AR 02256556 &
A f 44 24H 25 A

(o om R
| REFRET |[Sexen 3) & B
BB K

BEAEHEER - ARG RERLETSHELEE
( 2 Bl 4 m )

~NhTnl) AT (BiETRRz) SR oSEFER#EET A R4
Y (@VIEFRETERE (TMB-Hi gh) 287 2 EPHE)
m%&&w%a@_ﬁm#&iﬁﬁ% K4 » (BlE) o—8sEIZD
W '

BREHBOEE L WEOEAS R 2016 (FRk284E6 A 2 HESBEE) IZBUT,
EHNEERGOSEROEBICHEELRAZ EBBEVIAENZZ 22T, &
FEERMLE B LERBECRUET A EMEREET A P T A B E
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LTRYDELDELEOT, ZOERICHIZ> TR, ZFA FIA LizonTH
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1. ﬁbbh

R DO Shi: - ﬁéﬁ@%%@t (IR, R ST E S B IE A A8 sk
bhb, &bic, if E$®ﬂ%ﬁmwﬁﬁkib FUREIR S 7 & OREH 2 TR
FEERPEBENDITT, IO OEERZHICHERBEICRET 5 2 & BNERED
BEAL 2o T 0 RFIBOEE L E O EA S 2016 (TR 28 48 6 A 2 HBIHRE)
IZRWTH, EFWERLEOFERAOREHEERZRIZ E & TS,

HRE BRI, BREBERRE A S 07 7 A LREEOEER AL MIR
RBZERDD, Ok, HIEROEZEMEICETAHFRR+SEHT 5 E TOM.
U ERTOBRELR T A LREBENBBRFICH LTERATR L L b, Bl
ANER L IBICSERSSE & A2 L S AR — B OB & TR ok A
THEZENEETHS,

LIeio T, AHA R A Tl BIRBHERLIAE TG LR TN D EFILER -
Bt Rilc S . SUFOERMOEE2EREMET BN SLERER, E2
HRCEEEEL T, ‘ | ,

@x\$ﬁ4ka4y¢ BSTATEOE N E M B R A MRS, ANEREARK
MRPRIER Y&, —BA AN B FRERNHESR OB IIEA B REBRTFRO%)
Db EERLE, . |

x“f%c‘:?itéli%ﬁun DX A N R IOOmg (—kg ATl X<w7 (ﬁ{ﬁ
TR Z)) -

x"f%kitéswﬁﬁmiyﬂl% : BAALEFRERICBE Lca W EBEEFERE (TMB-High)
T HET - BEOBEEE (RN RSRPRERIEAICRS)

HBERDRERCRE  B%E. AL, A7 n Y X<v7 EEFERZ) & LT, 1
[ 200 mg % 3 WARIRARE XL 1 7 400 mg % 6 SR REIRE T 30 24
T C R ET B,

H & BR3¢ % # . MSD BRRa#t




2. FRIOWH, /ERBF _ _

FA A& SEFEE 100mg (— %4 a7 r Y X7 (BEFHEEL), BT I
F Evv3,) HE, PD-1 (programmed cell death-1) & FD VU H>2 ¥T&H 5 PD-L1 B PD- -
L2 L OFREEEHEHERET S, b Mh1gGs £/ 2 n—FAHKETHD,

PD-1 #REE I T AR B RS D> DN B T IC B AMINA 2 F 4 5 e S ms il

AA wF T, PD-1 ik, EELREICBWTESER THEOMREmMIRERAL, BECR

RS2 B OALEIRRI AL E RT3, $2b5, PD-1 XU Hr FER
BB LI LV HESERC LS I ERRICHIET A28 ETH B, PD-LI
DEFHEBICRBITARBETDL TN THEE, E<OBAMIETIE T filEoEE 23
H1ESERICER LTV, BAMIICIIT2 PD-LI ORFEHIL, BN, ik,
FEARNRE, BRESE . FR/NAIINTRIZ: X O 4 BRACTFRRRET ThH Y . EVAEFR
& OREBERBE ZNTNS,

BEONRADERNTH E PD-L1 BHEOMEMMN S, PD-1 & PD-L1 OBKILIEE
OHRBEHIZB W TEERREIZR D 2 L WRRENTEY, %?71:;71» TBEOEs &
LTHFEERTVND, S

RFVE, PD-1 & PD-LI RU'PD-L2 DAY H ¥ FOREEMEETIZ Lic Ly, B85
WONBIER OREAROMIEENE T U SRE T SE. FIEBREZTE(L
TAZ &T#Hiﬁxj%%%ﬁﬁﬂ“é

AR OIS < BEOHRIERGIC L SEWER% R H & hh, EENIECIC
EDLHEESRH D, FHIORETRTRERICE, BEORELTITTV, RESR
D LITRRITIR, FE LT F RIS U B2 5058 &L RR 5 SR &8 L Gl
R 2 T, BEOCRERIGIC L SEHWEANEDL I HE L, BIFRERL
TR DR G EOE Y RIEZIT D BEFH D,



3. EROR M

BAAVEFRERICHE L m W EEEETFERE (BLF ITMB-Highl &WvW3,) %F
THET BROBEWE (ERARBESRESEREAIRS) ORBEIZIEMEITo
ERRERRBROMEE R,

[Ft)
[E|BEIE RS D HAER (KEYNOTE-158 FUER)
{EFEFERE Db BT - HROBEWEEE BAET LICHTT A~L OFK A~
T ESUNTHY 200~1,595 ) Fsebdiz, AK 200 mg 3 AR (BLF Q3w &

9.) BEORMER VRS PEDSIRET 2T, AKIOFSIET, FoundationOne CDx 12 &
Y TMB A 2733 10 mutations/megabase (mut/Mb) Bk & B & 373412 TMB-High
LHIET B L L, BATRIEICHES T, SA—T A~ _ﬁﬁéi’btlﬁﬁrﬁﬁko
WTHiEST A Tz,
TMB-High ##42% 102 #fl (BA&A 6 flxFie) XU TMB-High 77 L7221 689 4
(BANTL BlEEte) WBiTs, ZEFEEE THD RECIST H4 FT 4 2 1.1 [T
AL FRYEIC L DEPROFER WO9FA2TAF—F vy bA7) BR10OE
BY '(“259071_9
: —iIRIEW & L’nyﬁ%ﬂ’]&;%ﬁ’méi’b’(b\éﬂﬁ%ﬁ?ﬁit} A2 cAVWLBNTWS
T B OB RAR IR IR % B o TR R I IR PL M U R E 0 B A AN bz,
¥ ZIN—FIZBNT, FRFALUTOBEBHEAAN LN,
AP (RELEF) . B: IBER (BRRCEFORE, 7207 7 — & — B XKEEE
ZERS), C: Wi, BE, /NG, B, BEIBR OIS kOB NSBIEE (Babiiudt
SrE AR S WSS . D - FEWNIEE (REIFIERER L), E: FETH (R
LR, FooAEE (RELEE). G /MuRaREE, | PEME, T FURERE, 7 Mg
W (PIEXIXRSEREEZMR), K BEE~A 7297 74 P AEESE (LUF IMS-
Highl ¥5,) %ﬁﬂ‘é,@ T (R - EH%J&:&%I‘?() L (FEDH) : MSI-High &
ﬁ‘ﬁ"%’)ﬂﬁﬁ&lﬂj‘" '
(5% EDOT L AETHRH S ARERRUHRBERN D, ARAERIIOLR
B UM R R R P D L B R DN A TRV E-ERHRESHT-Y DERDHK

{mut/Mb) -
#=1 FHHEE (KEYNOTE-158 3B
TMB-High Non TMB-High
10247 68945
CR 4 (3.9) 11 (1.6)
PR 26 (25.35) 32 (4.6)
3% 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)
R ES;ZC?) (%) 294 (20.8,39.3) 62 (4.6,83)

CR : 524:75%). PR : 5455y, SD : &£E. PD : FERMET. NE : A EE. CI: EEHER
st U T AR IR S CIIIER S R L E SR, Zﬁﬁﬁéé&%‘ #1Z Non-CR/Non-PD & 2-4fi X 41
T_EE%‘



TMB-High 2F 92 102 ] (EARAN 6 flEEte)) R TMB-High 24 L2\ 689
(AN T FIEEE) (2B A, RECIST VA R4 > 1.1 fRICE-S hdedEic L 3
BAFERDEDNROFER Q019E 6B 2T AF—FHy "L 7)Y 1ZR20DEBY Tho
Yl : :

#F21 BAREBOFEESE (KEYNOTE-158 &)

TMB-High : Non TMB-High

A3 ATE Bigx (%) £ (CRTPR) % (%) %#%) (CR+PR)

. 102 4l (BHER (%) 689 4 (FEE (W)
AN Rl 34 (33.3) 10 (29.4) 42 {6.1) 4 (9.5)
T B IRE 16 (15.7) 5 (31.3) 59 {8.6) 7 (11.9)
FB MBS 15 (14.7) 7 (46.7) 67 (9.7 4 (6.0)
HT.F* 55 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
FREE 12 (11.8) 2 (16.7) 60 {(8.7) 2 (3.3)
FhfR PN A RIS 5 (49) 2 (40.0) 82 (11.9) 1 (1.2)
MR 5 3 (29) 1 (33.3) 79 (11.5) © 3 (3.8)
BRI 2 (2.0) 2 (100) 7% (11.3) 3 (3.8)
o B Fii 1 (1.09) ' o 84 (12.2) 9 (10.7)
TREE 0 — 63 (9.1) 2 (3.2)

—  HERTT :




[&ait]
E 232 O AR (KEYNOTE-158 RAER)

HEFLIL 103/105 ] (98.1%) {z, BIfEMIZ 67/105 4 (63.8%) iciBD b, JB
BN SULLEDBIERIZTROLEBY THhots,

F3 FEEH %L FORIER (KEYNOTE-158 3B (2R SEaM)

'ﬁ% BRIk (SOC: System Organ Class) . g (%)
HAFE (PT: Preferred Term) 10543
(MedDRA ver.23.0) “Grade Grade 3-4 Grade 5 )
éééﬂfkfﬁ 67 63.8) | [E (14. 3) l (1.0)
;& % é»zﬁ?’? z; fﬂ%ng‘ Jﬁ% z 4 T ; e

@&m%?mﬁﬁ .
FRRIRERER T I
xﬂg‘ “)h

i, MREMENRE 4 6 (3.8%), KB - N« MED FHI3 H (2.9%), BIFAT
P« BT R4z ATHSRERREE « T 4% - BEALME IR 28 5 411 (4.8%) . FOIRIRE IR 15 41 (14.3%) |
BRI 1 ] (1.0%). 1 ZUBEERAS 1 ] (1.0%) . BHAERTE (RIMMERMBEER L,
RERAE L) 1 (1.0%) BT infusionreaction 1 5] (1.0%) WD b, /- H
EORREEE (bR EEITHATE, REERERRE. S, EREEY) .
MRREE (T v« N U—ERES), TREBERES. B, B2 - BRI, B
FERREEIE, RS - BhlRge, 5 & SIS, DAFA. EERIMKEES (Gefskki /MR
PESRBIEIR ., ESMMER ., ARIFERES. MERIERES) . MRARERBROEHIIRDS
nipbois, AREARBRIIEESS: (BRREMERT 2ED) £B0EIERY
RY, ' -



(i - HE])

AR OREFEYBEETAERRIBA LY a b=y 2. A 200 mg
Q3W, 400 mg % 6 BHEIMFE (LLF TQ6W] &V 3, ) Xk 10mghkg (KE) % 21BM
Bl (LATF TQ2W) W5, ) THRELEBORFOMBFRESBRIENSE, T0OK
B, AH 400 mg & Q6W TG L-BRORF OB EREIZS T 2 FEmEPEE (2L
T [Cagssd &I, ) &, A& 200mg # Q3W THE LIZEED Cavgse LHEIT 2 & FH
Ent (FH) , £z, AH 400mg % Q6W THE L BOAKI O EHREEIC 1T 2 5
EMTEFRE (AT [Coass] &V 9. ) 1, &K 200mg & Q3W TS L7 ED Coaxss
LB LTREZ T EFHENEZLOD, BRAARFICBWTERERER ST
R - RETHBEH 10 mgkg (EE) % QQW THE LIBED Couss & L LT
fExrd PRSI (TR) . 2612, BEEAIEREZGRITES 400mg % Q6W
TG L WS B THRER (KEYNOTE-555 388) L ¥ B 5hmEiEic £-3< e EhTE
RIZA—=FE YL ab—a A LD FRILEERBIE T A —% LRARIL& (FR),
AT, BEOBPAEICK T HEERBRERICE &, KRN OBRE L AIENITRE
& OREEZ BT 2RBRISE T VB S, AHF] 200 mg & Q3W XX 400 mg %

CQ6W TRE LIRORER L FHERRIEL2E L OREIZ W TR SR, £

FROME - AEOM THEMER R 2

TERREARERII AV E TRIS R,

%6 FHOEDEIE T A —F
Tk . . Coux Cnvg Chmin Ctmx,ss Cavg.ss Cnﬁn.ss
A% | (L) (ugfmL) (ug/mL) (ugfmL) (gl | (ug/ml)
200 mg Q3WH 59.1 279 18.1 928 504 309
£ {58.5, 59.7) (27.7,28.1) {17.8, 18.3) (91.7,94.1) | (49.8,51.0) {30.5,31.4)
123 324 10.6 148 50.7 7203
t
A0meQEWH | (109 124) | (320,327 | (104,108) | (146,149} | (50.,513) | (19.8,209)
400 mg Q6W 136.0% 14.98 -
GENR) | (135.6,136.4) NA (144, 15.4) NA NA NA
220 144 119 428 279 197
t
10 mg/kg QIWT| 515 293) (143, 145) (117,121) (424, 433) (276, 282) {193, 200)
f n=2993, 100 E®DY I al—ia iz LY R &N BMEHMOTUAE (2.5%8,97.5%8)  Coux : FEIR

’:’%@Ez.nrmﬁmﬁ& Cove : FIEE 5% O EHMFBHTIRIL, Con: FIEHREE (34 2 A2 E 5/ OFR{EMFFH
TEHRTE uial‘féﬂﬁlﬁl?ﬁq:'?ﬂz“ﬁ Cavgss | EHARIEIC I 2 A MEFEE, Cuns ﬁ:’ﬁam:ér
B 5%:{&1111?,@ b g5
i 56 BlOHATHEEIME (95%I5TH X )
§ 1 41 FlOHATIEAE (95%ZHHIE )

LP?%JE Cmu.x S5 -

NA : iEYA L
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FREERED, EERKY X?““‘ﬁ‘f@ (RMP) {233 < A0 ER S L2 R IER
~OBIER DB H DR Th-> T, ARNOFEPED2BE ZBH - FHEL, KFDHK
B LYEELREEAEZRB LIRS T 5 2 LB SE LT, U\—FfD@N@@T"\
C TERMITRERICBVWTERT2RETH D,

D HERIZHONT

O-1 TFRED (1) ~ (5 OWTMIHZETHIMHRTHDHZ &,

(1) BEFHRENBET 2 ARFOESMAFEERS ELHERF R A RELEIL IR,
IS A RS FRABLHEHL AU | mﬁhbﬁﬁﬁhtk)

(2) FEEHEERT .

(3) HGEMFRMENIEET DBABEREERRE (BARFEBEE SR, 1 AREEE

- BAFERE, B ABRESHEERBT A L)

m)%%k%ﬁﬁi% %L,ﬂ%M%ﬁ&MElxi%%m%ﬁ$MEz®m R EHUE
IR DB Z1T > T D sk

@)#%%EE%MﬁMﬂM%wm REHIAR D EHEIT - TV B HERR

T 02 34“\]“%}:75:%3733/1/@'60){[1'%‘7%715&0@1{’?}%%E‘fﬁﬁ#@ﬁm SRR L R A

FroER (TROWTRNICEY T HEM) 2, UZ2RHMOFFNCET 2IROR
fEEE LTEREShTWS I L,
®

+  [EMRIFFIRESE 2 EOYPHITHERET Lzl 5 ELL EORAREORRIHE L
T TCTWAZE, OB, ZﬂEJAJJi BAFEYFREEE L LBEREEZOWESE
TToTWnAI L,

+  [EMGFRER 2 FOPHTHERET LRI 4 éﬁut@ﬁﬁﬁkﬁ%%ﬁ LT3
T ko 9B IEL L, HE LR SBAMP T O A KR E ST A ATRTR
DERFHERATo T WD L,

@ BRACEESEREHEOGHIZONT '

EEREMEREHICHEFTDEEEPRES N, BEARNOOFHBRED, o &
EHSWEAEROFTHER CEMSIC T 2 5HR0, TERSARE LEBAORE
R, EWERHITTONDERINE>TNDZ L,

@ BUERA~ORIHITONT

@-1 Rk A B4 D B

PR RS D EE BN LB, 24 BEIRREHO T, 4%
-m@%m%mﬁmr\%ﬁbtﬁwmmmurxﬁ%ﬁﬁocr%mﬂﬁmwﬁﬁh\
FRMAEDOHKERNY APICBELN, BEBICHINFATRERESAE-THNE L,




. @2 BEREFHICLIAEFSSICE T ES
DABRICED 2 EMNRANR O E T EREEENEETNE=4 Y )

EEDEERDATY == T ETOERE S FRE ST TE DT — L EREHIE

BENTWBZ &, BB, BEESFIZONT, BABRELZOFRECHSICAMENRT
WwWa Ik, :

@-3 BIERAORECHIGICELT , -

BIER (REMEMERERIZ, KIEK - Bk - EEOTH. BEENFSE - FR£ - iF
BB - T4 - TRILMEBE K, BieeEE (REMEEER, RAREBFLRE), A
syl (T RAHREEE ., FIRREERE, BITHERE) . | 2ERRE. 5L kL,
e - AMBUGRIRE, R, BEEOREES (THEERKIBEAMADE, KERERER
B, AL, $ERKMEEY) ., infusionreaction, JM#% - flESe, EIEMFIMEIE, HRmEE

(FT 2« NU—ERMER) ., OHR, EEROEET (Gefethii /MR R,
iR, FRIFERE, BITRIERIES) . MEREARIERS. B&%) LT, YiiE
BRI E R OF LR AT 5 1B & 5 L (BYER ORBEoxGICE L THR#E
BRUOFEEZITONDEMHEH DT L), Bl RRnERTE S EHNRES TS
&,



5. BENBJLRLBHE
[HEHEIC B 5 H5]
O TROBFCBVTHAOEHESR TSN TN,
o BACERRERICHEE L TMB-High 2467 51T - BROBEME (R
BRI B E IR D)

#24. TMB-High KB F 5 A O v "o+ L BEEE X LT, IKEA
FoundationOne CDx B8 A %/ AT T 7 A REREIRTINA,
BEIZH - T, BRS04 FIA VEORFOEREEEIZ, EiT01k
 HFEHIZL D TMB BERR~OFB R URE IV 3 BEOERBREFDIC ST
MRTBZ L, '

@ TRICHEY T3 BFIHT 2 AHORER OERFHEIC OV Tk, AFOHFZHEN
WL SN THE ST, AHORERE LR LA,

o FOMBIFE
. OREMEEEA L O LTS Sh D B
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(&M Fd 5 HIE]
O TREERETHIREFRZOVWTIIAROBRSNREZ L IR TNWEZ &b, #EZTT
iz &,
o AFORESICR LIRBHEOBEFRED H 5 B

@ %ﬁﬁ@%ﬁkﬁwf?ﬁ:ﬁ%f%%%:owfi AF DR 5T S AN

. MOMFBREARVEAIIRY  MELFALHEAT 22 L 2EBTES,

. ﬁﬁﬁ%ﬁ%@AﬁRm%ﬁm%éﬁﬁ

o IEHEGRE CRIEE R R B RE R OVEEIME 0 U IR 2 R0 ek fifi 45
%@%_&r@zmmaenaaﬁ :

. HORERADAHE Rm@ﬁ%&ab<mﬁ%%wﬁaﬂrﬁﬁw%ﬁﬁw
HBHME |

o BB GENEMRBEEEST) Db b RY

©  EHOBE IR ET B AK ’

«  ECOG Performance Status 3-4 & B E

UED ECOG ¢ Performance Status (PS)

Score | B

0 S HER2LEDTE S, ﬁrﬂrj&rjbﬁ,qs,:[:ggﬂ\q-|J|§Ef£<?fzén

A H LOTETNERIBR S 5508, BATRMET, BIERRE-> TORKERITI 2 MW TE B,
]« dEV VRS, HTEIER

PITAHECTHADHOMY O L3 T TRELSERITE RV, BP0 S0%A R~y RATHEIT,

BoLEBROFOE DO E LhTERY., BRO 0% LEy FBRFCRTT.

B LR )

Wiy, BA0EOEY 0 LIkEd TERV, F2iAy FaFE TR 5,
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6. BEITELTHEETR&HIEF
O HATFEZIC A, WiERFEEE SR 2 BHSICES & AR DO RER EIEME

MOl WERERE A ER LT bERT B Z &,

@ EEEBIMRIZ N L. BE ITF ORBRICH SR OEREEZ oA L, REERS

TholkEyaoE,

@ FERBEWERO<=RI AL MZOWNT

o BEMEEARRHOPND I EBHIOT, AR OREIH T TiX, HHE.

W (B0, MR, %) ORERRUIEIN X SR EORNE, BlEE+
CHATO b, i, MBS UTHER CT, M~ —A—F0RELERT
Ak, ’ ‘

* infusionreaction 23% 5D Z LA D, infusion reaction A3 BN HAIT
m\ﬁ@&m&%ﬁﬁk&%ﬁ\ﬁﬁﬁ@@?éif%ﬁ@ﬁ%%+ﬁuﬁ$
TAZE, , .

o FURIBMMEREE. FTERARERER CBIBRERESHbDhEZ L1HED
T, A O S RBAAET R U S5-I Tk B N oW e (TSH, Wik
T3, #EHE T4, ACTH, M =25V - EOHIE) #EHTHZ &,

o BPERTR. ITRE. FrReEE. L, TEBRERR L LDhD I EBHD
DT, FA|OEEBREME OESHF P T BRI FEERE (AST. ALT,
y-GTP, Al-P, BV L EVHOAIE) #EKETHZ &,

s BEIEER (IIBARCICHERGREZET) BFORBELRIRESESH oIS
TERHLHOT, EHMICIROERFEOAMEMRET S L, £, ROEREN
RO LNEHEEIE, BEehCERBEEZZ2 T L OBEEEETDHZ L,

o FAIOBEICL D, BECKREKKCERET S &5 X 5N 4 REBCRIE
BHobhadZ N5, BERRDLORZEAITE, RALEFRITG UL
R MR IR0 ik & #EER AR50 R AT &8 L OBt BRI £ 1TV, A 5
RIS L BRIER B EDN 3B, AR IR, R ORI RER
NELRIOFREEFEBETHZ L, 2B, BIBRERNVEOREICLVEIE
A osERRD LN WESIZIE, BB RE AT LA OGREMHIF DEM
LEETEI L, ' Lo

e BRERTHR ZUER» LA ARE L THLORHERBRET S 035 D700,
, AFNDOHEGHET HRICORIFADOERICHFEET O &,

o 1 BMERAE (EIE | BUERA A ) bbb, WRHEES N7 F—2 R
BB ENRBHBEOT, OB, Bl BEHSEOEROFRLMEHED LFIZ+
SEETB L, | EERRAEDN BT EEPIEL, £ R Y
KoLl E2iT> 2 L, ‘

@ ARIOBHERBICIV T, KEYNOTE-158 BB IR 5 BaH 5 1 ML 9B

Cly TARERER 12 AR Z LI HPHEOFHMEEZToTWeZ L 2BEIL, RAKRS

IS EHEIZFHRRE THROFERZITI T &
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1. Ui

IR DE N - MO DT DITIE, RSB SO EE R H AR D
bhd, E6iT, IMFEOHEFENROESIC LD, FUKEIKT L Y OEHAN LT /ER
FERLDERBEINLFC, IO OEER L EITHERBEICRMET S = L BSERD
ERMEL 2o TR Y REMBOEY L WEORA S 2016 (FA 28 42 6 A 2 HBIRERE)
EBWTYH, EFEELEOHEAOREEELRE - L L ENTWAE,

FHLERRFER R, BREASEEMET 0 7 7 A VHBEFOERS EHL MR
RHZENHB, ZOH, BYHERUZEMECETSEHRA+LERET ST TOM.
UHERLOREEZBRZITIZ EPHFINZBEIIH LTERT L &bz, BIE
HAMRFER LRI SHEBRHEE & B2 & BTRE AR — I OBt & 1 7= 9 = R B8 ¢ fE
THIENEETHS,

LB o T, AHA RIA Tk, BRI E TR LTV 2 ESEIEE -
FEMRMICESE, UTOERESORERERZHET 2B MO LERBEMS, E2
HFROBERIELRT,

BB, AHA KT A ik, TIATBIE AR R SRR 00, Q38BN A
EERIER FE ., —rEREA B ARERANR ES R U EFAEA B ARRER 2205
Db EER LIz, ‘ '

HRERDERR : F4 M —F WL 100mg (—i4 : La7r Y w7 (BE=
FHEHZ) )
¥R ERDMEIDE « RIS TR RE UL ER A O B Ml
LD RERORE « tLOTEEIEER & OFITBWT, BE. RAE, ~aTn
VX=7 (BEFHEEEZ) & 1LT, 1E 200 mg % 3 BHEERX
i3 1 [El 400 mg % 6 HRH T T 30 ARANT TREHET D,
% 3 . MSD ettt '

o

& B 5




2. FEIORH. ERBF

XA b A—F SREEE 100mg (—EA LT o) AvF (BEFERL) ., UT IR
il Lvv5,) id, PD-1 (programmed cell death-1) & Z® U H 2 FTH B PD-L1 R PD-
L2 L DAY EHRET D, & MEIgG4 T/ 7 o —FAHETH S,

PD-1 BE&I3 T HISa s BE AR B kN 2 To b IS R ARSI 3 5 A0 s filf
AL wF T, PD-1 b, REEZRIBICSWVCEMR T laoMiaRmic BB L, B R
B2 S RNETAR 2 AERICEHET 5, $ob, PD-1 XU T FEfs
BT LI L VHESEEICL B VST RER B ICHIET 52/ Th D, PD-LI
DEFHBITR T 2RITDTHTH IR, E<OPAMRTIE T MldoMs 24M2
BIEEBFENCRB LT D, BAMIRIZISHT D PD-L1 OFFBEERIL, BHifams. Hme.
SEHANAE., BRELE . #mmmmﬁﬁgwﬁﬁmﬁAf$&xam%f%n\@mi@%
& OEREDR#E STV 5B,

ﬁﬁ@#h@%%%%ﬁamni%ﬁmw@&maPD1&HH4@@%&E%@
RIERRHCBOWTEERKE 2E S ZERARBENTRB Y, File B AIBROEM &L
TH/ I TWB,

AFIE, PD-1 & PD-L1 RUNPD-L2 OFI Y H v RORAEMHEET 22 LI L 0, JEE
MONEE R O IEEAERMISEENE T Y o SReE b aw, REERE S BEMEL
T & THIERDREHET D,

AFOVEFMFITHS RBEDRERISI L 2BHERSRS &b, BEEXETETIC
EBEEMRDH D, FFORETRUREHZIZE, BEOBEE /T, BESE
BB REEAIC I, BB L ERICR U B i & R % 1o [ L B LTl
I7EWIRBIT 21T\, BEE ORI L AR SRR BBAIIL, BB RE AL
ELROBREEDENRME LT LERDH D,



3. ERERERE

Zp

AR GIER R BE SUTERT M O B ABAGHE DI RIS IR 21T = 7o ERBRR B D i &

[Hahtt]

O HERERSBMAERRE (KEYNOTE-426 #8)

{LFEFRIERE O RV RIBTIBRARE UL ER " o0 2o bR M a2 B I A B8 861 4 (A K
AN BEET) BRBIL, A=F=T Y IEE QT (R=F=7) L), ) 2%
MBL LT, XA L THRF =T OHfARE LT &R/ THIF=T7] Lnnd, )
ORHERCREMPIRET S iz, FEFLME B IX2AEFE (BUF ToS] &3, )
BROEEEATTFHR (LT (PFS] £, ) L&, FE/TX T2k, A=F=
TEHELT, OS RU'PFS #ARICER Lz (F1, K1 RUE?2) ,

ol

*2

American Joint Committee on Cancer #5HI43 I 355 < AV
50mg ! B I [E 4 @ER L% 2 HEEKRE

*3 A 200 mg 3 SWAARIRG (LAT TQ3W) L3, ) TRMRMNBS L, 7% F=7% 5mg

VE2E (BLF fBID) WD, ) BAafkELE, 7R F=70%E81E, 5mgl B
2ETHET S 23— R (638M) L EERMNEABHY, Grade2 2B BT HLF=TD
BIYERASER bvd, ADMEH 150/90 mm Hg LA FIZ FHE S 174, 7mgBID ~%
BEEPAREL Lk, EREOEEEZHV, 10mgBID ~OERELFEEE Lz, 73
F =7k, BUEA OIER, EAERESICR U THER LA (3mgBID, KI 2 mgBID)
bEREL L, : ' : '

#z 1 AZERE (KEYNOTE-426 3E)

XHF/ T FF =T EE R=F =T
(43245) {(429451)
HRfE (A) NE ' NE
[95%CI] [NE, NE] -+ [NE, NE]
08" | /~HF— Kk 0.53
-[95%CI] [0.38, 0.74] -
P {3 0.00005
hfE (A) 15.1 : . 1.0
" [95%CI] [12.6,17.7] (8.7, 12.5]
PFS™:*| /e K% 0.69
[95%CI] [0.56, 0.84] T =
P {E* 0.00012

CI: KM, NE: #ETT, *1: FHEETIEDT —F (2018FE3A24HA vy b4 7) | *2: 7
A Cox EEfINYF — FEFMZ L DA =F =27 E DL, *3: @iln 777 > 7 R7E, *4: RECIST
HA RFF A LRI E S ER T haeE



100 ] FH200 mpBW R U P FLF=T

90
5 ‘>~”“~
70 - ] -

— i A=F=F

£60 -

B 50

H 40
30 -
20
10~ , ‘ .

Q = prr—er——————rp—— ‘.d;.,mr”ﬂ._.

0 4 8 12 16 20 . 24

SHEM A)

' at risk¥¥

FRN0ME QW R '-
gy A 432 417 378 25 136 18

R=FT 429 401 341 211 110 20
E11 OS® iRt RO Kaplan-Meierfi#f (KEYNOTE-426388%)

100
90 -
80 -
€704
ﬁ60~ '
nuo-
§ 30
20 -
10
Q rrTrrTPTTPreTY prreerrT e saaaia
0o 4 8 - 12 16 . 20 24
at riskd% | RREEHFERMB) :
HRI200mg Q3W 432 357 251 140 42 3 0
BUPFVFZS 7 .
A=F=T 429 302 193 89 29 1 0

K2 PFS® IO Kaplan-Meierfi# (KEYNOTE-42635)



@ ERRHAERSIAERER (E7080-307/KEYNOTE-581 35k

{LZFERRIBERE O 2 RIGEIBRTRE T IEB M O A AR B R E 712 F (A&
A T3 FEEE) EXNRIT, RA=F=TERBE LT FHE L RF=T AN
HEF Ty AF=T) L3, ) OftREE BT TR/ LY AF=7) End,)
B OFENER CREENBRN SR AF/ LT = 71 EEFEEIE E & X7 PFS,
BIFFEHEADO—D2 L ENE 08 &, A=F=7LUBLTEEICERLE (2, X
IRUEA4) '

*|: RERSHEHNC 30V RS T HIA M I RIS TR S h e AR BRI B L Shvk,

*2:50mg 1 B 1 [E 45@MBE% 2 BRKE

*3 : AH 200 mg QAW THARPIHE L. L. Lo AF=T % 20mgl B 1 AEOEKS Lz,

=2 HEMEE (E7080-307 KEYNOTE-581 2B -

AHE/ L RF TR A= F =T
(355%1) (3574)
HgefE () 23.9 S92
[95%CI] [20.8,27.7] (6.0, 11.0]
PFS™."2 AN el N A 0.39
[95%CI] [0.32, 0.49] —
P {f* <0.0001
PaRfE (A) NE NE
[95%CI] [33.6, NE] [NE, NE]
0s™ ANH— KR 0.66
[95%CI] [0.49, 0.88] —
P f#™ 0.0049

t{FHXR], NE: HEERW, *1: RECIST AA F7 4w IICES &M AL -TE,

*2 1 2020F8 328A ' v hA T, *3: JBHI Cox HMNY— FEF ML B R=F =7 & DLES,

’;{: qu IS REILEDPM M | %5 PEEITEOFT—F (20206E8FA 28R v k-
7).



atrisk ¥

3 200mg QIW R
perRFE=
Ampny

arisk 3

F A 200mg QW RtF
LinRpz
3T =t

" 357

I S50 AU TN TOUT WY T DU S B N |

— T 200mg QAW RAL VNP T
LRI 1 N

9

e

355 342 338

32
332 30

=1

12 15 18 21 24 27 30

Ky ()

222 188 129 66
160 112 60

B % 2 42 45 48 S

26

0 2 ¢
» 7 2 2 10O

OSMKaplan-Meierfi# (£7080-307, KEYNOTE-5813%5%)

e R 200mg QAW RUL KPS
Anend

LA S i A
6 246 81

255 32 0 206 B9 26 13 16 160 1% 126 l(ﬁ‘&l % N M
BTRIMB WS 12107 8560 62 49 42 W B 6 9 3

¥ T

0121

116 18 20 22
LA RSN

¥ T Ll

24 % 28

X4 PFS D Kaplan-Meier Ei## (E7080-307,”KEYNOTE-581 %)



[#eit]

CEB RS MR (KEYNOTE-426 )
HERGIIRHA/ T F = TR 422409 B (98.4%) RUA=F =78 423/425 4l
(99.5%) IZRB® L, BRI L DEREFEPEE TERVWEEERIT. Thth 413/429
Bl (96.3%) R UF 415/425 f] (97.6%) IZi® iz, WIhh OB CREEN %Ll E
DRIERIXTRDOLBY Tholz,

#3  WTRAORCRERN 5% EORER (KEYNOTE-426 3R)  (F ARl ot R m)

AR X SIR

(SOC: System Organ Class)
EAFR (PT: Preferred Term)

(MedDRA ver.21.0)

A3 (%) .
AE T F =T ’ RoF o7 E
_ 429 {3 ' 425 4
4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade §

ERIER

413 (963) 269 (621 4 {0.9) 415 (97.6) 244 (57.4) 7 (L.6)

Mg KUY RS

il 1228 1 (0.2) 0 69 (162) 13 3.0 0
F LB AME 50 (1Y) 0 0 37 @D 6 (4 0
4T op B 6 (14 1 (02 0 79 (i1%86) 28 (6.6) ]
M AMERAME g 19 0 0 94 (21 22 (5.2) ]
PISY P . .
IR IRBENE TUHIE 52 (121 4 0.9 0 4 (33) 0 0
AR AR EA T 5E 135 (31.5) 1 02 0 119 (8.0 0 0
BIBEE
il 23 654 307 0 16 (3.8 0 0
fu 11D 0 0 29 (6.38) 0 0
T 210 (49.0y 31 (7.2) 0 175 (412) 19 “.5) 0
I PIRER 17 (40 0 0 22 (52) 0 0
LR L 12 (28 0 0 43 (11.3) i 0.2) 0
FRIE MR A 6 (14 0 0 34 (3.0) 30D 0
Bl 91  (21.2) 2 (0.5) 0 1 (26.1) 4 (0.9 0
AP 61 (14.2) 3079 0 86  (202) 9 @.n 0
g 4 (19 1 (0. 0 56 (13.2) 3 0.7 0
—f - £LREEE L UBRSHALORE
) iE 50 (117 6 (14 ] 54 127D 12 2.8 0
W5 130 (30 16 (23 0 142 (334) 2l (4.9) 0
KOS IE 55 (12.8) 4 (0.9) 0 9 (21.2) 7 (1.6 0
s 16 .7 0 0 24 (5.6) 0 0
ERPR T _
ALT 10 102 (23.8) 52 (12.) 0 54 (12.7) 11 (2.6) 0
AST 3 97 (226) 29 (6.8) 0 59 (13.9) 7 (1.6) 0
2 L7 F= B 4 (5.6 0 0 30 (7. 1 (0.2) 0
I B AR s e HEhn 2 (51 0 0 2 (52) 0 0
PR K (1) 10 0 48 (113} 29 6.8 0
/RSO 4 3.3 1 {02) 0 76 (17.9) 31 7.3 ]
R 4 (9.6 6 (1.4 0 36 (8.5 0 0
P i RR S (i) 0 0 37 @1 11 (2.6) 0
fRills L OeinTs
. BrRENR 94 (219 9 2.1 0 106 (24.9) 2 (0.5) ]
{8 Y A REILIE 6 (1.4) 2 (0.5 0 26 61y - 11 (2.6) 0
MR L USRS )
Wt 52 (12D 307 0 15 (.58 2 5. 0
A 23 (54) 0 0 16 (3.8 0 0
AR R
LRE R 40 (9.3) 1 (0.2) 0 129 ° (304) 0 0
IR

35 @82 3 (07 0 3 (78) L0 0



HE R Al (%)

{S0C: System Organ Class) KR T F = : A=F T
FEAFE (PT: Preferred Term) 429 f 425 4l
(MedDRA ver,21,0} © 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
B X U }
WHER 6 (154) 11 (2.6) ] 3% (0.9 [ (1.4 )
FRUEER, NE¥Sis &k UMEREREE
BBk 2 (15 1 (02 0 12 (2.8) 0 )
B 98 (22.8) 1 0 0 12 (2.8) 0 0
R P 28 (6.5) 2 (0.5 0 A6 (3.8) 2 (0.5) ]
Sl 19 @4 0 0 2 (15 0 0
BB L O THsk R '
FR iR . 27 (6.3) 1 0 0 5 (8.2) 0 0
P RISFGRMERSERSE 119 Q27D 22 (.0 0 168 (39.5) 15 (3.5) 0
& I HEE ‘ 53 (12.4) 1 (02 0 18 (42 ] 0
F55 _ 46 (107 I (%) 0 38 (8.9 1 0.2) 0
Jliikod e :
4 L 179 @D 9 (212 0 184  (433) 78  (184) 0

2B, FAF/ T HVF2THIZBOTHMEMERRR 12 4] (2.8%) . KR - Bk -
BEEOTAI40 6] (9.3%) . MBEE (¥7 2 - AL—EEES 264 (0.5%) . FHEE
[ (ALT RO AST #0073 & OfFEREER T 2 8T) 150 41 (35.0%) . FRIREE
BEREEE 165 01 (38.5%) | FERACMUAEREE 541 (1.2%) . BIBMERSE 104 2.3%) .
1 BUBERRTS 11 (0.2%) | 'HHREEE (RMEMESEERE) o 1% | ik - K
KA RIARAE 4 7 (0.9%) . EIEMEIE 4B (09%) . DR 24 (0.5%) . FESKE
#5141 (0.2%) B infusionreaction?2 i (0.5%) 2B ohir, £, EEOKEREE
(RRERECHRAE (RS, STAATEE, RIS | MEgs, MNdk - Bse, BB mikkE
(St M MR SRB0R, RIS R i, FRIFERES. EPRRIERES) | hIREFERR
R URERIIEED b oo, AREHEHBBUR L ITBIES S BEREEREE 2S5
PEDEHERETT, : L



QEBrLFE MRS (E7080-307, KEYNOTE-581 )

HEERITARA/ L oR_F=7F 351352 5l (99.7%) BRURA=F=7F 335340 %
(08.5%) IZRRW LI, BRI L ORRERPTECERVWEERST, L1211 341352
-1 (96.9%) KU 313/340 B (92.1%) ISR b, WO THRERN s%LL L

DREERIZTEDO LBY Thot,

R4 WTRHOFCRBRN 5% LOBIFER (£7080-307, KEYNOTE-581 BB)

(P AR )

IEBIR A ) L (%)

(SOC: System Organ Class) Rl A F =B R=F=TH
IEAFE (PT: Preferred Term) 352 {5 340 {7

(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 34 Grade 5
2HIER 341 (96.9) 252 (71.6) 4 (1.1) 313 (921) 200 (588) ]
s L U0Y AR . ) . _

oy , 20 57 3 (09) 0 44 (129y 11 @32 0
[ BRI 4 AN ] 0 21 (6.2) 7 (2.1) 0
{7 R A 8 @23 1 (03 0 42 (124 18 (53) 0
IR 4T 13 @37 1 0.3) ] 51 (1500 18 (5.3 0
P IR

FrR B RE TUHE S 22 (6.3) ) 0 g8 (24) 0 0
R RERE K T i 150 (42.6) 4 (1.1) ) 79 (23.2) 0 0
B .

- E5E 39 (L) 4 (LD ) 12 (3.5 1 (0.3} 0
o 24. (68 1 .(03). ¢ 20 (5.9) 0 0
T 192 (54.5) 29 (3.2) o 151 (@44) 15 (@44 0
H Pk 28 (8.0) 0 0 10 (29 0 0
LT ' 26 (74) 0 0 42 (12.4) 0 0
Rl g R ] g8 (23) 0 0 26 (7.6) <0 "0
M 94 (267 6 (1.7 0 94  (276) 2 (0.6 0
[Pk 113 @20 6 (1.7 0 127 3749 7 @D 0
I M- 56 (159) 5 (1.4 0 45 (132) 3 0.9) 0

— % - SRR L O G ORI ) '
M SIHE ) : 71 (202) 16 (4.5 0 54 (159 1l (33 0
g 13 @21 1 @En 0 109 (32.1) 13 (3.8 0
AW MR - 17 (48 1 (03 0 17 (5.0 0 0
SETA 16 (4.5 0 0 18 (53) 1 0.3) 0
FiEERAR AL ' .
ALT H#3m 4097 11 3.0 0 30 ®8) 6 (1.B) 0
7 2 F—Hm 53 {15.1) 26 (14 0 26 (76 9 (2.6) 0
AST 5 33 (94 9 (28 0 30 (88 2 (0.6 0
M L7 F =i 23 (65 1 {03) 1 @3 17 GO 0 0
Ao R BRI R A 38 (10.8) 0 0 17 (5.0) 0 0
U S—E i 50 (142) 34 (9.7 0 34 (00 24 (D 0
P ERERA 8 @23 6 (17 0 9 LS 19 (5.6) 0
RS T g g 20 G730 (09 0 57 (168) 18 (5.3 0
£ 70 (199) 21 (6.0) 0 19 (5.6) 0 0
9 il RRER R 10 (2.8) 1 0.3) 0 0 @8 6 (1B 0
Ll L URRRE
TRk ERIR 123 (349) 12 (34 0 . 84 247 5 (L) 0
2L AT o— L E 18 51 1 0.3) 0 2 0.6) 1 0.3 0
wWRUFYEY Rl 30 (835 10 (2.8 0 23 (68 14 @D 0
B BRE L USRS
E3liga 60 (17.0) 4 (1. 0 22 (6:5) 0 0
ik P i I (108 3 (09 - 0 8 (24) 0 0
PR i

10



BREHI : gk (%)

(S0C: System Organ Class) HWH L AF T A=F =T
HEA&E (PT: Preferred Term) 352 7 340 {5

(MedDRA ver.23.0) 2 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5

R AR B (108 1 (0.3) 0 8 (259 1 (0.3 0

R 38 (10.8) 0 0 22 B2 1 (0.3 0
B3 & URERERE

HAR 97 (27.6) 26 (14) 0 41 gz 10 @29 0
IRURER. IR L ORI

g ' 19 (54) ] i} 8 (24 i} B 0

BETHIEHE 87 (247 ] 0 9 (2.6 ¢ 0

I R e . 23 (65 4 (.D 0 1 32 1 (0.3) 0

S 18 (5.1) ] .0 0 (8.8) . ] 0

Ml o 18 5 6 AN 1 (0.3 0 ] ]
FNER DO T AR R

BERE AR . 17 @48 . 0 0 21 {62 0 0

- BISRERMEASEEREE 99 (281 14 40) 0 122 @359 11 (3.2 0
L F SR 47 (134) | 0.3 0 19 (5.6) | 0.3) 0

TiE . 77 (219) 12 (B 0 37 (109 2 (0.6 0

BLIR B di i 24 68 4 (LD 0 5 (L3 ] 0

BB 0 o 0 il @y 0 0
ikt .

F i E 184 - (523) 89 (25.3) 0 133 (39.0 61  (17.9) 0

B AH Vo ATF TR O TRIEEMRS 1961 (5.4%) . KBk - /B -
TR D FH 36 B (102%) , BEOREIEE (hENRRERNARE, KRR
¥, A, EREIES) 246 (0.6%) . BUERTE - FFR< - FrilcerEs - it -
{LAEREE SR 79 B (22.4%) . FURIRBEAERTE 156 B (443%) | TEAECBEERE 3 4§

(0.9%) . BIEHAERE 18 4] (5.1%) . | BUBERM | #1 (0.3%) . HHRERSE (R
BRIEMER e, ARBRAELY) 8 (23%) . ML 8B (2.3%) . M7 - HTHRMREE
340 (0.9%) . BEEMGEALE 1 1 (0.3%) . Mk - BERESE 3 41 (0.9%) , Lfifizk 34

(0.9%) R U¥infusionreactions {8l (1.4%) MNEH LN, £, HEEE (FS5 1
LSRR | B YOk, ERRMIKES (Gt MR EEEER, AR
i, FREFERES, EERIEUES) | MERAREERE CHZIIERD bhRhoT, ARIE
RARFRLIEERR (BRREERT ZE0) 2a0RHERETRT,
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[FiE - AE]

AENOFEARYEREETAZFIHA LY I ab—a iz X b, FH 200 mg %
Q3W, 400 mg % 6 ARIMRR (AT TQ6WI &5, ) Xid 10mg/kg (EE) % 2 ERM
MR (LT TQaWl &), ) TS LEEOARIO MFETEENRF SN, FO8
£, AH 400 mg # Q6W THRE LBEOAF OEEIRIEIC T 2 FHmEFRE (L
T (Cagssl V39, ) 13, AFHI200mg & Q3W THE LI BED Cages L IRELT 5 & T
i (FR) , £, FH 400mg & QW T E LImEoAK o EREBIC BT 5 &%
B MEFRE (LT [Coaxss] £V35, ) 1, K1 200mg % Q3W TIRE LZBED Couxss
LU CEREZ T EFRIENELOO, BREABRFICBOTASEENER I T
LDHE - AERTH5KH 10 mglkg ((FE) % Q2W THE LIEED Cuaxss & Hil LTI
B2 &TRlENE (TH) ., bk, BEERAESEREZMRICEHF 400mg % Q6W
THRE LS BRI (KEYNOTE-S5S i) L 0 & Hhio REIIc -5 < Sipihe
NFGA—HIF I alb—aizdy _-T'?‘ﬂ'J L7 SEBhiE {7 A —& LEERIL - (T8,
ME T, BEOBABIIRT ERRREEICESE, REOBRER L AOETRE
P & OB 2 METT HRBE ST T MBS S, A% 200 mg % Q3W I 400 mg %
Q6W TRE LI-BRORER L EIMEITZ &ML OFEIZOWTHRF ShERR,
oM - AEOM THEOMR ORI BERERidhn L TRl S hik,

5 FHOEBER T A—F

R PR | g | (o) T R o) o
20ms QW | (V5o | r7060 | 78188 | o1roan | @ssio | Gos sl
400 mg Q6W! (122?24) (32.?)?;42.7) (10,13'16 0.8) (145?49) (50.51(,)'; 1.3) (19.28(,);0.9)
40((%;1%"” (1351.2?'10 _:5.4) NA (1 4.11 '?2_4) ‘ NA NA NA
lomghe QW (5 13,23’23) (14;?‘1145) .{l 1’II,I ?21) (42:?333) (272,7;82) (19;,9;00)

+:n=2993, I00EDN¥ I 2 l—a il 0 EHIRERMESEOPRIE (2.5%4,97.5%5) . Cuax : FIEFHE
HHEOREFEMBEPRE, Couy: PIRESZOFEHMEFEE, Cun: FIRRESE (A 702 HE5H ORIENTE
E[]mﬁ" Cﬁmx.ss: ﬁi’ﬁ'fﬂtfﬁﬁlﬁﬁéﬁi_ﬁ?m?ﬁ‘f‘mﬁ\ C.'wg,ss . ﬁ'-%'iﬁfﬁﬁizﬁﬁzaqzlﬁﬂﬂfﬁmmb%\ Cininss E".’ﬁ'?ﬁiﬁﬁll
B B A% i i o '
-1 56 B OBTESME (95%IFHRM)

§ 1 41 FlOMATEHME (95%EMHERD)

NA: 5% L
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4. BERIZOVT

EFEM Y X7 EEHE (RMP) ZEISE, FFOERLTEME 1&%@%@1@;&:@%
BHAERTH- T, AFOE S RECIRBEELBZE - HEL. AFOREIZLVER
REWER & SRE LRSI 5 2 2 SURR12 D, LT OO~@DF N TEMZ I
RIZBWTHEATLIRETH S,

D HRizoONT

D1 FED (1) ~ 5) OWTRBIEYTAHERTHDZ L,

(1) EEFEREREET M ADECEESI SRS EETRAALD DHGEHEHLAHIE.
- USRS A RSIRESILRRIR., MRS AR 2 &)

Q) FEREEERRE

(3) FMERFRMENIEET B A DPCELSAR (3 A DIGEEIEERR, 2 A DR
Wk, DA REOENEHEEE R &)

@) SRALSEFRIEE A RE L, ASESERENE | AR RN 2 ORiEY R
IR B B ZTT > TV D iR

(5) HUBMEREEHIL S EEINE O AR DB E2T > TV HHER

@-2 BHaE O LFRER UBHEM BB OIS o2 Ml & R e/ EM (T
ROWVWTINITEY T HEM) 2. SE2RNOFRCET BRORES & L THRE
ENTWVWDI &,

*

. E%ﬁﬁ@%ﬁ2@®@%ﬁ%%%7bt&h5¢ut®$ HRIROERRTHE %
ToTWBIE, 5h, 2FUEE, PAEYERZEL UEBIRESFOTMES
ToTWHT &,

o EERFTRES 2 EOTMTHERET L% 4 S0 EOWMRRE 2O EETHE 217
-2 TEY, 25, 2L R, %fﬂﬂﬂf@?ﬁ‘bi@%ﬁ{f%aif#!u/”"ﬁ@ﬁ.mﬁ{ﬁ{lg%ﬁ
STNEZ L,

® %W@E%%%ﬁ%ﬁ@@ﬁmomr .

EIRAHREHICEF T HFEESRLE S, WECEILSOFRED, HE - &
SMEHIREMNIFROFE L UEMSEC T A FRIEE, FFFLBRE LIZGEOBE
I, BAERLMITITON S EHIARE-THD I E, '
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@ BUER~ORIBIZHONT

®-1 FamHcl+ 38R
MEMEREEOEERRERNIRA LB, 24 ISHREERIO T, MaRiigkx
PR SEER 12 BT, B LAERER IR U TAREEE O CT £ 0R{ER OB
ELRREOKRNY BPIBE LN, EHICRSTERERHNESTNEZ L,

@2 ERUEEFICLIAEESHANTETIES

RABRICHEL SHEMIOR ML CXEEZE T 5 EREFENEERE=2 ) 7
EEDIERDOAZ V== T ETVWERE L FRELE TE 57— LAEKEH HE
MENTWDHZ &, o, BRERIZOWT, mbﬁ?\%‘k%o)%ﬁ’ﬁ SiZREmEhT
WHZ e,

@-3 BIEROBETCHIICELT

BIVER (MEMMERAIINZ., KIBK - /NBK - BEOTH., BIEMFS% - FR2 - F
BEREMEE - AP - (LIRS 28, 'BHRE [FZE (FRME TR, RIREFRE), N
SIS (FREHERS, FIRIESERE. BIBEEES) . | BIERR. 5L Ek,
e « BACHRLARAE., MR, Eﬁ@)ﬁ%ﬂﬁ*—% (P ER SIBPERIARIE., B RS REREHRE
B, ZTALBE, EEMEIRS), infusion reaction, AL « ﬁ'ﬁﬂﬁﬁ% HIETIEARE, MRREE

(FF 2« NU—ERRSE) | LR, ERRMUEEE (St i MR 2R 50N,
R, FRIFERES, EIRRIEES) . ﬁﬂiﬁﬁﬁrﬁﬁ\ ) o3 LT, Wik
BT B EREEOEMME LA T 5 EAM &EE L BUEHORE-SCHISICE L THE
RUXEEZIT Ei’bé%ﬁ:h—&)% &)\ EbLICHEIRAEN TE 2ERNE-TNS
Z &,

14



5. fEMRLRLEE
[HEEIC BT 5 E]

@ FF DOFEMEEH L OHAKRSERTREOBE LBV THIEI RS TY

De

s THRIUFTXFVLoAF =T LOMRERSE EEHREREO 2V RIBEIRT g

RIRERF M OB A

@ TRICRRUT 2BEIIRT SRR 0K SR CERFEIC OV TR, AE|OFZED
HESLEShTRLY, FEORSHFE RN,

. RERERE
S e

o TEIF2T NIV AT =T LS OFENEIEREN & oK SE

[ZetEiz B4 5 $H]

O TRICHEYT ABZIZHONTIHAK DEF G085k

bianZ L,
«  FHORSY

« MOTRFREER A 2V

BLEENTWVWBZ b, BE5EZ2T

w2t LIBBE DB b 5 BE

?“Jﬁﬁuﬂﬁuﬂﬁﬁhkb\f‘ﬂﬂ CEEN T B BEIC OV TR, ARIOR SRS
WZERY |

HEICARMEENT DI LE2ZBETE D,

o MEMEMREOSHXIBEDSH 2 BE

o JOMERRE CRER LD 5 BE R UTE B O R R MR o R il 2%
SOIMRIEMEB A DD BE

« HORBERBOGH, UMBEARE L IBERED B DRREOBEED

bDBFE

+  JEmBHRE O If[l.%'—?fﬂ”lﬂf‘f’ﬁﬁﬁ*% Si) OBHDHBE
s HHEORESUIBEEE AT HRE
¢ Kamofsky Performance Status 70%# WD R

1) Kamofsky Performance Status (PS)

Score|ETE
. 100 [IEH, RBRICHHT A2 HE 0T, BERER L,
E ORI FIRE. %N&ﬁﬁm AELARLY, 90 |IBWERFEEERITH BN, ERFEITEE ,
80 |22 0 EREEIEIRAS D B A, B L CIEE OIEEAfE
%WT&:&@$W%¢E%T¢E?%T‘% 70 (B4 BgOMUEETE A, EEOED - Fiit 2 2 S 3T a6E
Wi APEARRERICEALOTHE, | 60 |HSCLBERILITERH, L LMW HE

e hBEONIENELTS, 50 |[FRikEEIE L Bils L OENM R ERIT 408
40 W3, BT AERS L UEHNNE _
HOEYOI L EFASTTERY, e s0 30 [E<ET., ABRBAEERERS LEE - T
HEROG E ASOFE S LEET5, HER] 20 [FERICEE, ARSSETH AR RN LT
MEHEIZHEIT L TWB AN H D, 10 |FEHIBB-TLD -
_ E
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6. BEBRLTHRTNEER

® %Hi%%umm.iﬁﬁm%ﬁ#ﬁ#?é%ﬂ%k%déiﬁ@ﬁ@&UﬁEﬁ
ROl DItLERERETSIHERE L CHLERTAZ L,

RIRBAIC KD, BEXIZOFRBRICHIERCERSEZ--SRAL, RZE%2E
ThoLkETHIL,

FEREHERADO=R YA MTOWT

@

Ne)

IR 5 SIS = &b 50T, AROBEI DI »Th, FSHE
w (B8, MR, k) OmBERUINE X BREOREMESE, BaEr1+
SITATH 2k, 7o, BEIE U THEE CT. miF~— —Z0REs Efid
5%, .

infusion reaction 3% Hb B Z L 233 B, infusionreaction D3EEH LB AIT
. BEYIRMEEITY & LB, ERAEET S TRFOWRES H45I0 R
TAHI L, .

FORIRBSRERE , THRABEREER CBIBHERERH b3 eXH 50
T, ARBNOBF-SBMAETE O S E T LB AT NIRRT (TSH. Bk

- T3, ##HE T4, ACTH, Mo+ —LEDHIE) 2EHETBZ L,

BUSERTZ, FFAR4E, FHSREEE, FA, BILEBBARHLbRD - ENRH D
DT, FA Ok 5 BT R O 5 HR TIXEM I AF#RERE (AST, ALT.

y-GTP, Al-P, VU LELUEORE) 2EMTHI &,

REIFER (ICEARCIEEHERELED) SOBEEREBERLLDIS
ZEBHLOT, EHHCIROREOFELFGETAI L, £, IROEEN
O HNIEBAIIE, ERNERBE SR T2 L S BE PR TS L,

REIDFEEIZ LY BEOCRERISICERET S LE 2 b bk ok BRiE
BHLbNAZERHE, REFIRDLNEEAITE, BRLEFLRITHE UL
BP0 505 & IR A O [E M LB HE L T ARE B IT 21TV, BEDRE
FNC £ 2 EIERBREDLN 2 BA I, AFOKRE IR, RUBIBRES
LWECRORESEEETAZ L, 2B, BIBRERLELOBREIZLVEIE
FH DBEENRTRD HAVRWVIEEIZIL, BIEEERNVE S O 5amiF oE)
LEETBZ L, ' :

BEXT %, BN LB I ARE L THOEERARERT A 2 LR35 B 10,
FRIDOEEETRICHRIERAORBIC+SICERTE &,

I BPERE (BIE | BISRF 28T Bdbbbh, HRFES P 7Y F—v 2
ICEDZLBHDHOT, HiE, b, BHEOLR ORI MIHED -7 iz
SEBTDH I L, | EERRS RPN SAIIZRER R L, 4R Y
O E5EOHEPLNEEITIZ &,

FHRICERRABIZIV T, KEYNOTE426 B Tl 570 12 8A, LI
SABEETEETE, 2D% 12 &, E7080-307,/KEYNOTE-581 St G4
BRahEH S S EEIZ Lt ﬁﬁ&@&ﬁ%ﬁorwt_&%ﬁﬁk.ﬁﬁ&%¢im%
%h@@ﬁﬁf@%@ﬁ EfTH 2 &,
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