B A ERSEIK 0927 & 3 &
S Ff 344 9 A 27 H

NBAEEN BAEMEz HIEE B

HEEER - AEEERERLEEEERE

=R~ T (B z) MR OREFERHEET A FZ7 A4 (F
AR ER Y UNE) O—EKEIZDOWT
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HEHHERGOFEHOKBECHEEZRD ZENEVIATNZZI 2T T, &
FHERLZEICVNERBEEICRET D -OICKEFERMEET A N7 4V 21E
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EAESHEER  AEELEREEXAEEEEEE
(& BB )

=AN<T (BEFA#Z) BEAOKRBEFERAMBEET A R A4
(AT F ) VR E) O—FH®KEIZDOWT

REMBOE R L EDOEARF# 2016 (FERk 2846 A 2 AEZERE) I
BWT, EFNEEROERORBEIMHEEZRAZ LBEVIAENTZZ &
2T, BEFMEEREZEICLEREFICRMET 720 KB AHE
HARTA BB L TWVET,

=AN~7 (BFE#z) BE (RESL A7V —KREREHEHEE 20 ng,
FAEERTE 100 mg., FAFEERE 120 ng R OEAFERE 240 mg) % HHA
RO UORBIZHLTERTIEOEESFEHIZOWTIER, =F1reT
(BT z) BRI OKBEFERHEET A N7 4> GEDMRME, BEE
GfE, BEEEEE. BB, TRV UONE, BB, BENRED K
f&, HEE~A 7Y 7514 PREEME MSI-High) 28755 -
ERBELEOEEE) O—HKEICOWT] (Sf24 11 A 27 BfHTEARK
BEXI12THF1 EEAFBEEE - AEHLERERLEEETEEREHN)
XV RLTWVET,

S, =A< T BEFHEEZ) BAIZSONT, THAOFIF D 3
Bt T2 HE - AEO—HMEERARINZZ EHITHEV, BEHA KT
A UERHBEOEBVHENEZLEFLEZO T . EBEANOEEMEE K O FIZXt
THERHEZBBEWLET, 2B, KEROKRBEFERHEELT A N7 1 1%, Bl
"EEDLEBY TT,
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HHER D% ) O NBEOSEEREET A N7 A o OWETERT GIRARE)

# 5!

Y- (FHREBIERD) a0 (B TE R EIBR)

2 A= TP 1. 1ZC®IZ 2 o3 1. I IC®HIZ
(%) (%)
B, BIA RTA ik, MIATERIEANERRE B, ATA KT A 0%, MSITBUEAEERE
RS ERR EHIE . ARHEEEAN B ARBRIEEFS., ISR AHEE . AREMEN B REREETS.
—BAEEAN B ARBRARIES, —EFEAR —EAEEEAN B ARBR AR ESEE—REEEA
AMEFE RO —EEAEN BA/NNRMEE - A AARMEFSEOH IO EER LT,
FEOW IO L1ERR LT,

23— g7 KD AE 2= XL D AE
BE. RAF=A <7 (BEFHE#EZ) &L B|E. RACR=R L~ (BETERL) &L
T, 1[[ 240 mg % 2 @R XIE 1 [F] 480 mg % 4 T. 18240 mg % 2 @R XIE 1 [E] 480 mg % 4
A R C e ET 5, A REIFR T REERET 5,
BE. DMNRICE=AL~T GBEFMHBZ) &L
T, 183 mg/kg (UKE) % 2 BRI CaMEeE
T 5, B, KE 40 kg L ED/NRIZIE, =AL
~7 (BfnF#fiz) L C, 1[6]1240 mg % 238
IR X 1 5] 480 mg % 4 @M CAaBEE
HEEBTED,

42— @EMNE 1 tH3AER (NCCH1606 385%) (@ B

2 LY A VUL EDOIGERE A L Ao EFEE i




JaBAEIC L AIRERE O 22\ (B 3 m S mia s

DIRFEIEFE) . 1 WAL 24 BT OGO

BT Y o FE R OEEIGE O /N BBV B R

BEERRIZ, AA| 3 mgke & 2 BRI T ARE

BE LTz, ARBRICERESINZ 266055,

BBV N L AR ANRDN., FOR
BAZhE (43T IWG criteria (2007) (23-5< 75
BRELEMHAE) IICRThoT,

7—y

QEMNE 1 tB3Ek (NCCHI1606 #5R)

BEFELIT 25126 ] (96.2%) 138D b, AHKl L
DREBHENBEECTCERVEEESRIT 2326 i
(88.5%) IZERD b, TN 5%LL EDOEIE

HAETROLEBY Thote, o, 26D 55,

EHEIAR VR Y N EEED 1B, N REEE

FEAEERE N 25 B Th o 17,

3 FHHEN 5% EORIVEA NCCHI606 35R)

(R EVEfRAT R S EE )
(&)

7ok, FFREREREZE 7 ] (26.9%) . #RFEE 4

(15.4%) . FEBCER BRSIE/ S A3 F—3 il (11.5%) .

(®

AB7N)




R EREREREE 3 #l (11.5%) . HEDKEREE 2

Bl (7.7%) BROBHEEREZE 2 ] (7.7%) DRH 5

Nz, Fi, 1 BIPEFRIR, infusion reaction, 5 & 9
. TEEHEREEE, TR, BUEREX. FTe.
M MEMER, R, Sz, mMEKRERTEER. b
PMERBAE J% | R I . EEE A ) i . B e i iR I
= DK, DIBEE ., FiknieERE, KEX -
/N - BERE D TR, BN - BERE SR . BB REREE
IRIFERRE . BHEOEREIRO 2o, B
BEARBIRIIEEESES (BEAREEREZ S
) EOEHERERT,

11—y 1 O1 TRO (1) ~ 5) OWFNNITEY T D | 9 — @-1 TED (1) ~ (5) OWTNNITEE T DIE
BRThHBHI L, BRThHIL,
(1) BEFBRENFEET 225 AR REEILR R (1) EEFBRENEET D05 A DFEEILRA
B (EDERT RS ABFOEEILSREE, HUlgs A BisE (ELERTIRD ABRESBI IR, #Isns A
DR EEI RN, HUSS AR, RS A DRI RARE, S AR RbE R )
PLAIRRE, NEAS AR A &)

11=—Y | D2 THRARSX L) VA BEO/LSEEEROE | 98— D2 HHAF T XV U EOFERIER OE

TERZBRFO XS IC+0 7n el & R BR 2 FF O =R
(FTROWTNNICEEYT HER) N, UK E
BORFNCETH2IEOELEF L LTEREINT
WahHZ L,

VER RO R4 ik & RBR 2 FF O =R
(FEOWTNNIIEZYUT HER) 2, BEZDE
B OABNCERET 2EEOELEF L LTERESNT
WanHZ b,
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- ERIREFEUSE 2 EOMHITHMEAET L-%IC
5L OB IAIBEDOBERIMEZIT>TWVH I &,
26 2FEL X, DARYEEYE L LT ERRIE
BFEOHHELIT>CND Z L,

- ERTGRFFEUS% 2 FEOHFHEZIET L%
4FEL EDOBERRBREBE LWL L, 95, 34
VLR, S iasErEEE o s AR EE > & ik
R FOWHE X ITH> TN D Z L,

- ERIRIFREE 2 EOPHFHE ZIET LI-%IZ

5 L EO/NEME KR O/NER A EETe/NREER

KRB EETDHZ &,

=

- EEGREFEUGE 2 FEOMBPHELET LI
5 FLLEDODB AR DBRIHEZ{T > TV H Z &,
26 2FLLEIX, BARYEREES L LIZEKE
BFEOPHEEIToTNDH I &,

- ERISREFEUSE 2 FOMBPHELET LK
AL EOBRBREREFELTCNDZ L, 96, 34
Ul bBvX, & mESEMIEE O ) AL 2 & T
RILEFOHHEEIT> TN DHZ &,

12 0=y

@-3 BWER OZErCRHIN B LT

BITER (RIVEMEMERBICI X, EEMESNE. L
K. R BERRARE., KIBK. MR, EED
TR, 1 BUBERRYE . BIERFA . FFR 2. FFHREREE .,
FFA . BEALMERRAE 2%, FORIRHSREREE . T =4 HEAE
B, MREE, BEE, BIBEE. M, EEO
KEEE | FRMmeZEARE, infusion reaction, E &
rpMRIESE . MEKERIEMERE, . R, BED
BRI R, DIREE (D EME) - 4RIk -
O EMHISMIES) | IRIFEREE . JEEH M, EFLLE)
IR LT, MR ER Sl I A B o0 B P M &

10 2=y

@-3 BIFEROZEr-Cx R IEE LT

BIVER (REMMZEBICIN A, EEFENE. OFf
K. R, BVHFREIE, KEBK. NNBEX, EED
TR, 1 BUBERRS ., BIERFR ., A4, FFigEiEE.
FFo%., BEALPERBE 2. R AREREREE . T B HEaE
EE, MRiEE BEE, AIREE, KL EEO
FEREE, §FIRMA2ZEFRIE, infusionreaction, EE
RIMKREE, MERE R, i, X, BED
RIER G, AR IR, DIgEE (LEME) - Rk -
ODEMHIAMNES) . BN, EILE) Ik LT,
WEZHER XL B R R O B & B T % AT




BT HEMEEE L (BIEROZE-ORSIZE L
THERVOZEZZ T ONIFHICHDHZ L) E
HLICHE Y R BN TX BIEHINESTND T &,

CEE L BEHEROZECOMGICE L THREERD
XEEAZTONIFFICHDZ L) ELITEDR
BN TE DBEHINES>TNDHI L,
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U TR O B3 L EEAME O & 8L H)
RO U REORANRE
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EAAAAE I X DB O R (B FiEmE
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REEHEET A FT 1
=R (RETFHE#EZ)

(BR7E4 : A7V — R EE#EE 20 mg, 7V —REHEHE 100 mg, 72—
RAETE#E 120 mg, A 72— SR 240 mg)
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1. iILBHIT

EELORNE - REMOHROTZDITIE, B XEZICESWEBERFERARRD
biLd, SHIT, ITFEORFEMOESIC LY | SEERR 2 & OEFH2FHRIERE
FEEGPEABINDIFT, INODOEEMEZEICLNERBEITRMEET 2 2 & BSBED
MEL 2o THEY RFHMBEEE L EDOEARFE 2016 (AL 28 4 6 A 2 AEZERE)
CRBWTH, BEFNEERSOFERORBEIHEEZRE Z L LEnTV5,

FRERBRFERLL. BREEACEEM T e 7 7 A VRBEFOERL LA L IR
RBZENDB, Ok, AIEROEEMICET 5 BRSO ERET 5 E TOM,
UREEMOBEZRI XTI ENIFINIBEFICH LTERT L &I, BIFE
RARRE LRI NEB 5t bE & 52 L RFRee—EDBEM 2 - 3 EEEE TF R
THZLEDREETH S,

L7e>T, BKTA RTA TR, ARERBRLINE TR LN TV DEEFIEEH -
BFERRHICESE UTOERROERBRERZHEETIBEADLLELREM, £
FROEEEFELZ T,

R ATA RT A % MIATBHEANEE M EFRERREEE, ABREEEABRR
BRREEFS, —REEEAN B RBERANBES, —BEEEA B ARMRZES R O —/tt
MEANBA/NRMIE - DAZEROBADL LIEKR LT,

XMEERBERS : A7 VR ARRHE 20mg, 7V —RATHEFE 100mg, 7Y
— R REERE 120 mg, A7V — R AEFRE 240 mg (—Hk4 - =
mV~<7 (BioFHE#z))

HELRDPEIPR « BR IO TR F X ) L VE

NELRIPERVAE - BE., RAIZIFZ=ANr~T (B E#z) £ LT, 1E240mg
% 2 ARG ST 1 [B] 480 mg % 4 FWREIEIFGE CTAMEFET 5,
BE. NRICE=Ar~T GBEFHE#EZ) & LT, 18 3mgkg
(FH) %2 BEMBRCREFHFET 2, 2B, HREWOkg L ED
MNRIZIE, =R ~T BiEFHE#Z) & LT, 1E240mg % 2
BEFFEREIEL 1 [E 480 mg % 4 BEEMB CTABRET L2 H T
&5,

s R 5t ¥ E DR TEKRISH




2. AEF O, (ERBRF

F7 R EEERE 20 mg, FLAEFEIE 100 mg, [FATEERE 120 mg & ORRIFEFHE
240 mg (—4% : =AN~T7 (BEaTHEEZ), ST, TFKE L0 5.) i3, hEFEH
TEBKRRSHE AT Ly 72 BTV AL v ¥ —X 2747 (BMS) ) »
BE% L7-t k PD-1 (Programmed cell death-1) (2519 % & h [gG4 £/ 7 v —F A HuE
Th b,

PD-1 1%, EMAL L2V v %8k (T #HIfR, BAIIRR O F 27 4v% 7 —T #ila) RUVE
BERMAIZFRET S CD28 7 7 2 U — (T HIROEMH L2 BRI IE L AICHIET 525
T8 BT AZAEKTH D, PD-1 IR SMIRICHE T 5 PD-1 Y U F (PD-L1
BOVPD-L2) L#EA L. VU SBRICHIEIES 7L 2 L T U VR BROTEECIREZ
A ZHE L TW5, PD-1 U Ay RiZpifiRrnmMiatisc e h ok« 2R sk c #E
LTRy., ENBEAERED)CYR LIZEEEEKICR TS PD-L1 OB LIITROLTF
IR L ORICAOMHBERRH D Z L B3HE SN TWA (Cancer 2010; 116: 1757-66).
7 EMEGEAE CIEBRRE TMIRNELET A V¥ —T = T < (IFN-y)
IZL 5> TPD-Ll DXENFE SN, B8 LIZEBHBICHSIT S PD-L1 OFRHLIFERD
ATERAR & ORNCIEDHEBIRIR S & 5 & OE D H D (Sci Transl Med 2012; 28: 127-37)
X 51z, PD-L1 ZBHIFIA S 72BN AL, FURSEREDN CDS BBt T Mg OMiaEE
EMEEREI X T 52, 5 PD-L1 $ifAT PD-1 & PD-L1 L DS ZHET S L 20Mia
EEEEREIETS LN TRENTNWS, 0O Z &5 PD-1/PD-1 Y 7 PRI, 28
AR TURARRANR T HIRE» S ORBEZERET 2HFO—D2 & LTEALATY
B
ARFNL, KRB OFEED S PD-1 OHISMEE (PD-1 U F > MREE R0 IZHE L.
PD-1 & PD-1 U AV REDFEEEMRETLIZLICLY ., BATURENZ: T Mlanid
PEAL R O AUKRRA 54 DA EIEE 28T 5 2 & TR R TUERESI R 2=
ZENHERINTVS,

LR S . AFNIEMER T AH - RIBEREICRVEDS b D LS,
HHAF X ) L EREE RS L LEBEERRBREER L, A, TEMRUEE
HERFER ST,

A DIEFRREIC £5 < BEDRBERIGIC L 2REEREN S bbh, BEXIIELIC
T B AR 5D, ARIOBREFRUBERITIT. BEOBEEHOITTV., BENRE
BB AT RE L ERITE U M MRk & R A RO ERD & EHE LTl
GRENBE ATV, BECRERIGIC L BEIERASEDN 25T, BIBKEE SV
£ LR O 5EOEE R ME T 5 BERS B,



3. ERBRERAR
BRXIIEEMEOERAR T F ) VR BEOARFICEMEZITo - ERBERARD
BRAEERT,

[FahtE]
O ENFETMHEAB (ONO0-4538-15 Bx)

BEEOSHHEBHEENT LYo ~T RRFL BEFHERL) CIF, (7L
YORITT] LD ,) TR SIIARTHE O 20 iR EOBFITER M O AR
Uk U oNfERSE (ECOG Performance Status 0 XUV 1) 17 Bl &2 XF2RIC, AF| 3 mg/kg
% 2 AR CARREEE L7z, TEFMEER Th5E2FE (ET IWG criteria (2007)
WZES S HFIHIFEIZ L D completeremission (BLF, [CRJ &9 ) XX partial remission

(AT, TPRJ & 5,) DOFEIE) 1L 75.0% (95%EHEXM : 47.6~92.7%) Thotz, 72
B, FRNIHRE L-BMEIX20.0%TH 7=,

@ #ESME THRRBR (CA209205 32B%) (Lancet Oncol 2016; 17: 1283-94)

B FZiE MR E TRIC T LY o~ T L DIREEZIT - 18 UL EOFER
SUXEEEME D) V% ) U oNERFE (= — b B, ECOG Performance Status 0 &
1) 80 Bl xtBIT, &Kl 3mgkeg % 2 BRI TRIBFHFELZ, TEFMEE TH 5
Z3hE (BRET IWG criteria (2007) [ZE-3< FRHIEIZ LD CR Xik PR OFIE) 13 66.3%

(95%EHEIXH : 54.8~76.4%) ThH o7z, 723, FRANIHKE L7-BIEIX 200%TH - 7=,

@ EME I ARB (NCCH1606 #ER)

2LV AVUEOREREER L, poRfEEnEMIBEIC X 2EEECRV (BF
1E MBS DOIGEEIIHRE) . 1 BUE 24 MU T OHEHDOR I ) VA ER
Eptt o/ NREMERIEERE 25512, AF) 3 mgke % 2 BEFRTRIEFFE L.
ARBICEG SN 26005 L, HHAORY I V) VoEIR 1 FIERAANR SN, ZD
BBERAENE (2ET IWG criteria (2007) IZE S IBRE(EERHEE) 1ZCR ThoT-,

[Z4tE]
O ENF DFERBR (ONO0-4538-15 RBR)
BEFZRIIEMEBO LN, AF L ORRBEENEETERVWEEEFRLLHIIRD
biTe, FBEED S%ULOBERIXITEREDOEBY ThoT,



1 ZHEEN5%LLEOBIER (ON0-4538-15 BB

(REMMmITARIRE)

PN ¥ B3 (%)

EAE 17

(MedDRA/J ver.18.1) 4 Grade Grade3-4  Grade 5

2EIER 17 (100.0) 2 (11.8) 0
(iR 2RO WINIAEA =

=ik 1(5.9) 1(5.9) 0

Y BRI E 1(5.9) 1(5.9) 0
Hi L UkKREE

BEE 1(5.9) 0 0
W WREEE

FR AR REIR T E 3 (17.6) 0 0
Bk E

&R 1(5.9) 0 0

&5 1(5.9) 0 0

TH 1(5.9) 0 0

B4 1(5.9) 0 0

NN 1(5.9) 0 0
—i% - 2HEER LRSI OREE

P 2 (11.8) 0 0

ezt np VAN 1(5.9) 0 0

¥y 2 (11.8) 0 0

ZEEN 7 (41.2) 0 0

TEAE 1(5.9) 0 0
RRYUER X ONFAE BIE

FER 1(5.9) 0 0

fitig& 1(5.9) 0 0
BE. FEBIUCLEASE

TN S FUG 1(5.9) 0 0
ERARIRZE

FriREmRER T 1(5.9) 0 0

L/ NRER 1(5.9) 0 0

EEMN 1(5.9) 0 0

A i BRER 1(5.9) 0 0
Rt XL UOFEEE

&5V 7 AIME 1(5.9) 0 0

&7 bV v AMAE 1(5.9) 1(5.9) 0

BHRBGE 1(5.9) 0 0
TERRR LU SHARES

MEE 1(5.9) 0 0

i EAE 1(5.9) 0 0

AT 2(11.8) 0 0
IR REE

FEMEDHEWN 1(5.9) 0 0

G0 1(5.9) 0 0

K== —m RF— 1(5.9) 0 0
FEIEER. BOERE L UWERRREE

R B AR 1(5.9) 1(5.9) 0

TFREORIE 1(5.9) 0 0
R X O T ARk E :

Jii ESE 1(5.9) 0 0

B2 S FEhE 1(5.9) 0 0

SIERRR 5 1(5.9) 0 0

Z 9 ERE 5(29.4) 0 0

S 4 (23.5) 0 0




k. FEMRERE 16 (5.9%) . BEEEREE/ I A/ 3F—2 ] (11.8%) . KB -
HEOTH 1] (5.9%) . FFEERERES 1 1 (5.9%) . FIRERBERERES 3 # (17.6%) |
RREE 3 ] (17.6%) & infusion reaction 1 1 (5.9%) FRH BNz, /=, HEM
EHRE, O, Rk, 1 BUERA. SBEMEL/ OB MERETR, k. BHeES,
RIS, MK - MK, EEORERE, SIRMEERE, TEARERE, BRK
VL LI BERITEBD bneh o, KEWEARBERRIIEEES BRREERE LS
) EEUEIRERETT,

@ AL ETERER (CA209205 HER)

BEELITL 238/243 Il (97.9%) IZ@ED b, AFE ORRBEGEREETERVWEE
FR(L 185/243 ] (76.1%) IZFB® biviz, FHFEN S%ULDORHWERIITRO LBY T
b, |

#£2 FHHEBR5%UEOBIER (CA209205 BB  (All Treated Subjects)

BEBIKSE BiEx (%)

EAE 243 {31

(MedDRA/J ver.18.1) 4 Grade  Grade 3-4 Grade 5

2EIER 185(76.1) 48 (19.8) 0
MEB LR o REE

1 PRI E 13 (5.3) 6 (2.5) 0
WIS

R IR RE R T E 14 (5.8) 0 0
BRREE

2R 14 (5.8) 2(0.8) 0

TH 34 (14.0) 2 (0.8) 0

=i 24 (9.9) 0 0

& 19 (7.8) 1(0.4) 0
—f - EHFEER XGRS ORE

EF 50 (20.6) 2(0.8) 0

FEEL 21 (8.6) 0 0
#E,. FERBIVCUESHHE

EAIZRE D RIS 33 (13.6) 1(0.4) 0
FRIRIRES

ALT 5870 13 (5.3) 7 (2.9) 0

AST 3/ 14 (5.8) 52.1) 0

D R—E N 14 (5.8) 9 (3.7) 0
HERRR LU S HARES

SN 19 (7.8) 0 0
1R RIEE

BRYR 14 (5.8) 0 0
B L O TRk E

% 5 FEfE 21 (8.6) 0 0

1z 28 (11.5) 2(0.8) 0

72, FEMMER 15 6] (6.2%) . BEHRMARIE/ I A3 —19 ] (7.8%) . KB
K-EBEEOTH 66 (2.5%) . FFHEREREE 226 (9.1%) . FF& 56 (2.1%) . FIRER



HEREREE 28 ] (11.5%) . FRHARFEE 40 B (16.5%) . BHEREREE 4 61 (1.6%) . MMt -
BEIEZ 1) (0.4%) . EEOKEEE 3 6] (1.2%) . FIRMARZERE 1 6] (0.4%) |
infusion reaction 38 5l (15.6%) . F&Z 2 B (0.8%) RUNSE HIEK 2 5l (0.8%) A3FB®
B, 7o, EEMENE, LK. R, 1 BBERF. et/ MRIBD EERBER
B EER O T RAMAEREE IR bnRd oo, ARWERARBRRIIBEESES (FRIK
REMBEF 25T 28 EMRKRETT,

® EWNSE I MRAB (NCCH1606 #A5R)

HEEEIT 2526 ) (96.2%) (ZRD B, KAl L ORBEERNEE TERVWEEFE
513 23/26 15 (88.5%) TR biLiz, FEEEN %LU LORWERIITRDO LRV TH-
oo BBL26HO S, HHREKRTF ) oYERE N 16, NEEEEREERERE D
25 B TH Tz,

23 FEBEH 5% EOBWER (NCCH1606 REB)  (RMARTARER)

P N lIp s 5| BEx (%)

EARGE 26 15

(MedDRA/J ver.22.1) 4 Grade Grade 3-4

2EIER 23(88.5) 10(38.5)
FRARIRE

Y v REREORA 14 (53.8)  6(23.1)

AST #8/0 6 (23.1) 1(3.8)

B i ERER 8 (30.8) 1(3.8)

i/ NREIRA 8 (30.8) 0

R EREGR A 6 (23.1) 2(7.7)

[Nz R A= =i | 2(7.7) 1(3.8)

y—ZNEINVRT AT =T —EHEM 2(1.7) 1(3.8)

ALT 380 3 (11.5) 0

meFr vy F=8m 2(7.7) 0
—fE - EHEER X ORSEHAORE

ZEEN 5(19.2) 1(3.8)
BB X UK TS

BER BB 6(23.1) 2(7.7)

Z ) EEE 3 (11.5) 0
MiER LY VR EE

2 12(46.2)  4(15.4)
Rt L URERES

&7 VT I v MfE 5(19.2) 1(3.8)

=Xl BIE 2@ 0
B BREE

& 2(7.7) 0
BB L UREES

ERR 3 (11.5) 0
MER AR, BIERE X ONEtRRRES

TR 2(7.7) 0
HEERR X O A RS

ut)is3r 2(7.7) 0
RIS

) 2(7.7) 0
WIS



FEBIKRSER pl%x (%)

EAE 26 #1
(MedDRA/J ver.22.1) 4 Grade  Grade 3-4
B IR IR R A LI E 2(7.7) 0
PR IR RE K T 2(7.7) 0
* . AFRBRTIX Grade 5 DEEESIT Grade 4 & L TEHIEHEE (CRF) 1250
Iz,

72¥. FTHEREFEE 761 (26.9%). #WRREE 441 (15.4%). HEMERAIE/ I 4 /35—
361 (11.5%), FUREREREREE 3 61 (11.5%), EEOKBREE 2§l (7.7%) R OEEE
BEE2H (7.7%) BE DL, F£7-. 1 BUERMR. infusion reaction, S & HEL. T
EARERERES . TR, BUEM K. A2, MEMEMER, iR, iz, nERERERE.
BEALMEREE J¢, MR, BEEMFENE, EERMRESE, LK, DEEE, #IR0
BERIE, KBK - /DNBK - BEEDO TR, MK - fIRE. BIBHEREE, RigE, &
R OPERITFED b2 h o 72, RRIEARBEIRIVIBEESE S BRRREER T 2E5T)
ERUDERRE TS,



[ - &)

AEORFEFAEDEREES AV ZFIALIZY I 2 Lb—va 2k, A# 3 mgkg (K
B) Xi%240 mg % 2 BEIMRTRE LB ORB O MEFRES R Shic, £OR
B, K240 mg G LICBROBRBERIL. A 3 mgkg #HRE LAROBRER L K
LCEEEZRTEFRHENZLOD, BARABECBVW TEAREIER SN TV
- & (10mgkg z 2 BEERTHRE) TAAZKRE LBRORER & i L CKE
FRTETFRENT (TR, Mx T BHROBBICRIT DT —ZICEDSE . AFH 3mgkg

(fRE) XiZ240 mg % 2 AHER TR E LEBEOARF OBRER L AT L e &
DEEZ BT ABRBERIGT T ABEESN, UREEEIC OV TR BT DI,
FROME - BROHETESMR R 2EICHARRERITRV ETRISHT,

£3 FHROKWGENF 2 —F

}%H} . Fﬁi Crnax Chmind14 Cavgdl4 Cma)gss Cmin,ss Cavg,ss
(ng/mL) (pg/mL) (pg/mL) (ng/mL) (pg/mL) (ng/mL)
U 516 16.6 243 113 62.1 776
mg/kg Q (35.2,70.8) | (10.7,24.5) | (17.1,33.9) | (75.0,171) | (27.1,107) | (42.1,127)
727 235 34.1 159 87.8 109
24l mg LW (51.1,103) | (15.2,34.6) | (25.1,47.8) (102, 254) (41.5, 158) (62.1, 187)
191 613 90.8 398 217 278
10mgkg Q2W | (147 219) | (512,79.2) | (79.0,114) | (331,532) | (184,313) | (237,386)

RRE (5%, 95%5) . Q2W : 2BRIRIFGE. Cmax : FIEIREH OB R MiEFIRE. Cminas : FIEIREE14
A E L:Bbj‘éﬁﬁmiﬁq:(&g\ Cnvgd14 : ?7]@&‘5?&145 E i—(\\@iﬁi@myﬁrﬁ]gﬁ{\ Cmax,ss . ﬁﬁ%ﬁ;b:ﬁ
T A EEMIETEE . Cons : EFREBICEIT 5 BIEMFETERE, Copss - ERREICRT 2 FHMES
R

T AROBEFAEYEBRETTAZFA LY I 2L —v 3 VTR AH 480 mg
% 4 ERRR TRE UIBARO AL - RS TR S LB AR O miE PR E SR
i, FORE, AH 480 mg 4 BEMRCTHRE LIZBEOEFRKREBIZE T 2 FiMm
BHEE AT, Cagsl EV 5, ) 1X, AF 240 mg % 2 BREIFR THRE L7CBRD Caygss
LERT B ETFRIENE (TR) . £72. AH 480 mg % 4 BREIME TIRE L7BROE
BHWREBIZB T ABREMIETEE AT, (Cuxs! £V, ) 1E, &K 240mg % 2 BEH
B TG L72BED Cons B L TEEZ T E TRISNIZ DD, BANBEICE
WTHARURNERENTWA A - AR (10mgke 2 2 BEERTERE) THAlZKRE
L7BED Craxss & B L TIREZ T L FRISNEZ (TR) . AT, BROEEICE
FBTF—ZITESE, KK 3mgkg (FE) F721% 240 mg % 2 BRI, &L I13AHA
480 mg % 4 AR TERE LIZBOARK OBREER & A2 XiTe et & O FE 2R
TAHARBERGETNVPEEIN, YEBEEC OV TREB TR, LEEORE -
FEOHB TADMER NE2MEICHARERZR TRV E TRIS T,



R4 FHORYEIB T 2 —F

FERE | o) | o) | oD | Gped | GemDh | Gge
s (35-521 -;50-8) (16-25??0-3) (21.32T '4(1)3.9) (75.&3171) (27.612,'107) (42.717,'?27)
240 mg Q2W (51.712,'103) (23.?,;?9.0) (30.:?-20.9) (10;,,5354) (41?57,';;58) (62.11(,)9187)
480 mg Q4W (10;?;07) (15.25?17.4) (37.?)?-;)4.8) (14?,1 g36) (27.751,i37) (62.11(,)9187)
et (142);22) (86.95%.?32) ( 101,1 ?48) (323??25) (181,1 :oz) (232,7277)

PR (5%4, 95%4) . Q2W : 2ERIRIME. Q4W : 4BREIREIFE. Cma : FIEIEREE DR E M P MEE,
Cmind2s : FIEI&E5%28 B B2 BT 2 BARMIEFIRE, Cavears : FIEIRE#%288 B £ TOEHMEFIRE,
Cmaxss : E#%Fﬁ(:%@f%%%mfﬁt‘“?ﬁ)ﬁ\ Cmin,ss . Eﬁ%%‘:k)”‘ Z)%{E_Emigq]iﬁg\ Cﬂvg,ss . ﬁﬁ%ﬁ?

3813 B T PR
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4, HEERIZOWT
AR L UCHERRERE (&%) NBEonTnAZ b, YmariE
EICERTE MR THILERD D, TO LT, A OHRENEYR2BEZDH - &
E L. ﬁﬁ@ﬁﬁ’i@ﬁ%&@ﬁﬁ%%ﬁbt%’ﬂﬁ?é’kﬁﬁ%&tw\uT
ODDO~QDTARTEH-THERICBWTERTAXETH 5,

@ MRIZOVWT

D1 Fied (1) ~ (5) OWVTNHTHYTIMRTHD Z &,

(1) BEEBBRENIEET S0 ASREELFBES ERER R A BREERL R,
H A A2 OB HERL SRR . B A A RN, ANES ABLEIRRT. NRDS AEE
bR )

(2) FrEHRERPT

(3) HEFFRMEBENRIEET DDA LEEERE (BABRESEE TR, 25 A2RES
Bk, NABREEHEERR E)

(4) ARALFRIEREZRE L, ASREFREME | JOISSRALFFEMNE 2 Ofesr A
R DR EIT> TV Bk

(5) FLEMEEEXRILS B EINE O EHEICR 2 B 21T > TV D R

D-2 WHAF X U U REOLEREE R OBITER IR O 3N 47 72 k0w & #%
Ba i oER (FREOWTINICEY T AERM) 23, YR OAZICET 218K D
EEELLTEHBEINLTVWAZ &,

*

o  ERfGIFEEL 2 FOVETHELZET L2 5 FLU EORAIRRDERKRIHE %
[FoTWAZ L, 55, 24 T, BAEMEEY XL LEBKREREZOMEL
IToTWAZ &,

o EfGIZEEE 2 FONBTHERZET L-RIC 4 FULEOBRKERETAELTWND
L. 9bh, 3EUEIT, EMEBBEMEE O AERYERE S DRKR KT OWHE
BITHoTCWAI L,

o EMIGRITEER 2 FOPMTHELZET LIc&IC 5 FUEO/NRMEROVNES A
EET/NEBRREREAET D L,

@ BENOERMKFREROBHIZONT

EXLIEREHINLETI2ELADIRBSL, BECENLOEREQD, AU - L
S ERLMIEROETERR VEMSEICNT 2 FHRRE. AFERBIRELIHEORE
5%, SHREBENIITONDEHINE-THDE L,
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® BHER~DRIHIZONT

@-1 HERRAHIZEE T 2 BN
MEMMRBREOEEZBIEANTEA LZERIC, 24 FFRIZEEHI O T, Y%k X

TGEEMRRICEW T, BHRLUZEWERICIE U TAREER D CT Z0RIMER OERI M

ERBREORRNLE BRI/ LN, EDICKHIGFREZERIBNESTNEZ &,

@-2 EFRNEFEEFICL28FERNNICETAER

BABRICEED 2 FMANRMBRE OEREE AT 2 ERESEVBIERAE=2) 7
EEOTERDRAI ) —= U T EITVEIRE L EREIH TE 57— AEREHINE
HENTWBEZ L, 2B, BHEEFICOVWT, DABE L ZFORECHICEMENT
WBZ &,

@-3 ElfER ORZELHISITE LT

BIfER (REMERMREBICMAZ, BEEMHENE, D%, Sk, BEHRRE. KBk,
NES, EEOTR. 1 BUMERP, BUEAT/L. AT A&, FFHREREE. AT, BLIEmE
%, FURBMEREIRE, TERMAEERS. MREES, BEE, BIBES, Mk, EEOK
JEMEE, FARMAZZEEIRAE, infusion reaction, EERMIRMEE ., MIKERMEMERE. i,
BER . BEORERIG. i REE, DIRES (DERB) - RIK - LEESUES) |
IREFERES, RS, EFLE) (Ix LT, SRERSULEMEREEOEMELE TS
EhD L EE L (BHEAOZECHINICE L THERVUDXEZZT o254 H 2 Z
&), EBLICHEDRAENTE 2EH1E-TNDS Z L,
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5. BREXNRLRDBE
(A2t BE+ 5 FIR]
O TROBEIZBWTARDOAEZMENTRENLTVD,
o HAFEMBMIEBHEENT LYy~ 7RI XIRHE O /B3 X OLE
BHEO TR TV U EDORNBRE
o 2UVRAVUULOBEELZA L, oS nEIRBHEIC X DTRRED 2
(B & mEMRBHEOBERBEIIFR) . BREXIEREDO KRR F )
VRRED/NRBE

@ T£=&%¢6$% IRt B AR D5 R OME B T EIC W TR, AFI OB RS
MM ESNTELT, AFORERHRL 2BV,
o ALFEEIERIREOBE
o MMOPEMEREA AL TRESNDBE

(Z2MicBEd 3 FE]

O TRIEZYUTIEFCOVTRAFOBRENERE SN TWEZEnb, BREZTT
P el g
o AFORSIIR LIRBIEOBEERED H 5 BE

®@ BEIOFTMIZB VT FRICKS T2 BEFIC OV T, FROBREITHRES N2

. MDOIBFCERBE R 2VEAICRY . BEICAREZFERAT 2 L2BETE D,

o BEIEMRERBOSHFXIIBEEDOD 5 BE

o JEEEHRE CRIER 2R 5 BE K OVEEIME O B BRI o RGE2%
LD RIEMEELNRH LN D BE

o HIDAERBOSH. UTBEMNZE L IXEREO B B REOBERED
HoHEE

o JREEBHE CGEnESMRBEELZESD) OHDEBE

o FEEORREIIBEEEA T HEE

e ECOG Performance Status 3-4 ®V 0 BB

(£ ECOG ? Performance Status (PS)

Score EH

0 | &<MEREHTES, BRATLRALREEBEIHIREATX S,

AEENZE LVEBNIRIR SN 525, SITRIRET, BAEECE > TOEREIITI 2 LB TE 5,
Bl BWERE, EBEE

SATARETE A DFDEIY O Z L i3+ N THEEMEEIZTE R, BFD 50%U EiFXy FATEIT,

BON7-BSOHEDEY D& LNTERY, BHRD 50%U EE2~y ROBVRFTRIT,

HlwinN

£ BTV, BAOHDEY DI LiFEL TERY, BRIy FABRFTRI T,
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6. BEIZBRL THEETREEE

O WNXEFITMZ, HERFEESE PR T 2 EREITE D & ARA O F5E R ONE E4E
RAOTDITHBERERETTDICER L THhLERT I &,

@ REBRMBIZEND, BEXIIZOFEICEDER NMEREEZ oA L. REZS
Trb&RETLHZ L,

® FREWEAD<RXI AL MZHOWT

FMEMMERBES bbb Z ERH DT, AFOEEIZH T > Tid, BEKRIE
W (ERREE, ik, BEE) ORBRUKE X RREOEHRSE, BEE2+5
WITS 2 &, Fo, MEIDSUTHEE CT. MiE~—V—50KRELERT S
& B

AP DO EGILEE D infusion reaction (2 x TRAKIC+S X InD T A%
BEITo72 ETRET 2 Z &, £72.2 B B LD AHFIFE 5-KF 12 infusion reaction
BHLONDEIELHLDT, KFREGFTROEFEEKRTRII AL ZLdA
vERET 5%, BEOREBEHSICBET HZ L, 728, infusionreaction %
FELZHEITE, ETORBERVERPELIZEE T 5 TREZ Ho8E8
T8 25,

R ERES. TEAEEERVRIBEENHbbNDZ L1 H D DT,
AR O 5-BASART R O 52 P IXE BB A WHERERRZE (TSH, #EHE T3,
VEHfE T4, ACTH, I =L F Y —VEDREIE) 2EmBT 5 L,
AFNOBEEIZLY | MEORERISIZERT 5 & B2 b~ R RBREE
BB ENHD, RENRBDONEZEIZIE. BRALEBRIIL U
HRIR 72 507 & BB A FEOERD LB L CHEUIZERRZE 2TV, BE0RE
FISIZ X 2BIER R BN 558101, AROKREIFHIE, RUORIBRE R
NEVRIODBREEZERTDHZ L, 2B, BIBREFRNVEOBRSIZLYEIE
MOYENRBD bNRWIBEITIE, BIBRERNVE LSO mis & o8 in
LEBTDHI L,

BEXRTHR, ZORB» I ARB L THhoEWERARERT 2L RHE70,
AR OREKTRICHBWERORBRICHSICEETHZ &,

1 BUBER (BUE 1 2R R 2 2T) N bbb, BERFAES TV F—v 2
CELZERHLOT, A, Bl BHEFOEROREBLMFED LRI+
FEBTHT L, 1 BBERAENGERLONZHEITEELPIEL, AR ) V8
ROBREFEOBYZNEEZITI>Z L,

BIRERT . FFARE, IFHREREE. k. BIMBRERRS bbb Z L1355
DT, EHWICITHEEREZITV., BEOREZ+SICBETIZ L,

@ ABIOBEERBRICBWT, BEBREND 6 P AUMNIZ S BREIZ iz, FH LKL,
BEHBEN O 1 ETII REAM I L ICEIEOFTMEEZITo T\ L 2BET,
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