FAEFKEZ 0226 FE8 &
4 Ff 44 2 A 25 H

—RHEFEEN BAMRSHRFEE: BHER B

EESBHEER - AEELERERMEEETERR
( & H % B )

RATn Y A<= (BEFERZ) MROEEFERHEETA RFA
v (BVEEEETERE (TMB-High) 28T5EEE ©
EREOCREERMEETA FF7 14 (BEE) O—iEIZoW
T

RFEMEOEE L EDOEARF #2016 (ERR284E 6 A 2 HEFERE) ITBWT,
BEIERLOFERORBCHEZRKS Z EPEVIAENEI L EZITT, &
FHEERZEICHERBECRET 2D CREFEREET A FT7 A4 v 21F
BEBHz Ll LTHnET, /

A%, ERIZOWVWT, RELO LB FERR, REFTRETRUHERIX
OEAETEW (F) B TRHILELEZOT, B#THaWEELL LEbiz, BS
SB~ORMIZOX B I AL BEVWLET,



3

A FKES 0226 F 6 &
4 %44 2 A 258

E F R
EpTRET |HmAEXES (B B B
5 X

&

FH
= R

BEAEYBEER - EEHERERLEETERR
(& B 4 B’ )

Ra7Tn) Aw7 GBaFHERZ) REOKEFEREETA K74
v (BWEEREFLERE (TMB-High) 287 25EER)
DIERE O EERIEET A 74 (BHRE) Oo—HKEID
W

RRFE A BOER & REDOEASH2016 (ERL 284 6 A 2 B EBRE) IRV T,
EHHERLOFERAORECHEZRS Z EMBVIAENREZILEXIT T, &
HHERLZBEICLERBECRET 2 DICREERMEET A R A U 21E
RTHZEELTVWET,

S, a7 ul) X<vT (BEiaFHE%z) BME REA : A M—F RiER
& 100mg) 1Z2oWT, MW EBEEGTERE (TMB-High) 287 2EF
B L THERATAIEOEEEEAJRO L B BEERMEET A FT 1 E
LTV ELDELEDT, FOMERICHTZ>TE AHA RFA VIOV TH
Bahsk5, BENOEREEROERICHT2BMEBEVLET,

Fo, RaT e ) AT (@cFEfRz) JEIEZBRRECH L TEMATSER
DEEBEEICHOVWTIE, (RATn ) X+ GEETFHERZ) RF O REE A
ETA RSA v () OERERUGEEFERHEET A KA 2 GE/ANFEIRME.
EpRARE HHMARYXUY UoVE, REERE, BEEYA 70T A b
F&EHE MS I-Hi gh) 28T 2EHE, BHRE. BEEDERVCRERE)
D—EREIZOWT] (SF1348 B 25 BAHITRAEKER 0825 5 5 BEAL B
BER - AEHERERLFEFRREREN) KLV RLTERLLIATY,

L. RaTr) XwT REFHEEL) BAFICOWT, BHRECEIT A



BERUVAED—MERNEKBINIZ LITHEV, HBETA FIA V&R L
BYVREWELELEZOT, BENOEREEROCERIZHT 2 Ea% BE
LET, 2B, WERORBEERAET A N7 1 13, BIRSEDLBY TT,



BIHE

B A OBBERHEES 1 F A OURTET GiRRR)

i) [2]

Y- (FHEIBRE) BYR— (BRIHARERHIRR)

2=y MBRERAAERVHAER : 2= XRERHPERVCAR
ot EMEER - ORIV T, BF. RA FseEz=F L OHFRICBWT, BE, BRAIZI,
ik, Ravu) Xv7 (BETFEEZ) LT, ~_aTu ) X~v7 (RIzTFHAEKEZ) & LT, 1200
1[E 200 mg % 3RMMMEIX 1A 400 mg % 6 8 mg % 3 WREIFEIME i 1 @ 400 mg % 6 BRIMRT
R T 30 53R T CRIFEET 5, 30 2T CTRIFFFET 5.

4=y [AHzhi] 4R=Y [B%hE]
OEFEERFMAARBR (KEYNOTE-426 FABR) EERFERIFEMARER (KEYNOTE-426 UER)

B R— @EELRSMARR (E7080-307 /KEYNOTE-581 Gemm)

)

{5 B IR 0 2 VR TR W T BE SUS R D e R
AR A IR 710 B (A AA T3 & &)
ERRIC, A=F =723 LT, AHL LY
RNRF=TRNERE WTF NVonF=7) L
5.) OBEA’RE GUAF AR/ LA AF=F) L
5.) * oM R RS SR &, BRI LV
wAF o E, FEF@EE & Sl PFS, BIKETE
MEHD——LEh08% A=F=F L HiBElL
THEICHRELT: k2, HM3RUEA4L),

#l : RETEFAHRIC 350 THRRRF RO ST MR A2 ik




Méﬂfﬁﬁ\ﬁ?& éi‘bte

: AH 200 mg Q3W Tﬁﬂﬁim&ﬁb Ly AF =
7*% 20mg 1B 1 EEORE LT,

# 2 FHEMERLEE (E7080-307,/KEYNOTE-581 phlik)
E3 5

(=
K 3 0S O Kaplan-Meier Hi#R (E7080-307/
KEYNOTE-581 3A#)

(4 )
K 4 PFS @ Kaplan-Meier #i#R (E7080-307
KEYNOTE-581 #ik)

g ~—v

OEKEFRIEMAARBR (KEYNOTE-426 FABR)
AEERIIAR/ T F =78 422/429 4l
(98.4%) RUNR=F="7"8f 423/425 H (99. 5%)
LN, BREL ORRBENTETE 2N
BFEERIT. ThEh 413/429 ) (96.3%) RV
415/425 B (97.6%) IZRBH BNz, WTFNIOFE
TREEN %L, LORERIXITROLBY ThHo

7o

6X—

EpEIL RS MARRER (KEYNOTE-426 3X5k)
AEERIERA/ 7T F =78 422/429 #
(98.4%) RURA=F=7"%f 423/425 5 (99. 5%)
BB LI, BRELOREBENBTETE 2V
HEERITI. FhFn 413/429 #) (96.3%) RO
415/425 §) (97.6%) IZR@BH b, WTFnh o
THRIREN 59 EOBWERIXITRO LB Tho

77




£ 3 VWTRHOBETHERERY %Ll LOBIER
(KEYNOTE-426 3BR) (Z2MEARAT XS EH)
(R )

£ 2 VWThrOBTRERN 5% EOBIER
(KEYNOTE-426 3ABR) (MM xR ER)
(& B

10~—v

@E I FE S MAHESEER (RT080-307 /KEYNOTE-581
BLER)

HEBRSIAH/ LA F =T 8 351/352 8
(99. 7%) B URAR=F —FF 335/340 5] (98.5%)
ICEEm b, BEBREFOREMENTE CE LV
FHEZ®13, Fheh 341/352 ) (96.9%) B
313/340 ] (92.1%) @B b, WTRHOR
CRIBFEN YL FOBERIEI TRO L BY Tho

i

F 4 DTN ORETRESRN WL ORIER
(E7080-307 ~ KEYNOTE-581 .58}

(LR REHT A S )

(& _B)

fids ARl Vs 3 = R IV T B A
19 % (5. 4%), KB - B4 - BEE > T 36
{10. 2%) Eﬁ@&!ﬁﬁé thﬁtltﬁgg @gg

R Tk 15T Ao e

GBm
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1%&&%lﬂ(nm)

ﬁ%ﬁ%(ﬁmﬁﬁﬁﬁﬁ& +ﬁ¢ﬁﬁ%Mﬁu
(2.3%) , B2 8 ) (2.3%), fh7e - HAREHMARESE 3
(0. 9%) . BEAEFREESE | 4] (0. 3%), ke - fans
23 (0.9%), {LfFds 34l (0.9%) FTFinfusion
redction 54 (1.4%) ﬂ*%@ﬂ&b%htu i, ﬁﬁ

Eﬁﬁmﬂ

BE (X7 SLfERES), XA ERE BE
?‘:Jﬁli‘ﬁ S B R P SRR RS . S
i, 7 HMEPRRTERAE ) | M BRE AT 4R

ﬁ&@%ﬁuﬁb%ﬂ&@otuﬁmﬁﬁ%ﬁﬁ

12 _—9

£5 FRIORYBE T A —F

8§~—v

&3 FHOEMBENZ A%

16 ~<—%

5. BEXMBRLIRDBE

[Fapieic B8+ 5 3IE]

OO o FITEM IR & O fF AR &3 FRRO
BECEVTEIERREIN TV,

T EVF=FRE AT =T Lo RS
JEAEREERE D 2o v R B ED RS AR B W iR o B
Jiioh: Yss b

1 _—

5. REWBRERDIBE

[k B+ 2 30R])

(Tl S vihs
T Al s e o o7 L R B g T
PRENTND,

QO TFRICHEY T 2 BE I 2FH OB E R UME
RAFECOWTR, AROEPUNRRILSh TE




QTRICMAET BE T 5K ORERUME
RFEZLSNTIE, FROFMERREI SH TR
59, FROBEHMFLRLR,

* TR MBIARIE

- FH|OBEME L

c TRVF=FT IV AF =T LN OREME
AL ot RRE

LT, ARIOERENRER LA,

- i HBhBRIE

« ARF| 0 BB 5

- DEFHOFESE RS R A b O T EM
IEHF & OfFRER S

16—

@AF| O EEBRRBRIT 334 T KEYNOTE-426 348k Tk
BEBRMNG 1238E, UMII 4 BRETERETD
L. F0% 1258 7 L, ET080-307./KEYNOTE-581 it
BT B MG 5 B M T L B EOFFME
ToTWeZ L EBEIZ, ARRERIIEHNIC
EHERE CHROBREITI Z &,

12 R—%

@FFOBERRRIZBNT, BERK»L 12 8
B, UKt s4 BEETE6RATE, 20% 1287
LAY OFEEIT-oTWEZ L 2BEID, K
FI 5 FIIERNICEBRRE CHROMREIT
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Bl HAEET A oA
~RaTnYA<7 (BREFHESRL) A
(BRF4 : ¥4 PVy—F R 100 mg)
~EBWEBREFERE (TMB-High) 2F7 5 EME~
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1. ICHIT

EEBOFNNE - BREMOREFEDOT-DITIE, R IEBZICESWBERERI KD
b3, E5IZ, EEORFEEMOESRIC LY AEER R ¥ OEH 2 55 ek
FEEGSBPEABINAIHPT, INOLDOERLEZEIILELRBEICRE TS Z L 3RO
MEL 2> TR BREMBOEE L BEOEAT# 2016 (FRL 28 4 6 A 2 B EZERE)
BV TYH, BEFNERFEOHEAOREIHEZREZZ L STV,

FRERBFERRIL, KBERCZES 0 7 7 A VBBEFEOERMEHLNCR
RBZERDHDB, ZOD, AHMROEL2MICETAERN+oER/T S E TOM.
UHEKLOBELZBS T LAHFINIBEICH L TCERTZ L L LI, BIfE
ANRER LB EBERIGE & 52 EBNRER — B OB 27~ + E KB <5 8
THZENREETHD,

L7eBoT, KA FTA Tk, BBEECINE TIIBLN TV B EREREY -
BEHRMICESE, UTOERRORERERAZHET 2B O LEREMN, £X
FROEEEEZRT,

RE, ATA BT A 0%, MSITBOEANE KM EREHRRAHE, ARHEHAEARE
BAREREY S, — kA A ABERANRES R O—RATEAN B ABIERESOWHH
Db EER L,

KL RDERKM T4 M—F RIHERE 100mg (—i4 : X7 0 ) X<7 (Eis
FHEHRLZ))

HRERDPEIPR : BACERERIHEE LRV EERETERE (TMB-High)
ERT T - BROBEME BRENRIGRSEE/RBAICRD)

MNEERAAERVRE B, RAKIX. a7 n) X7 GEEF#HEBRZ) LT, 1
5] 200 mg % 3 AHEFEIRX 1L 1 [E] 400 mg % 6 WA@REIFEMRE T 30 5 /H
2T CREREET 5,

& R e ¥ #F  MSD BRXeHt




2. FAROKN, /ERBF

XA M —F RFEHE 100mg (—k4 : a7 v ) X7 (BaFHE#RL) ., LT IR
I £vv5,) X, PD-1 (programmed cell death-1) & DY H > KT 5 PD-L1 KU PD-
L2 L DG ZEBERET S, £ MbigGd £/ 7 u—F Lk TH D,

PD-1 BRI T MARS B ARME D> DN 5 7o 12 S AR SHI A - 2 7n S i il )
AA »F T, PD-1 1%, BERREBICBWCEER T MlROMBRREICHEIAL, BDR
ERGE S AMNETIRRRAER S EHET 5, T72bb, PD-1 XY H FLf
BTAHZ LI VHEZAECLD VST NMEERAICHIET 2R/ ETH S, PD-L1
DOEFBRBIZBITZ2RBAILTOTNTHAN, ZLOPAMIBTIX T Miz0BZ 2z
HIZCBRNCRIR L TVWD, BPAMRIZIT S PD-L1 OFRBIT, BHIKRRE, B,
FrAmRaE, SREE, F/NHRRIR 2 & O x RBATTFEAREFTH Y | EWAEFR
& OMBENRRE STV 5,

BEOBA DR T#% & PD-L1 BHROMBMN L, PD-1 & PD-L1 ORKIIER
DFRFEREBICB W TEERBRZEY Z LR INTE Y Fie2BATRKROIERN &
LTS TWn3,

AFiZ, PD-1 & PD-L1 RU'PD-L2 Dl Y H > ROBKEAEZMETAZ LICL Y, EE
WNBREROEESRAMREEE T Vo 5keEitb S8, RUIEERE 2 BEE L
T5Z ¢ THRIEEDRERET D,

AFN OB ES BEORERRIC X 2RIERAERH 6o, BRI LTIC
EDARENDRD B, AROREPRORERIIL, BEOBELZ 71TV, BFESR
H HITFEITIE, BB U2 BRICE U B MR mek & B3R & RFoERD &8EHE LTl
EN72 BRI 1TV BEDRERISIC X 2EIERAEDI 2 HAITIX, BIBKESV
EURIOBREZEOBERNE 2T O BERH D,



3. BRBRRR

NAACFRERICHE L zBWVEFERETERE (ULF [TMB-Highl £\95,) 24
T 5T - BROBEFE (EEN 2GRS EEERGEICRS) ORBRICFMEZIT- 72
FEREBERABROBRELTT,

[FhtE]
ElBIL RS T AERER (KEYNOTE-158 FR5R) .
{LERIERET O H 1T - BROBERERE BARI LITHTZ A~L 0T V—
THZBWTH] 200~1,595 Fl) Z I, KAl 200 mg 3 BEFERE (LT Q3w Lw
5.) BEOFDMR ONEEMENBRT I T, AFIOBFREIX, FoundationOne CDx (T &
Y TMB A 227 73 10 mutations/megabase (mut/Mb) LA E & B X 7285612 TMB-High
CHIETHZ L L L, FNTFHENCHES T, INA—7 A~T IZREFESNI-BBEBEEICS
WTET N T,
TMB-High 235 102 il (BARA 6 #lZ&Tr) KU TMB-High A L7221 689 fi
(BERAT BleEte) 2B 5, EEFMHIER Toh S RECIST A1 FF A 2 1.1 fRIT
ESSHPRHBICLDBZHNROER Q09F6A27BF—Fhy bA7) K10k
By Thot,
*1: —RIBEE L TIREENICER SN TV {EFERIETCICAEZR TAVWLNRTWS F
7 R VSRR E & & IR RICIEFIM XS R A O BE BEAAN b Tz,
KT N—TIZRNT, ENENUTOBRENEAAN DR,
A:LF9E (R¥ERE) . B: hEE BERUBEORE, 727217 7 —4% —BXEHER
ZER<), C: M. R, /ME, BB, EBROERBROMERANSIERE (@B Xisd
SACEIARRNWIER) . D FENER (REXIIMEREEZRS). E: FEHEE (R
SRR, F: SRR (RELEE), G: /MIKRE, H: fEE, 1: RRERE, T Mg
B (RESIMEREEZRL), K: BRE~A270¥7 54 FREEME (LUF TMSI-
High| £\ 5,) ZFT5ETHERE (B - BEREZR<) . L (FEoD#A) : MSI-High %
Y BEATIEEE |
*3:5%U LT VABEETRHINERABERRVHERRZERN O, ARHMRRSIIOER
RUBEA IR EREH D LELONAEEREZRWEEFEEL TV OEROHK

(mut/Mb)
#1 HHERER (KEYNOTE-158 RRR)
TMB-High Non TMB-High
10245 6895
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
1% 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)
R ESSROZ(;;U (%) 29.4 (20.8,39.3) 62 (4.6,83)

CR : =42F%). PR: HWHEZ, SD : £E. PD : HKBHET. NE : SHEF8E, CI: EEXM
*: FSHE TR R TIIRERE R L & &N, I1GBRIEFR 5412 Non-CR/Non-PD & FHME & 11
=B,



TMB-High ZH9 % 102 #l (BARA 6 flZEte)) KT TMB-High ZH L 72\ 689

(BARANTLFlZET) I28BI1FT5, RECIST A4 RS54 2 1.1 ICES FRYEICL S
BARBRIDOENROER QVI9F6A2TRT—Fhy +F7) FTR20DLEY THo
77

#£2 MBAREPDOEHIERK (KEYNOTE-158 3AER)

TMB-High Non TMB-High
28 AR B (%) &%) (CR+PR) B (%) &%) (CR+PR)
102 45 (FEDHE (%)) 689 4 (EHE (%)
7N Bl R 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
TESR 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
FENER 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
BT F935 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
4Nt 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
RN S AR 5 (4.9) 2 (40.0) 82 (11.9) 1 (12)
7R R R 3 (29 1 (33.3) 79 (11.5) 3 (3.8)
PR IR 2 (2.0 2 (100) 78 (11.3) 3 (3.8)
h Rz fE 1 (1.0) 0 84 (12.2) 9 (10.7)
BT 0 - 63 (9.1) 2 (3.2)
—  JEERT




[Z2tt]
E RIS T/ (KEYNOTE-158 k)
BEFRIT 103/105 51 (98.1%) 12, BITERIX 67/105 B (63.8%) IZ@@H bhiz, #H
RN 5%UEORIERITTRO LB ThoTz,

#3 RBERN 5% LEOBER (KEYNOTE-158 k) (24T ses)

BEAARKSIE (SOC: System Organ Class) B (%)
FAEE (PT: Preferred Term) 10547
(MedDRA ver.23.0) 4Grade Grade 3-4 Grade 5
SRIVER 67 (63.8) 15 (14.3) 1 (1.0)
WA RS [ .
R IR AR R U RE 7 6.7 0 0
PR IR AR TR 13 (12.4) 0 0
SRS ]
TH 8 (7.6) 0 0
B 6 5.7 0 0
—fi - REERE R LU SHLORIE
4 A i 13 (12.4) | (1.0) 0
T 17 (16.2) 0 0
R LR REE
R EREGE 11 10.5) 0 0
TR %7 35 K USSRk
fhPR 6 (5.7 0 0
B L O TRk
% 5 FERE 12 (11.4) 0 0
5 9 (8.6) 0 0

B, BEMMRR 4 6] (3.8%). KBk - /MBK - EEOTH 3B (2.9%) . BHEAF
% FFR4E - FTHSREREE - T 4% - BRLPERRE 2% 5 1 (4.8%) | FUIR IR REREE 15 61 (14.3%) .
BIEHEREREE 1 ] (1.0%), 1 BUBERIS 1 61 (1.0%). BHERE (RMEMEERX,
RERIABRZ) 14 (1.0%) KU infusionreaction 1 ] (1.0%) @bz, £, H
BEoOREREE (hEERIELMARE, REHRIRERR, ST, EXEEY) .
PRREE (X7 - NU—ERRS) | TREAMERS, B, HR - BEGRRE, &
SEAGIESE., RNZ - BEIEA. S P OBk, Lk, BEELMKEE (St Mg
PESEBER ., IR, FRIFERE, EIERERES) . MIRAREEFR ORISR D L
Niaholz, ABEARBERRZEESS: (BRREEREZ2EL) 230EHHERE
Y,



[ - HE]

AEORERAEDBBETVEFA LY I 21— 3 12k Y, AH 200 mg %
Q3W, 400mg % 6 AHEMME (CAT TQew] &5, ) XiT 10 mgkg (FE) % 2 AM
Bk (AT TQ2W] &9, ) THRELZEORR O MEPRENRT SN, TORK
R, AH 400 mg & Q6W THE L7zBEOAKI O EFIRBIZEIT 2 FHmERRE (L
T TCagss] V5, ) i, AHF200mg 2 Q3W TEE LIZBED Covgss EXLLIT 5 & T
Ehiz (FR) . 2. AHF 400mg &2 Q6W THE LIZBROKRK D EFIKIEIZBIT B &%
FIIEFIRE (BT Cuaxssl EVV9, ) X, AAI200mg %2 Q3W TEE L72EED Cuaxss
LB L TEMEZ T ETFRSNZLOD, AAABEICBNTIRENHERELTY
DR - AR THDARA 10 mgkg (KEH) % QQW T#E LD Chuxss & B L TIK
EZRTETFRESNE (FR) . 610, BHRBAHEREZIRIZAHF 400mg % Q6W
THE L7 B (KEYNOTE-555 RER) L 0 B b - ERMEICES < KBk
NWIA—=ZZ . vIab—ya il FRILEEYEEAS A —F LB L (FR),
MZ T, BEOBABIIE T HEBIRARBEGRICESE, AR ORBRER L FIEITESE
& DEEZ RETT 2 BBRISET VBRI, &K 200 mg % Q3W Xi 400 mg %
QW TERELEZEBOBRER L AIMEIREM L OB W TR ENZEE, Lk
ORIk - AEOB TADMR OEEMICHmARZERIIRZV E TFRIS N,

E6 FHOEWBMR AT A—F

s T T Crin Crmaxss s Crninss
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?‘5]9.7) (27.277.298.1) (17.::,;.11 8.3) (91.3?;;4.1) (49.‘:’;(,)';t 1.0) (30.35(,)‘39 1.4)
STy (125??2_4) (32.?)?'342.7) (10:1[.)'16 0.8) (14??49) (01313 | (198,209
40(0%1]1?51{?56)“] (1351.36,6.10 ;6.4) I (14.1:?95.4) A NA NA
omgke W (10 | s | aimaen | wasw | eresm | s

t:0n=2993, 100 BRIDY I 2L —ya e XY ERENEMESEDOPRIE (2.5%45,97.5%4) \ Cmax : FIER
HB#HOBEBMBEPRE, Cug: HERSEOFEHMFEFIRE, Con: MEEREHE (4702 BE5/) OREME
Epiﬁﬁ\ Cmax,ss . Hﬂzﬁﬁﬁél-ﬁﬁ 6%%—@%*@&\ Cavg,ss : ﬁ:’ﬁ?%ﬁg Kﬁ”éqﬁgﬂl?ﬁqﬂ%g\ Cmin.ss: ﬁ:’ﬁ%ﬁgé\:
Bl 2 RIEMERRE
156 BIDAITEIIE (95%EFER M)
§ : 41 Bl EMEHE (95%IFHRERM)

NA : ZHE42L




4. HERIZTOWT

AFAELZED, EER ) A7 EHHE (RMP) 1ZESL AR 0 ERLZEEERED
~OWIEEIN S B MR TH > T, AR ORGP EY 2BE LM - FEL. FFOER
Bz X EBRRERERR LZBICHIET 2 Z L BBRERTD, LTOO~@DF~
TEBTHRRICBOTERATIRETH D,

D HERRicHoWVT

@1 F@Eo 1) ~ (5) OWVWTFNNIEYTIMRTHDZ &,

(1) BEAEFBREREET 2BAZRESEIL RS EREFRSAZRREEILRRGL.
R 2S A RS FOEHERL SRR, HUIRS AU RSIRRIRBE R &)

Q) HEMRERPT

() WERFRMERIRETZBARFREERR (BABRESEERE. SABRKER
WA, BSARIREEREERR &)

4) ARACFIRIERZFRE L. AR ERIEME 1 U RILERIEME 2 O sk 2 1E
IR BB EIT> TV DR

(5) TUEMEERALFEEMEOHEREEICRIBHEZIT> TV D MR

D2 H®HRE2D 75‘3bﬁ'@@fh‘i?ﬁ?ﬁ&(ﬁ@”’ﬁ)ﬂ%ﬁﬂ#@ﬁm SRR e BRE
BOEM (FROWTANICHEL T HEM) 25, YEDRBOAAICET SEROR
FEHELLTEBESNTWD Z &,

3

o [ERRFFRG% 2 EOMMHEELET Lc&IiC 5 FL L0 ABROBRNE %
fToTWaZ &, 5b, 22U, BARMRELEL LLRRBREOWHES
ToTWdZ &,

»  ERGIHFERE% 2 EOVEITHELZET LRI 4 FULEDOBRERERZAL TS
Zr. 9b, 34U LR, HBRELRDIVAEBERTONAEKDREE SN AREK
DEEERWHERIT-oTWVBZ L,

@ BREHNOERRFREROEMHITOVT

EXRDLERERIHETTI2HEEEPRB SN, BECENSOFREBD, AL
M IRZEER OB L NEMZICST 2 BRI, AEFRNRAE LZHEORE
EW, ENFELIITONEBRHINESTWNWHZ L,

® BHER~DIRITHVT
@-1 HEREkHIz B 5 B i

MEMMEBREDEEZRBIERANTEAE LERIC, 24 FREZRER OT, Uik X
TREERER ISRV T, BRLUZBIERIOE L TAREERK O CT Z0RIERAOER I
BERREOBESYARIZELN. BELICHISARERERINE-TNWDZ &,




@-2 ERREFCLIAFTESRMNSICETHEHSF

BABRICED 2EANRMREOEEL2ET 2 EREEELRERE=2) 7
EEDEERDOAY ) —= T EITVERE L BREZ LG TE 5 F— AEREH 2
HENTWBZ L, 2B, BHEHEICOVWT, BABELZORKRICTHICABMENT
W3k,

@-3 BHERAORECHRICE LT

BIVER (MEMEMERIIMZ, KB - DBk - EEOTH, BIERR - FR£ - iF
WEERESR - AFA - B LMEIRE R, BHEEE (RETFREMLERL, RREABRE) . N
SWHEE (FRAHEES, FIRIRSEREE . BIBHERES) | 1 BERKF. 5 &5 BE,
gk - BRAUARRMARIE, BER. BEEOREHEE (DHEMERLBEFAMATIE, BERIEIRIE &
B, ZABE, ARXMEES) ., infusionreaction, HM4 - BEIRS, EIEMHENIE, HRESE
(X7« RU—EGERS), Ok, ERLMKES (GBI MR MESEBRR.
MR, ARG, WEAIERES), MEREREGER, B%) LT, Yi%iE
BB EREE OB L2 AT 2 EME EE L RIERAOZIORNCE L TS
RUOSXEEZTONDEMBITHD L), ELIZHENRLEDR TE DEH1E - TWD
ze,



5. ERMLERDBE
(AzhtEic B9 % 5]
O TROBETBWTAROAEMEI RSN TS,
o DAMLFERERICHEE L7 TMB-High 2 AT 51T - ﬁ%ﬁlﬁﬁ(ﬁﬁm&
16RO REE 2B 5 IR D)

723, TMB-High BT 5AR D2 A= 2L L LT, RES :
FoundationOne CDX AT/ L7 7 7 A VHRER I T3,

RECHI->TE, BEZEESOTA FIA VEOEFHOBERESE T, KTk
PRIEZIZL D TMB RERER~OEERUREIHV 2 BREOFBRFEFIC OV T
HERTAHZ L,

@ TRICEATIRE KT IAFORERERFIEC OV T, AFIOFZHES
SN TRELT, AROREHMRE MR,
o FTOMBRIE
o fhOTEMERER LA L TREShDBE

10



[Z2ficBEd 25 5H]

@

TRICZYTIBREFICOVWTRARIOBRERZERLE ENTWVWEZ b, BER2T
bianwz b,
o FRHNOESITR LIBBUEDBEEROH 5 BE

BB ORIl IZIS VT TREICE Y T 2 BE T OV T, A OB EITHR I 2N

D, MOIEFRBREBZ2WERICRY , HECARZHFERT LI L2 EZETX 5,

o MEMMEROSHXIBIFEOHZRE

o MEEGRRE CHEEZR O 5 BE R UNEBE O BN BRI 0 =Gt ik 7%
ZOMIIRERENNRA LN D BE

o BOEREREBROAD, ITBHEMRE L IXERMEO B CRRRBOBEERED
»HBE

o EEBHE (Ehm3MRBEELZST) OHBE

o WEOBREXIRAEETLIBE

s  ECOG Performance Status 3-4 &V O BE

(&) ECOG > Performance Status (PS)

Score

E#

0

2 ERIERHTE 5, FBREML AL BEEEIRIRRITZS,

PIERBNCI LOEBNXRIR ST 2 03, BHITHRET, BIERSE > TOERIITI Z LB TE 5,
Bl BVRE, WHEX

FHATRRECTHEOOFOE YD O Z LIZ T X TRBEMEEITER Y, BHFD 50%LL LT~y FATHRI T,

BONESODHDOEY D L LHTEARY, BRHD 50% EEy FEF TR,

1
2
3
4

2B, BADOHEOEY DI 2L TERY, BRIy FABRFTBRIT,

11




6. REIRLTHETR&EEH

D WA TEZICZ, BUERRFEEA NIRRT 5 BRE I E D X AR O FFE R O IEfE
AOSICLERERY HICEBR L THLERTDZ &,

@ BEBRICRN DL, BEXRZZORIRICADIERVERELZ 23R L. AELS
Thb&ETHZ L,

® FERBEMERO~RXY AL MZOWNT

BEMRERRD ONEZLRNHEDT, RAIDKBREIZH T > Tk, FIHE
® (B, PR R, ) OREFER UK X REOEKRS., Bl +
HFATHZ k. Fh, BRBIZSUTHE CT, MiF~—V—%FDORELZERY
L, ’
infusion reaction 234 5D Z L M3 5, infusionreaction B LN TZIHFEIT
X, EEIRLBEITY &L bic, ERBEIET S E TREOKREEL oI
THZL,

RS REREE . TRABEREETRVRIBBEREERH DN LBH DD
T, KK OB GBI R O SR RIZEICN o IEEERE (TSH, TEHfE
T3, Bt T4, ACTH, M aF Y — LV EDRIE) 2EHWTHZ &,
BUERT%. A2, FFgEEE, A, BIEBRERR b2 LB3H5
DT, AFI DO 5BIART R O 5 HIE H T ESRCAT#EERZE (AST. ALT,
y-GTP, AP, B UL EVEDORE) #EMTH L,

SR IEARVIERREREZET) SOEBRRESENHODND
TERBHBEOT, EHMICIROBRFEOFELHBTDIZ L, £, ROEFEH
RBOONTBAITIE, HONCERBELZSZ T L O0BFvHEETLZ L,
AEOBEIC LY BEOCRERIGICEERT 5 &% 2 bk IR B E
BHobhbdZERnDD, RENRDONHEICIK, BRLEFRIIL LT
HAN R L RBR 2 O EM LB L CEE 2RI 21TV, RE DR
IS ic X 2BHER BN EDN D BAITIE, AFIOKRETHIE, RORIBRESR
NEVRIOBREEREZERTAZ L, 2B, BIBRERNVELOREIC XY BIE
FDOBRERRD HNRWBEAITIL, BITRES/VE SO RZEIEIE O8N
LEETDHZ L,

BERTER, BABNOCEIARBL THLEERANRRRT L 8H D10,
AR OBERTHICHBIERAORBRIZHSICER T2 L,

1 BURERR (BIE 1 BIBER R 2 2Te) N bbb, HRHEMES 7TV F—T X
KELZ ERHBOT, OB, B, BHEOEROFRLMBEED ERICT
DEETHZ L, 1BERBAEDN-BAICIIREEZPIEL, 12D U7
FOBELEDOBEE 2NEBEITH Z &,

@ AFAOEERBICI T, KEYNOTE-158 B TIX& 5-B442 5 1 F£IE 9 BMZ
&L 1 EFEURKR 12 BREZ S CAEDEOFMEITo CWeZl L 25BlIC, FE®RS
FIXEHRICERRE THROMREZITO Z &,

12



BEEREETA FTA v
Roa7Tr Y X<v7 (BIeFHEBRZ)
(K74 : ¥4 b — & RIEBE 100 mg)
~ K~

SfTEL2A (Ff442 AYED)
JEL A= g4




B

1. XU dHic P2
2. AHIORH, EREF P3
3. ERPRARAR P4
4. WEERIZOWT P13
5. ®EXMBLRIBE P15
6. REIZELTEETREEE P16



1. XC¥®IC

EXLOBADM « ZRMEOREROTZHITIT, T XESICESWEERFERNRD
BB, &5, EEOHEEMOESICL Y, MMEEER 2 L OEFE 2 H R
FEELPERINDIPT, INOOEEKZEICLERBEICRMT S Z L 3RED
L 2o TR Y BEMBOEE L EOEARTE 2016 (FAL 28 4 6 A 2 AMHERE)
KBWTH, EFMERMEOHEAOEEHEEZRSZ L LI T3,

FRERSSFERN T, BRERASLEEM 0 7 v A ARBEOERS L LR
BRBZERDHDB, Z0D, BEHEROLLEICEATIERNHHEET D TOR.
UHERLOBEEZBZIT D LB/ INIBAFICH L TERT S & & bic, BIfE
ANREB LB LERREE L D2 N —EDEH 2R3 EREE R
THZLWEETHSD,

L7eBoT, KA FFA Tk, BABBEERLINE TXELN TV BESREKER -
BEMRMICESE, UTOERROBEERMERZHET 280 DLEREH, X
FROEEEEREZTRT,

RB, BAA RT4 ik, MATEEAERNEREBHRRAEIE, ABREEEARAER
BARERYS., —REFEAN B RBRABES RO—RAEFEA B ARMRBRZESOH
J10b EER LTz,

KBRERBERD ¥4 P—F RWEFHFE 100mg (—4% : Xa7 v ) X< (8=
THEHRZ) )

HEERDPETIINE  RIGTIRRFRES IR 14 O B Al A

HELRBMERVRE : thoREMIEER & oI WT, @H., BRAIKE, A7
VX< (BiEFHEEEZ) L LT, 1E 200 mg % 3 BERIRIFEX
13 1 18] 400 mg % 6 BEREIRIFE T 30 4 RINT THRBETFHET 3,

B & Bk E ¥ & MSD B4t




2. BRI, TERBF

XA M— 5 REHE 100mg (—R% : ~a7 v ) X7 (BEFERL), ST IR
Fl] £ 5,) i, PD-1 (programmed cell death-1) & DV 5> FT&% % PD-L1 K PD-
L2 L OREAZEHEMET S, & MbilgGd £/ 7 a—F K TH D,

PD-1 #&H&13 T ARSI SRR 5 & kN B 72 I 03 MR D3RI FE 9= 5 =72 40 e il
ZA v F T, PD-1 1%, EEDREBICEBODTEER T HMROMRKREICKEL, BOCR
B2 S UAME LR RAERIGEH#ET S, T72bb, PD-1 XYV F U L
BTHILICEVRBESAKRICL AV /T NVEERRCHET 228/ ThHS, PD-L1
DIEFABEIZB T E2RBATIDLTNTHEIN, ZLOBAMBRTIX T Mlizgo@x zMmzx
BHIECBRNCHEIRL TW5B, BAMIICEIT S PD-L1 OEFEHRIT. BHRE. RS,
FFAmRRE., SREERE, /NIRRT 2 & Ok RRATTRARKEFTHY | EVWAEFR
L OMBEMRAHE STV 5, ‘

BWEON A DR T % & PD-L1 RHOMEBMEDI S, PD-1 & PD-L1 ORIRIIIERE D
FEERHC W TEHERREIZE D) T EARBRINTEY  FiR2BARROERN S L
TR I T3,

AFIiX, PD-1 & PD-L1 RUPD-L2 DY H o ROREAZRET A LITL Y, EE
mONBEROEESRAMIAEEE T Vv 8RB LI ¥, HIEERE 2 FEMEL
T5Z L THEEDRRET S,

AFNOERBFFICES RBEORERIGIC L 2BERSERH bbb, EEUIETIC
EHAREMRD D, AFHOBREHRUBRERITIT, BEOBELTH/ITTV, RENRE
H BNTEHEITIE, FR L FRICE C BRI mE & BRR 2R OEM & L TE
G7ERZW 21TV, BEORERGIC L SEHEAR RO HRITIE, BIBRER IV
ERIORGEDOBRYZLE LTI LERH D,



3. BREREGR
IRIBEIBR R RE M 0 B ME O ARG 2 1T - = R B RBR O i &
Y,

[Bzhtk]
O EHEEEFRIBMAERBR (KEYNOTE-426 k)
{BZEPRIERE D 72 W RTEYIRRR BE S i it oy B MR E B MRams A 861 ) (A A
AN BIEED) ZRRIC, A=F=7 ) Ia@il UT I R=F=7] L5, ) %%
RBE LT AR ETXVF =T LOARES UT IR/ THF=71 L5, ) 7
DEIMER ONLZEENRET SNz, EEFME B IX2EFHE (LT fos) &wvw), )
ROEEEAGFEE (LLF TPFS] W5, ) L&h, KA/ THRVF=71F, A=F=
TEHEELT, OS RUPFS B BIZER L7z (&1, M1 KRUK2) ,
*1 : American Joint Committee on Cancer JRH#i43 3812 &3 < JRHAIV
*2:50mg 1 B 1[4 BRERSH 2 BREAKE
*3 . A% 200mg 3 @RI (LATF Q3W] &5, ) TRBIRNIRE L, 7% F=7% 5mg
1B 2@ (BAF BIDI &5, ) BOBELE, 7T F=70ORERIL, Smgl B
2ETCERT D2 23— R (61BM) UAEEEENRDH Y, Grade2 ZBR DT XV F=TD
BIFERNRE® LT, HoMEM 15090 mmHg ML FICBFE S hi-#4. 7mgBID ~D
HWEEPAREL Lz, EEEOEEZ AV, 10mgBID ~DOEEGLAIEEE Lz, 7F ¥
F=713. BHEROER., BEESION U TAREIIEE (3mgBID, KIZ 2 mgBID)
LAREE Lz,

#£1 AR (KEYNOTE-426 RER)

AR/ T XF =T B A =F =T H
(432451) (42941)
HgfE (H) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | NHF— ™ 0.53
[95%CI] [0.38, 0.74] =
P " 0.00005
iefE (A) 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PES™. ™| 3 — FEp7 0.69
[95%CI] [0.56, 0.84] =
P fE" 0.00012

CI: fEHERXM. NE: ffiEAR7l, *1: PRBITEOT —F (Q01848H24R 7y bA7) | *2: &
B Cox tbBINF— FEFNIC XA ARA=F =T L DL, *3: BRn 75 7 BRIE, *4: RECIST
HA FF A LRI ES K SR TS g E



100 pve==x
90 ) T =y
80 -

200 mgQAWRU TP FLF=T

£ 60
B 50
$40-
30 -
20 -
10

0 4 8 1I2 | I.1I6 2I0. 24
e SE7HER (]

FH200mg Q3W Rtf
FEYF=F 432 417 378 256 136 18 0
AZFZT 429 401 341 211 110 20 0

M1 OSOFRAENE DKaplan-Meierfi#f (KEYNOTE-426338%)

100
90
- o A #1200 mgIWR U T FF=T
& 701
i 60 -
E 50 2=F=g = .
B 40 | S
¥ 30 L
20‘{ |
10 _1' | H—
0 4 8 12 16 20 24
at risk®% RIgBEERA]
F#/200mg Q3W 432 357 251 140 42 3 0
RU7F9F=7
A=ZF=T 429 302 193 89 29 1 0

K2 PFSOHEIfENT B D Kaplan-Meierfi## (KEYNOTE-4263R8R)



@ EERLFEFBMIERE (E7080-307,/KEYNOTE-581 55%)

(LR BRERE D 22 W RIGYIRR AR RE T BBt O BRI B B AR R E " 712 B (A A
AN T3 BIEET) 2RI, A=F=T220BE LT, AR ELVUAF=T A VLR
W OTIvoRnF=T] L), ) offRES BT IR El/LVenRF=7] &), )
BOEDIER RSP S N, AF/ LV oNF =713, EBFHMBIEE & Sz PFS,
BIREHMBEE D—o L &N 0S8 #, A=F=T LB L TARCERE L (F2, K
3RV 4)

*1 : BRI BV TR UMM IS A R S N BE R RR L &z,

*2:50mg1 B 1@ 4 @MBEE% 2 BREIAZE
*3 : K| 200 mg Q3W THARMNIKE L, Lo A"F=7%20mgl B 1ERPEE LT,

#2 AR (E7080-307,KEYNOTE-581 #li)

Cl: TRERIXI]. NE: JEEA A, *1 : RECIST A4 F74 VLIKICESLS B
*2: 202058 H28A A v R A7, *3: @RI Cox HBINF— REFMILLBA=F
* BRIR T T IIRE

F7) .

AF)/ Vo NF =T A=F =T B
(355%1) (35741)
pofE (H) 23.9 9.2
[95%CI] [20.8,27.7] (6.0, 11.0]
PFS™. ™2 NP R 0.39
[95%CI] [0.32, 0.49] =
P {E"™ <0.0001
FoRfE (H) NE NE
[95%CIL] [33.6, NE] [NE, NE]
08" NP — RS 0.66
[95%CI] [0.49, 0.88] =
P fE™ 0.0049

= & o fk,
X5 PHE (MR . *5: PREBITEOT —& (20205:8H28B 1 v b



(1)'8 ] — KA 200mg GBWRUL U NF 2T
08 | ) o0 SRREART]
07 4 T, T At g g
% 06 v
¥ 05 -
# 04 -
03 -
02 -
01 -
0 4
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5l
J— Rei (R)
AH 200mg QSW RV 355 347 338 327 313 280 253 222 188 120 66 26 10 2 0
gt 357 332 307 280 264 236 207 186 160 112 60 25 7 2 2 1 O
X3 OSPHKaplan-Meierfthi#i (£7080-307,/ KEYNOTE-58138%)
(l)g ] w— kA 200mg Q3W RUL VAP =T
] seess =P
081 "%\
& 07 |
ﬁ 06
= 05
& 04 - Moo
% 03 4 Tee el
02 | ey
ol 1 N o
o i T T T T T Ll L T T T T T L] T L Ll L L Li L] T
0 2 4 6 810121416 182022 24 26 28 30 32 34 36 38 40
rW (A)
stk B
0 200mg OWRY 255 251 200 276 29 225 213 186 160 1616106 8 56 D U 6 3 1 1 0
;1,2;7 BTAH22B IS 124107 B5 69 R 9 2 R B 16 9 3 2 1 0

X 4 PFS ® Kaplan-Meier Bif (E7080-307,/KEYNOTE-581 #E&)



[Zatk]

OEBRERFEMERE (KEYNOTE-426 R5R)
HEBRIIAR/ 7 XL F =78 422/429 B (98.4%) ROUNAR =F =78 423/425 |
(99.5%) IZFBH LI, IRRIE L ODRRBEVREETERWVWEFFLRIL. T T 413/429
B (96.3%) Rt 415/425 B (97.6%) IZFBH LT, WTHhORE THRIAEN %L E
OBERIITRDO LB Thotz,

R3 WThPOBETHAEN 5%UAELOBER (KEYNOTE-426 BE)  (Z2MEMATx SR E)
BENKSE Bl (%)

(SOC: System Organ Class) FE/ 7 F=TRE RA=F TR
HAEE (PT: Preferred Term) 429 %51 425 )

(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
2EIER ' 413 (963) 269 (627) 4 (09) 415  (976) 244  (574) 7 (16)
Mg L RY v \REF

=Yl 12 (28) 1 (02 0 69 (162) 13 3.1) 0

B Mk E 5 (12) 0 0 37 87 6 (1.4) 0

HFHPERBUIE 6 (14) 1 (02 0 79 (186) 28 6.6) 0

M/ MRBAE 8 (19 0 0 9%  (21) 22 (52) 0
PSR

BRI B B TUMERE ) 52 (12.1) 4 (09) 14 (33)

BRI RR IR TE 135 (315) 1 (02) 119 (28.0)

BBREE

R 23 (54) 3 (07 0 16 (3.8) 0

& - 31 (72) 0 0 29 (6.8) 0

THI 210 (490) 31 (72) 0 175 (412) 19 4.5) 0

=)0 17 (4.0) 0 0 2 (52) 0

HEFR 12 (28) 0 0 48 (11.3) 1 02) 0

HREW MRS 6 (14) 0 0 34 (8.0) 3 0.7) 0

B 91  (212) 2 (05 0 11 6.1) 4 0.9) 0

DA% 61  (142) 307 0 86  (20.2) 9 @1 0

gL 34 (1.9) 1 (02) 0 56 (13.2) 3 0.7) 0
—f - 2HEER L CREBLALOWRER

& TIE 50 (117) 6 (14) 0 54 (127) 12 2.8) 0

& 130 (30.3) 10 (23) 0 142 (334) 21 4.9) 0

KRR D RAE 55 (128) 4 (09 0 90 (21.2) 7 (1.6) 0

BB 16 (37 0 0 24 (56) 0
37 S S

ALT 30 102 (238) 52 (12.1) 0 54 (127) 11 (2.6) 0

AST Ham 97  (26) 29 (68) 0 59 (13.9) 7 16) - 0

M7 V7 F=8m 24 (5.6) 0 0 30 (7.1 1 0.2) 0

1 FRR AR AR L 1 2 (5.0) 0 0 2 (52) 0

FHPERBOR A 307 1 (02) 0 48 (113) 29 (6.8) 0

/R &R 14 (33) 1 (02 0 76 (17.9) 31 (7.3) 0

EEH 41 (9.6) 6 (14) 0 36 (8.5) 0

B M Bk 1 0.2) 0 0 37 (8.7) 11 (2.6) 0
Rt LURRES

BRI 94 (219) 9 @ 0 106 (24.9) 2 0.5) 0

&Y B fiE 6 (1.4) 2 (05) 0 26 (6.1) 1 (26) 0
BEEFRE LA RREE

R 52 (12.1) 3 (07) 0 15 (35 2 (0.5) 0

frPadE 23 (54) 0 0 16 (3.8) 0
R AR

RERE 40 (9.3) 1 (02 0 129  (30.4) 0

R 35 (82) 307 0 33 (7.8) 1 02) 0



BERKROE B (%)
(SOC: System Organ Class) FR/T X F=TRE A=F =T
EAZE (PT: Preferred Term) 429 %1 425 #i
(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade §
Bk L ORERS 4
EAHR 66 (154) 11 (26) 0 39 (92) 6 (1.4) 0
MR R, FaEhE X OHERRRE S
K 32 (15) 1 02 0 12 Q8 0 0
RS 98 (22.8) 1 (02) 0 12 (298) 0 0
PR R 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.5) 0
=M 19  (4.4) 0 0 32 (75) 0 0
BRI U FakEE
i 17 27 (6.3) 1 (02) 0 35 (82) 0 0
FH - RERXFAORFASERE 119 (277) 22 (1) 0 168 (395 15 (3.5) 0
%z 5 BEIE 53 (124) 1 (02) 0 18 (42) 0 0
B 46 (10.7) 1 (02) 0 38 (8.9) 1 02) 0
1 A
7 M JE 179 @l7) 91 (212) 0 184  (433) 78  (18.4) 0

B, AH/T HUFoTHICBOTHIEEMRER 12 6] 2.8%) . KBE - MNEXK -
BEEDOTH 40 B (9.3%) | #EEE (X7« NU—EBERSE) 241 (05%) . FTEE
B (ALT KON AST #0072 & OFMEEREBMERE R 2 &1e) 150 # (35.0%) . FRARME
BEREE 165 4 (38.5%) . FRERMEHEAREREE 561 (1.2%) | BIEHEERE 10 6] (2.3%) .
(RAERIEHBERSE) of (2.1%) . ik - &

1 BUBERRIA 1 1) (0.2%) . BHBEREE
AR mARAE 4 71 (0.9%) . EAERSEENLGE 4 B (0.9%) .

D26 (05%) . SEHIK

% 14 (0.2%) KUt infusionreaction2 # (0.5%) A bz, £z, EEDOKEEE
(K REFEIRARRE RE, SABE, HAEES) . BER, MKk - fEA, EERMEES
(ot /MR VESREERS . MR L, ARIFERE, BERIIRES) | LREARIER

R ORZIIRD bnid oo, ARERRBRIUIEEF S (BRAREERE 2 ED)

T RUEHBRETT,



@ EEIFBMFARE: (E7080-307,”KEYNOTE-581 35#)

BFEBRIIAK/ VoAF=TRE 3517352 B (99.7%) ROA=F =78 335/340 f
(98.5%) IZBH B, IBRE L DRRBRNBFE TERWVWAFEERIL, T L 341/352
Bl (96.9%) TN 313/340 il (92.1%) @D LTz, WTNMOBETRERN 5% £

DORHWERIITRDEBY THoT,

24 VPRIORTRIEN 5% EORIER (E7080-307,/KEYNOTE-581 BK)

(2 MEARHT o IRE)
BERKSE B (%)
(SOC: System Organ Class) AR/ Vo NRF=TRE A=F =T
HAFE (PT: Preferred Term) 352 B 340 41
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
2RIER 341 (96.9) 252 (716) 4  (1.1) 313 (92.1) 200 (58.8) 0
Mk LY RS
A1 20 (57 3 (09) 0 44 (129 11 (32) 0
A MR AE 4 (11) 0 0 21 (62) 7 @) 0
P ERBAE 8 @3 0.3) 0 42 (124) 18  (53) 0
MR E 13 37) 1 (03) 0 51 (150) 18  (5.3) 0
N WHER
IR BRI B TUHESE 22 (6.3) 0 0 8 (24) 0
FUR IR AR IR T E 150 (426) 4 (1.1) 0 79 (23.2) 0
B R
REH : 39 (L) 4 (L1) 0 12 (35 1 (03) 0
EH 24 (68 1 (03) 0 20 (5.9) 0 0
L) 192 (545) 29 (82) 0 151 (444) 15 (44) 0
AR 28 (8.0) 0 0 10 (29 0 0
HILTRR 26 (7.4) 0 0 42 (124) 0 0
BAREWFMERA 8 (23) 0 0 26 (7.6) 0 0
B 94 (267) 6 (1.7) 0 94 (276) 2  (06) 0
RNK 113 (321) 6 (1.7 0 127 (374) 7 (1) 0
R 56 (159 5 (14 0 45 (132) 3 (09) 0
—f% - SERER L OREHLORE
ESE 71 (202) 16 (45) 0 54 (159) 11 (32 0
ks 113 (321) 11 (3.1 0 109 (32.1) 13 (38) 0
FAH IR 17 48 1 (03) 0 17 (50) 0 0
3 16 (4.5) 0 0 18 (53 1 (03) 0
FRpR IR 2T
ALT 3@/ 34 97 11 @31) 0 30 (88) 6  (18) 0
77 —EHEm 53 (15.1) 26 (74) 0 26 (76) 9  (26) 0
AST #3/m 33 (94) 9 (26) 0 30 (88 2 (06) 0
mep s V7 F =80 23 (65 1 (03) 1 (03 17 (0 0 0
I P AR AR A ARV E 1N 38 (10.8) 0 0 17 (5.0) 0 0
Y —E 1 50 (142) 34 (97) 0 34 (100) 24 (71) 0
i P EREEA 8 (23 6 (17 0 39 (115 19  (56) 0
M/ RERD 20 (57 3 (09 0 57 (168) 18  (53) 0
*EMRD 70 (19.9) 21  (60) 0 19  (56) 0 0
A i Bk 10 (28 1 0.3) 0 30 (88 6  (1.8) 0
REE L UERES
RERBGE 123 (349) 12 (34) 0 84 (470 5 (15) 0
BV AT a—/VIE 18 (5.1) 1 (03) 0 2 (06 1 (03) 0
&RV 7V &Y FhE 30 (85 10 (28) 0 23 (68) 14 (41) 0
BRI L USRS
RAEhE 60 (17.0) 4 (1.1 0 22 (6.5) 0 0
R 38 (108) 3 (09 0 8 (24) 0 0
TR R

10



BEBIKRSE R (%)

(SOC: System Organ Class) AR/ VR F TR A=F TR
EAZE (PT: Preferred Term) 352 % 340 #i
(MedDRA ver.23.0) 42 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
S 38 (108) 1 (03) 0 88 (259) 1 (03) 0
BRR 38 (10.8) 0 0 28 (82 1 (03) 0
BRI UCREEE
‘AR 97 (276) 26 (74) 0 41 (121) 10 (29 0
PR AR, FAERI X OMEREEE
K 19 (54) 0 0 8 (24) 0 0
REEE 87 (24.7) 0 0 9 (26) 0
V5% ) e 23 (65 4 (1D 0 11 (32 1 0.3) 0
A H f 18 (5.1) 0 0 30 (8.8) 0 0
il 53 18 G 6 (17 1 (03) 0 0 0
BB & OB TRERRE S
4 17 17 (4.8) 0 0 21 (62) 0 0
FH . RERFHEFSERHE 99 (281) 14 40) 0 122 (359) 11 (32) 0
% 9 FEIE 47 (134) 1 (03) 0 19 (56 1 (03) 0
5 77 (219 12 (34) 0 37 (109 2 (06) 0
R ESRES 24 (68) 4 (11) 0 5 (15 0 0
HEN 0 0 0 31 (90 0 0
mEFEE
& = 184 (52.3) 89 (253) 0 133 (391) 61 (17.9) 0

I, ABN/ VoNF = TR THRIBEMEMER 19 6 (5.4%) . KIBK - MEK -
EEOTHICH (102%) . BEEORERE (hWHEMERRBEFRMAVE, BEHRIRER
B, AR, BREES) 26 (0.6%) . BIHEEFFS - FFR4E - FFSREREE - T4 - 18
LHERRE 2% 79 B (22.4%) | FUIRIREEEEFETS 156 B (44.3%) . THEMASHEEEREE 3 4

(0.9%) . BIEHAEREE 1841 (5.1%) . 1 BUBEIRIE 1 61 (0.3%) . BHUAEREE (R
BB, REREBLAE) 86 (23%) . KL 8H 23%) . #Hfk - RS MARLE
36 (0.9%) . EAEFHESE 1 F (0.3%) . MR - BEIRZK 3 1 (0.9%) . LfH#K 3 6l

(0.9%) K infusionreaction5 ] (1.4%) BB oL, Fio, HREE (F7 - N
V—RERERES) | SO, ERLMRES (GEML/MRB EREDR, BmEE
., FRIFEREE. \ERIERIES) | MERAREEMHE ORZIRD ooz, REIE
RARBRIIBEERESR BAREEREL2E3T) 23DEHERETT,
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(R - RE]

AHOREREDBEEF AV EZRIA LY I 21— a it k), A& 200 mg %
Q3W, 400mg % 6 AMEMMR (LLF IQeWI &9, ) Xix 10 mgkg ((AE) % 23ER
B (U TQawl &5, ) THRE L-EOAK O MEFRERRM SN, 08k
. AH 400 mg & QoW TEE LI=BEOARFI D EFREBIZK T 5 FHMFEPRE (UL
T TCavgss) EWVVD, ) 1E. &AAI200mg %2 Q3W TEE LT2EED Copss & BLT 5 & FH
ANtz (FHR) . £, AH400mg % Q6W THE LI-EBOAFI O EFIREBIZRIT 55K
EMEPRE (LT [Chaxss) £V, ) 1, &K 200mg 2 Q3W TERE L7ZBED Coaxss
B L TEMBEZ T ETFRAINEZLDOD, BRARABEFIZBW TAEASEEENFHER S TY
LR - AETHDAA 10 mgkg (FE) % QW TRE LTZBED Cuaxss & LB L TIE
HERTETFREINE (FR) , &b, BHBEAEREZXRICAH 400mg % Q6W
THRE LIS EIMRABR (KEYNOTE-555 RlR) X v &= ERAEICE S RipEhe
NWIA=ZEI VIalb—a il X ) FRILZRYBE AT A —& L L (FXR),
Mz T, BEONABIEITHBEEARBREICESE, FFHNORER L AT LE
P& ORRE L RFTT 2IRBRIGET VBBE XL, AF 200 mg % Q3W X it 400 mg %
Q6W THREL-EBEOBREER LA ILEM L OB OW TR SRR, E
RO - AROM TEMMER OEEMICHERZERITRVE TFRIE -,

£5 FRAOKMEEFA—4

REAR | om | g gl | GgmD) | Geed) | Ggmb
200yme 0SNG (58.55?'519.7) (27.27?.298.1) (17.;?.118.3) (91.97?54.1) (49.?;(,)';1 1.0) (30.35??1.4>
400mg Q6W! | 12;,2124) (32%?;2.7) (10.11(.).160.8) (142?49) (50.51(,157 1.3) (19.?;(,);0.9)
40(()£?§J4?E6)W (1351.:;.6.10;6.4) NA (14.1:,'(,1)55.4) N s NA

10 mg/kg Q2WT (21%,2323) (14;?‘1‘45) ( 1;,1?21) (42:,2333) (272,7382) ( 19;,9;00)

t:n=2,993, 100 EDYIalb—ya XD EHINEMEHEDOPRE (2.5%R,97.5%m) « Cmx : FIEFE
ERORBMIFPRE. Cop : HIEREZROFHMIEFTRE, Cun: AIRRE%E (A 702 REF) ORKMIF
EP@E\ Cmax,ss . Eﬁ%%&\’—%”-%)%%ngq:ﬁg\ Cavg,ssZ Hﬂ:’ﬁ%ﬁ.‘?\‘cﬁbjéﬁﬁm%*iﬁﬁ\ Cmin,ss5 Eﬁ%%&:
BT B Bl i R

1 : 56 BIOKMEEME (95% SRR M)

§ : 41 BIOKMTEIE (95%EHXR)

NA: 72 L

12




4. FERIZTOWT
EIRDY R 7 EHEHE RMP) [ZHESE, RXFOEXKZRLMEEREE~D W&
NHBHMRTH- T, AROBRENBEYL2BELZLRH - FEL, AFOREICIVEE
&mﬁﬁ%%ﬁbtw_ﬁmfé ERMERED UTOO~@DT T EH-TH
WCBWTHERTHERETHS,

@ MgizoVWT

D1 FiEo () ~ ) OWTHMITELT IR THHZ L,

(1) BEAFBKRESEET 1A DHREERSRIS (ERERF RS A ZREEENL R,
HulER S A RS FEBE L RURPE . HUIEHS A RS IRIRRE 7R &)

(2) FrEHRERRPT

() EEFRAOERBET 2 0ADREERIE (BSARREEREREL. SADREY
Wb, 2 AR FREEHEERP A ©)

(4) HEICEREEZRE L. S R{CFREME 1 SUINRAFRIEME 2 ORFREYE
IR EHEIT> TV B ek

(5) PMEMEREFAGEEMAOHREEIIR DI BHEIT> TV DR

Q-2 B (AR R ORIE A OG5 72 00 2 R OB (T
ROVNPNAICTS T B EM) 3. UEBEROAACET 5 RROBES & LCRE
SHTVBZ L,

*

o  [ERGRFEREE 2 FOMMBHEZET L2&IZ 5§ FULOBATBRDEBIKRIHES
ToTWBZ L, 96, 26U, BAEDFRELY XL LERKERFZOWESL
IToTWVWBZ Lk,

o EfMHRITRER 2 FOPITHEAET LizRIC 4 £ EOWRBEZOBERTHE 21T
STHED, 95, 28U Eid, BHIKREO®AEDRELZ LB ABROBRWME 21T
STWBZ &,

@ BRRNOERGFREBROEHIZONT

EXRMLERERICUSFTIEEENEB I, RECENSOBFRER, A - L
EHSRINEROBTHE VEME T 2 FRZE AEFRERELZHEOHE
(. ERESPITONSEHINE>TWDHZ &,
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® BIER~ORRITOWVT

@-1 MR EERIICBEd 5 B
REMMERAZOEERBIERNRA LI-ERIZ, 24 BFEZEEH O T, YiZiEsk X
TRV T, BB UZRIERICS U TARERK O CT £ 0RIER &R 4

ERRBEOKENY BHRIZE LN, ELICHIGFIREREHISE > TWD Z &,

@2 ERNEFEHICLI>FEFESANGICHT>ES

NBAZEICED 2EMNRMBRE OCBEE2E T ERESELRERE=4Y )
BEDIEERDODAI ) —= T EITVERE L BERELE TE 55— LEREHISE
BENTWEZ L, 2B, BHEHEICOVWT, BABE L ZOFKRIZTSICAMEINT
WaHZ &,

®-3 BIERHOBWCHNICEL T

BIVER (RIEMAERICIZ., KB - /NMBk - EEO TR, BIERFE - FFA2 - i
HEBEREE - BT4C - B LMEARE 75, BAHEEREE (RUEREMER R, RREBRXE). A
SYWREE (TRAMAEEE, FRIREBEREE, BIBHERES) . 1 BERK. 5L 5 BER.
frs - BSRRRLARIAE, MR, BEEOKRBREE (hRMtRESECRMARIE, B RIRIRE &
B, ZIABE, BRBIAY) . infusionreaction, FRi7t « BERZE, EIEMEAIE, MHRMEE
(T« NU—EERS), O, BEELMKEE (Rt MR ESRERA.
WM, FRIFERES, HEMRAIERAELS) . MERAREER., B%) LT, Yk
SRR E RSB O F M2 AT S EAD &8 L BIERORZESHRNICE L THEE
ROXBZZTIONIEMHICHEZ L) | ELITHURAED T 24K E->TWD
Z &,
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5. REXMERDBE
(A%t BE9 % FIR]

O AR OMOGUEMEIEREH & ORI SIITRROBE BV TAMMER RS T

Do

s TEXVF=TXRVIANATF=T L OHFRERS  ALFERIERO 2 WVIRIGEIRRE

XiZEBMEO BHREEE

@ FRICHEUST DB 5 AR D G B OMEAH TS T, AR O E MR
ML SN TELT, ARORERNS L 2DR,

. FRMBIRIE
A O WA 5

o THRIF=T XTIV INF =TS OREBMEER & OFRR S

(4t B 5 %]

O TRIEZYTIAFBIZOVWTRAROBRENBRE L SN TWEZ b, BEZIT

PRV L,

o AFIORSITX LIRBUE DBEERD b 5 BE

@

RRBTOFEIZ IV T TREICEE S T 2 BEF 2V T, AFIOR G ITHE IR

B, MOBERBRESRRVEEICRY , WECAREZER T L 2E/TE D,

«  MEMMRBOGHIIIBEEDDH 5 BE

* ERERRE CHERE 20 5 BE R UTEBIE O B BRI I R0 R G i 5
F ORI EALS 2 D 5 B

«  BORBERBOAH, XiTBMHMRE L IERED B CR@R_a0ERED

hHoBE

o ESEBHEE (EhBRMRBEELED) ObIBE
o WEBOBPRIIBEEEATHEE
*  Karnofsky Performance Status 70%Ki# &0 O B#H

UE D Karnofsky Performance Status (PS)

Score

E&E

100

EH, BRICNTHBEDORFINRY, BRKERZL,

EFDOESA AR, FBIRFENLERN, 90

BVERARIER S H D5, EETEBAIRE

80

272 ) BRRERR H B2, BH L TIER OEBFIAE

FWT D LITTREEE, BETAEETET, F70

BAESOHEEITE L), EROES - HH835 T LITRHE

HTTLALBEAMREKRIZLELDTHS, | 60

BOCMERZ LIITE LR, L LENBANE

Brx RBREONBEMLELT D, 50

PREERE LI BER X OCEMR R ERTASLE

40

B3, BEIRERE LOBEERLE

HOEY DI LEBHRTTERNY, HRRHD| 30

2B ARPUEREBIBITZI LEE o TR

RO BE L AEOEEZLEL T3, FEB| 20

FHERICEIE, ABRSSBETHENIRRIERSSNE

NEFEITETLTWAREERSH S, 10

FERIAR > TV S

5t
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6. REIZBEL THETREHEIH

O ®XEZICML, BUEIRFEEE PR T 2 BRI RS & A K O FM R OB ER
Ol HERERE+DICEB L THhoHERATEZ &,

TRRBALAICEL D, BEXIXZ OFBRICEIER EREL+2RA L, AIEL2E
ThbkETHZ L,

FRBEER ORI A MZOWT

@

®

RIEMREBRRH bbNE 2 LBH 50T, XFOREIZHT- - Tid, THE
W (B8, WREEE, %) OMRER UM X MREDOERSE, BiEL+
FTO 2L, o, BRBEIZISCTHES CT, ME~—V—FORELFEH T
Bk,

infusion reaction 234 LB Z L M b 5, infusionreaction 2358 LN TZHEIT
ik, WYIRAEBEITO & &b, EERAEET S E TREDREL HoIc B
THIE,

FIRIRSREREE . TEABEREERVCRBHRERERL DN Z XD D D
T, AFO®EBRLARIR O SR DI ERRNC NS EERE (TSH, bzl
T3, 8 T4, ACTH, I VF V' —VEDORIE) ZEBTHZ L,
BUERTX. FFA&E, FFHEREE. L. BLEREERRIHLDONEZ 83D D
DT, AR OKREHRBITE R EHE I BRI TH#RERZE (AST, ALT,
y-GTP. Al-P, BV LEVEDRIE) 2EHMTL L,

SEIEE (IMERARCIMEEHEALZED) ZOEERBREERH bbb D
TENRHHOT, EHWCIROREORELHER T2 L, £z, ROERENRN
BOLNTIFEITIEL, HONCERBE LT 2L 5BELEE T L,
AFOBEIZE Y BEOCRERITRET S L E 2 bND% REBOFE
BHLLNDZZERDHD, BENPRDOLNEZHEITE, BRLEFRIIL LU
B2 5 & RBR 2 RO E M &EE L OEE2ERNRZ TV, BEORE
BISIZ X BBHERBERON D BEITIE. AFNOREZFIE, RUBIBRE
NEVRIOBRESZZEBTHI L, BB, BIBRERNVE L OFEEICXVEIE
FAOLENRRD BRRWVFEIZIT, BIBRERNVE LS 5B BiIE 8
LERTHZ L,

BG4 TH BORBN OB ABRB L THLEERNRBRT LN B0,
AN OBRERTHRIZHBIERORBUCHDITERTHZ L.

1 BURERIR (BIE | BRI 2 8) Ndbobh, BERAKY, v 7Y F—v R
WKEHZERHDZOT, OB, BL, IBHFORERORERLMIEEDS EFIT+
SEBETHZ L, 1 BERBENEDNZEAICIIHREEPIEL, AR U
KoOBR5%0EYRABZITIZ L,

AR OEERRBRIZEB VT, KEYNOTE-426 RER TG0 1288, L&
S4EBET6BTE., £D#% 12587 L, E7080-307,KEYNOTE-581 3Bk Tl &
BRtE D 8 BRI Z L A OIFTMEE 1T - TVl & 2B IC, ¥R EDITED

#9

WCHEBRE THROMEREITI Z &,
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