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| PREPTRE N | mEEEW (B) & K
Frooml K
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(& FE K

=R~ 7 (B z) BFOGESEHHEET A K74 >
(HFHPR T T U U NE) Ok EIZ DWW T

PR BOE & SO AR ST B 2016 (CERL 28 4 6 A 2 HEEIE) 12
BWT, EHMEEGSOERHORBE(LHEEZX L Z ENEVAENTZ &
AT, HOHER G A BIC LB B IR T D 7 O 1S Sl HE AR
A RTA v Z/ERR L TWET,

=R~ 7 (Bl z) ®H (RE4 - 472 —R AT 20 mg,
[F A ERTE 100 mg. [FLEFEERE 120 mg K ONFEETRE#H7E 240 mg) 2 i HAY
RYF Y NI L THERT2BEOEEFHIZOWTIE, =RALr~>
GBI 2 ) BAI O Fw E AHEE T A4 T A > GE/ANHRa s, iR
G, BHSHERE . MR, AR O U o, B, M o R
&, mHE~A 77734 MAZEE MST-High) 26835515 -
B e OV ) O — S EIC W T ) (B 248 11 B 27 BAF T 3R SK
TR 1127 1 5 RATEE EIR - A AERERLFEEEHREEET) (1
X RrLTnET,

S, =<7 (BE ML) BANCOWNT, AT XU o
JEIZXF T 2 HE - HEO —HMAENEKRB SN EFITHEN, Y%A KT
A UEMROLEBDKEWTZLE LD T, H5EWNOEREMER K O E %t
THEMEBBHNLET, R, WEZROREEHHEET A N7 A4 0%, 3l
wWEED LB TT,



TS

HHAR O ) CoRBEO R HAEE T A KT A v OkETEPT (B 0% RER)

B IH

Y= (FHELERD) Y= (B yH AR ERHIBR)

2= 1. [ZL®IZ 2= 1. [ZL®IC
(%) (%)
B, RKTA RTA4 0%, MSATEHE NEKME B, RKTA RT A 0%, MSATBHE NEK M E
R S AR AERTEN B AR IRIES 72 A ST, S EHIE N B AR IRIES 72
— AL RITEN B ARBRRARES, —RFETE AR — i AEEIE N B ARG IR ARHE SO — iR EVE A
AR T O A FE N B AN « 23 A AARIMIEF=OW 10 b EAER LT,
FEOWIIO L SRR LT,

2= KL DAL HE 2= *gLe oL - HE
Wi, A=A L~T (BETH#iz) &L Wi, A=A~ (BETH#iz) &L
T, 118240 mg % 2 ¥ REIRIRE XIX 1 [F] 480 mg % 4 T, 181240 mg % 2 B REIREIMESLE 1 7] 480 mg % 4
1 I TR C R F R T 5, T AR T AT D,
W NRICIE=AR L~ GEEFER ) L L
T, 1A 3 mg/kg (RE) % 2 i H][HRE C Al et
T 5, B, KE 40 kg L EO/NRIZIE, =AL
~7 (Eaf#z) & LT, 15240 mg % 21
[l I B 13 1 8] 480 mg & 4 A [ e C el it
HZLHTED,

4= @EWNF I AHER (NCCH1606 55R) (® B

2 LU AL EDOIBERE A L o[RS e




JaBAEIZ X DIRIRIED 2wy (H i i AR R Al
DOIGEREFFFR) . 1 bk b 24 LT OEHEMED
BV Y N OBEEE 0D /) VB [ 72 5
BE 2SI AH 3 me/kg % 2 JH [ R T AL
EE LTz, ARBRICEERINZ 26605 6, fil
AR U NET 1 FlRAAN DI, Z Dk
B#A%NE (2ET IWG criteria (2007) (ZES5< 1A
BREATEERIEIE) X CR Th oo,

7A=Y

OEWNE 1 fHFER (NCCH1606 57)

HERLNT 25126 B (96.2%) IZiBH B, AFL

DRFBEFEDEE TE WA EFEGIT 23/26
(88.5%) IZad biiz, FHRD 5% EORIE

X TFROEBY THoz, BB, 266D 5

AR R Y SR Y 1 B /N [

TR ERE N 25 Bl CTH o T,

3 FBHEDN 5% EOFEIEH (NCCH1606 245)
(& EEfNT X )
(F )

7R, IFHEREREE 7 B (26.9%) . FHRRFEE 4 fi
(15.4%) . BEBUHEMRIE/ 2 A 23F —3 41 (11.5%) .

(@ B




FOR RS REREE 3 ] (11.5%) . D ZJEREE 2

Bl (7.7%) K OEHEREREE 2§ (7.7%) 25583 5

Nic, F. 1 APEIRYE . infusion reaction, 5 & 9

fge, T IEABRRERRE . ATJE. BUEATR. AFA4E.

AR VER R, A de, WitZ, (M EREREfRE, ik

PERBAE 7% B L, EEORE A E D E . EECRS 7 i iR PR

F DA, OB . ERR R IR, KR -

2+ T AL SR - B . SRR

AR AL OBES 00 B o T, A

AIEHFEBURDL T B 5 (R AR R A 5 25

tr) 2 ETERERE T,

11 ~<— D-1 FREd (1) ~ (5) OWTNNITEYETDHHE | 9 X— D-1 TiLd (1) ~ (5) OWTINIZiEYS T 5l
EThHZ L, BTHDHTZ &,
(1) BTGB REDFEET 52 Az hE B S (1) BTGB RENFEET 52 Az s #E L Sp
BesE  (EE TR DS A S RGBS HL SR PE, Huss A BedE (BB IR DS A2 B EEIL SR PE . Hlsks A
PRI RS, MRS AR, NEA A PSR, U AR R &)
PLEIHEBE, NS AE SRR R £

11 _= O-2 HHPHAR T F U U EOLFEEEL R | 9 — O-2 WA AR T XU o EO LTI E & OVE

VR ZEBLIF DIl 247 7 ek & REBR & FF-o = il

(FROWTINITEY T DERM) 25, Y%
FORFNCEAT HBFEOEEF L L TRE ST
WHZ b,

TERFEBURF DRSNS A0 70 0k & #EBR & RO 1= il
(FROWFINITEE ST HERM) 25, L%k
FrORFNCET DIEBEOEMLFH & L TRE ST
WHZk,




#

- ERRFFEUS% 2 FOYMPHEZE T L7-1&IC
SHELLEOBAIRIRDORRIHMEZIT> T\ D Z &,
95, 2L R, AL E T & LT RRIE
BEOWHEARIT> TNDH T &,

- EATGRFFEUSH% 2 FOMMIHE ZE T L7211
AL FOBRRBREZEAE L TCNDZ L, 95, 34
VL bk, i i gs B O 03 A SRWIRE & 5 Tl
IRIEF-DOWHEZ{T>T\nDH Z &,

- T ISE 2 FOYMHEZE T L7-1%IC

5 AELL B/ NR IR K OVINRAS A % B e/ )N R BB

AN = I IR

#

- EERFFEUS% 2 FOPMHEAE T L7-1&IC
SHELLEOM IRIEDORRIHME T > T\ D Z &,
2B 2L BT, BAEYRIEE & LR E
BrEOWHEZIT > TWNH T &,

- EATGFFEUSH% 2 FOMMIHE ZE T L7-1%1C
AEL EOBREBRERE L TCND I &, 9 b, 34
VL bk, i gR B I 00 03 A SR IRE & B Tl
IRIMIEFOWHEZ 1T > TnDH T &,

12 X—¥

@-3 RWERH OZEr-exSIZBE LT

BIVER (VMR BN 2. EIERBESE, O
K. Ak, BBUTRARIE, KIGR. /Madk, EEZO
T 1 RSBEPRIA . BIERT 2R A4, TR RE R
P95, Wb MERRAE 28 . HUIRIRBEREFR . T (A HE
PR FRRIEE . BIEE, BIRREE. MK, EEO
g PR FrR AR ZE42E . infusion reaction,
PR MR E RIEGRE . REEZ. ESe. WEE D
o RO IRRR VL EE M DR S (5B ) - ARIR -
OIS ) | ZRZFERPS | TS H i, B FL5E)
2k UCL Y E% R S MR = R B o0 B P MR A

10—

@-3 RWERH OZEr-ext S LT

BIVER (VMR BN 2. EIERREIE, O
K. Aok, BEBUTRAIE, KBk, Madk, EEOD
L1 AUBERRIA . BIERT 2 A4, TR RERR
FFo% . REALMEARAE 28 . HOR PR RE R . T HE{AHEHE
P MRRIETE . BIEE . RIBREE, MK, HEO
&R RIS ZERE . infusion reaction, &
PR MERE RIEMRE, R, . WD
G KOs IRRR VR EE M DR (055 ) - AR -
O PN ) | M I, BEFLSE) (2 LT
YRt ST B = A B D REFIME A B T 2 EEAT




A DEREHEEE L (BIEH OB RIS L
THEEAOXEEZTONLRJMICH D Z L), E
BT R AUE D TE DIRH - T D Z &,

EHHE L (BIER OZWr-ox B L CHRE LY
THEAEZTONDFKMEICHD L), BHHITEY AR
ALE N TE DIRFINE S TND 2L,

13—

5. BExIG LI bR
[ MEICBE 3 5 F1A]
OTERDOBEFICE W TABDOEZIEN R I TW

Do

s BEFREMGHMEBHENT LY X< T
FRPTME ST AT 2 O 75758 ST EERME Oy By
RYF Y RED RN BE

o 2L AU LOIEEREEA L, A olEFE i

e AR L DGOV (B FiE I &

MR DIEFRE T FTFE) . FFE TR YED

HH R YR L oNEO/NREE

11—

5. \ERRERDIEHE

[BZhEICBE 3 % F1H]

OB FiE MR L T Loy X o~ 712
PUME AR O 138 AT ERRME O A A %
U NS B I TT AR G A ST
RS




BEFEREETA FT A v
=R~ T (BisFHE#Z)

(R7B4 : ATV —BRMEEE 20 mg, F 70— A KHEFE 100 mg, A7 P—
RNEEEDE 120 mg, 27V — R EHEH#HTE 240 mg)

~HE IR D% Y LS~

YRk 2 944 A (£ 349 AT
REFBE



SR/

SNk w =

X HIC

KB O, 1ERMBET

b DR A

g 122U T

WhxtG L 72 B B
BHEIZERE L THEHE T R&EFH

P2
P3
P4
P11
P13
P14



1. iXL®Iic

R OB - BEMEOHEROT-0OIZ1E, P SRS IS o5 E e 23k o
BND, SHIC, ITEORFEHFOMERRIZ L0 PUREIRG 72 & OB 72 5 E A%
FPEREDERINDF T, IO OERMLZEICNERBFIRMET 2 2 & B3RO
AR & 7o TR Y RIEMBGEE & O FAT #2016 (R 28 42 6 A 2 H EERE)
CRWTH, FERNEOHEHORE(LHEELZ XD Z &L L ShTWnd,

B E R FEIR I, EEEAO RN T v 7 7 A VBB FEOEIR G & B 5 M
BRHZENDDL, DD, AHMEROLEMHEIZET L ERNH0EET 2 E TOM,
WK EI OB E LR 2T 5 Z EDRMRF SN BT K LTHERT 2 & &bz, BIE
FMRFBL L 7B B et & & B 2 & DS ATRE 72— 18 OO BLE %35 7= 3~ = g RS <
THZENHEETHD,

L7z oT, RIA FT ATk, BARBRERL ZNE TIXELN TV S EFIFHY -
BHE RN EED & | DUT O RSSO feii 72 5 2 HEHE 3~ D BLA s O M7 i & %
FHROEEFRHERT,

BRI, RITA RTA 0%, MSZATBAE NEIR G ERESROHE, NS HHEARR
BRIRIE s, — M ENEAN A ARBRRNFHE S, —FEENEA B AR MK 2 Okt
M¥EN B A/ NI « BDAFROW IO EERR LTz,

%G L I B EMNL ATV — RS EE 20mg, A7 Y — R AR EE 100mg, AT
— RN 120 mg, A7 U — R AERE 240 mg (—i%4 - =
R~ 7 (BisFHHZ))

RELEBRDMEIAR « FFFESUTEEIEDO H AR % U Nl

HELRAMERONE W@, RAICIE=RL~7 GBEFHEMZ) & LT, 1[240mg
Z 2 TG S 110 480 mg & 4 A EIEE C Al siET 5,
HWE, PRIZIZ=Ar~T (B E#z) & LT, 18 3mgkg
(IRE) # 2 JRFEFER CREFHET 2, 728, KE40kg 2L EO
IR, =RV~ B ffiz) & LT, 1[A240mg % 2
TR SE 18] 480 mg & 4 BEMFIE CREHET 22 &6 T
=5,

B I 9B 3 OF /NP TERRUAAE




2. AFNORE. ERAEF

F 7V — R I ERE 20 mg, [FATEERE 100 mg,  [FLAEEE 120 mg K O] A ERE
240 mg (—f%4 =R ~T GEEFHEEZ) . LUF, TRAL Svdy) ik, /PSR,
TEMRSEAZ L 7 2% BTV AR -~ Y —X 2747 (BMS) ) 2
BAZ L7t b PD-1 (Programmed cell death-1) (Zx3 %5 & Ml [gG4 € / 7 1 —F LHUlR
Th b,

PD-1 1, V&ML L7 U 8Bk (T Mifd, BMIK OV F = 7 4% 7 —T i) KOvE

BERAIIC R BT % CD28 7 7 X U — (T Ml OTEMEAL 2 MBI IE & BUHIE9 5 5
FHE) IR T2%BKTH D, PD-1 I PRI RMIIZFEELS S PD-1 Y 7 K (PD-L1
KOYPD-L2) EfEA L. U o SERICHfE Y 7 fngE L C Y R ERoiEM (IR E A
BIZHET LT\, PD-1 U NIZHURER ML b b OFk 2 22 IEEHHAR I FE B
LCHY, BEMERAEEE )OI L EEHEMRICIS TS PD-L1 OFBL & itk DAAE
i & ORICEOMEBEBRRH 5 Z &l E STV 5  (Cancer 2010; 116: 1757-66)
F 7o B R ANE S CIXHERE T MRS EET 54 ¥ —T =~ (IFN=y)
\ZX > T PD-L1 OFBENFHEE SN, 58 L BEEMAEIZIS 1T D PD-L1 ORI LI O
AL & ORNCIEOFEBARIR R 86 5 & DA & 5 (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 Z 5@l 5B X S7- A A ML, PURFFEL CDS Btk T Mleofifu =
TR 2T S ¥ 528, U PD-L1 HUAT PD-1 & PD-L1 & DA ELET S &2 DMl
EEEENREIET 5 Z EDNRINTND, FDIZ &5 PD-1/PD-1 U # > REREEIE, 2
AR TR R A7 T AR D OBBEEZ RS 287 D—2 & L TEZ LT
Do

ARFNL, SR OFEFH & PD-1 OAMfESME (PD-1 U F > RfSAEE) SRS L,
PD-1 & PD-1 U A Y REDFEEGEIET S22 LICX Y, BAFURRFRNZ T Mlaols
PEAL R O AUHII 63 2 A A5 = 0EVE 2 H9R 5 = & CHHGEI AR PSR B4 R4
ZEPHER SN T VWD,

IHNOOFEN S AFNTEMER T 2872 2RIl V155 b0 L HIRF S i,
LA U U VONEREE ARG & LT ERIRRR A S L, Ao, et R OEE
PED R S 4172,

AFNOVE ARSI TS < EEEORPEROST L DRIWERSER & 6o, BEXIIFETIC
B TR D B, ARG R O S 81T, BHEOMEE 1T, R
i & TSI, 6B L T S RICI U7 S0 A Rl & 0 2 o B & S L il
YRR W 24T\, 8 ORI KX D RIWER N DD 5E121E. BIRERER LV
L HID B E OO IMEE T 5 BER D B,



3. EEFRRE
R SUTEEEPE O AR U 0 U N EO AKGRERIZ BN &2 17 o 7= 72 g R 5k o
RS &R,

[ B 2hE]
O EWNE DR (ONO-4538-15 #lER)

HFEE Mg e N7 LYo~ 7 N Fr (EaHEfz) OIF. 70
YYXR T L D) ITHRBUIMESUIARIA D 20 mi A O PR S THEERE O LAY AR
UV U oREEF (ECOG Performance Status 0 &2 OV 1) 17 Bl & 54412, AK| 3 mg/kg
Ze 2 JAF M CRMEERE L, FEFHMBEE Th 528803 (UGET IWG criteria (2007)
\ZHED < HILHIELZ £ % complete remission (BA T, TCRJ &9 ) Xi partial remission

(LA TPRY &9 ,) OFEIE) 1E75.0% (95%(E5HHIXH : 47.6~92.7%) ThH o7, 72
B, FAMIEHRE L7ZBHEIX 20.0% THh > 7=,

@ Wt WARER (CA209205 #%) (Lancet Oncol 2016; 17: 1283-94)

H F & M AR T I T LY T o~ TS X DR A% T 7 18 sl E DR
SOTERRMEO YA U v U UoNEESE (24— § B, ECOG Performance Status 0 &
1) 80 Bl & %51, AH| 3 mgkg % 2 FHRIFIFE CAMEHE L7z, TEMEE THD
ZEh= (BT IWG criteria (2007) (2353 < HIRHEIZ L 5 CR XX PR OFIE) 13 66.3%

(95%(EHHIX[H] : 54.8~76.4%) Th o7, 72k, FANIHE L7-BIEIL 20.0% THh - 72,

@ [EWNE 1T FFE (NCCH1606 #5x)

2LV AU EOWREEAZA L, oo RAEE S X EREO RV (BHF
Y& M AL D IRIRIR T . 1L L 24 iDL R OBEHEPED R V% U w oY O
FERTE O /N RN E TSRS B 2 R, AH 3 mg/kg & 2 3 M MR TR ETE L7,
RBRlzsgks 2605 H, HHAYER XU oNEIT 1 FIRAANL DL, D
e ERANE (2ET IWG criteria (2007) 12355 < JBBRAETERTHE) X CR Tho7-,

[Z41]
O HENFE DR (ONO-4538-15 55k)
AEFRIIEONGRD b, AH & ORRERPEE TE RWAFRER L EHIGED
bITc, FEHRDN 5% EORWEMIITERD LB ThoTz,



F1 FEERP 5% LEOEER (ONO-4538-15 B (LRt SEH)

ZRE RIS B (%)

FEARGE 17 15l

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

ERIEM 17 (100.0) 2 (11.8) 0
MR E Y > RbEE

2 ifn. 1(5.9) 1(5.9) 0

U BRI E 1(5.9) 1(5.9) 0
Hi L OskKEE

S 1(5.9) 0 0
PN AR

PR BB REA T i 3(17.6) 0 0
E e

i3 1(5.9) 0 0

{50 1(5.9) 0 0

T 1(5.9) 0 0

[ZES 1(5.9) 0 0

L 1(5.9) 0 0
—% - EFEEER X OGO REE

957 2 (11.8) 0 0

e S A 1(5.9) 0 0

PR 2 (11.8) 0 0

FEER 7 (41.2) 0 0

s 1(5.9) 0 0
JEYSIE RS KOV HUE

RE% 1(5.9) 0 0

fiti g 1(5.9) 0 0
BE, PEB X OLESIHE

HEAIZPE S RS 1(5.9) 0 0
BRI AT

R RE AR A S 1(5.9) 0 0

IR E A 1(5.9) 0 0

IR 1(5.9) 0 0

H i BRE R 1(5.9) 0 0
R L Ok hEE

&Y w2 1(5.9) 0 0

K~ U 7 AifE 1(5.9) 1(5.9) 0

BN RIS 1(5.9) 0 0
T Hs R E L O A MLk

RA Hiivi 1(5.9) 0 0

(RES 1(5.9) 0 0

7 P 2(11.8) 0 0
PR SRR

TFEED F 0 1(5.9) 0 0

SR 1(5.9) 0 0

K= 2 —m N F— 1(5.9) 0 0
MR g, MERds K OMthRkEE

TR i R 1(5.9) 1(5.9) 0

FRIEDORIE 1(5.9) 0 0
FeIE 8 X O T fkbE

i B 1(5.9) 0 0

TG 2ENE 1(5.9) 0 0

STERR I 2% 1(5.9) 0 0

) FENE 5(29.4) 0 0

5 4 (23.5) 0 0




¥, FVEMENZE 161 (5.9%) . BEBUHBEIE/ X A/ 3F—2 il (11.8%) . K7k -
HEDO TR 1A (5.9%) . ITHERERETE 1 61 (5.9%) . HURERFEREREE 3 6 (17.6%) .
RS 3 1] (17.6%) M OFinfusion reaction 1 5] (5.9%) N#Bd bz, F£7=. HIER
BERE, DR, e, 1 BIHEIRIA, SRl B/ TESREER . TR, BERERRE
RIS FRTE, Wk - BB, EEORFRE ., HRMRIERIE, TRAERERE, PR K
VDS E S ERITIRD bR Do 1o, REWEHFHBURIUIEERS (RAREEERE 4+ 5
te) ZEUEEREZ =T,

@ WEAME AEFER (CA209205 #X5R)

BEREGRIL 238/243 5l (97.9%) IZRD B, KKl E ORREBEENREETE RWEE
FEUT 185/243 B (76.1%) (ZF8 8 BTz, FBLEN 5% LORWERIL TRO LB T
ol

F2 FEEWN 5% EORIER (CA209205 3ABR)  (All Treated Subjects)

B e PN | B (%)

HAGE 243 fl

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

RIVEA 185(76.1)  48(19.8) 0
MmiEds KOV >R fEE

I R R E 13(5.3) 6 (2.5) 0
PN 0 AR 75

PR A REA T i 14 (5.8) 0 0
E e

iz 14 (5.8) 2 (0.8) 0

T 34 (14.0) 2(0.8) 0

CENTIN 24 (9.9) 0 0

/AR 19 (7.8) 1(0.4) 0
—% - EEFEER X O SO REE

it 50 (20.6) 2(0.8) 0

FEER 21 (8.6) 0 0
BE, PEB L ORLESIHE

THEAIE D RS 33 (13.6) 1(0.4) 0
R AR e

ALT #4001 13 (5.3) 7(2.9) 0

AST 5 14 (5.8) 5(2.1) 0

U —E 14 (5.8) 9(3.7) 0
B i R B K OV ARk &

ESIEiNG 19 (7.8) 0 0
PR R

SHR 14 (5.8) 0 0
Fel R X O TRk S

& O PEIE 21 (8.6) 0 0

F& 95 28 (11.5) 2(0.8) 0

7ok, MEMERMZER 15 61 (6.2%) . FEUHEAE/ X A3 —19 B (7.8%) . K%
K BEDOTH 6] (2.5%) . FFHEREREE 22 1 (9.1%) . FF% 561 (2.1%) . FURAR



BEREREE 28 1] (11.5%) | FH#REEEE 40 5] (16.5%) . BEHEREREE 4 6] (1.6%) . MMZ -
B 1 B (0.4%) . BEEOEREE 36 (1.2%) . FlREIERE 1 6] (0.4%) |
infusion reaction 38 il (15.6%) . Mk 2 il (0.8%) KNS E 9K 2 5] (0.8%) 2358
bivlz, £z, EEMEE, OfHR. k. | BUEIRIA, SeFE M il MRt S8 |
BB I OV F AR AERE 13580 B o T2, ARBIWERARBURDUIBIE SRS (K
BREERE 2 5T) 2 aUEHHREE T,

@ EWNE T ARE (NCCH1606 #R)

BEFGIL 25126 Bl (96.2%) IZF8H AL, AHl L DREBEENGE TCERVEEFEF
5213.23/26 B (88.5%) 2788 BTz, FBLEN 5% LORWERILITRD LB TH-
T2 7B 26610 DB WHAAR TR U LOoRIEBE A 1B, /N VL E S R A
251 TH T,

F3 FEEN 5% EOREA (NCCHI1606 FABR) (L2tHMETaREN)

ZRE RIS B (%)

FEARGE 26 14l

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

RIVEA 23(88.5) 10 (38.5)
BRI AT

U o EREOR D 14(53.8)  6(23.1)

AST #8n 6(23.1) 1(3.8)

M i R 8 (30.8) 1(3.8)

1 IR B 8 (30.8) 0

I R ER B 6(23.1) 2(7.7)

ey L e 8 2(7.7) 1(3.8)

Y= NEIN T RT =T — BN 2(7.7) 1(3.8)

ALT #40n 3(11.5) 0

m 7 L7 F = 2(7.7) 0
—f% - 2FREER X O GENORE

FEEN 5(19.2) 1(3.8)
R R X OV T HLRRRE

BEIR Bk e 6(23.1) 2(7.7)

Z ) FEE 3(11.5) 0
Mgk KOV o R fEE

2. 12 (46.2) 4 (15.4)
AR L OV hEE

&7 VT 2 o E 5(19.2) 1(3.8)

BAHOR 2(7.7) 0
IR

1 2(7.7) 0
B K ORI REE

EENS 3(11.5) 0
RE R, MoERds & OVERm ke

I i 2(7.7) 0
B #E R B L OV SR RRE 5

IU e 2(7.7) 0
PR R

fIEp 2(7.7) 0
PNy WA



A E RIS HE Bi%x (%)

FEAGE 26 5
(MedDRA/J ver.22.1) 4 Grade  Grade 3-4"
RO A RE TS 2(7.7) 0
RIS RE AR T E 2(7.7) 0
*: AMBRCIL Grade S DA H H4 T Graded & L TEFIHEE (CRF) (127
fRS iz,

ek, ITREREREE 761 (26.9%) . FhiRMEE 4 (1 (15.4%) . BUEUHEIRE X A F—
361 (11.5%) . FURIERERE S 3 61 (11.5%) . BEEORZJEREE 2 61 (7.7%) K OVEHRE
FEE 2 6] (7.7%) e bz, £7-. 1 BUPEJR. infusion reaction, 5 & 9 K, T
BERBERERESE, TR, BIUER &, A%, BIEMEMZEE, Bk, itz ERERREGRE,
BEALPERRAE 28 IR, BEEA e, EE R MEREE . Ok, OEEE . Bk
RFEARSE, RIBK - /NBK - BED TR, MK - Bk, RIBERREIRE . RIFEkE;, &
LR OBERITFRD B i7e o 1o, REWERRBURDUI B EF S (R AE R 25 T)
e R R 2 T,



[k - HE]
AFNOEEMEpERRET LV ZRM L2y I 2 b—2a 42k 0, KK 3 mgkg (&
) XIiE 240 mg % 2 WEFENE TG LIZBEOARK O Mg PR EN T Sz, £ OfG
Je. A 240 mg 4G UTZBROBREEEIL, KA 3 mgkg G LICBROBREE R & ik
LCEEZRT ETFHIENTZbDOD, AARNEEIZEBOTHARENHERINTWDH
% - HE (10mgkg % 2 HEARRCTHRYE) TARFIZ G L-BRORE S & g U CIRE
ong ETPRIENT (FTFR), M T BEOEEICE T 27 — 21285 % | AA| 3mgkg
(REE) % 240 mg % 2 ERIFIR CTHG LIZBROARF O & HmME 3L etk L
OB 2 MR DR SEE T ADEE S, YHBEIZ W TIRE D T ki 5.
RO M - HEORTHMIME R OVZ2MICHM R 2RI T nE Tllsh,
£3 FHOEYBIE NS A —F

P - B Cmax Chmind14 Cavgdl4 Cnax,ss Chnin,ss Cavg,ss
(ug/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
S meke QAW (35-521 .760-8) (10~;?§4~5) (17.21‘,"333.9) (75.1)13171) (27.612,'107) (42.717,.?27)
240me Q2W (51-712520” (15~22?'354‘6> (25‘31‘,"4:7.8) (10;,5254) (41?57,.21;58) (62.11(,)9187)
10 mg/kg Q2W (14;219) (51.62T '739‘2) (79?00,'?14) (33?,9232) (18421,1 ;13) (233,7286)

PR (5%4%,95%4%) . Q2W : 2B HIEIFE . Crmax @ HIIEIHR 522 OO fi i L35 HHREE . Crinara : HI[EIR 52 14
A HICET 2 i iE PR E . Cavears : FIEIF G140 H E TOFEIMIEFHIE . Craxss : EFKIEICE
”'%)%%ml{%squ%g\ Cmin,ss : ﬁﬁ%ﬁﬁ&:j&?ﬁéﬂ%ﬁm%qﬂﬁ%ﬁ\ Cavg,ss . ﬁﬁiﬂi,ﬁﬁéiﬁﬁéqﬁ/ﬂlﬁl{%qﬂ
b3 3

F i, AR OREMIEDBEEET T LV EZFIH LI I 2 b— 3 A28 0 KA 480 mg
% 4 FERFERE TR G SUIBEARR O ik - JH B TR U 72BR O ARK o i o i B 23 et
Sz, TOREE., AHI 480 mg % 4 MR TR G Lo EFIREBIZB T 2 i
EHIRE (LT, TCagss) &9, ) 1F. AH 240 mg & 2 IR TH G- L72BRD Cavgss
EHRIT D LTSI (FR) o £72. KK 480 mg & 4 B[R TG L7 BEOE
FARIBICBIT Dl IMiEFIRE (LLTF.  [Craxss) &9 ) 1, &K 240 mg % 2 M
FIBR T L72BR D Craxss & R L CHEIEZ R T & THISNIZ b OO, BARANBHEICE
WCARMEDSHER SN TV DA - AR (10mgkg % 2 BB TR E) TAAIZ S
L7ZBRD Cranss & W U TIRE 2 7R3~ & FRIS L (FR) o X T, HEOEEICE
FLT7—ZIHEDSE . AH 3mgke (IRE) F7-21% 240 mg % 2 FARIEIFE, & L < IEAA
480 mg % 4 WG CTHYG L 7ZBROAR OMRE & & A0 Tz e & o B 2 it
T HBRBSIETT VDR S, YEBEEIC O W TR TOZ R, ERo ik -
B DR CTHRWE N NV 2 2R IT 2V & TS -,



£4 AROEDBE ST A —5

A - B Chax Chmind28 Cavgd2s Cimax,ss Chmin,ss Cavg,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
S melke Q2W (35-52{ '760-8) (16.25?30.3) (21 ;l 23.9) (75.1){3171) (27.612,'107) (42.717,.?27)
240 mg Q2W (51.712,'103) (23;?'539.0) (30.45.670,9) (10;,5254) (41?57,.51;58) (62.11(,)91 87)
480 mg QIW (10?207) (15.25??477.4) (37.?)?.’(/)4.8) (14§,1 236) (27.751,337) (62,11(,)91 87)
10 me/ke Q2W (1433,9322) (86.959,?32) (101 1 ?48) (323??25) (18421,1 43‘03) (232,7277)

Ol (5%, 95%4%) . Q2W : 23R, Q4W : 4 RS, Cumax @ FIEIEE 594 O e i ML R EE
Crina28 : FIEH% 51228 B BT E 1T 2 AR il TR, Cavears : MIEIF 5-1%28 H B £ TO MG TR,
Cinaxss @ JETARREIC I DI MG HF IR, Cminss : EWIRBEIZIS T B B ARIMIE FHEEE . Cavgss © & HIRFE
\ZH U 2 ) i i
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4. HEERIZOWT

ARG & LTl HARGERE (2FFFE) PNHEonTnd 2 b, YLk 2
PNZHEMTE D THDHMEND D, T O LT, AFIOBG N EE 2 BE 220 - 5
E L, AANIOEGIZEL Y BEEZBEHZRBLLCERICHIGT 5 2 EBRNERT-H, LUF
DO~QDFT T E T HaXICB W THERT2X&ETH D,

O MERIZOWVT

D1 T (1) ~ (5) OWTNNIHEY T LHMETHDH Z &,

(1) JEAISBIREAMEE T 2 23 A ROEHEHLETRER S (RO IR D3 A RS s LR
ﬂﬂﬂ?bi‘ PR EENL SR HUs ARIRIREDE . /NS AHLRIREPE, /NS A
s &)

(2) FrEREBERPL

(3) HEAFIRENFEDRET D03 A RESERT (DS ASIREEEIEERPE. 03 AR
Wk, A IR HE R )

@) ARAbFERIEEZ R E L, SR EHREINE | XU AL RIEINR 2 Oliisk 5L vE
AR D AT > TV B itk

(5) PUEMEREEE AT & BN O gk F AR B JB H 21T > T B filiak

O-2 HIAR T F U L NEOARTRRIE M ORIE T S8 BLRE O %G IS 43 70 sk & kg
R FrOEM (FROWTINITE LT DIERM) 25, L% R OAFNZE T D160 D
HftHE L L TRESA TS Z L,

*

o [EENCFFHUS% 2 FOYIMIMHE ZE T L721&IC 5 fFLL EO D ATRE DG RIHE %
1ToTWBHZ e, 95, 24U EIT, BAERYEELZ T & LZRRESZOHHE %
1ToTWABZ &,

o [ERIGFFEUSH% 2 tFOUNHEZE T L72RIC 4 L EOBKREBRZHF LT\ D
b, b, 3MELET, S ERTEIERE O 0 A SKYIRE % G T iR MR S O BHE
EIToTWbH I L,

o [EAIGRFFEIGER 2 FOMEINMEZE T L72iRIZ 5 U Eo/NR Mk O/ A
rat/NERERRBREZ AT 5 2 L,

@ BENOEREMFEHREEDOMEH]IZONT
E%u”u‘%i&ﬁ’sfﬂi CUEHET 2R D ACE S 4L, BEREED L OfFHRE D, A2 - %
SRR OB BN ORI 2 IR AFERPRE LGS OWE
%a‘% FRHELINITATON D IRHINEE > TN D Z &,
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® BIERA~DRRTDONT
@-1 HEgk B3 2 Bt

WV VAR RS O B A BIE A S5 E L7ZBRIC, 24 BERIRSIRIRHI O T, Sakiisk X
[EEE R 12T, BB L2 EIERIZIS U T ARBRE B L O CT £ ORIWEH O#E RN 24
TRREORERNY A FICHE O, EOICRISATRER RN E S TN D &

@-2 EREFEICLDAFERIGICETHEMS

N ARSI D B 2 Rk e OB e 2 A T D IR FE DNEERA T =4V v 7
EEDIEROAT V—= 7 BTV EIRE &R E ILH TE DT — LAEFRIKE 35
HENTWDEZ &, BB, BHAHICOWT, DABRE EZOFEEICHCEmaEnT
WnHZ ok,

@-3 BIfEH OREr-CRSICEE LT

RIVER (RIEMEMZR BN A, BEAEMEESLE, OfR. Mk, MBUHRARE., KBk,
/ES. EREEO TR, 1 RUERP ., BIEAT . A4, IPBERERE . FJe, mEuPEfneE
2%, WURIREERERE S . TIRACERREREE | MhftlEE . BREE, RIBEE. MR, BEEOK
JEFERE . FRRImAeZER2)E, infusion reaction, EEFE7Zc MRMET ., MEKE RIEMRE, F5EZ.
Wed . BB DSRERIS, AR EME, (OIEMES (OGS « IR - O S=MEIAMREE) |
REFERS: . TR, EALEE) 1Tk LT, HihtiaX XTI BREFERE O H M2 43 5
PERf & L (RER OBZEr-CRINCE L THREROXREZ T o581 H 5 2
&) EBIHEYRLEN TE DEHPHE->TND Z &,
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5. BExG LR DBE
(B2 3 2 F]
O TROBEIZBOTAAOENMEN RSN TN D,
o HEEMEMIABEL T Ly o~ TIHPTME SUIARMER O B3 T8
RO H PR DX U RO N B
o 2 LVRALULOIBEEAA L, HoRTEE MBI X D IEEBO 2
(H Za MM ORI ITFTE) . B TR B Hp R T )
o ED /N BRE

@ TERLICEY T 2 BEFITKT DAK O 5 K OMEH G EIZ DWW T, AFIOF 2h D
LS TELT, KFIOEGHGR &R B,
o AETFFRIERIGRO LR
o MOFUEMEELAI L OFH L TR SN DB

[ZZetic B4 5 F1E]

O TRICEETHIRFICOVWTUIAF O ENRED L ENTWD Z Enb, &5 %21T
bipnz &
o ARHFIDEATIT R LiBBUE DBEERED & 5 B3

@ RFEATOFHMICIB W T FRRICEZ YT 2B IOV T, AAI OB EITHER S 72

Dy, A OIRFERPUL A 2 NG EITIRY | HEEICAHZEN T2 2L 2BETE D,

o MEMMEEOEH I EDH % BE

o JuERE AR A CRIE S 258 8 2 B K OTEBNME O HU i gt 2 R0 e et it 7%
LEDOMICRIEMEZAA B D B

o HORERBOADF XITEMERZE L < ITHREMED B CAaE R B OB ERED
RN ey

o EERBME (SRR~ 5 Te) Db 5 EHE

o OB IIBEE A AT 5B

e ECOG Performance Status 3-4 " » B

(D ECOG @ Performance Status (PS)

Score TE %

0 | <ML <IEETE 5, Rl R U HFHAEESHRZ AT D,

PIREICIR LUNEENEHIBR S 228, AMTARE T, BAEECHE - TOMERIITI 2 &N TE D,
AN S NS

ROENZHOOHFOEY DZ L LnTERY, BHEOD 50%LL LA~y Rk Cith 29,

B RVSE N 5]

LT RV, BAOHFDOEY OZ L3 TEARVY, BRIy Rk Tz,
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6. BEIC L THEEITREHTHE

O I CEFITN R, BOERTE R D R D BRI RO & ARH O Feitk K OV A
RO DITEREFRZ IR L ChbERT 2 L,

@ IRIFEBRMAICIENI D, B T OFIRICAIER OfEREE oA L, FE 25
ThboEbET5HZ &,

@ FEREBEHO~RT AL MZOWT

MEMERERER S S5 D Z ENH DD T, REOEGIZH 7= - T, BKAE
W (PR RIEE, nxmik, F8EAVE) OfEsE M O X i & o Fh %, Blas+5
1719 2 &, Fo, BEIZSCTHE CT, MG~ — I —FDOMm&x I T 5
ek,

AFN DO EIZEE D infusion reaction ({2 TEEARFI H3 /26D T 5
faAT>7c L CBRET 5 2 &, £72.2 [F1 B ABE O AR A 5-FFIZ infusion reaction
BHLOLNDZ L HHDHDT, KFIFEGH R ORANBEGE T HRITAA Z A
CERWET 5%, BEOREBE+2IBI5T 5 2 &, 728, infusionreaction &
FEHL LG, 2 TOBELOIER N ERIZEIE T 5 £ THRE 2 +o#ls
T5HZ &,

RIS RERRE S . TRAEERELRCRIBEERH 6D 2 RN H LD T,
ARFN DFe5-BRAART M O G-I I E WIR I N W RE R A (TSH., 1#HfE T3,
WERE T4, ACTH, I =V — VEORIE) #FE i+ 52 &,
AFNOEGAIZ LY | WBEOREISIZERT 5 &5 2 b dikx e R BORE
NHLOLNDZENHD, RENPRD ONTHGEITIE, BERLLEFRITL U
SRR 22 JNak & RRER 2 RO R Al & B HE U CE bl R BRI W A ATV A D50
BOGRIT X 2 BWER DN g0 2355113, ARANORIE ST IR K OREIE BE A
NECHIOBRGEEEBRT L2 L, B, BIBRERLVEORGIZEYEIE
M OUEEDRFRD B WIGEITIE, B BE AR /VE LIS O Sz il o8 n
bEET DL,

BeHRET 1R, Bl HE HRGE L COBREITERNBET 22 R A7,
KRN OB G TR HEWERORBBUZSICEET L2 &,

1 BUOHE RIS (BPE 1 BUHE IR 2 5 de) 3 oL, MEREES 7 R—ov &
WCEDLZENRHLDT, A, HEL, RMFEOIEROBHRCMAE LD LA+
FEETHZ L, 1 BERANEONTCGAEIZIIEGZFIEL, AR ) 8
F O 5HE DU R AEZITH Z &

BIEATS. P A2, ITRERERESE . Tk, kML E RPN H OO DL Z LN H D
DT, EMIINTHERRAEZITV., BZOREBEZ+SICBlE T2 L,

@ AHOFRREICINT, EGHANG 6 7 HUNIT 8B T L1z, LRI,
FEBLA S TEME IR 128M Z L ICHIMOFN 21T > TW e Z L 2B EIT,
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