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v (BEVEBRETERE (TMB-Hi gh) 247 2EWE)
DIEREOBRBERIEST A K4 v (BHIFE) O—EKEIZD
WwT o

REHBOER L WEOEA 2016 (FRk 284 6 A 2 HREIERRE) 2B\ T,
EFMERROEAORBIEELZ RS Z L BBV IAENL I LEZIT, &
FHERR Y EICLERBRFICRET 3 O REHEAEET A R4 v % E
BTazilLTVET, | -

S, AT R Y X7 (BETHEHRZ) 8H (RFES : XA M —F A
& 100mg) IZ2oWT, BVWERELCFEREE (TMB-High) 87T 28K
B L CERT AROBEEEL RO L B REERAEET A K510 L
LTRY EEDE LEDT, ZOEEICHE-TIE AHA KT A 2o TE
Bahs k5, BENOERBERVERICET 2 EME 8BV LET,

T, RATEY XvT CRETEBEZ) 1A 2 BHIEICT L CERT A5
PEBEEEICOWVWTIE, [RA7ul w7 (BEFHRRZ) BFOSEERE
EHA RTA 2V (L) OERRUERBHEREET A K54 2 GE/NMBIaHE.
EMEARE HRAOROFL) VoE REEEE, SHEEA 72 YT I4( b
Rt (MS 1-H i g h) 28T 5B, BHIE, BRSO REHE)
D—ERLIEIZOWT] (SFI34ES A 25 AT EAKER 0825 55 5 SEA S E)
BER - AFEEREERSBECERREEMN KLV RLTEREL AT,

S RAT ) XwT GEREFHRHEZ) BFICOWT, BRIREIZRT 3 A
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Y- (THRERBER) - (BUHARERHIBR)

2= SRERLAERVAE 2= XL R BAERVEE
hoFEMEER & OHRICRWT, BFE, BRA PR oF L OERICBVT, @E. BAIE.
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I, FEREIRAEREE, STAIBE, SRAES) 2
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1. ZCHIT

EXR RO - REMORRO T HITIE, RASTES ICE SO TOBIERME A KD
b, &biz. MEORREROEST LY, FUKERR 2 ¥ OEHN2 A
FEELNERSNIPT, ThOOEERFECLERBEICRET 5 2 L SEED
BEE L fp s TRY GREMBOEY L EDEAT & 2016 (AL 28 45 6 H 2 ABIRIRE)
ZEBWTYH, EFMERLREOHERORBEILHEELZRILZZ L E S TWD,

FHERRFEERL, ERERACZEM T 0 7 7 A VBBEOERS L AL MICE
RBZENRDB, ZORD, AR OERSMCET 2 ERNHHERT S E TOR,
WSRO BEL RS ZIT D LRSS NS BEICH L THEAT 5 L L b, BIfE
FARRE LB LB E & 5 2 & RN — B OB & 7 T EREE T A
THIENEETHD,

Lie#SoT, AHA FFA U Tid, BRBERCZNETIELR TV B EFERY -
B2 R ESE UTOEERORBEREHALHET 2BA»OLERER, BX
FROEESEELTT,

B, RAA KT A 0%, BSATBIEANEERERERRAEE, AREREABRR
BRIEE S, — AR A B ARBRARES R O—REAEA B ABSBRER OH
DY EERK LT,

WHBLRAERR : 4 M —F SEHE 100mg (—4% : a7 0l X<7 (Eix
FHAMZ)) |

ML RDPEREHE : RACBRERICHEE LBV ESRETFERE (TMB-High)
EHET 5 - BROEME (EHERRIGRSEE 2B B5)

HBLRABERVHEE - B¥. RAIIE, o7 v ) X<~7 (EFE#x) LT, 1

| "B 200 mg % 3 MR 1 [ 400 mg % 6 BRIRING T 30 4

DT T RIEFRET 5,

B ¥ IR 5 ¥ & MSD BkA&tt




2. FAOKE. ERBF

FA M —F REEE 100mg (—% : XA 7 ) X<v7 (BaFERZ) ., UT KR
) EvH,) X, PD-1 (programmed cell death-1) & Z DV H o KT4H 5 PD-L1 X PD-
L2 L OREGEZHEBERET S, & MblgGdE/ D—ﬂ‘ﬂ/?“ﬂi'fbé _

PD-1 2B T ABRRS R B RMED bk B 7 ®d 75%#&5@75%!%@#55&%&%%@
AA »F T, PD-1 1%, BEZRZRKEBIZBOCESER T MROMKREERCIRRL, A%
B RUS B L AMEGTIRR 2 RERINEHET 5, Tbb, PD-1 XV FEkE
BTHILILVPURZREII LAV T NVEEZRICHIET 22 AETH S, PD-LI
DEXMBICH T ERREIDTHTHBR, £ ORAMBTE T MREOBX &M

ZIFEBRENCHAL WD, BARMBRIZEIT S PD-L1 OEFRRIT. BRI, S,
FFRmpasE, DB, #mm@%ﬁ&kﬁﬁﬁ&#hf$%fﬂw%ﬁﬁb BWAEFER
L OREMERRE STV,

BN A DEEFRIT% L PD-L1 HEOMEIES S, PD-1 & PD-L1 ORBKIIEE
DHRERBEIZBWTEERRBZE I ZLIRBINTEY ., Fi-RmRNATBROER &
LTHIfF I TV 3,

AF)iL, PD-1 &£ PD-L1 RU'PD-L2 DF Y F v ROBEAEZEETR 2 22k, EE
%m%ﬁ*wﬁﬁﬁﬁ%mwéﬁﬁifDyﬂﬁ%ﬁﬁMéﬁ\ﬁﬁ%ﬁE%ﬁﬁﬁm
T5Z L THEEDRERET S,

ARNDOEREFICES BEORBERINC L 2EIERERS b b, BEEXIIELIC
%Z)_Iﬁhﬁ#?bé AR OB EFRUEERITIT. BEOBELTLITTV., EENRE
D HNTHAITIE, BB UZBRITS UMM L RREFOEM L EE L TE
’QJ&@EB'J??)I*J?%??U\ BEDORERIGIC & 2 BHWERR RO 2581, BIBREFRL
EUHRIOREEDEYRVEERIT O BHERD B,



3. ERIREGE ‘ :

BAALRRERICEE LBV EREETFEER (LT ITMB-Highl £\W95.) &F
+THET - BROBRE (EENREENRERFEICRS) ORBRICHmZITo 7
ERBRAROBBEETRT,

[FH%hiE]

E g3t [F 4 0B (KEYNOTE-158 RUBR)

({LHEERE O b 5T - BROBEERE (BABI LIS A~L @%7/1/—
T2 BV TR 200~1,595 Fl) xRz, A#K| 200 mg 3EMBER AT fQ3w] &
5.) BEOHEROEREMESBRE &L, AR DOAE LML, FoundationOne CDx 2 &
Y TMB & = 7" 3 10 mutations/megabase (mut/Mb) LAk & B X 7235-51Z TMB-High
LHETHZ L L L, BTEEICHE ST, IA—T7 AT ICBREE NI ERREBE TS
W CREERT (T LT,

TMB-High &% % 102 # (AAA 6 fl&&T:) KU TMB-High #H L722\> 689
(BAA 71 flEEt) 2815, TEFMER THD RECIST HA KT 1 1.1 RIC
ESSFRHFICLAEDROER 2019F 6 H2TBTF—Z vy A7) IIR10DLE
BYThot,

CR[ L —RIBER & L TEENICER SN TV ALRRETCICAFEZERETRHVLN TS F

R OBURRERE 2 & DIBEICERE X IR MAE O BE A AN b,
¥ FB T N—TIZBNT, FRENUTOBENRZAN bR,
A: TP (BELERE). B: HERE EERVHEEORE, LEL7 7 —¥ —KHES
ZB). C: fhi. RE, R, BB EBRCEBEREOHRANSUWEE (FmobEXiTH
SHEEGRRANSWIEE) . D FENER (REXIIMEREEZRL). E: FESEE (B
AR, F: Al (RELERE). G: /NI, H: HEE, 1: FRBE, T B
B (REIREEREELRS). K: BEE~A 7uVdT 74 bARLEE CLT MSI-
High) £\5,) 2HTH5ETHERE (B EBEELERL) . L (FEDOA) : MSI-High %
BT 5 ETEERE _
*3: 5%LL FOT LABEECRHEN-RABLRARUCHKRBEEN D, EHEMERRIIOER
RO BN EERD B LELX DNAERYBR VB FEES -V OERDOHK

(mut/Mb)
#£1 ﬁyjﬁﬁzﬁ (KEYNOTE-158 2B
TMB-High Non TMB-High
102451 689451
CR 4 (3.9 11 (1.6)
PR 26 (25.5) 32 (4.6)
ik SD 14 (13.7) . 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (04)
' PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
mEE Eg;:'c}g{) (%) 29.4 (208,39.3) 6.2 (4.6,83)

CR : 242%E%h, PR: B4HES). SD: BE. PD : KEAEST, NE : FHliRaE, CI: FEKH
*. *9&%7@”1“%&%51 IRBIERE 2 L & S, IBRIER 51C Non-CR/Non-PD & FHE S h,
- BE, ”



TMB-High #5595 102 5l (AARA 6 flEETe)) KU TMB-High 48 L7\ 689 )

(BAANTL BlZETe) i28BI1T 3, RECISTHA KT A4 2 1.1 RUICESS FRBPEITEL S
BAFERDOEZDROBR Q019F6 R27TBT—F vy bA7) 3RK20DLBY Tho
77

#2 AR DA SR (KEYNOTE-ISS RER)

TMB-High Non TMB-High

NAFE B (%) - #&%h (CR+PR) BE (%) =% (CR+PR)

v 102 5 (FE (%) 689 - (FRE W)
/KRR BT 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)

FEGEE 16 157) 5 (313) 59 (8.6) 7 (11.9)

FENER 15 (14.7) 7 (46.7) 67 9.7 4 (6.0)
T P98 14 -(13.7) “1 (7.1) 75 (10.9) 8 (10.7)
P =Y 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
RN UREE 5 (4.9) 2 (40.0) 82 (11.9) <1 (12
MR R 3 (2.9 1 (33.3) 79 (11.5) 3 (3.8)
RO BRSE 2 (2.0 2 (100) 78 (11.3) 3 (3.8)
R RE 1 (1.0) : 0 84 (12.2) 9 (10.7)

AEIE 0 — 63 (9.1) 2 (3.2)
— . HEERF '



[Ze&ik]
EpRIL S DB (KEYNOTE-158 Bk)
BEESIT 103/105 4] (98.1%) 2. BIWERIX 67/105 B (63.8%) IZRH b7z, R
R 5% U EOBHERIZTTROLBY Tholz,

#3 REAEN %L EOBIER (KEYNOTE-158 R (Z2MEirasEr)

ZERIR43IE (SOC: System Organ Class) Bl (%)
HEAEE (PT: Preferred Term) ' 10541
(MedDRA ver.23.0) £Grade Grade 3-4 Grade 5
£BIERA 67 (63.8) 15 (14.3) 1 (1.0)
i .

AR AL 7 67 | 0 0

BB 9 (8..6) 0 0

AN Fa'ﬁ’g'iﬂfﬁ?ﬁ,%ﬂﬂ (3.8%) . KB - /NBK - EEOTH 3 6] (2.9%). BUERT
7% FFR 4 - FFASRERES 2 - T 2% - LA R 2% 5 61 (4.8%) . FORBRMEREREE 15 41 (14.3%) .
BB WHAERES HﬁJ (1.0%). 1 BUERSE 161 (1.0%), BHEEE (REEREEER.
SRERERERE) 141 (1.0%) KO infusionreaction 1 ] (1.0%) RO LNTZ, 72, E
BEORBREE (hEttRETmAE, RERERRERERE, LB, BREES).
MRREE (X2 - NU—ERERS) . TEEWERSE. MR, Hik - MEGHRMAE, &
FERVENRE., MK - BEA. S P 5k, LK. EEROLKREE (ol MrED
VESEBERS . TAMMER M., FRIEFRE, EIERINES) . IERARERHERORHEIIR® L
nehrot, AR ﬂ?)ﬁ%ﬁ%ﬁ IEERS (BRREBREFEZE0) 23 0EMERE
N B



(R - BE])

AR OBEMEDHREFALEZFA LY I 2 b—3 32k 0 . K& 200 mg %
Q3W, 400 mg % 6 @HEFRE (LLF [Qewl L5, ) Xik 10mgkg (KE) % 28R -
ke (AT TQawl &9, ) TRELEZBEOXRFOMBEPRENRIN SN, ZORK
R, AH| 400 mg & Q6W THRE LI OAFOEFIRBIZEIT 2 L MFEFERE (B

T TCavgss) EVV5, ) X, &K 200 mg & Q3W THE LIEEED Coges & LT 3 & T
Ehiz (FF&) . £, AF 400 mg & Q6W TRE LIZBEOARF O EFREIZBIT K
BMEPRE (AT Chasl &V 5, ) 1E &K 200 mg & Q3W TRE L7EEED Cuaxss
CHBLTREZTTETRSINEZ00, BEAABECZBOWTERESER S TY
LR ABTH54H 10 mgkg (FE) % QQW TEE L72ED Cuaxss & B L TIK
EERT e FRENE (FR) . S5, BEBAEBREZRRITHEH 400mg & Q6W
THRE L= EIMRRAER (KEYNOTE-555 RER) L VB 5N 7= EAIEIZE-S < EpEhg
NWIA—=ZIF VI alb—a XD TRILZERYEE T A—Z LEE L (TR, .
MA T, BEOPAEICBIT 2BAARERCESE FAROBREE L AIEIILE
& ORE L RFTT ABRBERSET VBRI, &K 200 mg 2 Q3W XL 400mg % .
QW THRE LIBROBREE & AMER IR LM L OBEIC SV TR SRR, £

RO - ARORB THEMR VRS A REZR TRV FRIE A,

£6 FRAOKWBB T A —F

At PR | g (ugm) (g -y () )
200mg QW | (567500 | rnosn | (78183 | O179an | 98510 | G0kl
400 mg QOWT | (12;,2?24) (32.?)?'342.7) (10.11(,).160.8) (142?49) (50.51(,)'571.3) - (19?&?50.9)
40(%501%6)W (1351.2,6.10;6.4) NA (14,12'?;4) NA NA NA
10 mg/kg Q2W* (212,2(2)23) (14;,4;‘45) ¢l 1;1 ?21) (421,2233) (272,7 282) (19;,9;00)

+:n=2993, 100 BN I z2b—va L VEHINZBMAEHEDOPRE (2.5%R,97.5%5) « Cmax: FIEIH
SHOBEBLEPRE. Cug: FIEESEOENMBFRE, Cu: FIERER (42702 HEH) OBRELTE
EF%E\ Crnax,ss : iﬁﬁ%%:%bié%%mﬁtpﬁg\ Cavg,ss : ﬁ:"’%"ﬁﬁ%%lﬁﬁézﬁﬁm?ﬁﬂf’%)ﬁ\ Chnin,ss * Eﬁ%ﬁé&:
B2 REMBEHRE , '

1 56 BIOLMEIME (95%FHEXE)

§ : 41 FIOBMITHE (95%EEXME)

NA : &% L




4, BERIZOWVWT

AFEELSD, EERY R/ EEWHE RMP) CES AR OERDLZEMEREE
~OWFEEIN B DR TH > T, AFIOBE B /2 BE LM - BEL, A OK
5z iDE%&@Wﬁ%%ﬁbt"ﬁﬁ?é’kﬁ%%&tbvuT®®~®®¢&
TEBETHERCBVWTERTHRETH S,

@ mEgRITHOWVT ;
®-1 T.,Ed) (1) ~ ) OVTNUNPICEETIHRTHDI &,
(1) EEBBREIEET S BADIOEEIL SRS ERER IR ABIRESEHL R,

ﬂﬁ#b SFCEEEHL RURBT, MU A RBIRIRRE R &)

2) ¥ EMSRER DT

(3) FEFEMEIEET 2 BADREERRE (BADRESREERE., 2ABRESE
Bk, B ASREEHEERE: L)

(4 SRIEFERIEEER 08 U, A LSRRIEINE 1 SUSSSRILSERIENE 2 OfEsk H e
R B B EITo TV D HERR

(5) PUEBMEERINSEBEMAOKREE RS BHEIT> T 5 HER

-2 ﬁ%&&6ﬁhﬁf@k%ﬁ&&@@ﬁﬁ%ﬁﬁ@ﬂm’+“tﬂ%kﬁ&%
BoER (FROVTRMCRYT 5 EM) 2. SRR OARICET 2 BB
HEFELLTHEINLTWAZ &,

=

o EMMRTERER 2 EOTHTHELET L-RIC 5 F£UEORARROBRKRIHE %2
FoTWBIE, 5b, 2& LT, DAEYEELZ XL LLBREEZOHESL
fTHoTNBRZ L, '

. EHGRTERERS 2 FOMBPELZET LI 4 ELUEOBKEREZALTND
Zl. 9h. 3ELEE, MBERANATEERTORARYRIEEZ STeh ARER
DEREEIToTNHZ &,

@ BAOERLFEREROEHITONT .

EELIEHERRFT 5 FELEIRBS L, BESE»LOFBRED. AP - K
SIS EIER OB K CEZ AT 5 ERiRit, FEFRRRELEEEORSE
R AERNHLPIITON D BHHIRESTNDL 2L,

® BUWER~OXIEIZOWVT

@-1 MEREEICET EN
MEHREREDOEE2RIEANTA LEEIC, 24 BEZHREROT, Y3 ﬁuﬂ
IEERRIC RV T, B UZEERIE U TAREERK O CT F0RIWER &R

Eﬁ@ﬁwﬁ%ﬂéﬁ¢u%6n\E%’ﬂﬁ?ﬁﬁ%%#%ofwéhko




©®-2 BERUEFEHICLIAFFSMTICET 5BH

BABRCHED 2EMNLRABR O KELZE T 5EREEEVEERT=2) 7
EEDIERDOAT Y == 7 ETOEBRE L BFRERATE 5T - LEREHINE
BENTVBZ &, 2, BHEERRICONT, BABE L ZORKRICHICAMENT
(AL Retpas

®-3 BIER OBERRRITE LT

BIfER (RIEMERRBRICM A, KB - MNBK - BEO TR, BIERE - FFE - F
HEREREE - T4 « BRIV 25, BMAEREE (RBERIEHEL. AREBELZ). W
SWEE (TEAKEREE, FRESAERS . BIBESAERES) . 1 BERE, 5 &5 Bk,
e « AT RARAE, Bk, BEEOREIEE (PEMEREEIERARE. KRR #
B, SAEE., BREIES). infusionreaction, M4 « AR, EIEMEIE, HREE
(FF v - AL—EEERS), Dk, BEEROKEE (GEMED/ MR ERBER,
YRIMER L, ARIFERES. MERERELS) . MEREAAEER. ) ICH LT, Yk
BULEBEREEOEMM &+ H 9 2 EAF & B L EHEROBERORRICE L Cig
BRUOXEL2ZIToNBEFCHE L), EHICHENZLEBRTE 2EFHRE-TVS
ze, |



5. REXNRLLRIBE

(bt BE 3 2 FH]
O TROBEIZBWTAAEOENEIRENTVD,
o MBAFFIERICHE L. TMB-High 2 F T 38T - BROBRE (BRENR
e e gle IZhR3) '

723, TMB-High BT 3 AF O = BWHEE L LT, REA :
FoundationOne CDx A Y J A7 0 7 7 A VREARIN TS ’

BREICHE>TiX, BEZEOTA RIA4 VEOBRFOFERESE T, FITOL
ERREEIC LB TMB BERRE~OEER UREICAV 2BRECEBREHIC VT
FERTHZ L,

@ TRICHYT 2 BEF T 2R OB SR CERTIEC OO TE, AR OHZHES
 HELENTBELT, FHOREHRLRH2,
o FRFOREBIERIE
o OREBEMERH AL TR SNLBE

10



[Ttz B 2 FEH]

@

TRICEZYETHIREFIZOVWTHAROERSNER L é:}’LTb\é Enb, &’—il—-%?j—“

brnz k,

o EHEDOES ’ﬂb@#ﬁt{”@%ﬁﬂs*@ébé%%

BRETOFHICB VDT TRICKRE T 2BEF IOV TL, Ao S FHRI 2D

25, fOIBEBIRES R WBEICRY , BEXAREZERT I L2EETE 5,

s MEMMRBOSHIIFEOS 5HBE

s MHEGRECHEZEZROLBEROEH ﬁ@ﬁﬁl%ﬁﬁﬁiﬂ@ﬁ%’ﬁiﬁ%lﬁﬂfﬁk
FEOMIRIEMENNB LN D BE

s HOERERBOED. X if%fiﬁ’]fiﬁ L IIBEHEDO B CAREREARDBERERED

T bORE

o [BEBHE (GhBARBEEZST) ObsBRE

© REORREXIHEEZETLIRE

* ~ ECOG Performance Status 3-4 &V DB

(ED BECOG o Performance Status (PS)

Score

&

0

L MEREHTE S, BRLFELAEEERHRRIITLS,

—

AERICE LWEENIHRIR S 2 B, SHMTAIRET, BIEERE - TOMEEIIITI Z N TE 3B,
Bl . BOFE, FHEX

BITRRECE R CHDEIY O L 13T X CHREERERIRTE 2, BHD 50%E iz y FATE I,

RohBHOOEOEIY DI & LIATERY, BFD 50%U L3Ry RIVEFTIBTT,

SfwinN

LTV, BAOFOEY OZ L XL TERV, BEREy FIARFTBRIT,
11




6. BEIZERLTHETREEHH
@ BRSO, MEIRGEEE NIRRT 2 BB IC RS & ARF 0 R OCEIER
HoOEDIZLEBERERLTHICEBE L CrbERTEZ L,

)

TRRBRARIC RS b, BE XTI ORIRICAPIER Va2 +HRAL., REZS

' ThbRETRZE,
® FAREWERD<RT AL MI2OWT

MEMRERR D LDONDAZ N AN T, KEOREITHT > Tk, FIEVE
W (B, RERREE, ) ORRE UK X REOCERES, BEr T
STATH 2 L, Ee. BB U THES CT, MF~—V—E0REL IR
AT &,

infusion reaction 233 5B = & ¥ B, infusionreaction 2358 bNZHFEIC
X, BWEARMBEITY & LB, ERAEET S X TREOREEL +OICHE
TAHIE, : :

FUR AR E . TRAREEERVBIBMEREERS DN LEHDD
<, AF OSSR RSB DI EHOICAOIESEERE (TSH, EAE
T3. 58 T4, ACTH, M aLF Y —VEORIE) 2EHETE L,
BIFEATSS. BFFR4E. FReEREE, AR, BLEREARH LN EBH D
DT AR OB EBEER O SR HAERE (AST, ALT.
y-GTP, Al-P, © YAV EUEORE) 2E BT LI &,

ALY HEE (MMPARVIEERELZED) SOEBRIBEERH bbND
TLRBHBHOT, EHWICIROBREOEELHRTIZ L, 2, ROEEDR
B LNTEEAITE, ELNCEEBEYSZ2 T L IBELRETHI L,
AFIOBEEIZ LD BECEERIGICERT 5 L& 2 DN HkL REBONEE
NHLbhBZ b5, BEREDOLNLZEBEICIE., BRLEFRIILLL
HRY R & R R O ER LB U CEZRERRE Z 1TV, REDORE
R X 2EWERARELN 3 BEITIE, ARIOKRETHIE, ROBIBRER
NEVRIDRESLERTHZ L, 2B, BIRKEFRLVEOREIZLVEIE
BOWERRD HILRVEA T, BIBRERNVE VU OREMHIR OB
LERTHI L, |

BEKTHR, BBEM»OEIARBL O LEWERRRRAT LI LEH DD,
AR OB ERTRIZLBWEHAORBRICHDICER TS Z &,

1 BUERR (BNE 1 BUERFB 2 S0) Kb bbh, BRRES T F—U R
CELZ ERHBOT, OB, Bl BLEOEROFRCMIMEED EFIC+
SEETHI L, | BERBREDN-BECRIBREELFEL, 1RV VE
HoOBEEOHEY RABEEZITI T &,

@ AFOEEHERBRIZEBV T, KEYNOTE-158 3B T3 &BA» O 1 FMIZ BRI

t\

1 LRI 12 B L CEDEDRMEET-> T\ L 2BE T, ARIRE

PIZERRICEBRE THROBREITY 2 &,

12



XEERHEETA N4 v
Ra7uy X< (BEFHBLZ)
(B4 : %4 bA—F REHIE 100 mg)
~ R R ~

SFEEL1 2 8 (SFn44E 2 AKET)
BAREE




B

AN e

X EHIZ
AENORR, EMF
i PR AR

MR IZDWT
BEXRIRE 2 BEE

BECELTERETNEEH

P2
P3
P4
P13
P15
P16



1. I :

EEROANE - REMOREMRDT DI, A TESICES VB EREANRD
BB, &5IC, SEEORERMOMESIC LV ., FUAERRZ L OBFN 25T IERRE
FEELPAFRINIPT, ZNOOERMHZEICSNERBEITIRMT Z 2 L HRED
BEL2-oTRY BREMBOEE L WEDOEARFE 2016 CEAL 28 4 6 A 2 AMAZERE)
ZBWTH, BEFNEERSOFEROREILEEZRD - L EhTn5,

FREABFERRT. KBERARCEZEN v 7 7 A VBBEEOERL AL NICE
RBZEBHD, TOkD, HIMERVRSMICHET 2 HES+SEMT 5 £ TOM,
UHEEROBELB T2 L BRI NABFICH L CERTS L LI, BIfE
FAINRE U BT LERRIEE & B 2 L RS ATRE R —E OB & 7= 3 R o
TEHZLNEETHB,

LERoT, AHA FT4 2Tk, BIREELINE TIIE bR TV B ESIKER -
BEMRHICESE UTOERROREAERLHET SEE O NEREH, X
FROBEFEEFT, |

BB, ATA RF A 03, MIITEEAEER ERERRAEE, ABEREARR
BARIESSS, —MEFEA B ABRNBES R O—&HEREA B ARREN 220
ADb EAER LT, | '

LR BEERR ¥4 M —F EEEE 100mg (—f4 : a7 u ) w7 (#EiE
 THRMZ) )
AR RIMENIHE : BIEEIBRRRE XTI O BB
WELRBRERVAR « hORMBHIEER L ORIV T, BE., BRARIE, A7
Y X7 (BETFHEHEZ) & LT, 1E200 mg % 3 BEERY
t& 1 [E5] 400 mg % 6 1EEIEIRR T 30 2T TREFHET 5,
%% . MSD Bk ekt |

ot

RER?T




2. BHIOKK, ERBF

FA M—F SRS E 100mg (—4 - a7 ) Xv7 (BTl z), ST K
#| Lvv5,) X, PD-1 (programmed cell death-1) & %D U H > K T¥H % PD-L1 KT PD-
L2 L OBE X EEBETS, £ MEgGe £/ 7 u—F il TH S, '

PD-1 BI&1 T MBI BB BEtR S s b KL B 7o DI S AR SR A 5 5 2R g il
AA v F T, PD-1 1%, EEZREBIZBOCEER T MiRoMIRREICREAL, ACR
BRSSO ALETBRI 2 GERIGEHETS, T7hbb, PD-1 XV FLiE
ETAZ LI I VHEZEBCIS VI VRERFAICHBT 2RAEKTH S, PD-LI
DEERBICBITAERRIIL TN THED, ZLORAMBTIE T MRROBEZHA
BIECBRNCRBE LTV 5, BAMRIZEIT 5 PD-L1 OFEETIL. BHRIE. e,
FRAmRRA. SREAHR, FE/NFEBARRE 2 & O 2 RRATTFRARETFTH Y, BVEFR
& OFEEMERRE STV 5,

B DN A ORI T% & PD-L1 BEEHEOMEMI S, PD-1 & PD-L1 ORBITERF D
GEERBHICBWCEERBEZHES Z LSRRI TRY  Fim2BARROENE L
T/ I T3,

AFiZ. PD-1 & PD-L1 RONPD-L2 DY H v ROFAEZMETAZ LITLY ., B
MONBE OB ROMREENE T U v 35K bS8, EEAE 2 B
T35 L CHIERDREEET D,

AR OVERBFICE S BEDEERIGIC L ARBIERAER D bbb, EEXIIETIZ
EATREMEND B, AR OREFRUEREZICIT, BEOBEELHHITTH. BESR
D bR EEAICIE. B L ESI0N U BEMA R iR & R L - oEM & EE L TF
ERERNBE 2TV, BEOSERIGC L 3EWERNRLN A HAITIL, BIRREFRNL
ELVRIOBREEDOBEYRMBEIT I LERD B, '



3. BRBERRE
RIBEIBRARRE T E M O BRI E O AR M 2T o T R BARRBROKE L
AN BN

[&%hiE] _

O EHEEIERFEIERAR (KEYNOTE-426 3(5%)

{LZIRIEIE D 72\ MRIBEIBR A RE I EBAET O IR BB M B 861 # (A A
N9 BlEEte) BRI, A=F=T Y IBE UTFT (R=5=7] L), ) 2%
SR Y LT, AR TR F =T L O RE UT 38/ 70 F=F1 L), ) »
DEDER NREERRET SN, TEFMERZE4AFHE AT fos) Lo, )
ROEEBAFHR (LT [PFS] &5, ) LEan, FR/THFvF=71k, A=F=
TLHBRLT, OS KU'PFS ZARBICHER L (1. H1RUK2) ,

*1 : American Joint Committee on Cancer JE 21041 &3 < SWEIIV

C*2:50mg1 B 1[E 4 BRIRE% 2 BRKE

*3 : ARA) 200mg 3 BREIREIRE (LLTF TQ3W] LW, ) THIRAKEEL, 7V F=7% Smg
1828 GLF BID) &3, ) BALEELE, T7HFLF=TORERIT, S5mel A
2ETESET S 2 32— 2 (6 BE) UEBEMNDHY, Grade2 #BX BT XL F =7 D
BIVER AR b, 2oMED 15090 mmHg ML TR I n 2454, TmgBID ~D
HERTREY L, E-MBEOREL A, 10mgBID ~OHBELAERY L, 73
F=71k. BHEROER, EEESIIL U THREXIHE 3mgBID, KiZ 2mgBID)
HLABES L7z,

#£1 HHERBE (KEYNOTE-426 3Bk)

AR/ 7 HRF=TRE A=F =T R
o (43241) ' (42941)
g (A) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | NHF—FLE™ 0.53
[95%CI] [0.38,0.74] —
P ff"3 0.00005
FofE (B) 15.1 11.0
[95%CI] [12.6,17.7] [8.7,12.5]
PFS*™L ™| M~ — FEp™ 0.69
[95%CI] [0.56, 0.84] —
P fE® 0.00012

Cl: fEHEXM. NE: #ERF, *1: FEMEFTRFEOT —F (201858A24B I v b4 7)
Bl Cox EEINYF — REF ML B R F=THLE OB, *3: BRIn 7S5 7 HE, *4: RECIST
HA FF4 VLIRICESL B TSI e

LR




E#I200 mgQAWR U T FLF=T

0 L |REARARRARARARRRRAM] [MAAARALALEALLALLARAN RAAARALELARAALRRLAR] RAAARAAAALEREEALLERE ARALRALALELLRALAALY
0 4 8 12 16 20 24

at risk#X EFHALA]

ARI200mg QW RU
FEYFoT 432 417 378 256 136 18
A=ZF=T 429 401 341 211 110 20

X1 OS?HEEFTE dKaplan-Meier ii#3 (KEYNOTE-4263R88)

100
90 1
80 1

R 70 -

B 60 -

1 50

A#200 mgBWR U T FLF=T

0 4 8 12
il
A##200mg Q3W 432 357 251 140 42 3 0
RUOPHFYF=T
A=F=7 429 302 193 89 29 1 0

X2 PFSOH AT DO Kaplan-Meierfi#} (KEYNOTE-426338%)



©® EERLFRFEINHBERE (E7080-307, KEYNOTE-581 34BR)

(LSRR D 72V RIS U R BE UL o S B M B BB B 712 1 (R AR
A T3 BlEt) 2RI, A=F=T2EBE LT, KR LUAF=F RV
BT ILveRF=7) v, ) OffRERE T TRKBlI/ Vo RF=F L, )
BORVER REESMERREENTZ AR/ VoRF =3 TEFMEE & K72 PFS.
BIREMEEE D—Do L &N 0S &, A=F =T LU L THBICER L (2,

3RO

A1 BRI TR SIS R I AR S e BE AR L SN,
*2:50mg1 B 1 [E 4 BRI 5% 2 BRIKE |
*3 : K 200 mg Q3W THARABRE L., Lo "F=7%20mg1 B 1 EER#RE LI,

F2 BIEREK (E7080-307,/KEYNOTE-581 3B%)
AF/ Vo RF =T A=F TR
(35541) (3574)
HRfE (B) 23.9 9.2
[95%CI] [20.8,27.7] > (6.0, 11.0]
PFS™L "2 NYPF— KRS 0.39
[95%CI] [0.32, 0.49] —
P fE* <0.0001
FRfE (A) " NE NE
[95%CI] [33.6, NE] [NE, NE]
08" NP— RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049
Cl: [ XM. NE : EEA~A]. *1:RECIST A1 F7A Y LIBKICEDSL B TS P RFE,

*2 1 20206E8 A28 R v RA T *3 : BRI Cox Wbl NP — REFNMZLBRA=F =T & DL,
¥ BRIn S Z U 7REICLZPE (AAD | *5: FREBHFEEOT —4% (202088 H28B 7 v k

7).



(l).g ] —— K 200mg Q3W BV L NF =
o8 1 e T, TCTC Zz=Fz=
07 1 -
% 06 |
1
4
H 03
02 1
01 1
0 1 ,
0 3 6 9 12 15 18 21 24 27 30 33 3 39 42 45 48 51
sk B BeR (R)
AR 200mg GSWRY 355 34 338 327 313 280 253 222 188 129 66 26 10 2 O
A 357 332 307 289 264 236 207 186 160 112 60 25 7 2 2 1 0
H3 OSPDKaplan-Meierfi#i (E7080-307,” KEYNOTE-5813ABR)
10 4 - -
09 — A 200mg QW RUL V1 F =T
) ssees P
08 - X
w 07 A
% 06
o5 -
04 - \
1 03 j -4;,.,.,,“"7%‘”‘
02{ Ty
O-l i e T
0 A k] L) L] L) L] L} T L] T 1 1 T 1 L L] T 1 L ¥ L] T
0 2 4 6 8101214161820 22 24 26 28 30 32 34 36 38 40
K] (H)
arnsk MW
A 200mg QWRY 355 321 300 276 259 205 213 186 160 136 126 106 8 56 0 M 6 3 1 1 0
;:;_‘;7 T8 45124107 B5 69 6249 42 R B 16 9 3 2 1 0

K4 PFS @ Kaplan-Meier #i#t (E7080-307,/KEYNOTE-581 3U)



[Z24:4]
OE

FIE MR (KEYNOTE-426 ER)

HEFRIIRA/T XL F =T 4221429 B (98.4%) RUR=F =T 423/425 {5
(99.5%) 123D b, WREL DRRERABTETE RVEEESIT, TNEN 413/429
D b, b\'é‘h#@ﬂif%ﬁﬂf—# 5%LL

Bl (96.3%) K O®415/425 B (97.6%)

DEERIITRDLBY ThoTe,

#£3 wfnmo#?%ﬁ$ﬁ5%uiom¢m (KEYNOTE-426 ) (RSB SEH)
BERXSE Bl (%)
(SOC: System Organ Class) FE/ T F =T R=FoTHE
HEAEE (PT: Preferred Term) 429 425
(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 £ Grade " Grades 3-4 Grade 5
2RIER 413 (963) 269 (627) 4 (09) 415 (976) 244 (574) 7 (16)
MR KR RS S
i 12 (28 1 (02) 0 69 (162) 13 3.1 0
[ M Bk fiE 5 (12) 0 0 37 (8.7 6 (1.4) 0
P ERBE 6 (1.4) 1 (02) 0 79 (186) 28 (6.6) 0
/MR BE g (19 0 0 94 (221) 22 (5.2) 0
AR WREE
R RETUEE 52 (12.1) 4 (0.9) 0 14 (3.3)
FOR IR T RE 135 (31.5) 1 02 119 (28.0)
BT '
BE 23 (54) 3 (0.7 0 16 (3.8 0
R 31 (72) 0 0 29 (6.8) 0
T 210 (49.0)  31. (72) 0 175 (412). 19 (4.5 0
A gL 17 (4.0) 0 0 2 (52) 0
HERR 12 (298 0 48  (11.3) 1 0.2) 0
BREFERMEES 6 (14 0 0 34 (8.0) 3 0.7 0
B 9l (212) 2 (0.5 0 111 (26.1) 4 (0.9) 0
amZ%k 61  (142) 307 0 86  (20.2) 9 @.1) 0
& M- ‘ 34 (79) 1 (02 0 56 (13.2) 3 0.7 0
—i - REREER X RS ORE '
EE 50 (117 6 (14) 0 54 (127) 12 (2.8) 0
wH 130 (303) 10 (23) .0 142 (334) 21 4.9) 0
FEE D KA 55 (12.8) 4 (0.9 0 20 (212) 7 (1.6) 0
. BB 16 (37) 0 0 24 (5.6) 0
FRERRE
ALT #§h0 102 (238) 52 (121) 0 54 127 11 (2.6) 0
AST 38/ . 97 (226) 29 . (6.8) 0 59 (13.9) 7 1.6) 0
me s VT F =88 24 (5.6) 0 0 30 (7.1 1 0.2) 0
I E AR BRI AR LR LB 2 (5.0) 0 0 2 (52) 0
HFHhEREE 307 1 (02) 0 48 (113) 29 (6.8) 0
I/ MRER A 14 (33) 1 (02) 0 76 (17.9) 31 (7.3) 0
REBD 41 (9.6) 6 (1.4) 0 36 (8.5) 0
B mERERL 1 02) 0 0 37 (8.7 11 2.6) 0
KRB LUSEES
BEREGR 94 (21.9) 9 1) 0 106 (24.9) 2 0.5) 0
£ ) »BRIIE 6 (1.4) 2 (05) 0 26 (6.1) I (2.6) 0
BEERRB X Uﬁ%ﬂﬁ%lfé% :
BIERE 52 (12.0) 307 0 15 (3.5) 2 0.5) 0
s 23 (5.4) 0 0 16 (3.8) 0
RS
RERE 40  (93) 1 (02) 0 129 (30.4) 0
14 35 (82) 307 0 33 (1.8) 1 0.2) 0



BERIRIER Bl (%)

(SOC: System Organ Class) FE/ T F =T R=F =T
HEARE (PT: Preferred Term) 429 4 425 41
(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5 .
BBIUOREEE ) - '
. EBR : 66 (154) 11 (2.6) 0 39 (9.2) 6 (1.4) 0
PR SR, MR X UWEHRES - '
A, 32 (1.5) 1 (02 0 2 (28) 0 0
HEEE 98  (22.8) 1 (02) 0 12 (28 0 0
IR R 28 (6.5) 2 (0.9) 0 16 (38) 2 (0.5) 0
. Laadiil 19  (44) 0 0 32 (75) 0 0
BIER L RE THRERE :
BRRERR 27 63) - 1 (02) 0 35 (8.2) 0 0
FE - REERFOEASEEE 119 (77) 22 (51) 0 168  (39.5) 15 (3.5) 0
S A 53 (12.4) 1 (02) 0 18 (42) 0 0
32> 46 (10.7) 1 02 0 38 (8.9) 1 02) )
mEEE :
5 1L E 179 @17 91 (212) 0 184 (433) 78  (18.4) 0

fed, AH/THRTF =TTV CRBEEMESR 126 (2.8%) . KBK - MRk -
BEOTH 404 (93%) | #EES (72 - SL—ERBES) 2461 (0.5%) . e
BEZE (ALT KN AST #8072 ¥ OFFEREREMAF 25Te) 150 f (35.0%) . FIREE
HEREE 165 B (38.5%) . TEMAHREREE S 6] (12%) . BIEHEREE 10 61 (23%) |
1 BURERRAS 1 ) (0.2%) . BHiefEE (RMEMEMERS) 96 (21%) . %k - #
CRRRARIE 4 B (0.9%) . EAERFEESE 451 (09%) . LFZK 261 (05%) . BESK
%141 (02%) KU infusionreaction2 il (0.5%) RWH BN, Tin, BEOREEE
(R REHIRIE R, STALHE, RRES) | Bk, Mk - Bk, ERRMKES
(Sas b/ MR M SEBER, AR, RIS, BENRES) | LRARMER
BER OEREER® b b o T, ARBIEAR BRI BEERS FRAREEERE 25T
BEDEHBERETT,



OEBR#E

LRI MARRER (E7080-307, KEYNOTE-581 3A52)

BEBRIIARF/ VST =78 351/352 Bl (99.7%) BROA=F=7FE 335/340 fi
(98.5%) 12RO B, BREL DEEBEGENETETER2VWEEEST. FNLEN 341/352
R BTz, b\frnmmﬁif%ﬁim 5%LL

Bl (96.9%) BTN 313/340 Bl (92.1%) i

DRIERIITRD L BY ThoTz,

R4 VTP OBRTRERY 5% EORIVER (E7080-307/KEYNOTE-581 B8R)

(BT RIEM)
BERIXRSE Bl (%)
(80OC: System Organ Class) AR/ VR F=TH RoF =T
HASE (PT: Preferred Term) 352 4 340 4
(MedDRA ver.23.0) %2 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
2EIER 341 (96.9) 252 (71.6) 4 (1.1) 313 (92.1) 200 (58.8) 0
MR LY v REE : ‘
=i 20 7)) 3 (0.9 0 4 (129) 11 (3.2) 0
B mERBAE (1.1) 0 0 21 (62) 7 (21 0
FFPERRAE 8 (23 1 (0.3) .0 42 (124) 18 (53) 0
/MR HE 13 @37 1 0.3) 0 51 (15.0) 18 (5.3) 0
NEWEE : ’
RS ETOEE 22 (6.3) 0 8 (24 0
R B B TR 150 (426) 4 (1.1) 79 (232) 0
BBEE .
ot 39 A1) 4 Q.1 0 12 (35) 1 0.3) 0
&R 24 (68 1 . (03) 0 20 (59) 0 0
TH 192 (545) 29 (8.2) 0 151 (44.4) 15 (4.4) 0
AN 28 (8.0) 0 0 10 (2.9) 0 0
HIERR 26 (1.4) 0 42 (124) 0 0
HREHREES 8§ @3 - 0 0 26 (1.6) 0 0
B 94 (267 6 (1.7 0 94  (276) 2  (0.6) 0
AR% 113 @321 6 (1.7 0 127 (374) 7 (2.1) 0
g 56 (159) 5 (1.4) 0 45 (132) 3 (0.9) 0
—R% - REEEB I CREIMLORE
715 71 (202) 16 (45 0 54 (159) 11 (3.2) 0
gt 113 (32.1) 11 @30 0 109 (32.1). 13~ (3.8) 0
AR 17 (48 1 (0.3) 0 17 (5.0 0 0
FEE 16 (4.5 0 0 18 (53) I (03) 0
ERARIRE <
ALT #8510 3 097 11 (3.1 0 30 (88) 6 (1.8) 0
7 27 —¥HEm 53 (151) 26 (74) 0 26 (16) 9 (2.6) 0
AST 38/ 33 (94 9 (26) 0 30 (88 2 0.6) 0
s V7= 88 23 (65) 1 (0.3) I (03) 17 (50 0 0
I R BRI 5 A BN 38 (10.8) 0 0 17 (5.0 0. 0
Y R—F1EhN S0 (142) 34 (97 0 34 (100) 24 (7.1) 0
IFPERERL g8 (23 6 (1D 0 39 (115 19 (5.6) 0
/MR R 20 57 3 (09 0 57 (168) 18 (5.3) 0
EERD 70 (199) 21 (6.0) 0 19 (5.6 0 0
A BRI 10 @8 1 0.3) 0 30 (88 6  (1.8) 0
RMBLUFKERES
BHBIR 123 (349) 12 (3.4) 0 84 (247) 5  (1.5) 0
B2 VAT a— VE 18 G 1 0.3) 0 2 (06) 1. (03) 0
BRY 7YY FifE 30 (85) 10 (2.8) 0 23 (6.8) 14 (41 0
ERRE LU SHRRESE
BaEE 60 (1700 4 (1.1 0 22 (6.5) 0 0
R 38 (108) 3 (0.9) 0 8 (2.4) 0 0
R REE

10



BERIXSE B (%)
(SOC: System Organ Class) FE/ Vo R_RF TR R=F =T
HAFE (PT: Preferred Term) 352 340 4
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 42 Grade Grades 3-4 Grade 5
TR E 38 (108 1 (0.3) 0 88 (259 1 = (0.3) 0
s 38 (10.8) 0 0 28 (82) 1 0.3) 0
BB L RREEE
EAR 97 (276) 26 (7.4) 0 41 (12.1) 10 (29) 0
PEIRAR, HIERR L OWERERE
RIER , 19 (54) 0 0 8 (24 0 0
HEFEEE 87 (24.7) 0 0 9 (26) 0 0
Rk R 23 (65) 4 (1)) 0 11 (3.2) 1 0.3) 0
& H 1 18 (5.0) 0 0 30 (8.8) 0 0
Bifgese 18 (1 6 (1.7 1 (03) 0 0 0
BB IR THGES '
a7 17 (4.8) 0 0 21 (6.2) 0 0
FE . RERFORTSERHE 99 (81 14 @.0) 0 122 (359 11 (32) 0
T HEE 47 (134) |1 (0.3) 0 19  (56) 1 (0.3) 0 -
R 77 (19 12 (34) 0 37 (109) 2 (0.6) 0
BEREBRRE 24 (68) 4 (1) 0 5 (15) 0 0
HENE 0 0 0 it 9.1 0 0
nEREE ,
&I 184 (52.3) 89 (25.3) 0 133 (39:1) 61 (17.9) 0

. AR/ VoNF T RIZBWCRIEMERERR 196 (5.4%) . KEBK - /DEK -
BEEDOTH 36 4] (102%) . BEEOCKERSE (TEMERKIEFLMAE. KRR
B ST, BREES) 24 (0.6%) . BUERFR - FFA% - IFHERES - ITX - &
{LHERBARE 2 79 ) (22.4%) . FURIRHSRERESE 156 B (44.3%) . TEMAFHEERE 3 4

(0.9%) . BIEHAEREE 1841 (5.1%) . 1 BUBERAE 1 41 (03%) . BHEEREE (R
EREMER. REREBAS) 84 (23%) . BERSH (23%) . ik - BREUHRARLE

34 (0.9%) . EREMESEE 1 41 (0.3%)

. BN - BEREZ 3 B (0.9%) . DA 3 B

(0.9%) & U\ infusionreaction 5 ] (1.4%) N bz, Tz, HREE (F7 -
V—REERES) | SEHBA. BEERMKES (Bt MR EEsR, HntE
., FRIFERE., BEAIRES) | MIREREGEER ORIZED bhizs o7z, ARIF
ARBRRIIEEESR (BEAREERET2E8D) 28 0EMERETT. '
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(A - HE]

AHOBEAEDHEET VEFIA LY I 2 —va iz kb, &% 200 mg %
Q3W, 400mg % 6 @R (LLT QW] &5, ) ik 10 mgkg (RE) % 2 @R
Mg (LT TQewl &5, ) THREL-EOAF O MBETRENRS SN, FOK
. AH| 400 mg & Q6W THRE L-EORK DB EIRBIZEIT 2 FHMBEFRE (2
T Cagss] EVVD. ) 1X. AHI200mg % Q3W THRE LT2BED Cagss LT3 & T
Ehiz (FR) ., £, A% 400 mg % Q6W TEE LI=BORKI O EEIREBIZ BT 5 &
BMEFRE (LT [Coxsl £V, ) 13, AF) 200 mg & Q3W TEE L72EED Craxss
CHBLTHEZFTETRINZLO0, BEAABRFICBO CERESER I LT
DHE - HETH 544 10 mgkg (FE) % QW TERE L72EED Craxss & B L TE
BERTEFRENE (FHR) . &bic, BHERAEERE % IRICAR 400mg % Q6W
THRE LA EFERER (KEYNOTE-555 38R) &V 85 ZRMEICE S EyEhks
NRIA—ZZ v Iab—a itk TFRILZEYBEE RS A —F LB L (TR),
Mz T, BEOPARBIZEIT 2BARBREZCESE, AROREER L FHEIIRE
L DREEZ R 2BERIGET VBRI, 4% 200 mg & Q3W XiX 400 mg %
Q6W TERE LIZEOBREE L AIMEIILZ M L OBEIC S VW TR SNZFBR, £
RO - FEOM CTHEMMER NREMICHERZERIIZ VG FRIS L,

RS5 FAORYBB T A —F

FE R | ) | e | Ggel) | e | Geed | Ggen
200mg W | (o500 | Grrosn | (78183 | o1rean | oasio) | Gossia
400 mg QEW! (125??24) (32.?)??2.7) (10:1(,)'16 0.8) (14521;49) (50.51'(,)'57 1.3) (19?;?;0.9)
40(%514?56>W (1351.36,6.10316.4) NA <14,1f, '?;4) NA NA NA
10 mg/ke Q2W! (213,2223) (14;?‘1145) (11;,1 ?21) (42:,2233) (272,7382) (19;,9300)

t:0=2993, 100 BEOVIal—Ya it XV BEHINZEMEZBEOFRIE (2.5%5,97.5%2) . Crna : FIEIH
EROBRBOETRE. Cu: PEREHEOFHOIFEFEE, Cun: FIERESR (A 2712 EE57) OKELE
FIREE, Craxss ' EFHREIZBIT D HFMIBFPRE, Capss : EFRBIZBIT 2 FHORFEFIRE. Cuins 1 EFREBIZ
BT BRARMIE HRE
156 BIDKMITHE (95%EHEEMR)
§ : 41 FIOLRTTEIHME (95%(ESHEXRH)

NA : %72 L
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4, HERRIZOWT

EIES Y 27 EHHE RMP) KESE& | AEOEELLZEMETIRER~OHAH
B BMERTH- T, ARORERHE2BELEZRH - HEL. AFOREICLVER
REMERZRELZBICHET 2 Z E BUERED, LTOO~@D TR TE2MiTH
RIZBWTHATZRETH D,

@ mRIZoONT :

D1 FEo (1) ~ B OVTNLICHEETIHRTHDHZ &,

(1) EABBRENEET 508ADEOEEL SRS GEF RS ABFRREEIL IR
IR AS A B FCEIE LR R, HUIRAS A BIEIARRE R &)

(2) FrEREREE

(3) FEFFRMEIEET S BNADREERRE (B ARRERSEERR. BABRESE
WHRbE, BARRESEHERR E)

(4) FSRALFRERELZRE L, AREREME 1 ISR RIEME 2 O
ARDEHEIT> TV D HERR :

(5) HEMEERQAGERNEOREREEIR S BHEZ1T> TV DR

@D-2 BHREOLFRER CRER R OSSN+ 72 ik & R & o EM (T
FONWTRICEY T AER) 23, Y%BRBOARICETHRROELEE & LTRE
EhTWnWaZk,

#

. EMfGTRESL 2 EONBMPHERET LIZRBIC 5 £ EORABEDEKIHEE
FoTWBI L, 9b, 24N FiZ. RAEKMRES L LEBREEZOWEL
TFoTWAZ &,

. EMSIRER 2 EOFMBMIHEERET LERIT 4 £ EOMREBRZOBRKIHE % 1T
STEY. 55, 2EL i, BHREONAEYMIEIES S 0N ARROBRNHE 21T
STNWBIZ L, :

® BRHNOERDEREBROKMHIZOVT ‘

EXELIERERICRLETIBLENEB I N, RESENOOFRED, A&
ML HEROEER CEMS T 5 FMEME,. AEFENBLELZHEEORSE
% ERFELNITEONAEHINESTNE I L,
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@ BHER~DHBITONT

@-1 HERRAHIEE T 5 EH _
MEMMEBRSEOEERBERNRA LB, 24 BREBREHOT, YR

IEEEERRIC RV T, BB LZBERIOE U CABRERR O CT £ 0RWER OB

BERREOKENYAPIE LN, ELICHRISFREREHINE->TWEZ L,

®-2 EREEHICL5AEFEFSMNICETIEL _

NBABRIZED ZEMN AR EUOEREE T IEEEFEPBERE=2Y 7
FEDERDORY ) ==V P EITOERE L IERE IE TE 3 F— b EREHIHNE
BInTVWB 2L, 2B, BEANICOVWT, BABRELZOFRICHICAMST
AR ' '
®-3 BIERAOZELRNITE LT

BlIVER (RIEMREBIINZ., K% - MRk - BEOTH., BUERZ% - FRE - IF
HEREREE - T4 - BREMERBE . BHREREE (RMEREMELX, RREBXS . A
SWEE (TEAKERE, FRIBEEEE. BIRHERE) . 1 BERRF. 595 Bk,
R - RBURMRIE, K. EEOREEE (THEMERZEFCMARE, B EIRESE
B, ZIEALBE. JHRMEEE). infusionreaction, 7% - BERRSE, EIEFFENE, MHREE
(T« RU—ERERHS), LHK, ERRZMEEE (RAEM M/ MR SRR,
iR m, FREFERE, EEARKES). MIREREGRE, FE%) LT, Y%
BT OB EEEBE OB 2 T A EM &EE L (BIEROREHOMINICE L TiE
BRUOXEEZITONARMFTH S L) | ELICHEURABNTE 2EH13E -T2
e,
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5. RERRLRDBE
(Bt B+ A HHE]

O AFOMOFUEMLEEH & ARSI TROBE BV TEIEN RSN T

Do

s THRUVF=T IV URF =T L OFRRE  (LRRIERORVRIATIERTGE

XITEEBM O B EBE

® TRICEYTIBREICHTIAFOREROERFEC O W TR, AR OFRhED
FESLENTRE LT, AFOBRERRE R LR,

. IEEBRE
. ARAIORIMES

o TEIF=T NIV AT =TS OTESIERER & OHRARE

[ZaticE+ 5FH]

@ TFREZKYTIBEC OV TRARORE VIR

bz b,

EENTVWBZE NG, EZTT

o AFIDORESICR LBBUEDBERDH 5 BE

@ WBEINOFEIZE VT TRICEY T RBEFIC OV TL, AFloREZHES L2V
2. HOBEBRESZRVBAICRY, BECAAEZFERTIZLE2EETE D,
o FHEMIRBOAHIKTEDOH S BB
o EEGRE CREE LR 5 BE R UNEBIME O B BRI R St it ¢
LD RERELR A b5 BE
o  HIOAERBOAG. UTBMEMNRE L IXERED B CARREREBDORERED

b5 HBE

o BREBHEE (ELBMRBEREZED) 0b5BRE
o REORBLEXIIBEEEETHBE
»  Karnofsky Performance Status 70%3KiH %V D BFH

(& D Karnofsky Performance Status (PS)

Score

£

100

E#, BB 2BEOFRINZV, BRERZ L,

EFEOFEEN . FRREERLERN, 90

BWERERITISH S, EFEBTE

80

D2V BRRIERE H B, BH L TEFEDOEEIHE

35 LA ARE, BETEFETXC, F[ 70

BAaBEFOMEFIITEAY,. EROES - H@35Z LIIFHE

HITTLALBEAMRERIZEDZHBDOTHS, | 60

BRRMERILITTEDN, L& VENMBPSHE

BxLRBREONBMELELT S, 50

FRE SR LEEER LU 2ZERITAVDSLE

40

B3, BYIRERBIUFESLE

BOREDDOILEZBELTTERY, HikH 5| 30

28T ABESULBEEREIS LEE> T AW

WRROBER L AEOFELLELT D, KA 20

R ICEE. ABRSLE TRARNRGRSLHE

NABEICET L TWSAEERS S, 10

FHBB->TND

5t
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6. BEEL TEET X ¥E

@

@

®

AT CERICIN 2 RUEIRTEER NRUET 5 BRSIC RS & RFI 0 FE R U IR

DD BHERERE S CERLTHOERTE 2L,

WBRBARICEL D BEXIXZOFRKRICEER VEREZ+2HAL. RE2HE

ThoRETHZ &,

FERBIEHD=RT AL MZHOWT

s MEMWNEBRRLLLNDZ ENHDIOT, ARNOBREITHIZ>Tix, FIHE
R (RO, FHEREE, %% OMBERUKIE X RREORES. B+t
SIATH 2 L, e, BRBIZGLCUTHE CT. miE~—b—S0OKREEZEHET
BT &,

* infusionreaction 238 H PN D Z L 3H 5, infusionreaction H3FEH HNTHEIZ
ﬁ\ﬁ@&mﬁ%ﬁb&&%m\Eﬁﬁ@@#éiﬁ%ﬁ@%ﬁ%+ﬁmﬁ$
T5HI L,

. FRBAEREE. FTEASERERVBIBEEEE NS LIS ENHE0
T, AR OB ESBEMIROE SRR EROICANSISEERE (TSH, bk
T3, 8 T4, ACTH, MFa/VF Y — LV EDRE) 2EHETIHI &,

o BIEFFR. FFRE, RS, L. EEEBERRS LN ZENHD
DT, AH OB E5BERTR O SHM I EDIICFFEERE (AST, ALT,
y-GTP, AP, VULV EVEDRE) 2EMET D L,

o BESEK MEARMILEERGERLED) SOEBRIREERD bbND

BB HOT, EHMNCIROBREOFELZHRR TS L, £z, ROEER
ROLNTZHEITIT, BONCERBELZR T2 L oBE2EET L,

o AXFOEEIZLY, ﬁﬁ@ﬁrﬁm’t@#é&%i%ﬂéﬁk&%%@%ﬁ
RHObILAEZEND B, RENBDOLNEBEICT. BELEFRIISE L
%Wm&ﬂ%kﬁﬁ%ﬁotﬁeﬁ%Lfﬁ@&%%‘M%ﬁw BE D
IS X 2BHWERBRDILDHAITIE, AROKRE TP, RURBIBRER
NEVRIOBREEREBRTIZ L, 2B, BIBREHRNLVELOEREIZLVEIE
HAOHRENRBD NR2WVERICIE, BIBRERNVE UNOZZIHIF OB
LEETHZ L,

e BEKRTH. BCEROLEVABBLTCHLBEIERRRATIZ ENH B0,
AR OBGERTRICOEWERORBRIZHDICEET A L, ‘

o T 1 RUNERF (BUE 1 BUBEREZET) BNbbbh, BERFEMS T Y F—v X
EDZENRHBZOT, OB, Bl BHEOERORBRRLMIFES LFIC+
SEBTDI L, 1 BERRERONZHAICEIREEZFIEL, 12 ) 8
KlogGEDEYZAEEITO>Z &,

AH| OBERRBRICIV T, KEYNOTE-426 R TIXER5BMH» 6 12 BE. B

S4EBET6EIT L, 0% 12 8T &, E7080-307/KEYNOTE-581 ?ﬁiﬁﬁ’c 5

BRGNS 8B Z L IZAMME DRI 21T > TWe Z & #8E1C, AFIREFIIEH

WHEBRE CHROBREITI Z &,
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