3 EMRIE (LT TQ3W] &
9,.) BHOFEMER NEZEVERBET ST, AFIOF ML, FoundationOne CDx [T &
0 TMB A =27 " 73 10 mutations/megabase (mut/Mb) LAk & HH & 7235412 TMB-High
CHIETDHZ L L L, TEENCAES T, Z—7 A~T IR SN B ERE I
W TTHRNT DM T DT,

TMB-High 29 % 102 ffil (HARAN 6 flaETe) KU TMB-High & A L7220 689 f
(HARN 71 flzETe) ISk 5, EEFMEEE TH D RECIST A4 K7 A4 > 1.1 hRIC
HOSHIHEBIZLDEZIEORR Q0196 HA2THT—X Iy A7) FFR1DL
BY ThHoT,

* o —RIBE & U TEEIICER SN TV A{ERIETE N HEZETHW O TWD T
IR R OB AR 1 % 5 T TR I W S HR BT SRR O JB3E D3 A AL B Tz,

¥ B/ N—TFITBNT, ERENLTOBRERHHEAN DAL,

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

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

AR N IAIEES) . D FENESE (WIESOXMERESE 2R<) . B: 75%E R

SRR . F:AhEE R BRE) . G /NHIIaiRE, H o PRzE, 1 HURERE. T MER

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

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

9 5 AT EE

#3 0 5%LL LT LOVBRE TR SN2 RIFR S S K OFERIFRAE R & | AEREAIE RS D2 B
T OWEEN I EREI 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 6891

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%CI) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 5287%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: 54412 Non-CR/Non-PD & 54l & i

I GER
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TMB-High A3 % 102 1§J (BEARAN 6 HlaETe)) KU TMB-High 274 L7\ 689 {3
(AAAN 71 Bl & Te) 1285, RECIST 4 K74 > 1.1 Uz Hk-3< hiflE@ic L 5
23 AT @%xﬂaﬁ—@ﬁ% (201946 H2THT—X v "4 7) 3R 2DEEBY TH-

7=,
#2 DBAENOEERE (KEYNOTE-158 #ER)
TMB-High Non TMB-High
N A FE B (%) #%h (CR+PR) B (%) #%) (CR+PR)
102 {3 (% (%)) 689 i (FhFE (%))
7INH B B 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
- SEHIE 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)
TP 9 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 WARE 15 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 Rz 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER ] 0 — 3 (9.1) 2 (3.2)
—  HEEART]
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[Ze21E]
[E BRI [EZE M AHRER (KEYNOTE-158 #f#R)
HEFEGIT 103/105 B (98.1%) (2. BIWERIE 67/105 5] (63.8%) (2788 Hiviz, HHL
TN 5%LL EORIWERIZITRED LB THo T2,

#£3 HEEN 5% EORIEA (KEYNOTE-158 3RER) (RAeMAENT i)

EEERIRSY#H (SOC: System Organ Class) H%k (%)
JEAZE (PT: Preferred Term) 10543
(MedDRA ver.23.0) 4Grade Grade 3-4 Grade 5
EEIEM 67 (63.8) 15 (14.3) 1 (1.0)
oW
FOPR BRAE RETLAESE 7 (6.7) 0 0
FOIR BB R T IE 13 (12.4) 0 0
Bl
T 8 (7.6) 0 0
L 6 (5.7) 0 0
—% - A REER L OGN OKEE
I 9 13 (12.4) 1 (1.0) 0
I 57 17 (16.2) 0 0
Rtk LU RmE
BN RIS 11 (10.5) 0 0
BB KOV ARk
5 P 6 (5.7) 0 0
FZ &R X OV T AR E
= 5 e 12 (11.4) 0 0
JE 9 (8.6) 0 0

7ok, MVEVEMER 461 (3.8%). KGR - /NEHR « BED TF 3 6 (2.9%) . BIEH
R A4 IR BRI T - T2 - AL PENRAE 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 % .
ARERIRREF ) 161 (1.0%) K O infusionreaction 1 1 (1.0%) 2i8& bz, F7-. &
FED RIS (haEfhR BRI ARIE , FRAEIRARIE R, ZIRALEE, BREES) |
MRS (F7 2 - NU—EBRESE) . FEEREREREE . Bk, ik - BT RARE, =
JEADESJIE, BNd% - BB, S & DMK, Ok, EERIMKES (Go M im M jEd
PESRBER . WRIMER M, JRIFERES. MRRRIERIESE) . MEKE RIEMRE L O EZITR80 &
W holz, REIWERZBBURDUIBEEFESR (RAREMER T2 E5T) 280EER%
Y,
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(At - HE]

KB OREEFSEYBREET LV EZFH L7Zv I 2 b—32a 02XV, KK 200 mg %
Q3W, 400mg % 6 FHHE (LT TQeW]) & o5, ) XiX 10mgkg (AHE) % 2 B[
ke (LLF TQ2WJ &9, ) THRE LEBEOAF O MG T EENRF SN, Ok
Fe. AL 400 mg & QBW TH G- L7-BEOARF O E FIREEIZ IS 1T 2 I iE HiRE (B
T Cagss) V9. ) 1E. AHI200mg Z Q3W THEH L72FED Cavgss & LT 5 & T
Ehtz (FF) . 72, AH400mg % QBW TH G- L 7=BROARHKI D EHIRREIZ I 1T 5 %
EIE IR (LLF TChmaxss) &9, ) X, AAl200mg 2 Q3W THEH L72BED Craxss
g L CEEZ TR T E TSNS OO, BARNBEFIZE WO TR R ST
HHE - HETH 5% 10 mglkg (RE) % Q2W THH: LTZERD Craxss & Ll U TIK
EERTETHEINT (FFR) . SO, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 iBR) K 0 155 7= EHMEIC S < EKipHhhg
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILTE (F&R),
AT, BEOW AT D ERRBRARI IS & | ARFIOREE & AWM TR e
PE & O BE A fii 9 D RER UG E T /L AEEE S, AH 200 mg &2 Q3W XX 400 mg %
Q6W THH L7-BROMRGTE & & AME T L2 L O EIZ DWW TIRFT S /R, b
LD - HEOM THEINE L OVREMEICAME R 2RI v & PRl Sz,

&6 FAOEMBERL T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (ng/mL) (pg/mL)
200mgQW' | (coivon | raoen | (7888 | (o174 | 4ossio) | (208 81
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' (213,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

+:n=2993, 100 BIDO ¥ I = b— 3 N K0 BEH S8 FEO YL (2.5%45, 97.5%450) | Cmax : FIEIE
GO E MG PIRE, Cavg @ PIEIFR 505 O MIE FIRE. Cmin @ PIEIFR G (A 7402 HE8) ORI
IR, Cmaxss : JEHIRIBICH T 2\ MIE TR, Cawss : EFIRIEICRIT 2 EIMIFE IR, Cminss 1 EFIRAEIC
BT B IR iF e B

I @ 56 il DRATEIEIME  (95%15 HE X [H])

§ : 41 Bl OLEMEEIE  (95%(EHEIXHD)

NA : 47 L
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4. FERIZOWNT

A2 a0, EE Y 27 EHEE (RMP) 123D < ARH 0 3K 5 22 4 M AR TS E)
SO IVERIN B DHHEE T > T, AFI OG- E U2 BF 2 2Wr - FrE L, AHlo#
HAZ XV EERBER AR LRSS T 5 2 EBARERTZD, LTOO~@D 3
THEMIZIHERICBW AT I RETH S,

@D MWEHRIZTHOWT

D1 Fid (1) ~ (5) OVWTIIEY T IR THD Z &,

(1) BAEFBRENTET 20 V2 EEHEN SRS EE R AR L S5 Pt
HUIE )N AR B EEHL R, HUIE DS ARSI RE e &)

(2) FrEMEERPL

(3) HEMIRAENFEET 203 L HOEEERRE (DA EWRbL, 23 A2
W IEBE, 23 AR HERE B e &)

(4) AHRALFIEEZHE L, SRAEFRENR 1 USSR 2 Ok 5L UE
AR DR AT > TV D i

(5) PUEEMERERL AL BN O R FEEI AR D 24T > TV D ek

O-2 B L 72D D ATE T OARZRRIE S ORIME R F8 BLRE O S IG IS 47 70 Ak & ek &
FroBER (FROWTINITEEY T HER) 25, YRR OAFNCET D8RO R
EHELTRESN TS Z L,

e

o [EEMEFFISE 2 FOUIMINHEZE T L7 5 FELL LD D AUTBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ £ & LUEERIES S OIHE 2
ToTWBHZ &,

o [ERMEFFEUSE 2 FOUMMHEZE T L72&IC 4 FFLL ELORZEREZ A L T D
ZE, OB 3ELLRIE, R E R DD AFRIEI T O N AFYPRIEZ S Te s TR
DEFRHE 1T > TWNDH T &,

@ BEANDERBFREEDEHIZONT

3R A I B BRI AEF 9 2 R DS L E S v, BUERAZED D OIFHRE A, A - &
MR fﬁi’f&OD”ﬁfi&UEEﬁi—% X D IR mRdt, AEFRNRBAE LIS OHE
FH . FRESDITT DN LRGN > TN D Z L,

® EWER~DOXRIZDNT
@-1 MEFAEHICEET 5B 4

B MERR B O EE R BITERA R AE LIZBRIC, 24 BERIEZIEIRHIO T, Y%k X
TEEE R IRV T, B L ZRIWERIZIS U CABEEE K O CT ZORIVER ORI &
TR EORERN Y HRIZE S, EHICRHGATRER SN E>TnD Z b,
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@2 EFREHICL D AEERMSICHET 5 ES

M AR HED 5 E I A L O e 2 B D ER RS NEWER T =42 ) v/
EEWIEROA L ) == 7 EATOEIRE LR % A TE 5 F — L ERKH
S TWABZ L, B, BiHEHICOWT, DAUBE EFOFEEICHDICEmEINT
W5H ok,

@-3 BIEROBHTCRTICE LT

RWER (MEMEMEBIZINZ ., KIBE - DMk - BEO M, BUEFZX - A2 - 1T
BEREFE S - % - BEALMEARE R, BRI E (RMEHIEMER &, REREBERE) . N
SrublEE CF IR E . FURIRME R . BB PREREE) . 1 BUHEIRIA . 5 & 9 Rk,
Mo - BEBURIARIE . e, EE O REREE (hEPER R EEIERARIE, BR R I ARE %
e, ZIERLEE, FHARJEIESE) . infusionreaction, AMZE « BHEA . BAEMDMESIE, AhiRkEE

(7 v« NU—JEERESE) . Ok, BEEMKEE (SN MRS PR SR B |
PRI, JRIFERES, MERERIERIESS) . MERE BEMERE, S ok LT, Yk
ax ST R R O MM 2 A 2 AR & #EHE U (RIVER OZWr-ox s 2B L TiRE
KROSREZZTONLEMEICHD 2 L), EHIZHEEIRLED TE DEHBE STV D
ok,
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5. BEXB LR HRE
[B2h B3 % 1]
O TFTROBEIZBWTAROF N REN TN,
o DAALFIRIERICHEE L- TMB-High 2 A4 21T - R OERRE (FEAERN 7
TR R AR D)

7245, TMB-High [ZBI3 2 AFI O = v "= v Blid% L LT, RES
FoundationOne CDx NA%7 ) 570 7 7 A LN AR I LTV 5,

BAICHT > T, BEERON A FT 4 L EORHOMHRE S, SITO
PRIEIC L D TMB RS A~ O R B R ORI O 2 IR OB >0 T
BT 52 L,

@ TREICEENE T 2 BB 2 AR O G K OME A ITIECOW T, AFIOAZED
MESLSNTELT, AFIDEREGHIR LB,
o FiToMBIRIE
o fOPUEMELGA L O L TRE SN D BH

10
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[‘Ze 4t B4 % 31E]
O TRICEYTHIEFIZOVWTIEAFIOR G N ERE SN TWDH Z b, 52T
Oz &,
o ARHNDRATHR LIBBUEDORBEERED & 5 BE

@ REATOFHIIZ IV T FRRICEE Y T 2 BE T OV TR, AR OG- IFHERE I e 0n

DS, MOTREERINE DN R WGEIZIRY | HEICAKIZEHT 52 L 2B ETE D,

o MEMMZEROEI IIHTEDH % EFH

o i E R A CHRIE R 2580 2 B K ONE B 0 KR Bt 2 <0 R gu M fiti ¢
FEOMMIZRIEMEZE LN HA BN D BHE

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

o BB (EmSMaBEEL ET) Ob b EE

o MO IIBHEEZ AT HEE

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

(ED) ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEFETE 5, BT &lFE U HEAERNHRZR AT D,

PIEBZIE LWEENIHIR S 525, BTHRE T, BAFREH > TOERIITO 2N TE D,
Bl O FEEE

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

RONTZESDOHEDEY DL LTERY, BHRO 50%LL EE2 Xy R+ TilmId,

Al

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l I4,

11
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6. BEZELTHEETREEIH

O  USHHSCEEIN %, MEIRGEER DRI 5 ERME TS & ARH O ReM: K OVl E
DT OIZ B HZ T L TS5 2 &

@ RIRBAMBICHENI G BE T T OFBRIAIER a2 H58iH L, RE 215
ThoEETHZ L,

@ FERBEWEHO~RT AL MIOWNT

MEMEMERRH oD Z DR H LD T, KEOEGIZHT--> TiL, #IHE
W CEEIRL, PRI IRIEE, k) OfERR & OWIES X #ilrds o s, BlEz +
AT O T &, Floo BELTS U THES CT, MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 & ©H 0I5 Z & 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & &b, JERDEIE T 2 £ THREOREZ 01882
T5HI &,

FR s RER S . N EAEERE LR CRIBEEREERH LN D LR H LD
T, AAF| OB G-BAERT M O G-I P IE NN W RER & (TSH., 78
T3. #EHfE T4, ACTH, MH=a/LF Y —VEORE) ZEiEd 5 L,

BIERF 2%, A4, IFeERES . IR, {EHERERD L OND Z 03 H D
DT, AHNOEG-FAMERT R O 58 I E I iTseER A (AST, ALT,
y-GTP, Al-P, B U LB HOHE) ZEMTHZ &,

SEIEE (MR L T BHEAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
RO OLNTHEEITIE, HONCERENZZ2T 2L )BEFELRET L L,
AHNOBEGIZ LY | WEORIERINIERT 5 &5 2 bILAHEk A 7B E
DHOLONDHZ ENnbD, BENPROONTEHEEITIE, BB LEFRIIL LT
BEFHEY 70 ik & ARk A B O Rl & s U ClE bl 22 85 B Wr 247\ o
FOSZ & D BWER B 2561213, AFIORIESO I IR, K OREIE RE R
WEVRIOBRGEZZRT DL, ok, BIERERLVE L OEREIZEDEIE
HOYGENRFRD B2 WIGEIZIE, BIE RE AR VE LSO & 1 Fl o e hn
LERETDH L,

B TR, BORR 5 AfRE L T LEERD BT 22 B3 H 5729,
AHNOEGHETRIZGEWEHOFBU A 2ITEET D 2 &,

1 BUBEPRIS  (BIE 1 BUBEIRS 2 & de) Db bbiv, HERFES 7V F—2 &
IZELHZERHDLOT, Aig, Bl EM-FDFEROFEE LM EO R+
SEETDHZ &, 1 EMEREA OGS REERIEL, AR 8l
A O bEDORMY R LEZITH Z &,

@  AFIOERRERIZIBV T, KEYNOTE-158 3B TIZEG-BME D 1 ERMIT 9 @M =

&

1AL 12 8 & & A EOFHE 21T > TWe Z &£ 25512, AHlEREG

HTHXEHRNC BB A TRIROMRE 21T 5 Z &,

12
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EFERHEETA N T4
Rh7u ) X<w7 (EisFHBZ)
(BR5E4 : ¥4 hL—F \FE#E 100 mg)
~ P e ~

SFTEEL 2 (Ff44E2 A%ED)
JEA S B
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HKR

1. [FL®IZ

2. AANIOFHH. (EHEF

3. FRIRHEGE

4, Tz oW

5. BHxtGL e b

6. BHICERL THE T XX HIHA

P2
P3
P4
P13
P15
P16
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1. IXL®»Ic

RIS DB  ZRMEOMERO T2 DITIE, WS SCEEITIES W2 E 7 AR D
BND, 5T, IEOREHRFOEARICZ LY | FUREIR 72 & O 72 3R AR
FFREEGENARINDLHF T, 2D DEKTZ BN E B ICIRAET 2 2 L BB
PE L 72 o TR Y REMEGE R & O HATTEE 2016 (AL 28 42 6 A 2 H BFEEE)
ICBWTH, HEHNERNEOMHORE(LHEEZX S Z & L ShTn5,

AR AR E SR S, KRR 27 0 7 7 A VBBEFEOES L & B S MR
RHZENRDD, TS, HIWEROLZEMICET 2 ERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ENIREEINBHICH L THEAT D & & Bz, BIfE
FMNFEE LTI LB st & D 2 & AN A HE7e — 1 O B 24 7= 3 EE R B ¢ A
THZLENWEETH D,

LR T, ATA RT4 0 TlE, BIBERESSINE TITHE LTV A EFIRFR -
BHER LM EED & | LU O E IR O feii 7o FH 2 HEHE 3 2 8LA b B2 B 3B %
F RO EFREERT,

E. RHA RTA 0%, MNIATBOE NESR G ERE RO, 28BN AR
BRARNEE oy —MAERTE N B ARERIR N ERLE 2 K O AR A A ARG IRERFHF 2 O 1
ToH EAERKR LT,

KfGr L Ip HIEIEN A M —F SEERE 100mg (— 4% XA T e U X~vT (Eis
THAHEZ) )

R L RDEXTNE « ARIGEIBRARE X XHER M D B R f e

AL RDMERCHE  thOFUEMEER L OfFRICE W T, @, RAIKIE, 2o 7 e
U X< (Bia#az) & LT, 110200 mg % 3 ¥ R
1% 1 [5] 400 mg % 6 W EFFE T 30 02T CRlEirEdT 5,

3 R 5¢ ¥ & 0 MSD MRSk
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2. ARIOFK, 1ERKERF

XA M—F REEHE 100mg (— 4 RAaT7n ) Xv7 (B z), LT TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) & Zd VU H'> K Téh 5 PD-L1 KO PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHiEKTH D,

PD-1 #REIE T A5 B AR AR 7> O WKL D 72 D12 28 AR A3 4~ 5 32 72 e g )40
AA »F T, PD-1 (&, EFERREBICEWDCEER T MildoMia£micgE L, 3%
P& SO % B e A X Tl 72 e g SOS Z T %, 7B, PD-1 (XU > R EfE
BT EICRVPURSRIRIC L D T T VEZEEZAICHIET 2% B K TH 5, PD-LI
DIEFMHMEIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHBLL TWD, BDAFIIZI TS PD-L1 O &7 8%, BMAaE . FEE.
A . SO, FE/INIRaATE 7 & O A Ze A TTFRARK 7 TH Y | KW AAFE
& OMBEERRE I TVD,

B OB A DGR T1% & PD-L1 BB OFHEIMED S| PD-1 & PD-L1 OREIZIER O
TP AR C BV CEEARRE 29 Z EAURB SN TEY | i RN ARROER L L
THIfFF SN TV 5,

AHNE, PD-1 & PD-L1 XO'PD-L2 O U > ROFEGEET L2 Lk, EE
WU NBREE T OIS A ENE T U L SERATEM L &8, HUEE % 2 FE (b
T 52 L THEGENRARET D,

AN DIEFIREFIC 555 < MBI DS RS & B BINERISE 8 & o, B LI
BB RN D B, ARIORE PR O EHICIT, BEOBREE HITIT0, RHAR
W BRI, FEH L BRI U 72 I 72 R & R A R O I T & S LT
OIRERIRBIG & 1TV I DRIEREIC & % B B EbN 5 51T, IR E AL
EUHIOL G DM B AT ) BEN D B,
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3. ERPRARE

RIBEIBRASHE T HR M 0D B g O A GRIFIC R 2 1T o 72 1 72 iR IR BR 0D i &
A

[ %h]

O EFEIEFEZF RS (KEYNOTE-426 #5h)

{EERRIEIE D 72 MR TE BIFRANRE XU THAREME™ 0D 8 WAl e A Rk s £8 8 861 5l (H oK
N9 flzgte) xR, A=F =7V Ay (LULF [RA=F=7] L9, ) 2%
KL LT ARFNET X F =7 LD HEE (LT IRA/TXRF=71 205, ) =
DA INE R VM RET Sivle, FEFHIE BT (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, AKHlI/T X F=T71%, A=F=
T LT, OS KU'PFS ZARITIER L7 (1, K1KLKUK?2) |

*] : American Joint Committee on Cancer J73 #1453 %8 12 -3 < SR IV

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

*3 . A 200mg 3 HMIRIFE (LLF TQ3W) &9, ) TEIRNEZG- L, 7% F=7% 5mg
1H2[F (BLF BID) W9, ) AL Lz, 7¥F=70 5%, 5mglH
2P T H 22— (6 M) UIEAEERH Y, Grade2 X 57 v F=7D
BIER 2R 59, H-oIEA 150/90 mmHg LA FICEH S N84, 7TmgBID ~D
HEZAREE Lic, E/2FBEROEHEZ AV, 10mgBID ~O &S AlfEL Lz, 7F ¥
F=7%, BEAORER, BEEEZICG U CTRE TR (3mgBID, &I 2mgBID)
HLARE L LTz,

#1 ARk (KEYNOTE-426 3ER)

KEN) T X F=TRE A=F=TRE
(43241)) (42951)
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™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P fili* 0.00012

Cl: (E4EIX[H. NE: Rl *1: PRMNTEFOT — & (20184E8H248 W > "4 7) | *2: )=
B Cox LN — RET N LD A=F = TREE OB, *3: Jg@hn 75 7 MiE. *4: RECIST
HA RFA4 P LURICHS < SRS el &
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AF200 mgBWR UV 7 XL F=T
/

70 i X:a—_:j - A

0 4 8 12 16 20 24

at risk#§ EFRRLA]

AHI200mg Q3W KU}
£y o 432 417 378 256 136 18 0
Z2=F=7 429 401 341 o 110 20 0

X1 OS®HEfENrEEDKaplan-Meierfi#f (KEYNOTE-426338%)

100
90 1
80 1
& 70
B 60
50 1

EIEELE R (A]

at risk#y

ZA1200mg Q3W 432 357 251 140 42 3 0
RUO7ZF¥IF=7

A=ZF=T 429 302 193 89 29 1 0

X2 PFSOHEENTR: D Kaplan-Meier#i#R (KEYNOTE-426345%)
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@ [EEFEFH AR (E7080-307, KEYNOTE-581 #&5R)

AEZFIRIEIE D 72\ ORI Y BR A RE U ME O P A A B R g 712 ) (A
AN T3 BlEEte) 2RI, A=F=T2ERRE LT, ARE LY ARF=T XU LEE
BT TvongF=71 Lwnd, ) oS CUF TRF/ LoRF=7) Lo, )
S OE MR NLEMEDRRF S A/ Lo NF =7 %, BEIEEE & Siu7- PFS,
BIVGHEER D—>o & SN 0S &2, A=F =7 LR L THBEICERE L (% 2,
QORI

1 BEEEARARIC 35 R A SRR 2R BT IR A Rl S T R xR & S iz,
*2:50mg 1 H 1 (7] 4 38 4 5-1% 2 KRS
*3 1 AHI 200 mg Q3W TEHRANIEE L., Lo A_"F=7%20mgl H 1 [FEAOFKE L1,

# 2 FiMEAE (E7080-307,/KEYNOTE-581 348%)

AF/ L RTF =T R A=F =T R
(355%) (35761)
o (H) 23.9 9.2
[95%C1] [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™ ANHP— RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049

Cl: {E#XM, NE: #EEAR, *1: RECIST A R7 A VLIRIZES &R ML RHE,

*2 1 20204F8 H28HA 1 > RA T, *#3 1 J&@R] Cox HfI Y — RET /LD A=F =7 L DI,

? : ))%%IJ:' 7T BREICE D PAE (W) %5 RREEETRFO T — % (20204°8H 28 H 7 >~ b
7)o
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(1)'8: e — KA 200mg QBW RU LV ANF T
08 - e . T Z=Fod
07 - -
¥ 06 -
& 05 -
3 04 |
# 03 -
02 -
0l
0 .
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5l
FEH (H)
atrisk #
AR 200mg W R 355 345 338 327 313 280 253 222 188 120 66 26 10 2 0
;j;f;" 357 332 307 289 264 236 207 186 160 112 60 25 7 2 2 1 0
X3 OS?dKaplan-Meiergiifk (E7080-307,”KEYNOTE-581345%)
10 - e
09 - — T 200mg QW RUL L NF TS
08 A
# 07 4
=06
= 5
& 05
= 04 - .
E 03 4 T—
02 - .
(-’.l J Ne »
O g L L L] T L Ll L T L L L L L L L L L L L L L
0 2 4 6 8 10121416 18 20 22 24 26 28 30 32 34 36 38 40
s (H)
atnsk 3
*A 2(00quswnv 255 321 300 276 259 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0
;j;"_‘;’ BT XS 5124107 8 69 62 490 42 R B 16 9 3 2 1 0

4 PFS @ Kaplan-Meier g (E7080-307,”KEYNOTE-581 #&&)
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[Zz421E]
OE BRI R NS (KEYNOTE-426 ##)

BERGIIARA/ T X T =T 422/429 ] (98.4%) K ONA=F =T Ff 423/425
(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, TN T 413/429
B (96.3%) JZ N 415/425 {3 (97.6%) IZ78® Lz, W ORETHRILEN 5%LL E
DEWERIZTED LY ThoTz,

#3 WITNLOBETHRERD 5% EOERIER (KEYNOTE-426 RER) (MMt ERH)

2B RIR B (%)
(SOC: System Organ Class) AEN/ T X F=TRE A=F =T
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
EEIEH 413  (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (1.8)
MR LY v FRfEE
2 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI S 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 (19 0 0 94 (221) 22 (5.2) 0
WU
R IR RETTESE 52 (12.1) 4 (0.9) 0 14  (3.3) 0
R B RB AR T 135  (315) 1 (0.2) 0 119  (28.0) 0
H
[i-80) 23 (5.4) 3 (0.7) 0 16  (3.8) 0 0
{5 31 (7.2 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175 (41.2) 19 4.5) 0
v 17 (4.0) 0 0 22 (5.2 0 0
HIL R R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
B RE MR R 6  (14) 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
Mg nt- 34 (7.9 1 (0.2) 0 56 (13.2) 3 0.7) 0
— % - EHEER L OGO 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
FERE 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
B AR AT
ALT 8480 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 L7 = 24 (5.6) 0 0 30 (7)) 1 0.2) 0
i H FR I AR L L HE N 22 (51) 0 0 22 (5.2 0 0
B v BRSSO 3 (07 1 (0.2) 0 48  (11.3) 29 (6.8) 0
1 IR 14 (3.3) 1 (0.2 0 76 (179) 31 (7.3) 0
{REA 41 (9.6) 6 (14) 0 36 (85) 0 0
i BRI 1 (02 0 0 37 (8.7) 11 (2.6) 0
R KOs EREE
AR 94 (21.9) 9 (21) 0 106 (24.9) 2 (0.5)
IRV »RgIfiE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
WA RS &L OV A kLR e
RAETR 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 R
TRTE LR 40  (9.3) 1 (02 0 129 (30.4) 0 0
GIEVE] 35 (82 3 (07) 0 33 (7.8) 1 (0.2) 0
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2B RIR B (%)
(SOC: System Organ Class) AEN/ T X F=TRE A=F =T
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
HEAR 66  (154) 11  (2.6) 0 39 (9.2 6 (1.4) 0
MR, MoEhds K OthmRiE =
5K 32 (75 1 (0.2) 0 12 (28) 0 0
FEFEE 98  (22.8) 1 (0.2) 0 12 (28) 0 0
IEF-% IR 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 OV TR kb
B2 R 27 (6.3) 1 (02 0 35 (8.2 0 0
FE - RERRMREASIEGER 119 (27.7) 22 (5.1) 0 168 (39.5) 15 (3.5) 0
& 9 FEIE 53 (12.4) 1 (02 0 18 (4.2 0 0
B2 46  (10.7) 1 (0.2) 0 38 (8.9) 1 0.2) 0
IR
& 1L E 179  (41.7) 91 (21.2) 0 184 (433) 78  (18.4) 0

¥, ARE/T X UF =T HICB O TR MEMER 12 6] (2.8%) . KIBK - MK -
FHED THI40 1] (9.3%) | FRREREE (X7« N —JEfERES) 2 41 (0.5%) . HFHERE
s (ALT KOV AST H5N78 E ORISR A M 2 5 ¢0) 150 f (35.0%) . FLIRIRKE
REFSE 165 1] (38.5%) . T IE(AREAEREE 51 (1.2%) . FIFEHEREREE 10 6] (2.3%) .
1EERIE 151 (0.2%) . BIFEREREE (JRAETIEMER RS 96l (2.1%) . ik - £
BT RMARAE 4 61 (0.9%) . FEIEAEESIIE 4 1 (0.9%) | LFHZ 261 (0.5%) . SE I
2 141 (0.2%) K ONinfusionreaction2 f3] (0.5%) 338 Hiviz, £7-. BEED K EREE
(B IREARE I . Z2TEALEE, BRI ) |« BER. Mk - BEBR ., R kbR E
(S Vi VRS PESREENS . VMR R L, REFERES . MEERIERAESE) | MERE RNERE
BN OSSR B hy o T, REIWEFAZEBLIRILIT B F 5 (B R A i &2 5 1)
rE R R T,
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@ EFR [ M ARRBR  (E7080-307,”KEYNOTE-581 #&5R)
HEFRGIIARK/ L o NTF =78 351/352 ] (99.7%) K ONA=F=7Ff 335/340 f
(98.5%) (238 H AL, BB L ORI EBERNEE TERWAEEERIT, T2 341/352

B (96.9%) JZOF313/340 f3i] (92.1%) IZFEH LTz, WITINORETHRILEN 5%LL E

DOEIVERITTFTERDO EBY ThHoTe,

F4 WDTNLDOEETHREARN 5% EOBIVER (E7080-307,”KEYNOTE-581 38%)

(R MM RE)
Sl | B (%)
(SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JAFE (PT: Preferred Term) 352 {3 340 £
(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
MEFR LY SR REE
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/ INBRE 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
FOR IR AE (X T E 150 (426) 4 (1.1) 0 79 (23.2) 0
H b
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 Pz 28 (8.0 0 0 10  (2.9) 0 0
HERR 26 (7.4) 0 0 42 (12.4) 0 0
AR 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% - 2EFEER L OG- ORE
) iE 71 (202) 16  (4.5) 0 54 (159) 11 (3.2 0
957 113 (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  (18) 0
7 X7 —EHn 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
i H FCR BRI S L LN 38 (10.8) 0 0 17 (5.0 0 0
U S—BHIN 50 (14.2) 34  (9.7) 0 34  (100) 24 (7.1) 0
T P ERECR 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 KOS mEE
ot Bl 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
oL AT a— LIfiE 18 (1) 1 (0.3) 0 2 (06 1 (03 0
F Y 7YY RifiE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
B #ERd L OV ARk
RARIR 60 (1700 4 (1.1) 0 22 (6.5) 0 0
kL] 38 (108 3  (0.9) 0 8 (24 0 0
R SR P T

10
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B BRI B (%)
(SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JLAGE (PT: Preferred Term) 352 {3 340 4
(MedDRA ver.23.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
CRES 38 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
Bb) 38 (10.8) 0 0 28 82 1 (03) 0
BB L QIR E
HEAR 97 (276) 26 (7.4) 0 41 (121) 10 (2.9) 0
MR SR, MR K OMEhREE
Ik 19 (5.4) 0 0 8 (24) 0 0
B EE 87 (24.7) 0 0 9  (26) 0 0
I % 1] 23 (65) 4 (11 0 1 (32 1 (03) 0
S 1. 18 (5.1) 0 0 30 (8.8) 0 0
Jiliflig 2% 18 (51) 6 1.7 1 (0.3) 0 0 0
K& ¥ XL O TRARREE S
B Sz 17 (4.8) 0 0 21 (6.2) 0 0
FH - BERFRATERSEGRE 99 (281) 14 (4.0) 0 122 (359) 11  (3.2) 0
Z 9 BE 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 IR e 24 (6.8) 4 (1.2) 0 5 (1.5) 0 0
HORRE 0 0 0 31 (9.) 0 0
I R
[EIINER 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

RE. ARAEN/ VR TF = TR B O TR MR 19 61 (5.4%) . KB - N -
RO THI36 1] (10.2%) . HEORERES (PEIEREEERARIE ., S RRARNE B
B, ZIEALEE, FREIES) 261 (0.6%) . BPERR - A4 - IFgGeRE - ik -
{EMEARAE 2% 79 B (22.4%) | FUIRHRBEREFRTE 156 5l (44.3%) . T E(AHERERSE 3 4

(0.9%) . FIFEHEREREE 18 B (5.1%) . 1 AUBERIE 161 (0.3%) . BHEREREE (R
ERVEMER 28, SRERIRBRS) 861 (2.3%) . S 86 (2.3%) . Ahdk - MU AARIE
34 (0.9%) . HIEMMESE 1 1] (0.3%) . MMk - BERER 3 51 (0.9%) . Lffzk 3

(0.9%) J UNinfusionreaction5 fl (1.4%) 23:8 v, F7-, MEREE (X5 - A
U—EERERE) | S E I IRK, EE e MmRESE (G Ml MRS MR, I
i, FRIFFERES, MERRIERESE) | MERE REMEEE L OFIERD b v o 1o, KREIE
RFBLRDUIBIE RS (BAMRAEERT 2 5T) 23 0EHHERE T,

11
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[k - H&E]

AFNOREMEDEREESLVEZRMALZY I 21—y a2k, AHAI 200 mg %
Q3W, 400mg # 6 FEMHE (LT TQeW) & 95, ) XiX 10mgkg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF oI iE PR ESRG Sz, ok
R, AH 400 mg & QW THL: L7ZEROAF D E HAIRRBIZ I 1T 5 MG P (LA
T MCavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & FHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L =B ARHK D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM96 ) 1, AHAl 200mg 2 Q3W T H- L72BRD Craxss
R L CREAZ R T E TSN DO, HARNBEIZB O THEMEDRHER I LT
LR - HETH 544K 10 mglkg (RHE) 2 Q2W THE: L72EED Craxss & Ll L TIK
EERT TSN (FR) . S50, EEROHERE 252 I2R4A] 400mg % Q6W
TG L=/ BT ER (KEYNOTE-555 i) 1 0 £ 5 7= 34 HE-S < Ry dEhhe
WIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
INZ T, EEONAFEIZINT 2 BIRBRARIC D & | AR ORE R &AM T Z 4
Pk & OB 2 MEt 2B SUG T T LV DMEE S 4L, AAI 200 mg & Q3W i 400 mg %
Q6W TH 5 LR OMRE & & A T2 et & O #EIZ DWW THRE SRR, bk
SEORE - HEOM THME R ORI\ e 22 BT v &Pl &Sz,

K5 AAOEMBE T A —F

[R— Comn Cove Coni Coras Coss Coninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 941) | 498,510 | (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
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100 BIDO ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%45) | Cmax @ FIEIE
H#OEEMIEFIRE. Cag : PIEIER 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 17 A

I @ 56 il DRATEIIME  (95%15 HE X [H])

§ : 41 Bl EEIE  (95%(ETHIX[H)

NA : %7 L

12
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4., HEERIZOWT

I Y 2 7 EEGEHE (RMP) (M0 & A O B3 G 22 R TS B~ oD 1 ) (Al
Do Hltiak T o T, AANOEGN#EY) 72 EBE 22 - FFE L, AR GIZ X0 EHE
7REWER 2B LT BRITIS T 5 2 & BB R 7o D LU DO~@DF T A&l 72 i
HICBW AT o2& TH D,

O HERRIZOWT

@1 Fieo (1) ~ (5) OWTINITHEYT AR THDH Z &,

(1) BEAFBRENMEET D03 A B REEILSRBE S (FREF IR A B FOE LR
HOIER S AL OB HL SRR . Mtk s AU BB B &)

(2) FrEMERERbE

(3) HEAFIRFEMEET D03 ARRFOEEERPE (DA BRI ERPE, 23 AR
Wk, MY A BFREEEHEE R &)

(4) ARACFREEZRE L, SREHREINE 1 U R FHEINE 2 O it a% FL
AR DR AT > TV D fiiex

(5) PUEMEREES AL & BN O sk LU 4R 5 R 24T - T D itk

D-2  BiuhasE Dbk K OEIWE RSB O RS 447 7o ik & B & FEo =R (F
ROWTIDNTEE YT HER) 2, Y2 R OARFNCET HIEOEMTE & L CRE
Y A QA

#*

o [EREFTFESE 2 FOWWIHE Z(E T L7212 5 FLLEO N AVIRRDEIRFHE 2
IToTWBHZ L, 95, 24 EIZ, NAEYREZ T L L-REKRBEESOIHME %
ToTWNWAZ L,

o [ERIRFFERE 2 FEOWMHINHE ZE T L7211 4 L EOWREFLF OB RIHE 217
STEY., 55, 24E0 B, BN O N A SEMERE 2 5T DN ATRIRORIRIHE 21T
STWAHZ &,

Q@ PBENOERELEREEDEFNIONT

PSR BB BT 2 B A DR E S, BRSO OFRE D, Aotk - &%
YRS PRE RO G E K OERZE ST 2 @i, AEFFGRBAE LIGE oW
EW. BEREHODIITONDIEHINESTWAH Z &,

13
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@ BHEA~DXIRITONWT
@-1 HEERAHI R4 % Bl

[PV MR B O HE R BIEA AL L72BRIT, 24 FFRIEZIRIRTHI O T, ik X
IREEE ST VT, FEEL L2 BITERNOIE CCTABRE B O CT D RIEM Q#5424
HAMRADORERD Y B PIGEO ., EBITIS T RERAH 8-> TnD 2 L,

@2 EERFEEICLI>AFEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 A T D IR RIEFE DEER =XV v 7
EHEOITIROA T ) —= T EITOERE &R EZ G TE 5 F— AEFRH] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE & ZDOFBEICHDITEAmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

RIWER (FEMEMEBIZINZ ., KX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - T2 - BLMERRAE K. BERERE S RS HRIEMER R, RERKEBERE) . N
Sk E (TEARRERE S, FURIRERE RS . BB HEREREE) | 1 BUBEIRIE . 5 & O Rk,
Mo - BEBURIARIE . e, EE O REREE (hEPER R EEIERARIE, BRI ARE %
e, ZIPALEE, B RKHIESE) . infusionreaction, AMZE - BEMEAS, HIEMHMEJAE, PRk E

(7 v« NU—EBRESE) . Ok, BEEMmKEE (G Vi MR YESS BT |
ek, JRIFERE;, MERIERIES) . MERERIEGRE, ) Cxf LT, Ykt
X ST B OB 2 AT 2 AN & 3 U (RIVERH OZWr-eR s 2B L THRE
KOS EZZ T ONAEMICHDHZ L) | EHICETRAEN TE HEHNE STV D
ok,

14
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5. BeExH LI BE
(2B 5 4 1H]

© AF O OFUEMEIELA] & OO GIX TROBE BV THIMEN /RIS T

60

© TERVFET BV UNF =T L OO ACERERO 22 ORI YIRAAE

SATERR M O B A e R

@  TFRICEEYS T D BT D AR OG- K OME 7OV CTiE, AR ZhMER
L SN TE LT, AFORGXG L 725720,

o IR
o AHOBEMEZE

o T XTUTF =T IV AT =T LS OFUEMEIEEA & OO

(Z2efEicBd % HH]

O FRICHST 5 BEIC U THARI O 515

DNz &

EINTNDLZENnD, BEEAT

o ARANDRST R UIBBUE DB ERED & 5 B

@ BERTOFHHIZIBW T FREICIE YT 5 B IOV TIE, AR O GIIHELE I 00

AN

HOTRFERIRL D RN EIZIRY | HEICAR ZHEHT 52 L 2B TE 5,

o FEMSEMREDOE D SUIBED & 5 BH

ord=s

o JEnm G A CRE R
FEDMICRIEMELZALR D

8D % R M ONE B O TS A ik ¢ R0 Sk e i ¢
BE

o BOREREOEDR UM T L IO B SR K BOBEER O

% A&

o JEEsBaiEE (G E L ) O 5 EE
o OB IR A AT 5B
e Karnofsky Performance Status 70%Aji Y o B

(=D Karnofsky Performance Status (PS)

Score | E 3%

100 |1EH, AT HBREOHF LNV, BHRERZ L,
EH OTEE A ATRE, HPIe B EN LB\, 90 |BRERIRIESR TS D28, IERTEB) A fE

80 |/ 72 0 EERIER H 208, ) L CIEE OIEB) Al HE
TG D2 LIIARARE, BETHEETE T, &| 70 |[HoBHOWFEITE 528, EWOIEE) - FET 25 2 L IX AR A
HEITF LA EBAHRBRIZE DD TH D, | 60 |HNTKHERZ LT TEXAHR, & EXNBASLE
Bea REREONMZLE LT 5, 50 PRIRE BB LR #ER X OENNRERITADLE

40 (BT, WU EIRE LOFE#S LT
HOEIYDZEEASTTERN, fiZdHH0| 30 |[2<ETT . ABNSLEEDEITII LEE > TR
WO E# L FSOE#ELMLELT5, FKEA| 20 FEFICEE, ABSKLE CREANRIREN LI
MNEGHIZHEIT L WA ATREEN S 5, 10 |FE#A B> T D

0 |4t
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6. REICELTHET NEHFH

@

@

®

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

RO 7O B G HZ o B L T bR« 2 L,

TRIEBRAAIC SN D | B UL Z OFEICHINE L Qa2+ L, RE 215

ThoEETHZ L,

FREWERH O~ R T A MZDWNT

o [MEMMEENSLDLND Z ENRHDLDT, RAIOEEGIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, BEHREE) ORERR L O X fieds O hESE, #lggs+
FATH 2 b, Fo, KBTS U THE CT, Mg~ —h —%FDOMmA % T3
HZ L,

e infusionreaction 23&% 5L 5 Z £ 23H 5, infusionreaction 23588 B ILIZHAIZ
. EURALE AT D &L b, IR RIE T S £ TEREDOREE B
T5HI L,

o HURIBEREREDE . TERAEEREE X CRIBEEEENH DAL ZERH LD
T, ARAZIOF5-BRLART & OFe G- I E IS N WS RE AL (TSH, 78
T3, EHE T4, ACTH, ML = /LF Y — VEORIE) 2T 52 &,

o BUENTSR. IFAAE, FFHEREREE . TR, B{LMERE RPN L bND Z 0 H D
DT, AKAEIOBE-BAGRT R O G- M S i3 E IR T BEsEMR A (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2EfT 52 &,

o SEIERK (IMEXLOILEEHRER LG EORERERIREERH b D
ZERHDLZOT, EMNCIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,

o KEFNOBEIZLY | BEORIEICTIRINT S £ E 2 BN DR IR BSHRNIE
NHLONDZENHD, RENROONTHGEIIE, BELEFRIISUTE
R 72 5k & R BR 2 Re D Rl & il U Cai bl 2 BB BIRe W 21TV, G Ok
BT & 2 BWER BN 2561215, AR ORESUIH L, K ORIE B R
WEVRIOBRGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OYEERFRD IR WIGEITIL, BB RE ARV o LISt O Sz i Fl oisin
LEETDHZ L,

o BEKRTH., BEMMNSEIARGE L THrLRIERANRET D Z 8B D70,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

o LUBEIRI (BUVE LRUBEIRAZ B T) bbb, BERPMES RV R—2
IZEDZENRDHLDOT, A, O, EHFEOIEROBEICMAEED L2+
SEETDHZ L, 1 AERB NSNS RGEIEL, AR Y Ul
Hl OB GHEOEY)7RNEEITO Z &,

AHNOEEERERICB VT, KEYNOTE-426 B T3 5-50462°5 12 B, LI

54 BETOHT &, D% 123 T & E7080-307, KEYNOTE-581 7 Cli& 5

BAtED 6 8 M & L ICHIMEDRHMEE 21T > TV e Z L 225, RAEG- I3 E

AR E COROMEREITO Z &)
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