RERK122459%5
AFf34FE12H24H

wITEA (G0 RERRE
OB R EATER ()
R ARBR TR () &
R i R 2 (R)
TEimE =R AR () K

Y

J&

JE AT B R BRUR R SR
( ~ FE & B )

Pt PD-1 PUARHUENEREIG AN AR 2 il HHEE T A N T A > ORTEITH
) R EHEHO —HUIEIZ SN\ T

i PD-1 HUAHEMEESI TH 5 (=R~ 7 (B Ffiz) K (kR4 - 72—
AR A ERE 20mg, [F] 100mg, [F] 120mg M OMF] 240mg) | M OY [RA7 1) X~7 GE{x ik
z) BE (K74 - A Mv—F S ERE 100mg) | (2D TIE, THL PD-1 HURHTEEME IR 5 A
(2R D Bl FHHEE T A R A v DOREL ﬁ?”ﬁ$@_O%TJCH&%E@HI4HH
FPRIESE 0214 55 4 5, LUT THL PD-1 HFURPUEMEIEEAIRE B0 LW\ ) ,) ITB W T,
REEH EOBHRWICRLZHEFRHEABE ML TWDH EZATT,

S, =R ~7 (Bio i z) "AOFEERHEET A F7 140 (RFEAPE) O
REIZHOWT) GIES T - AF0 34 12 A 24 HATT 3ASSRE RS 1224 5 6 SR I B4 = 3K -
AR R E R RS E G KO [NaTvn ) X+ EBE M) 8K o 5k
FERHEET A KT 4 2 (FEMRE) OEREIZONT) BIR2 : B34 12 H 24 AfHiT3K
AEFESRAE 1224 55 10 B EAE G714 3K - ARTE R A RIEE L ERET IR EmA) OB | K
WEEMHERETT A R T A U PUGET SN2 Z LI KIANR O EFHE Tieo LB ik
ET 50T, HE FORKRERBE, A SHBE 1Tk U CEMMIEZ BV L ET,

5]



P PD-1 FURHTEM IS A B FHEEM OO 112 (12) 2, Lo 212(12) Mz 5,
1 A7V —A AR ERE 20mg, [7 100mg, [A] 120mg K TN[F] 240mg
(12) AT
ANHUA % JFFE AR BRI ORI W 2 35813, R OO FTH & 72 5 B B 40 22 o0 47 S L 2
FLET A Z &,
1) WICETHMRDO OB, Z4T560 (HEREMET ] D TEREA) £T
D HHEEMET D HOEFHE)
7 RAEGBRENEET D0 A EEENLSRPE S B RS A SR S L
ST, Mk ARSI HEML SR, HUE S ARSI R &)
A FEEREREPL
U ESER AR EE T D D AR (DS A RREEETE ERPT. AR
FOHEHE DIRBE. S A REOEHEHEE R e &)
T ASRAEREIEE 2R E L, SR EEEINE 1 ISR LS RIE NS 2 O
RHEIAR D 21T > T D itk
A PUEMEE AT E MR ORER IR YEIZLR DR 21T - TV D itk

2) WIHITDEMOEMD S S, ARFNCET H2WEOREE L LTRESNT

WAENZYET L0 (TEMEMT ] X TEAZEA ] L)

7 EREIGFFESE 2 SFOWMINHE ZE T L728212 5 FLLE O W A TR O F R
EZIT->TWHZE, 9B, 24 EIT. DARYRELS T L lRERS
DWHEZFT> TWVWAH Z &,

A ERIGREFFEUG% 2 FOVIIIHEZE T L7 %IC 4 F UL EORRKRREREZ A L T
WHZE, 9B, 3FLLEE, BOREARIEICHT 2B AMYIRIEE SR AR
HEDERIRMHMEZ 1T > T\ DH Z &,

3) BB LW DI H T 0 EE L RRERBEORAELE L LY T
(MRAEET ) o THESZ ) £TOO LS T 5O ZHE)

Jg & X

SHSAHR + MOREES - A CT

FDG-PET, PET-CT

B HEEALE R

S5~ — —E

g B R SR

SR MR L AR SR

BIaT - Getafimd

N N KT A NS

2 XA F—F SHEERE 100mg
(12)  MBAACFBRERIHE LU= OIBR R EE 72 61T « RO E K8



AR 2 3 AACFIRRER A LT GIBRANHE 2R HEAT - B O B IR OIRHEIC A
DAL, IROFIH Z SIS O R ZAMICREHf T 5 2 &
1) BT DO B, %A+ 260 (TREMET ) 226 gk ZEfEA4] £ 7T
DI HEEET Db O ZFLH)
T RETGBREEET D05 A RE LR (RRIE TR AN At L
SIS, MBS AR HEEEEIL RUR e, Hs A 2Rl 7 &)
A FEERRRERRE
v EEFRIENEET D S A IEERE (S A2EEIR TR, BN A2
UGk A YA TNV ) S ik 2| GRS T AN
T ASRAEFHRIERE 2 RE L. SR ERIEINE 1 SUISSRALZARIEINGR 2 O
RILYEITR D JE H 21T > T D fit
7 GBS E BN O FAE AR D JE H 2 AT - T D fliak

2) WIZHBITLEMOESED S L, KUANCETHEROBEE L L TRESNT
WHEPEET L0 (TEMELET ) T TEMERA ) &5
7 ERIGREFFEUGE 2 FOWHIFHE ZAE T L7212 5 L E O W AU TEHRE O IR
BEEIT>TNDHIE, 9B, 2L I, DAKYREE B L U RRESY:
DIWHEZIT->TWND Z L,
A EERFFEE% 2 FOYIIINHEAE T L7-%IC 4 FLL EORRKRREREZ A LT
WHZE, 9B, 3FLLEEX, WmARMEE O ASKWIRIE A G e ATRIRE Dl
IRHEZIT>TW5H 2 &y



© 4L PD-1 HUAHTEMEIEE AN FR D fdifl HEE T A N T A OREITHE D

(2% B IEx )

HEFEICOWT) Ok 29 4 2 A 14 BT REZE 0214 5 4 75)

(EERER 53 I X IERR57)

M 1E %

e 1E AT

1 A7V —AREE#E 20mg, [F] 100mg, [F] 120mg & OMF] 240mg
(1)~ ()
(12)  FEABRE
A BIF % R AR OIERICHV 2581, ROFIHAE B
R A A 2 O 1 EEARC B D 2 &
1) T LMEROOS L, #4750 (HaREET | 7
b gk EEA4 ] FTOIHEEUT 5D E )
7 BEAEBBRENEET DA SEEENSER S
B VRS A2 B AU, USRS A B2 R HE L iR
B, Mg A 2RIRBE 7 &)
FrERE AR
BBE ST R NMEE T D DS AR EEERE (DS A
2 WS T SR, D3 A2 RE S HEE

4
v

RS E T, 2
Wbeze &)
T SR EEERRIE R A R E L AR EERIEIIS 1 34
AV ZEIRIEIN G 2 D ffia FEE AR 2 Ji H 21T - TV 2 fif
fiid

A GUENERRGAIAL )T B PN O fi gk FEAEIZ AR 2 Jm 24T

> TV 5 fiEk

1 A7V —R S ERE 20mg, [F] 100mg, [F] 120mg M OV 240mg
(1)~(11) (%)
Gk




2) WICHTLHEMOEMHD S B, ARANCET HIEROH
EEL L TRESN TSI ENFEYT L0 (TEMEN
T OXiF TEREEA | L FiE)

7 EAEISREFEGE 2 FEOYMINHE A& T L 212 5 LA
FOPRINERDEERNHEZIT>TWVWDHZ L, 59, 24D
Fid. BSAERYEREE & L BBIRIER S OWHE & 1T -
Wbz,

A EAISRFFIUG 2 FONMINHE ZE T L 212 4 LA
FOBERBEEAEL WS L, 9 3L EIE
AR 2 25 A BRI 2 B Ee DS AEBE O B IR AHE
BITo WA L,

3) FRAHELZWT 200 LRI BRI OB
HELLTEZY T2 (BEET ) o &%V | £
TOI LY THH DAL

Jas X ¢

SHEEES - MafgEs - B CT

FDG-PET, PET-CT

B - TERTEARE N ST

JEig~ — J —E

JREL IR R

Sy AR AR L RO RR 2R

BE T - Yet iR

N f 1 E N N




2 XA b—H S EE 100mg 2 XA FV—F S ERE 100mg
(1)~ @) (1)~@11) ()
(12)  DPAACFIRIER I L 72 U RN REZe 81T - BRSO B iR | OBk
ABUF 2 73 AARTFIRIER I IR U 72 YIBR A RE 2R AT - FRIE D
T E ORIV D5 613, IROFIE 2 2 A E O
M2 &
1) Wi L0 b, T80 (agx BT | 5
b gk A | FTOH Bkl 4 5 b O A
7 BEABBRENEET DA BEEENS RS G
ET VRS AR PRI s B . IS A B2 PR R HE L
B, Mk AS A 2R IE R 72 &)
FFEPERER B
ERESF IR ENME E T 5 DS AR (DS AR
HHERR E T, 2 A PREHE T R PE, 25 A a2 s L HETE
WheZe &)
T ASRARFRRIEE A BRI L SRS ERIEINE 1 3k
RAC PRI 2 Ofie FAEITAR L i 24T > TV 2 il
i SR I A AL 5 A BRI D Jiti e L HE I AR B SR A AT
O“Cb\éﬁﬁfﬁ

A4
v

2) WIZEITHEROIELDH B, ARANCRET A EROE
EFEELHESN TV DIEDZYT L O ((EEAA
7 XF TEATEAAA ) L FRED)




7 EARFTEG% 2 EONHHEZE T L7212 5 4L
FOPRINERDEERNHEZIT>TWVWDHZ L, 596, 24D
i3 BAEYREE £ L L RS F OBHE 247 -
N5z &,

A EARFFIIG% 2 EONHHEZE T L7212 4 0
FOBERBREZAELTNDZ L, 95 3EM R A
BHIE I D 23 A SR % & Te D ATRIR O IR AHME %47 -
TIN5zl




HKAEHESEIE 1224 5 6 &
A F 34 12 A 24 H

#woE R
| PR T R E

i | AEEES (R) & B
ool K

BTG EEER - AEEERERLFEAEHRE
(& H & B )

=R~ 7 (Biari#z) RAOREEHFEET A T 1>
RFE AR DAERIZ DUV T

PRV EOEE & S O AR 5 $F 2016 (ERE 28 4E 6 H 2 HEEHE) 2B
WTCVEBMERS OO REHEEZ XD Z ENEVAENT-Z L 2%
JCLEE SR A B L E R B IR T B o IS T A R
TA U EEKRTHZEELTOVET,

A% =R~ 7 GEIB R 2 ) A (M54 - 4 77 — 78 B 1 20mg,
A AL 5 100mg . [R] AL e 120mg M OVRDASE 3 E 240mg) (2 DOW T, i
AR ICK L CHEHT 2BOEBEFHEZHNEREO & 50 & i HEE T A
RIZALLELTMOVELDELZOT, ZOMEHICHY 2> TIE. RKTA N7
AVICOVWTHEEIND L) EENOEBRERE &K KT 28 mE R
FEW L ET,


MAQKA
テキスト ボックス
別添１



IR

REERMEET A KT A
=RN<7 (BiaTFH#x)

(BR5E4 - A7V — AR EWE#HE 20 Mg, 37— KFEE 100 mg, 7Y
—REE#E 120 mg, 7Y —R SR ETE 240mg)
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B A T Eh4E
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1 IC®HI

EIRMOF I « BEMEOREROTZDITIT, IR SCESICESWIZEIERHE AR RS b
D, IbI, TFEORFHAMOMEANT LV | FUREIES 72 & O R0 228 BLVE B 235 5
PEKRBENDLHPT, ThbDOERLZEICLERBEITRIET 5 2 LB ORE L 7> T
B, RFEMBCEE & SCEO AT 2016 (kK 28 45 6 H 2 HERRIRE) IZHB WV ThH, #
FHEIRGEOMEHOREHELZXRD Z L3 TnD

FEERMFERLIX, REERASCZEM T 1 7 7 A VP FOEIRS LR D
LEDBDDH, Zold, AR OLEMEICET RN T ERT 5 E TOM, YiLESRE
O BEEZ RS ZT 5 Z RSN BEICH L THERT S L & bic, BITERMNRE L2
BRICH R IG 2 & D Z L DN ATRER —E DB 2l 1= TR TN 32 Z & NEETH
Do

L7eo T, KHA RTA4 - Tld, BBEESLZNE TIZE LN TV D EFIER - By
LN D & | LUN OEE IR S o S 7o i F 2 HEME S~ 2 BLA 0 DB e BE . B 2 07 RO
BHEEA T,

BRI, RAA RTA %k, MSIATEIENEIR M R SR AR A AR
JES 2, —MAREE N A AREERNFHE S K OB AN A ARG R0 o b S E
% L7z,

G L R HERRSL ATV — R AL 20mg, A7 Y — R EE 100mg, AT Y —R
SRIEFRE 120 mg, A7 Y — AR s EHE 240 mg (—ix% - =R~ T
(GEfm I z) )
REERDRREIDR « HFEAI
B ERDMERORE @, AICIZ=AL~7 (BisTM#z) & LT, 13240mg % 2
HFMRR X 1 [\ 480 mg % 4 R CREEET 5.
B ik FE ¥ NP TR




2 AHFORE. 1EREF
7 — R S EE 20 mg., [RLASEEE 100 mg, [R] A EHE 120 mg K ONF] AR 240 mg
(—fk : =AN~7 (BEIEFHBZ) . LT, [TRAD Luvo, ) &, /NSRS TS
fhEA XV 7 2% BT VARV e~ —X 27147 (BMS) %) 23BR% L7t k PD-
1 (Programmed cell death-1) (2%t % MU IgG4 &/ 7 n—F AHETH 5,

PD-1 0%, #EMAL L2 D 88K (T Alld, B Ak OV F = 703 7 —T fifld) K OVE#ER
AIRIZHELT 5 CD28 7 7 X U — (T MR OIS A2 fiBhavIC IE & AICHIET 5 08 12
BT 5% /IR TH D, PD-1 IZHUFERAMIBICHEELT 5 PD-1 Y 7> K (PD-L1 ¥ PD-L2)
EREA LY URERICHNHIME S 7 VB REE LT U Vo SEROTEHEIIRREZ AU L T 5,
PD-1 U v NIFHURIRRMALISMNC b N DRk 2 22 EEHHRRIC B L T v | B RANEERE
BN U7z AL 35 1 2 PD-L1 OB L itk O ZEAF I & ORI A OAHBIRIR A & 2
ZEMHAE STV S (Cancer 2010; 116: 1757-66) , 7=, EMERAEES CIIMHMBRE T
MR EAT DA v F—T7xaH o~ (IFN-y) I2X - TPD-L1 ORENFE I, I L
T MESAERRIC 31T 2 PD-L1 DR & it DA AFHIE & ORI IEDOHBIRR H 2 & OHE b
&% (SciTransl Med 2012; 28: 127-37) , & 512, PD-L1 Z5&HIZEB S B2 A ML, HUR
FrSir) CD8 Mtk T Hife oD Al 5 515 M 2 1655 S & 5 2%, it PD-L1 /& T PD-1 & PD-L1 &
DOfEE ZHET D & OMREFEEREET L Z L8 RENTWD, FOZ L)b PD-
1PD-1 U H > NS, 25 AABIEZS U AR R0 7 T AR & OB 2 [mkEd D 0 —
LLTEZLR TV,

AHANL, BB OME R 5 PD-1 Ofifast ik (PD-1 Y > FiFEE) (/& L. PD-
1L PD-1Y B REDEGEILET S Z EICLY . BATURFR 7 T IR OEMEL KO
AR 2 MM S IR VE 2 BT 5 2 & TR AR PUIRE R A R T 2 L SR S T
W5,

ZAIH OB G | ARANTEMEES T DB 7 ARIRIRIC R 0 55 b O L WIFF S AL, TR
FERIEEE A XIR L LTBIRRER A Ei L. AE, etk R OREER R S i,

AANDVE B ORI L HBIEREN O S b, EEXIIFETIZED
ARV 8 D, AR OG- RO EG#ICIE, BEOBSEEZ 02TV, RENRD b
a2, FBH USRS U H M2k & Rk 2 RO PRAM &g U Cili bl 2282l
ATV, WEORERISIZ LD RITER S DN 256113, BB EE RNV E CFOREED
YR UE 2 AT O MENR D D,



3 BEEREGE
JFE AN BRI D AGRIFZ G 21T o 7= £ 722 i AR 5RO il &2 7~ 9,

(A 2hE]

[ENES T AHRER  (NM-K2002 35k)

FRARPREERET  (EEORIE - IS 12 RS W THER S LA IRIRIED & 5 B2 13k
Gh A7) 56 il A xS AR 240mg A 2 3 [ R C R EHE Lo, FEREHEEE Th Sk
FLRAERED B D B (45 Bi]) OFEBhH (RECIST H4 K74 > LIKIZE S Pl Eic L 5
CR XX PR) 1% 22.2% (95%(5HEX ] : 11.2~37.1%) Th -7z, 7B, FANIRTE L-BHE
£ 5.0%TH -7,

Flo ALFFREREO IV EE QL) ORFRIT, 18.2% (95%[EHHXH : 2.3~51.8%) T
HoT,

1 EEAEBRTH D Z L AT RMRE TR S, 2 OMIEEE A CT. FDG-PET. L FEBH(LE

ARSI A S OGRS L OIS U= MR 72248 (FLIREL. B AR WIRERRE CHRFR) I
L0 TOREHBREEFEM L LT B FREAEE SR o 7o RR MM (R RN,
PEY L ER ORIEIER ) B, Al (LEREREOH I b L TRGR L S,

#2 0 FROWT NN T 5B,

IS UNOYR i Wk s ) ey

- MR (MEA) OHEHT D LMOBEERS

C S LV EER OB E AT B ROT LR

- BB L EIER OB G T DR R R

« SRR 355 SRR PN 45 AR D K M % A S % B

BB O EER OZ A L, MIE LIS O/ R REUR (PSA) 2@ 45 BikEs



[Z24tE]
ENEE AR (NM-K2002 75%)
AEFRIL 53/56 B (94.6%) (TR Hiv, AAIL DRPRARBEETERWVAEFEFLRIT
35/56 il (62.5%) |ZF8® bz, FEEN 5% EORIERIZFRO LBV Tholz,
£ 2 RIEFEN 5%LL EOBRIVEA (NM-K2002 3RER)  (REMENT N REM)

HERIRHE B (%)

FRGE 56 i

(MedDRA/J ver.22.1) 4 Grade  Grade3-4  Grade 5

2EIEH 35(62.5)  11(19.6) 0
Mg LY R REE

U HR BRI E 3(5.4) 2 (3.6) 0
PR A

PR b R T U E 3(5.4) 0 0

R IR RE AR TiE 9 (16.1) 0 0
B IBkEE

T 5(8.9) 0 0
AR AR AT

TI7=rT I NG URT 2T —BEN 3(5.4) 0 0

TANRTGEUEBT I NG RAT =T —EHN 4(7.1) 0 0
RE N IS SR ]

Fiifigi e 3(5.4) 0 0
FERE ¥ KOV TRk R

% O PEIE 6 (10.7) 0 0

B 9 (16.1) 0 0

RN N A 3(5.4) 0 0

72, HURIREEREREE 9 151 (16.1%) . IFHEREREE 5 5] (8.9%) | FEIEMEMGYEE 3 41 (5.4%) |
RERCTHRLRAE X AN F —3 5] (5.4%) | EFHERERETE 3 141 (5.4%) . B 0D B2 [ 2 f41] (3.6%) .
PRI 2 65 (3.6%) . infusion reaction 1 i (1.8%) . HFA4 161 (1.8%) MOVKIGZK - /)
sk « BEDO THRILE (1.8%) Mo biviz, £z, HEMBE/IE, LK. FHik, 1R
. BUENTZ, AT, BEMERRE 78, T ERARRERES . RITPRREREE . Mk - Silst, $RRiL
FRIEARIE, HEBARMEMEE, mMERERIEGEE, kL R, SEIBER, DIEREE, JRIFEK
o TS R OMEALITER O DR o Tz, AEWEMFEBLRDUIEE RS (FRR MR A E s
wEile) HEDEREREZ TR,

3



Bk - HE]

AR ORERBEDEREET VAR LT I 2 b—3 3 T XD | A5 480 mg A 4 3 M
b TG SUTBEAGR O AL - M TR G L IZBROARAF O Mg P IRE S BE Sz, T OR
R AH 480 mg % 4 JEEIHIFE THEG L7ZBR O EHARREIZ 35 1T 2 P Mg ik B2 (LU T T Cavgss!
WD, ) IE AAI240mg & 2 BFEFIE THRG LTZERD Cagss LHELT 2 &Pl (T
) o E7o. AH480mg & 4 BRI TG L7ZBRO EFIREEIC B T 2k m Mg iR (UL
Ty TCmaxss] &9, ) 1&, A 240 mg 7z 2 MR THEE L7ZERD Chraxss & L Tl
xzrdeTFllasnzbon, AANBHFIZEBOWTARERHRE I TV L - &

(10 mg/kg % 2 EEFEE THREG) TARIZEG LTZERD Craxs & R L TIRE 2773 & Tl
shiz (FFR) . AT, BROEEICET 27 —2I12E5& 0 KA 3 mgkg (KH) XX
240 mg % 2 EFERR, A L <13AH 480 mg % 4 MR TR G LIEBEOARR ORGER & A
MESNT 2 e & OBIE Z T DR SR SUNE T VM S L, HREBIEI O W TRE DT
biviziiik, Lo Mk - MEOM THMER VL EMEICHMERAER TRV E TFRIS AT,

K3 FHOKYER T A —F

. Cmax CmindZB CavgdZB Cmax,ss Cmin,ss Cavg,s
Mt - =
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
51.6 272 310 113 62.1 776
3 mg/kg Q2w
(35.2,70.8) | (16.5,40.3) | (21.2,439) | (75.0,171) | (27.1,107) | (42.1,127)
2.7 38.3 437 159 87.8 109
240 mg Q2w
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) (415,158) | (62.1,187)
145 29.7 53.0 216 713 109
480 mg Q4W
(102, 207) (15.5,47.4) | (37.0,74.8) (145, 336) (27.5,137) (62.1,187)
193 99.6 116 396 214 275
10 mg/kg Q2W
(146, 222) (86.5,132) (101, 148) (329,525) (184, 303) (236, 377)

HLfE (5%, 95%5) . Q2W : 2 JRIFINE. QAW : 4 FRIMING. Crmax : WIIEHE 54 O fic i MLT% H#EE . Crninozs -
W54 28 A BIZH T 2 B ARME TR, Cagios : FIEHR 5% 28 H H £ TOFHIMIFEFIRE, Crmaxss : iE
FARRBIZ T 2 s MG PR EE . Cminss 1 E FRRBIZI T 2 BARIMLTE FIRE ., Cavgss 1 EFIRRBIZI T 2 FEH 1
TE IR



4 HERRIZOWVWT

EHG Y 27 EHEE (RMP) (ZED &, AHAIO B3 L2 2B E) ~ D i /iR
W DHIE Th o> T, REIOEG N EY) 72 BEEZZW - FFEL, AFORGICL Y EE
7REWER 2388l L7 BRI T2 2 ERME R0, LFOO~@D 3T % i/ 7 i
RIZBWTHHAT IRETH D,

O MERIZOVT
O-1 Tid (1) ~ (5) OWTIMNITEY T DHMEE THHI L,
(1) FEAEFTBRENFET 50 A2 HREEEILTIRPEE  (FBE TR A2 RE LS
JRBE, HUBHS A SRR EEIL AP, HUIEDS ARSI 72 &)
(2) FrEREEEIRLE
(3) HBENFULAIEDFEE T 2 DS A BT (A AR SRR B bt 73 A2t
BEW B, 3 ARSI RS HERE I 72 &)
(4) IRRALTFREEZRE L, SRIEFREEINE 1 ISRAFIRIENGE 2 O
FEMEITAR D i 24T - T D fitiak
(5) PUIEMERELES A AL 7 8 BN O Ji g% MBI 2R D i HY & 1T » T D filak

O-2 JFRAHEOZW K O (2% B ARERIEE TS, RIS AN AT A
RZA > SETH 2 Wi 2018.) Z 30 L AL5ARTE M OVEINE I 8 BN O e i+
Gy TR Gk & AR A RO ERT (TROWTNNIEYS T 2 ER) 23, YR
DAKNCEET HIREOFLE L LTRBEISNTNDZ &,

o [ERFFEEE 2 EOPIHINHEZIE T L2 5 FELLEDO R ATER D BRENHE 24T
STWBHZ &, 9B, 24N BT, NARMEERZ £ L L-BRREREZOWHE 217 -
TWAZ L,

o [ERGRFFEUSGH% 2 FEOPMNHEZE T L7122 4 FFLL EOERRRBRAHF LT D 2
Lo DB 3HELLEIL, JFERE ARG D N A SRR E 2 & T N AIBIR O G RHE
BT TCWNWDH T &,

@ BENDEZRMFEREEDOAEH]IZONT

AR L I W BRI 2 YRR DS E S, BRSO OFHRE 0 ARE - L4
PESESREHE R O B ORISR (69 D iAe . AHFFRNIEAE LIZHE O@IE ¥
B, FRERNATON D IKHI R > T D Z &,




@ BIHERA~DRRITDONT
@-1 MR AMHICBE 2 B

VLN B O B AR BIE I 28588 L7, 24 RERIRSIRIATHI O F | Ha%itiak i
BRI IZ BV T, FEBLLIZRENWERITIE CCTABRE B R Y CT EORWER OB MEE
IRRRAEORERD Y AP b, B DS TR KR 2 > T D Z &,

©@-2 EFRIEEEIC I DAFERISITHE 5 E M

IR ARSIRIC D 2 BRI 72 i e OiE 2 A9 2 IR RIE A DRIERt =2 ) v 7 %
BOTERD AT ) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERIRHI D =
NTWDHZ L, B, BIHEHICHONT, BARE LZOFEECHFIAmMEh TN D
ze,

©-3 BHEH ORKTCHRIGIZE L T

RIVER (HVEMERZREICIN 2 BESEMEE0E, DR, Mk, BIEUmREAEE, Rk
NG EEO TR, LRBERSE . BUEAT R, ITAR4, ITHRER S, 1T, SELPERRAE 2%
FUR MR RERE . T I (MBI S | MhRtiaE | BIEE | BIRREE. MK, EEORRHESE,
FR AR FEARAE , infusion reaction, FEfE7c MRS, MERERMEMAE, FilZ, Bk, WE
OGERE, I, DS (OFEME) - IR - OMEAMNGES) | AREFERE
RS, BEFLSE) (TkF L CL YRRk T M A B O B 2 T 2 R & i
L EEROZWCxHGICE L CTHREL OB Z T ON5&FICH L2 E) | EHIC
WY 7R ALE S TE DRHIBE - TV D Z Ly



5 HEMBLRLBE
[H2htEI B9 2 F1H]
O TROBEZBWTAFIOADEI RSN TN D,
o [FERAHABALBIRTA T4 ) (AREREETES) TS5, Wty
SR OYRE PRI A A FEf U7z T JRISNBER DS AN 7 b B RS EES & S22k S,
Do, JEBORIE « M SO THER S D TRIRIED I B

@ TRICEY T HABN OG- L OMEH FIEZOW TR, ARAIOFIMERHESL SN TR
59, AFlOEER LB 720,
o fhoPUEMIEEA & OO S

[Z MR d 2 9]

O TRAICEAT2BEECOWVTIARKIOEENEEZ L SN TND Z b, 51T
PN L,
o KRFNDRGTKE UIBHUE DRBEIERED & 2 BFE

@ BFERIOFIEIZ BV T FRICEY T2 BFICONTL, A OE G THESE S 700

R MOTEFERIL DN 2N EIZIRY | HEICAKZEHT 2 L 2BETE 2,

o [HEMMREEOEHIIBIEDH L EE

o JEBEER A TRV R 2780 2 B K ONE B 0 JT it i 28 <05k Gu it 2% 56
DRIV B DI D B

o HOREREOGH, BN L IO B o R B ORBIERED
b5 EBHE

o lESERAEEE (EMEHHBERE L G1e) ObHEE

o FEREORBYLUIBE A AT SRR

e ECOG Performance Status 3-4 ™V 3%

(E) ECOG®Performance Status (PS)

Score TE %
0 A MER EBTE 5, BFaiE R CHEAENHIRR <725,
1 PRSI I LVEBNIHIIR S A 23, BITATHE T, BIEEM - TOMEEIITHI Z &N TE 5,
B NF S, FBEE
9 BATARE CTH YO DEIY O Z LT T R CAREEMERIZTE 220y, A D50%LL Fid~y RICifd
=,
3 BONT-EADHEDEY DL LNTERY, AHFO50%EL FaXy Rl I4,
4 2LENT RV, BOOHFORD OZ LiFael TERY, BEIy KBTI d,




»

FECERLTEETREEH

N SCEEITN 2, BERTEER SR T 5 G 2D & A D Rtk K OVl =48
RO DI B E R A T3 I L T RS Z &,

TBRBARIZESL G B T T OFIRITHIMER OEEZ + st L, RE L5
Tho5ETHZ L,

FEREWERA DO~ XY A2 MZOWT

MEHEMEER D S5 d Z LN D DT, KFOEGIZH T2 > Tk, BRER
(RER PRI, ik, FEEVE) ORER KO X S & O E RS, #igx -+
1792 &, o, MBS UTHES CT, G~ — W —FOMELZET 52 &,
ARFN O FE 1T EEE O infusion reaction (2 X TERRRFIZ 43 72 k5 O T & 5 i
AT ST ETHMAT 2 2 &, £72, 2 BIH BABEOAA# 5K infusion reaction 73
bobNDHZLEbHDHDT, AARKE TR OAAF G TRIT AL XY A
ZMET 2%, BEHEOREZ 00853 5 2 L, 723, infusionreaction % FEBL
L7emailld, EToBELOIERPTRICEET 2 £ TREZ 2885
Z&,

HUR IR RERR . T ERAHREREE R ORIBREEN O LD Z LN HHDT, K
F D ¥z 5-BRAART M O G-I I E IR N B RERR A (TSH., UEHfE T3, i
BE T4, ACTH. M=oy —VEORE) ZFET 5L,

AFNOGIZ LY WEDOHRIEFOSITER T 5 & B 2 Dk R ECHRE
WHHONDZ N D, BEPED LNTHEITIT, FB Lo FHLRILS UTE
FHRY 72 15k & RRR A R DR RN & HE U Cl bl 2 @B W 217V 8 D5 I
S XD REWEH RSB DN 2 5 EITIE . AR ORI Ik R O RE A VE
VRIOBRGFEEEBRT DI L, 2B, BB EENRVE ORIV EIER DS
FRRD LR WEAICIE, BIBRE R LVE v US O Al OB S & E
ERAR

BHHETH%, BB OB ARGE L T LEIWERADN BB T A2 Z R H 5729,
AN OG- THIZHBIERH OB A3 IEET D,

1 BUBEPRI (BIE | RUBEIR G 2 &) 2 d b bdv, BERPMES h 7 v F—2 X
BLHZERHLOT, Hig, EO, EHEOTROBICMAEIED LI+
BT 52 L, 1 EREN LN T RELTIE L, 42 ) VRGO
HEDHEUREZITH Z &,

BIEATSc . P4, ITHRERE =, TR, BLMEIER R H N Z LDBHDHD
T, EWWITITHEREMA Z 1TV, B OWREL 0108l 5 2 &,

10



o AFIOERKRRBRIZIBWT, 6 I L ICHIMDOFEIZIT> T\l L asE
(2, ARG FITELICE G R E THROMER 21T 5 Z &,
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SR FEAIE 1224 5 10 =
A F 34 12 A 24 H

#woE R
| PR T R E

i | AEEES (R) & B
ool K

BTG EEER - AEEERERLFEAEHRE
(& H & B )

NAaT7we ) XwT (B ) WA OFEEHAEET A K
7 A ¥ (FERRE) OERIZ SN T

R BOE R & S O AR S EF 2016 (CERL 28 4E 6 H 2 HEZERE) 128
WL R EIER S O H O RE(LHEEZ XS Z LB VIAENTZ Z & &%
TR E S A BB e B IR T D T D IS i i HEE T A R
TAVEERTDHZEELTVET,

O, NAaT e Y Xv T (BEHEBEZ) BH (REHL - A4 L —F R
T FFE 100mg) (I22OW T, FEMAREICK L CTHEAT2B0OFEFEHEBTO
EBVREMHEHMEET A FT /L LTMVELEDELEZOT,. ZOMEHIC
Wl TEATA RTAL IOV THRHESND LY, EENOEFKEEE X
IRk 92 H &2 BV LT,


MAQKA
テキスト ボックス
別添２



XBEERHEETA FT A
Ra7vl) Xv7 (BEHHEEEX)
(BR74 : A b —& ST 100 mg)
~F =~

AST34E12 A
B4 FEE

ZRRAN




H&K

1. FLwic P2
2. RANIOKE. 1EHEF P3
3. FRIR A P4
4. FERRIZHOWT P10
5. &GRSR LELDIEH P12
6. HEIZEL THETNXFR P13



1. IIL®IZ

EIESADFINE « ZRMEORERDTZ DI, U ST EE DWW IEZR R B D,
SBIZ, ITFEORFHANOMEANT LD | PUREIE LR & OREFI7 BT EFR T L) GRS
ALHHT, D DESENA BN TE B TS5 2 L WERORRE L 7o > TR Y | FREIMEL
TR L UUEDORAT TR 2016 (K 28 4 6 A 2 HERRIRE) 2B\ TH, FmERMLED
EH ORI HEEZ D Z & &S Tns,

FHERBS PSR E, M ERSZ T 1 7 7 A VDBEFOEREGL E B HNZERR 5 2
LD D, ZDID, AIMER LI T 2 IHFERA 0S5 £ TOM], YEZEREMnLD
BEZMZT L2 PR SNDBEITH L THERT 5 & L b, BWERAREL LIZERIC
VBRI & D 2 EBAREZe —E OB 2 7o T EREEA T 5 Z LN EHEETH
2o

Lo T, AKAA FTA T, BIEEREL I E TIT/OLN TV D ETFTH - 7
FHIRMNZFE D E | LU OEIES O 72 2 HEtE S D BLN O BB 5 2 J7 O
BEEHAZ TR,

B AIA RTA AL, MSATEIE NEFSL RS A TE, AISHENEN B ARRANE
By, —FENEN BARRRNEHES K OASHETEN B AR NRHERE =000 b & AFRK
L7z,

R E IR DERRS A ML—F EEE 100 mg (—#4 : XAaTr ) X~vT (B
TR Z) )
KB LR DMREIHIR © DSAACFIRIEL I U 7= UIBR AR 72 AT - TR O 75 8
RHEERDMEROHE : Lo NF =T A UEIEE ORIV T, B, AT,
NATu ) XA~ (Eafaz) & LT, 1\ 200mg% 3
Il 0% 1 5] 400 mg# 6 MR T 30 Zr T CadiEiritd
Do
B 5 IR 7E 3 A MSDREAHE
(%)
Loew e dmg, FA 7R 10 mg (4 0 LU ANTF =T A UEBE) O
PHEESTRN R, HELR O H &
BHERESIT IR« N AALFHIEL (IS U - UIBRANRE 2R 1T - RO 51K
MEROHE : a7 n ) X~v7 (Bariz) LoffHIcs T, @HE, A
WZIZL AR F=T7 L LTLIHLIE20 mg A% 545, ok, H
FOWRREIC L 0l ERET 5,




2. AADORHK. 1ERBF

XA MV—FAJEFE 100 mg (—f4 - AT r ) XAvT (Ea#iz) | DUF
[RHK) Evvd, ) 1%, PD-1 (programmed cell death-1) & Z®d VU 4> KCTHDH PD-LL
K&OPD-L2 L OfEHEHMET S, & MEIgGs £/ 7 m—F LK TH 5,

PD-1 #RB&IE T AL S BE BRI 2~ & AL 2 72 DIZ 2 AABRE 2RI 9 2 =72 Sy il 48]
AA wF T, PD-1 i, EEREAIRIEICHE W CEMR T MiltoMinRmic g sm L, Bk
P R % B Lo A SRR 72 e SO A2 fli 32, 37, PD-1 1LY T Rk
ATHZ LI VHRZERICL D 7P VBsESAICHIET 2%/ K TH 5, PD-
L1 OIEFHICB T 2RBUI DTN TH DM, L < OBAHIETIE T MO 280
25 FEBEICHH LTS, BAMIICEKIT S PD-L1 OFEFEIIL, B, ik
FEL ITARIORE ., DREE . FEANHRNGRE 72 & O 2 RN A TTEARARNFTHY . KW
LR OMBEERRE I TWD,

BHD DA DEGIRE T & PD-L1 FEELOMBINMED . PD-1 & PD-L1 OFREE IXEE D
TR RS B W T EERKE 2 ) Z EAVRIBINTEY . HERBARBEOEN L
LTHIff ST\ 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Dffi U B> ROFEAZIET L Z Lick v, EE
T/ INBREE T O IR B ENE T U VS ERATEME L S8, PUEE S 2 AL
T2 & THIEREREZRET D,

AFNOVE B2 5D < DOREOSIC L 2 BIERER S b b, HEIIELT
CED RN D 5, AFOKREG TR ORGRICIE, BEFOBEL 72TV, BE
INFRSD BAVIZG AT, FEB LI HRIIE U MBI e ik & B8R & RO ERD & diif
L T gl 2l Wr 2170 M ORERISIZ X 2RI A BEDL 2 HE12id, #8IF
BEE RN R OGO IR E 21T O MEN D D,



3. FERKEUE
IS AACFIFRIER T U 7= UIBR R RE 2R 1T - TR O 1B (8 OAGER R 21T - 72
7GR RBR O 2T,

[ %hE]
[E B4 (755 AR ER  (KEYNOTE-775,/E7080-309 #{5#)

7" Z FF 8RN a G LA FEIERE O & % UIBR R REHEAT - RO T E B 827 {4
(HARAN 104Gl & Gte) 258, AHI200mg 3N (LT TQ3W) &9, )
BhHELUNRF=720mg 1 B 1 ERGOHFHEE CLT TRA/LoNF=T) &
WO, ) OEMMER RN, LFEE (RR YL AT 7 U Z2XtE0) &
XML LRI E, EEFMEEE XA (LT ToS) 2w, ) KO
HEAFHRE (LT TPFS) W), ) L&, RAI/ Vo TF=71F, bk L

LT OS KUNPFS # A EITIER L7z (R 1, K1 KU 2) ,

#1 HuhERE (KEYNOTE-775,/E7080-309 3R ER)

AKHI/ LR F =T R ==
(411 1) (416 1)
R [H ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s*® N — R 0.62
(95% CI) (0.51,0.75) -
P ff*s <0.0001
RO [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™" P 0.56
(95% CI) (0.47, 0.66) -
P fiE"s <0.0001

CI: XM, *1 : AA) 200 mg 2 Q3W, Lo AF=720mg (F&H) 21 H 1 [T L],
0 REYLET Y 60mg/m? % Q3W, XiF/X7 U ZX /L 80mgm? =% =2—A (1 2—A28H
M) o1, 8 XI5 HEICHE G- Lz, *3:20204-10 H26 AT —4% 71~ A7 *4 : J&Jl Cox b
FINYP— RETF AT L DLFRE (RE A XTI R7 ) 25 L) Lo, *5: Ehln
7T 7 BE. *6 : RECIST A F7A > 1.1 BUZHES < §M TS g @



100

H17=ZER (%)
H 01 O
O O O
/

|

20 ] T ——
| —— &m200mg QAW RULVNF=T

{ ——— femx
0 . : :

0 3 6 9 12 15 18 21 24 27
477HAR (A

at risk#i

FH200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2EE 416 373 300 228 138 80 40 11 3

1 0S @ Kaplan-Meier Ei%# (KEYNOTE-775,”E7080-309 3XBk)

100
920 i —_— AH200mg Q3W RULVNF =T
80 - ——— {eE
70 |
geo|
£ 50 \
B 40 - ™y
0 1 LY
g 30 - “w\
20 A .
10 ] H_"x_"u—h Frompas
l we )
0 T T T T T T T T
0 3 6 9 12 15 18 21 24 27
at risk#y e Ed 7RI (A
l P
fﬁjfggn_g;ﬁw RO 411 316 202 144 86 56 43 .7 6 0

{E2EE 416 214 95 42 18 10 4 1 1 0
B 2 PFS @ Kaplan-Meier Bi#t (KEYNOTE-775,"E7080-309 #A5%)



[Zrt]

[E PR E S M FERER (KEYNOTE-775,”E7080-309

AR
HEFLIIARHF/ Lo RF =71 405/406 5] (99.8%) . [biRIERE 386/388 51 (99.5%)

CFBO DAL, IBREL ORRBERBEETERVAEFERIT. ThL i 395406 {4
(97.3%) K TN364/388 1 (93.8%) IZFRD LTz, WT A DR CTHRIEEIE A 5%LL Lo

BWERIZTERD LB Th o1,

#£2 VWTNLOBETREASE 5% EORIER (KEYNOTE-775,/E7080-309 3RER) (MM S 4 M)
Ha 4] IN KH .
;;stilmbér?;;n)élzfs) L soc Bige (%)
T F (P preferred KA Lo AT =T B e
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2RIEM 395 (973) 314 (773) 6 (15 364 (93.8) 230 (59.3) 9 (23)
MR LR v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENIE LT BRI iE 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
M BRI IE 20 (4.9 0 0 48 (12.4) 27 (7.0 0
U BRI 15 (3.7) 2 0.5) 0 26 (6.7) 11 (2.8) 0
I H BRI 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
M B E 33 8.1) 4 (1.0 0 22 (5.7) 4 (1.0) 0
PaRA
FHCR BB RETTHESRE 42 (10.3) 4 (1.0 0 1 (0.3) 0 0
FDR IR RE AR T 222 (54.7) 4 (1.0) 0 0 0 0
H b
H& 9 34 (8.4) 4 (1.0 0 13 (3.4) 0 0
g 29 (7.0 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
Nz 34 (8:4) 0 0 10 (2.6) 0 0
G 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
HNZ% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER OGN ORE
I 77 i 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
i % 113 (27.8) 15 3.7) 0 92 (23.7) 12 (3.1) 0
R DS SE 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
T 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AR A
;j;jggju/ P72 6 163 12 (30) 0 14 (36) 2 (©0.5) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;;;?;;Vfi%jm/ B 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_mﬁzf':g;g PHVIBAT TS o ©7 4 (10 0 5 (1.3) 2 (0.5) 0
MRS AE 03 0 0 1 0.3) 0 0

Hn



& B K 4y o (SOC:
System Organ Class)

Bitx (%)

J& AR G5 (PT: Preferred

Term) KK/ Lo NF =T e=-375 e

(MedDRA ver.23.1) 406 {51 388 {3l

4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

U =B HIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

A ER B D 17 (4.2) 7 1.7 0 93 (24.0) 82 (21.1) 0

ISR ER D 44 (10.8) 7 .7 0 20 (5.2) 3 (0.8) 0

IRERA 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

F i ERH R 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS L OSeAEfEE

BHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

Y ZYEY RiGE 23 5.7 2 0.5) 0 1 (0.3) 0 0

K~ 72 7 AfUE 39 (9.6) 3 0.7) 0 12 (3.1) 0 0
B #E Rk £ O SRRk E

RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0

5 PR 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

utlis3 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
HR SRR

R R4 32 (7.9) 0 0 27 (7.0) 0 0

SR 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

K= 2 — X F— 9 (2.2) 0 22 (5.7) 1 (0.3) 0
B X ORI R

HER 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, MoERds K OViEhRkE &

HEEE 77 (19.0) 0 0 2 (0.5) 0 0

S 26 (6.4) 0 0 7 (1.8) 0 0
FER 3 KO TRk

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RERAFEASE 00 07y 1 @7 0 3 ©.8) 0 0

9 FEIE 29 (7.2) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
M

i 1fiL 249 (61.3) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

B, ARV AN F =T FCBOTRIBEMEMERE S 6 (1.2%) . K% -

2N T

FEO T 50 5l (12.3%) . BEEDOREREE (PR R RARIE . B IREIRE R
ZIALEE, FRIEIESE) 4 B (1L.0%) . fPfRfESE (7« NU—EERESE) 9 i
(2.2%) . BIEAFHR « P4 - ITHEREREE - T4 - mfbMERRE 28 109 ] (26.8%) . H
IR RERRE 5 237 1 (58.4%) . TFEMHEERTE 2 ] (0.5%) . FIBHERES 4
(1.0%) . 1 BUBEfRI% 3 B (0.7%) . BHkrelEg (RMEMEME R, RERIKELE)
13 61 (3.2%) . FEZ 461 (1.0%) . fhse - BEECHREARAE 2 5] (0.5%) . FEAEANIES)NE 1
B (0.2%) . AMZE - BERES 161 (0.2%) . SE IR 3B (0.7%) . L2 141 (0.2%)
& ¥ infusion reaction 5 5l (1.2%) RO Hiviz, Fio. EELMEESE (oM MR
7



T PESRDEN, PRI PR, ARIFERES . MERERIERGES) | MERE RAE MR & ONERZI3RE
O BRI To, ARWEMFEHRILIEEES RRMAEMRRE 25T 23 LESHH
RETT,



(ML - HE]

AR OREMEYEEET LV EFIA LI 2L —ra 2k, KKl 200 mg %
Q3W, 400 mg % 6 @M (LT TQeW] &9, ) XX 10 mg/kg ((KHE) % 2 #HH
k@ (LT TQW) &9, ) TEE LIZBEOARAIO Mg FIRENSRE Sz, Ok
B ARHI 400 mg & QEW THE: L 72RO AF O E HIRRBIZ 1T 5 Y MyE HiRE (LT

[Cavgss] EVVD, ) 1. AFHI200 mg % Q3W TG L72BED Cagss & HRIT 5 & FHIS
iz (F#R) . F7z. AAKI400 mg % Q6W THEG- L7 BED AR O EFIRREIZIS T 5 B
MIEFIRE (LLT [Chaxss) EWVM9, ) 1&. AH|200mg Z Q3W THE: L 7ZBRD Craxss &
L CRfEZ T & FRISHTZZE OO, BARNBEFICEBOWTARERHRE SN TND
A - AETHDAHA] 10 mglkg ((KHE) % Q2W TG L72FED Craxss & HiE L TIKAE
od el (FR) o 61T, EHERAMHES %2 X5 AK] 400 mg 2 Q6W T
B 5 L-1Ah s 1 ARRBR (KEYNOTE-555 #tBR) L 0557z EHMEIC 55 < $pdEhhe
RIA=HIF, ¥Ialb—va ik PRILEEDERE T A —2 FEEILZ (F
) o Mx T, BEEOEEIZBIT 2BRRBEAEIC LS, R OBRE R & HM T
et L ORI A RTTT DIRE — ST T VOMEE S, Al 200mg & Q3W L 400
mg % Q6W T 5 L7=BROIgE & & AWE T2 e & OBEIZ S WO TR S fE R,
ERROME - HEOR TAEIMER ORI ER TV E PRS-,

K3 FHORMEERNT A—F

- R R Crnax Cavg Chin Crmax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?519.7) (27.277-38.1) (17.%32,3-118.3) (91.3?'984.1) (49.?3(,)':1.0) (30.?3(,)?1.4)
400 mg QW1 (12;’2; 4) (32,?6?'3‘,12,7) (10,11(,)-50.8) (14(1;?49) (50.??';1.3) (19.?3?50.9)
ey | a6 1364 NA 4 150 NA A -
10 mg/kg Q2W' (212,2223) (14;1145) (11%,191)21) (421,2?133) (27(23,7282) (19;9200)

+:n=2993, 100 [HD I = L— a3 X W EH SN RMEMHEO P RE (2.5%5, 97.5%4) . Cmax : FIEIE S
B OER MIEFIREE . Cavg : A% OFMIEFHIE, Crin : MEIEE% (A 70 2 B5E1) ORARME i
E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁﬁﬂ(%ﬂ:%ﬁéﬂzi@m{ﬁqj/)%};f\ Chin,ss : Hﬂiﬂﬁ%%ﬂlﬁﬁ
2 B AR R

T : 56 BIOREEME (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4, WEFRIZHOWT

AFN OGN ) 72 BE Z2W - F5E L. ABIOFGIZ L0 EERBIVER 2388 L 7ZB
;ﬁmfé;kﬁﬁﬁﬁtb\u?®®~®@?mf%ﬁt?MaLkwfﬁ%#6A%
Thsb,

O MERIZOWVWT

D@1 Fio 1) ~ B5) OWTNNITHEYT DR THD Z &,

(1) JEEFBRENFEET 52N A SRS RIS (BREF RS A2 R LS SR BE
S S ARSI RIS, U Al &)

(2) FrEtkaesmke

(3) EBEFIRINFENIEET D0 AHOEHFRE (DS ASROEHER EIRbt. 2N A
W bE,. P AR HEE R 7 )

(4) IHRACFREREZE L, ARG 1 S ISRAEREINE 2 Ojiisk HE U2 4R
4B AT > TN D iR

(5) HUENMEEEAIL S & BN OMiER FEYEIAR D B H 21T > T D ik

®-2 = A OAFHRE K ORIVE AR OIS e ki & R A R oERT (R
DUWTINITREE T D ERN) 25, YRE2REROAAN BT DIRROREHR & L TAE
EhTnbZ L,

*

o [EAIRFFEUSHE 2 FOMIIWHE ZE T L7-12I12 5 LU LD ATRIR D ERRBHE 217 -
TWbHZ e, 96, 24EU T, BAREYIRERZ T & LTCBRIER A OWHEZ1T > T
WhH Ik,

o [ERIRFFEUFR 2 FOYHWHE ZAE T L7-1%IZ 4 EU EDIRIRBERAZF L T D 2 &,
OBy 3 LR I ABHELE O D3 A SIIRE 2 S LS ATRIROBRIRBHE 21T > T\ %
N

@ PBrNOERBFREEOEHIZOWNT
AR R B CIEE T D BT B Sh, BERASE 6 OfF WA, A2k - Ltk
FREEAFIROE B OERTSFIAT D iR, AEERNE LG OWmEEE, &
LN ATON DRI E > TND Z &,

10




® BWER~DOXIRIT2OWT
@-1 FEREHICET SEMH

VPRI B O EEE R RIEA SR A LTS, 24 ReRIIRIRHI O T, Yi%hiak X
(TR R\ T JEBL LIZRIERICIS U CABEE B O CT SEORIEH OERNZ 4370
BRAEOFERY ARG LI, BB ATREZ AR N> T D Z L,

@2 BEFUEFEECLAEFEISICHT 5 EH

IS ARSI B I 2 A O E & T 2 ERIE W DRIER T =4 ) >
EEWIEROA Y ) == T EATOIIRE &l E I T 5 F— AEHRIKH 2
HENTNDZ &, 7o, BREHIC VT, BABHE & ZOFRRCHATRmE TN
ze,

@-3 BIfEADORZWXIRICE LT

BIWER (RIEMERRBICIN X . KIBK - /MG - BEO TH, BFEFR « FFAS - IF
WRelEE - R - BEPERRE 28, BRERE S R BB R, RERIEBRE) |
NS (PR, FORIE RS, RIBHERS) | LAERE, 589
B, e - BRBUTHAMARIE , EJe, B OREIEE (hatER W EARIE ., F2 Rk
PERRAEGERE, SRR, B RRIESS) | infusion reaction, MM « BEREAS . FEJEMMESI0E,
PR SE (X7 « NU—JEERESE) | DR, BEELMEREE (et i M
PESRBLIR ., IAMMER N, ARIFERES, MEFERIERAESS) | MERERIEGERE, %) 1Tkl
T, g TR O M2 A3 HEAT U (BIVET 02 Mot i 1 B
LCHEROXEZZTONISFMHICH D L) | EHISEE)RAEN TE DRG] 23
STWAHZ L,
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5. BEXRLRBHBE

[H2EIC B9 % FIH]

O 77 F A EE D AAFRIEZ I CHEE U2 UIBR AR ST - RO E KRR
FIZBWT, AFE Lo ARF =T A VVERE & OGS THEMMEN RS TV 5,

©@ TRUIEY T 2 RFICHT DAANO G K O FIEIZ SN T, ARFIOA D
LS TELT, AFOBRGRZE LR BN,
o ALTFHEHEIC K DIRREEO I EBE
o DTAHANDOENMED R STV MBLOHTEMEIEEA & OOf %5

[ZzPEIZ B4 % HIH]

O TRICEATIEEICOVWTEAROREN LR L SN T2 &b, Fh5E
ThRnZ &,

o AFNIORIKE LIEBUE DB O & % B

@ IRBRETOFHEIC wTTﬁ_ﬂéﬁéﬁﬁ_owfi AFN O EITHESE S 7
WS, M OTRFESRIUE N 22 WGAICIR Y . HEICAKZGHT L Z 2B ETX
Do
o [FEMEME @AﬁXi%ﬁ@%5$%

. %%ﬁﬁﬁﬁfﬁi% D B B L ONEEWME D HUR BRIl 2 LR G E It 28 5 D
W ARREMEZEA L2 7 %ﬂé%%

o BOMEHRBOAIE XITEMHEMNRE L IEXHEFRMEO B CAER B OBERED &
L BE

o EERBRIE GEMEHBREE &) OboEE

o FEEORBGSOIBHE A AT 5 BE

+  ECOG Performance Status 3-4 "V 04

(ED ECOG ¢ Performance Status (PS)

Score | T

0 | &<MERIEHTE %, ML R R EAEENHIRZR <ATZX 2,

1 PIREICI LUWEENIHIR S5 28, SITARE T, BAEERH > TOEREIFTH 2 LN TE D,
Bl BOFE, FHEE

HATABETH L OH DRI O Z LTI~ THREZMERIZ TE AoV, BP0 50%2 BT~y R Till 29

ROENTZHOSOHOEY DZ L LTERY, HFEO 50%LL EE2 Xy Rovf+ Tl 24,

AN

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,
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o

BECELTHEETREFHE

INASCESITIN 2, B IRFE 3 MR 5 B BRI D & ARK o Rtk J OVl 1F
R DT DI WMAZ B R L TobIERT 5 2 &,

IBHBRMRICIENL S . BE T Z OFIRICHE IR OEREZ +a3 L, REL
BThogksETH2 8,

FEREWER O~ XY A MZoOWT

MEMEMEERN D b D I EBH DD T, AKFIOBRGIZHT- > Tk, WIHPER
(EGdy, PRURIREE, k) OffR L O X i o, BlgEx 71
1792 &, Fo. BEIIS U TE CT, I~ — I —F0MELEHT DL &,
infusion reaction 23 % 545 Z & 23% %, infusion reaction 2358 B L2 GAITIE,
WEIREZIT O L& & bIZ, JERPBEET 2 EF TREOWREL +0ICBlZT 5 2
Lo

HAR IR RERE . T A RERE S M ORIBRREEE N H b DD Z N H H DT,
AHNOF 5B hA R & OG- H M e I N isisne i & (TSH, EfEE T3, ifF
BE T4, ACTH, i =Y —VEORE) 2 FElT 5 &,

BIEAT 2. TFARA, TTHEREREE . IFRKLKOB{LHIRE RN H BN D Z ERndHH D
T, ARFNOBEG-BAART M O G- R H I3 E R IFREREM A (AST. ALT. y-GTP,
Al-P, B U NLVEEORIE) HFERTDH &,

SEIFER (MERM LY ERAEREGT) FOERERIEERHODOND Z L
WHDT, THHNCIROEREOFMAMHRTHZ L, £72, RORENRBD S
NEGEITIE, HPHICEREEE X2 T 5L oBF LR ET L2 L,
ARDOFEGIZ LY | WEORIESISITER T D L& X DN DRk A ZRREBCRIEDN &
bbb Z N D, BRENEDLNZGEAICIE, BELEZERITS C-HEMM
TRk & R A RO BE AN &odHE U CE b 2 BRI I A ATV W D SRE UG I K
LEMERD BN 25T, ARIORFES I UL, R ORI BE AR LVE CHFlD
BGEEBERETDHZ L, B, BIBREFRVE L ORGIZEYBIEROSENT
DB WEAITIE, BB ERERNVE S UAOGRIERSIRIOBMEEET 22 &,
BT R, BN OEI ARGE L T LRWERN BB T2 203565720, K
FOBEHETRICHBEEM ORI FITEET D &,

1 BHEIRI (BE 1 BUBEIR 2 5de) b bbdv, BERWEES b7 =Y R I2E
HIENHDHOT, OB, El, EMZEOMEROBESCMPEEO EHIZ+2EE
T5Z &, 1 RBEREA ROV SGEICITEEGEFIE L, A R ) CRFIOR %
DOBEN 2B AT O Z &,

@ AFNOEEKRBRICEB VT, KEYNOTE-775, E7080-309 Bk CITIE/EL BTN 8

WEZ & (BRANC SRS AT LV #E) (CAMEOFE 217> T2 L 25
B, AFEEG PEMRIC G RE THROMER 21T O 2 &,
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