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I. MEICEA9 HIER

1.FARDERE

ATV A EEE 20mg [—#%4 - T LD XA~T (B z) BE LUF AR
%, TCC7rEHA 2K 4 (CCRA*) | ZERE L, HrifkFrEaEE (ADCC*?) &
PRl v HilESEIREZRT e MEE/ 7 n—F bk TH D, £7-. ADCCIEMEEZED D
H#iTdh 5 POTELLIGENT® (K7 VU Vx> ) #HWEHAOTKERLTH S,
CCR4 1%, HMEKDWEEICEAGT 275 ENA U ZFREO—2>Th 5, CCR4 L, IEFHMES
TIHILA4 KOIL5 2 EDY A N A v ZEAT D~ 3— 2 BITHINE (Th2) CHERD
PN HERE T 2 il T MM (Treg) (SEBINAVICHBLTHZ LM LN TS VY, Fiz,
CCR4 1%, HHFEDOEMAMIELICB N TEFEB L TWDLZ ERMbNTWD, B T i
H Y > 2 E (ATL*?) 128V TR 90%, — O R T fifa Y >3 E (PTCL*) KO
FeJE T Mt U > 3l (CTCL*?) 128V THI 35~65%DIERI THRILL TV 5D Z & 3l
EhTHY ¥, CCR4 DIHLN ATL, PTCL DML L 7= TFHEABRKTFTHD Z L b LN
fio’(b\é 3,4) R

AHNE, FREFEEMEEE (CDC*S) IEMESCHFIEE 2 A &3, ADCC IEMEIC L v HuiE
Bh A RS 5, AFNT, D ADCCIEMEE D D=0, WnFEES U kUS4t (B
WA U URRth) 23N L7z ADCC IEMETUATERIE N (R7 YV = b)) ZHNT
Wb, "7V Tz Meld, FURPRAETOHEEHOF O 7 a—2A 2T SELZ LITLD,
ADCC {EME% 100 53 < M 28T P Th 5,

In vitro B K Ve 7 VBN 2 VT2 1n vivo i BRIZ I T CCR4 B D FEE iR %35
PUBE R TR BT 2 & 20T T AFIZI W TR DR IREER 4 Fhi L7z,

ATL (25 LTl 2006 405 EWNICB W CRERRER 2 BtA L, 2010 4F 8 AiZiX, TCCR4
Bt ATL) % %5506 & Lo bR HIESES & L CTHRE L% 1F 7=, CCR4 D%
FITFHRO ATL B2F KO PTCL » CTCL B Z x5 & U722 1 MHRRER AR R
AL, CCR4 [GPED R E 71X D ATL FBF 2 x5 & L7 MR CHAIR 5 COH )
PR O EVEDRHEER ST Z & D, 2012 4 3 AT T3 XTEHRMED CCR4 BHtED R A
TAHIEAMIE Y > S E ) ZH0E & U CRRE RS Lz, 0k, {LFEEERIGED ATL
BENT T D ERARRBRIZIB VT, mLSG15 BIEICAR Z O35 2 &1 L 0 sE R m RN
GESNTEZ &A%, 2014 4 12 AIZEISED TCCR4 B s T Mifa = ifnds U o
PNE] ZIER ST,

—J7. PTCLZxf L Tix, 2009 45 i RakEk 2 Btk L, 2013 45 3 A2k, PTCL) &
O TCTCLJ) Zx%RENN & Licm bR MESRM & U THRELE =% T7=, CCR4 BHHEDOHRE
721X F#AD PTCL - CTCL & Z x5t 4 & U758 M HHRER CHUAIRE 5 C O NE R OVZ 2N
R SNz &b, 2014 4F 3 A2 THEFEUIETEMED CCR4 [HMEDORAEM: T M ) o
NJE ] ZEIE & L COKRR AR B LT,

S5, CTCLICX L TiX, LFio CCR4 BtED R £ 721X F D PTCL - CTCL B& %
Rg & U725 TAHRER CHAIR G- COFMEL VZEMERHEE SN2 &0 h, 2014 4F 3
Az THEFRUTEERED CCRA B R & T Hiflm Y > \E ) Z e & L CORKRZBE L
7oo FTo. 2012 BB SR 123 EHAME D CTCL BF 235 & LTI HARZE D



T2 [EB LR B MARRRBR I W THME R O B HERR S N2 2 L b | AFRITIB T 2018
8 HIZHISAEDS AR UIEIAMED M T Mtk U >Nl ICyER S,

*1 : CC chemokine receptor 4, 32 : Antibody-dependent cellular cytotoxicity

* 3 : Adult T-cell leukemia-lymphoma, *4 : Peripheral T-cell lymphoma

*5 : Cutaneous T-cell lymphoma

*6 : Complement-dependent cytotoxicity

2B RORBEFN - HEIFFE
(1)CCR4 ##ZM LT HE MEE/ VY O—F LK TH D
CCR4 1% ATL BEHDH) 90%, —#80 PTCL KUY CTCL 2 THI 35~65% DIER] TR
BHLTWDZERRESINTND Y, AKFIL CCR4 ZHEM & LIZHURERETH 5,

(TVL2 3EBEH ) 0B )

(2)ADCC FHIZL UYIEBEBHRZRIET S
AHNL, ADCCIEMHZ®mOLART VY = M EZ WA ORT Y 2= Mok
Th b, AHNT ADCC IEMEIZ LV HUEG IR 2 ~7,
(TVL23EPER ) DEZM)

(3)CCR4 I5ED ATL IZ® LT, ERMAHERE SN
F¥E « FRO CCR4 Bthd ATL B (AR U " ER E 72X PR ARKN ¥ 241
ZIBMERD) 1Tk LT, ARAKIE HAIR G UIZBROZDHIL 50.0% [95% XM : 29.9~
70.1%. 13/26 fiil, 5% f#E (CR) 30.8%. i/ &fiE (PR) 19.2%] Tho7- 67, [[H
W AHRRER (CCR4 Boit: ATL/HA 5
F 7o ALFHRIERIEH D CCR4 D ATL B3 (AR, U o @R 7213 PR E
KF* &4 580 (2% L <, mLSG15 JIEICARK & 0 &G LRt O e 2 E iR
1% 51.7%[95% 158 X [#] : 32.5~70.6%. 15/29 #5], CR9 #], e E5e2E M (CRu) 6
Bl TH Y. mLSG15 HIERED 33.3% (95% FHHX M : 15.6~55.3%. 8/24 ffil. CR5 i,
CRud f]) X0t 18.4% (95%(ZHEXHE : —8.9~43.8%). M\ MEARLZ Y, [ENF
O AH#ER (CCR4 Btk ATL/JF A5 ]
MMSERFZZBUN)EE. IR KEREECDH) S LT LT I AMEO VTR E AT 5
(TV.3.(2) BRRNH) DESMR)

(4)B% - BO CCR4 5D PTCL, B% - #5814 D CTCLICx LT, BHk5ETHOFEHA
HEAHERE SN
- F O CCR4 Bt PTCL » CTCL BFITx LT, &A% AR G L7 BEDZE%)
¥ 35.1% [95% 154X [ : 20.2~52.5%, 13/37 #il (PTCL : 10/29 ##], CTCL : 3/8
B ] Thor e, [EWNFE AR (CCR4 5 PTCL « CTCL/HA# 5 ]
Fo. B - HERYED CTCL BTk LT, ARAIZ ARG LB O E BRI
28.0% [95%(EHEXM : 21.6~35.0%] TH 7=, [[EEELFEFEIAHRE (CTCL/H
H# 5 ]

(M'V.3.2) BHRIRANA ) DIZM)



(5)&l{ERA
WOREWERRH LoD ZENHDHDT, BIEE+HSITTV, BENRED LNEAIC
i&"?f’%ﬂljt?é 72 YR IE AT D 2k
G EIER®
Infu3|on reaction (40.9% : B, 44.8% : ). EEDOEEREE. KL (23.9% : H,
58.6% : fif). BEF X VA I RICKDEEFX GEEAH : B - ). FF# (0.4%:
H) EBEREEREE (1.1%: B, 20.7% : #f). EEOMASE. FEEEES. Mg
Effik R, SmiE (2.3% : B, 37.9% : 6f)
W) FEBUREE 1T« ARK O BB 5RE, OF « AFIOFFHE S (VCAP/AMP/VECP #1%) i
<,
- ZOMOEIER
<HMEES > (10%LLE)
L, BRERE (FRNITA BWVTLA ANV TUA =)V T RXTTA),
<{tH#5 (VCAP/AMP/VECP #i%k) > (40%LL L)
SRR, LD, (EERL, DN, TEM, BLERE, ERERY (FRV UL BUTLA A
N A, TRV TN RT VT I CMGE, EE BRBR, (RERD . BRI
(TVI.8. MMEH) DIHEZH)



0. &#ICEA3HIER

1.8R554
(1) ¥4 -
ATV AT 20mg
(2) 4 :
POTELIGEO® Injection

(3) AHFDER :
A7V Y= b (Potelligent) kit (A (Geo)) ICHIKT 5, HT U V=r Mk
il & 0 HUR DR O W < R Z R LT,

2.— %%

(1) % (XK
TALY) A~7 (BiaFfiaz) (JAN)

(2) 4 (k%)
Mogamulizumab (Genetical Recombination) (JAN)

mogamulizumab (r-INN)

B)RATL:
v MbE /7 a—FLHUK : -zumab

IFERARITRER

btk CCHrENA VZRIEAITHT DilEm Mz e MEE /) 7 a—FAHIKTH D, Fv
A == AL AY —IRREAIIIC L0 FEAE SN D 449 A DT 2 ) FRFE NS 72 5 HEH 2 4y 1
KO 219 DT X/ BRFREEN D72 DG 2 /0 T TR SN DY VXV ETh b,

ADFRRUDFE
7313 1 CosaoHi0072N 173602020842
Vi

77 9 149,000

5448 (%)
PPN

6. EFA%A. B4, BE. B5ES
BRI ERE =& : KW-0761



7.CAS &8%&ES
1159266-37-1



M. A7 ICET HIER

1.9 LS

(1) 5V8 - 1K -
T A Y B DL

(2) /B
GBI

(3) Witk -
A L

4 @m (DR, B, BES
L

(5) BRE R AR EH -
A L7

(6) HERFH -
B L

(7) Z DD E L RIMEE -
pH : 4.7~5.3

2AMBSDEZREGTICEITHIREL

RERDE LD

R L k| weewi | e R
gt | o | owm | 007 | setn Bt
PRAFLTEPERAR % . A= s

(5°C) 2~8C WERT Kho |1 8 6N Bk

S . 8 {7 15 A TR EL DN, 6
RIEZERR ) o5e | mmr | 000 |18 el | @ARSCTAMESETL. 2

REBHA L 72 o 1
. o o | 77EY o | LI ISR TR e,
SRR A0C W e | B 2 3B gmbeasin T UigAR L 2o

a) BATEE : &8, Mk, ELISA, pH, #x¥+ &7 U — SDS V¥ VEXKE., ¥+ Xpru~ 77
TA— AT R < 87T T 4 —, =2 KRRy EYENEEE

AV DR E
ELISA {5, _X7'F K~ v 7




ABFMRD DEES
FRAN AT I BE A



V. BHIIZB§d HIEH

1.5

(1) FRORXA., NERERTHEK
X B A AR
B k123470 (5mL) FICEHLY XA~ (BEFHIEZ) 2 20mg 5FH
- MRk SR TR O SR

(2) BBRRVBMREFD pH, ZEELL. HhE. LE. REL pH EE -
pH : 5.2~5.8
ZFEE £ 1 (EE AR L)

(3) ESHDBH T ORKERIHOERRUIEH -
BRI
2. WEIDHRL
(1) BEoEs CEMRS) OEE
fR5E44 AT U VA R 20mg
K 154 7L 5mL
B 5y EHLY XvT (Eis R z) 20 mg
VA% 112.5 mg
AU Y —k 80 1 mg
RN i (i &)
KEEILT U T A (i )
7 = UTEAKFY) 2.0~2.5 mg
AFIOFIRDEN LY XA~vT (B@EFHELZ) (X, Ty A =— AN LAZ =M CEES N D,

(2) & -
[v.2.(0) Bohpksy GEMERY) oF

@m
S
5
=

(3) BERFEDIRE
A L

(4) RATBARBBROMAKRUVEE
LR
(5) £ Dith :

R LR



3 ESHID R ELE

BAROANA
<HBE>

(VIL11. @A EoEE ] oOESR

4. BEF. LHOIEECHT HER

BARAA

SRADEEEMHTICHITIREML

BEMDE & 0
AR B b PRIFIERE PRAFHA R AERL @
BORE L o~ge | wr | 777007 | semn I
_ . . KT AN T v - 6 & 7 I TR B 2 B L
TR AR 25°C 5 T s 1. 3. 6f#H SRR L 70 1
o 167 W6 25 SRR L B,
wEstm | a0c | omem |7 7%&% TNy 9 A | AMIEHAME T LSRN & 7
"~ 77
N R MR L LC | AR OSERWE OB A
@%ﬂ? BZASATVN 100 Hix-h | W1 LSS & 72 o 7
7‘55{‘@5 9 §C N . +
O 5 ¥ —L LT KA
200W + h/m?

DR AR, PER. HERMEL, pH, SBIT% v €5 U — SDS SVEBKUKE), VA KB B~ 1Y

FTI 4= AF I a~ N T T T 4 —,

MR, AR

6. AMREBEDEEM
AF| 30 mg K OF 100 mg & AFRAIEE 200 mL IZAR L, =RiE - ENEOE FI2T 24 B0
ZEMWEZFHME L=, REZ LT, S8, MR, ROWEICZBILITRD b nroT-,

TN hFRUo RIER, RNEMERY ., R

AR ATV A 30 mg/EH AR 200 mL | AT U P4 100 mg/AEH AT 200 mL
24 W[ 24 sl 4

(%) 100 100

MR Bl L Bl L

MR iz L iz L

D& O RIE O 7z A FVBBREE 2% 2 kil

F7z, KA 30 mg ZAFRER 250 mL (ZAR L, =IRICT 24 FFfE, 48 B0 ZEME %
S L7-, ARES & L T, 2L OVAEYFHEEOIK FIZERD ST,




ECp RS AT U P4 30 mg/ LB 250 mL
24 IRl 48 IRl
&m(%)? 100 100
W FHRITENE vl L EAvia L
DE RO IIARELE O 7= A FVE R (54 2 A%

<HBE>
14. FRLEDZEE
14.1.5 MEFAR L, FARRITESCHCHERT 5 Z &,

74F L DEEELL (MEBILFEMEL)
M ER e L

<HE>

14. BRLDZEE

14.1.6 LOFEK| L ORFIT LN &,

8. L MFRIHERE
A L7g

0. AP DA DHERAERE
ELISA £

10.HFh DEZES DEES
FRON AR I B

1. 71
RN

12BAY B EREE D & & RM Y
HARE

13 EBNDELRS - NELVRROBRBRICET S1ER
A% L7

14. 2 O
A L7a0



V. JAEICEAT HIER

1.SNEE (FZH R

O CCRA4 BtEDRCN T Hlfa gy U oS

O SUTERMED CCR4 B E DA M T Mlfa U >/ il

OF3E UTEHAMED B2 & T Mifaf: Y o< E

(fRER)
AFNE, BMEROEEICET D70 A VZRIEO—2THDH CCrENA V2RI 4
(LLF, CCR4) ZEMPIURLE T H0E/ a7 ) G (IgG) 17 7 A0t Mehi CCR4 &
J7a—F ik T D, CCRA L, IEERTTHL~I/ 77 —VHETEDA M
R ONEMEACTIEE 7 & 7 A N T 52 FETH Y | B/l Tl IL-4, 1IL-5, IL-13
DY A NI A L EBFEAT D CD4A Bt~ L 8— 2 B T I3 LT\ b, £z, THE
fa U > S BEMIf I BV T CCR4 Bl 3 fF/E L, FRC THIlAY > "D —>Th
RN Tl E M U > & (BLF, ATL) B35 Tl CCR4 FMEAHIE O @28 BLF A3 v
EETHEOD BN, FIZ CCR4 DREILDOHFIEN ATL O LI THARKFTHD Z &0
WEINTND, AANX CCR4 &fEE L. HURKANEMARE EVENE 2 I L TG O ¥E5H
EHIT A EB LN TV D,
CCR4 Bt D ATL BFE K OE R EAE A2 SR fHE T Mia Y > & (LLF, PTCL) &
Fraktgl U-EWNE 1 R LN CCR4 B ATL 255 & L-[ENE T
RERIZ LY, R IFRO ATL B BT 2890k RN MR sz, 0k
DIRRFFEEICIBN T, 2012 4 3 AIZHFE XTEAMED CCR4 Btk T Ak = ifnjp U
VoSEE LT, IRASCE T4, BRESUTE ) MSERE Sz,
W2, I UL FEBR O CCR4 M PTCL E KO E T Mtk V o <& (LT,
CTCL) H#F & %4 & L-ENE IHRERRBRICE O T, AR OV ZerEn R s
ZEnn, 2014 4 3 HIZHEFRSUTEEAYE D CCR4 Bt PTCL & O CTCL 23, #Rf+3C
F T4, EESUIRIR ) BN E S L7,
Z D%, ALSFIRIEFRIBNE D CCR4 BhPEd ATL B 2 %14 & L7-A#l L mLSG15 L A
12 ZOF G U ENE TARRERR ISV T, Ao EREgh Rk V22 r )3 T
REINTZ b, IAGE T4, 2R © TCCR4 Btk A T Ml 2 i U
VONIE] ~OEFENEGB ST, (2014 412 H)
O, 2012 40 B BAG S V7o B U TEREME D CTCL B 2 x5 & L - [EERIEE 55 10
FHESRBBRIZ B WO THE R VZRMERHMR SN Z &0 n | I CE T4, 203
Bl o TR SUTEEYED B G T M) o 3] ~DOEENAR SN, (201848 H)

5.MRERIIHNRICREET 5EE

<#hee &>

5.1 ARAEIF G OIS & 72 HIRBOZWIL, TREER2 NI 147 7o i85k & RO R Al T MR L2
Eviro &,

<CCR4 BN THAEME") >/ & (ATL). BRXIZE AN CCRA B R

T#AR2"Y) > /\E (PTCL) >

D




5.2 CCR4 HiilX, 7mr—H 4 X U — (FCM) XITsufiikib 7yt (IHC) 151
FOBEZITH, GHETOHLIZ PR INTVWILIEEFORICHREGTH I L,
[17.1.1-17.1.3 /]

<CCRA4 [5£® ATL>

5.3 ERRMBRICHAAN OGN BEOFEKE N THARRKNTOFEEIZONT, M17.5
IRRAE ] DEOWEZBIN L, KHIO AR L2t %2+ S8R L. BT @S
BEORNEITS 2 &, [17.1.1, 17.1.2 /]

<BEXITHAMD CCRABHED PTCL, BREXISHAMOKE T MAatt) /g (CTCL) >

5.4 FRIRFBRITH A AN 672 BB OB EICHOW T, TITERIRAKAE] OHON
KEBA L, KENOFIMER NZ2VEZ 43 B L7z EC. SIS EE ORIREIT
Z &, [17.1.8, 17.1.4 ]

(fZE%]

5.1 AFEGOMBIG L 72 D IRB ORI OV TIREEZ T I 45 72 B8R & F5 o BE Rl S i %
WCCEET DI DML D2 ORE LT,

5.2 AHKNIPL CCR4 £/ 7 u—F AHETH Y . ATL J OFF A0 PTCL Cl3fE
By CCR4 Bt DIEFNZHIEE N RN R STV 5, AR EONCEHA SN D720
2, ERROMEIGEDEHE TIL CCRA BE 2 BT 2 Z EMEETHH &b, 7a—
PA b A B U —IEI B LR Y IR L D A 21TV ARKE IS BRE ORIR 21T
I L EHE LT, [[V.3.(2) 1-3] OHEEMH]

5.3 EWNEKRRBRIZBWT, THRARRTZH LaWEEEL <7580 B~ 50
T AR BT 1% TORGRERIT RN L b, KFIORMNSTED 117, B
DEONE &R L, AR OF IR NVZ2M2 08 i L2 9 2 C, Mk EE 0Ok
REATH) ZEMMEL D570 E L, [1V.3.(2)1) [V.3.(2)2) OIEEHE]

5. 4[] PN i PR 55 K O] 5% 36 (] e PR BRIBR LS AL A AL © U7 > o 7o KRR BE 9~ 2 AR A DO A %)
PR OVZEMEITF IR SN TN b AFIOWRMSCED 117, EERAE )
DEZRFN LT 5 2 C, MCEEORREIT) Z RN EE R H-ORE L, [[V.3.
(2)3) 1V.3.(2)4] OHESH]

2HZERUA=E

< CCR4 [51£®M ATL >
WH. RAIZIE, TH L) A~T (Efar#iaz) & LT, 1A% 1 mgke % 1 EERRE
T 8 ELARE TS 5,
i OHTEMENEL A & PP 2581 B, AL, EFL ) X~v7 (B FHE#R)
LT, 1A%E 1 mgkg % 2 BRI T 8 A ATHEEHET D,
B, ALFIRIERIGHEGNC R L Tl fh o FrBEMEEA & T2 2 &,

<BHEXII#:AMD CCR4 B4D PTCL >
WBHE, AT, BV LY X7 (Eia i z) & LT, 1[B&E 1 mgkg = 1M
f@C 8 [l A FET 5,



<ﬁ%2li¥ﬁ5’ﬁ‘¢$0) CTCL >
WEL. AL, BEATLY X~7 GBEETHEE %) & LT, 1F&E1mgke % 1 HEMM
a5 ElAMERE L, Z0%i% 2 EEME CHRMEERET 5,
(f#ER)
[ NS T AR PR 55 S ONEIBRSE [R5 AR BR IR EABR IZ 3B W T A R OV B iR &
T Z LIS ERRIE LT,

7. BERUVA=ZICEET 5FE

(Fheedt@E)

7.1 ARFEGFEZH HiLD Z L3 d D Infusion reaction ZHEH S5 72DI2, AAIEK

o 30 friichie 2 & I AL fREVESR A, RIS RCE ARV S @HIJ%'Z%LZEH 2z
&
Infusion reaction Z O 7=HA1E. EHICKR GO FWr-CH G HEOEEL ZET 5 2
Lo BEHATOGA IR, BEIDL U THREHE 28 U CEE| ’TQ@T% L, Fo,
#5551 (C Infusion reaction S FHEEFEBL L G- 2 ik L7255 121, AR 2 H&R G
Lz &, [8.1, 11.1.1 ]

7.2 AHNL 2 BEI AT CARGEFHET 2 2 &,

(B EERAED CCRA [Z1ED ATL)

7.3 ARFHEIPEL G- TOA ML VL EPEIIHEL L TR0,

7.4 AHZEZLen AALFERIEL, TITHRIRERE ] OHONE 2R Lz BT, #RT 5
Z&, [17.1.2 28]

(BRXITHAMD CCR4 BED ATL XIE PTCL, BHRXIZ#:AM D CTCL)

7.5  ARH L OPUEMEES A & OIS T 2 A ME R OVZEMEITHESL L TV,

(f#ER)

7.1 [EPREE R RER K ONE BRI R R R SR D 22 MR 6 GER] C ., AHKI BN E 5- 264 #ih
]08&1@09%).ﬁﬁéﬂh%ﬁﬂ£ﬁﬁﬁ&529ﬁﬁP13m (44.8%) |Z Infusion reaction

SWROHLNTZ, ZDH 5, Grade3 LLEOD Infusion reaction (AR HIMEEH- 6 i (2.3%)
(%0)1@0) WERNZRER L7z A N A R ElERE ) 1 B2 BR<) | PRS- 2 61 (6.9%)
“C%Of_o IO ORBFITIZ, Hie AZ I A MRS A K ORIE BB A LVE & Hl

BRI X ARYELZ L0 e REBPEINGRD B iLTm, E DT | AAEIE 5% D Infusion reaction
LB GRT R OSBRI OFE ) 72 L@ I L 0 EBLA[RE L B 2 b D,

Infusion reaction Z R S H57-%, fLb A ¥ I Al ﬂ’%ﬁfﬁrﬁ' K OB B E AT
VHIE ORI G 21TV, Infusion reaction 3FE D LN TZHAITITE ) 2 WLE N T D
ZENMEER T OBRE LT, [TVIL5., WS@J@E%%

7.2 [ENEERRER, [ERRILE R L O HERE 2B E 2. AR A 3R E LT,

7.3 JKRREER T, ALFRIEARRIE D CCR4 Bt ATL I Téﬁﬂ@@%%f@%%ﬁ
BIIITONTE LT, AMER OZEMEIIMHR S TV RN Lnb, EEMREDZD
R LTz,

wxm%ﬁ%%%%®cmm%ﬁ®xm%%’ﬂbf mLSG15 L ¥ A v LIS Ok
& & ARF NSO T2 5E OB IMER LIBT3 B EE IS b TnRnz &




D, AEIZET D AALTFIRIE T, BRSO O K OV HEEAI O WA SR A2 BE LT
LT, BEOREALFRIERIE U GRIRT 22 L, [1V.8.(2)2) DESH]
7.5 KR AT, B3 SUTHEEAME D CCR4 Bt ATL XX PTCL, % Xt #R M
CTCL 23} 2 h O FUEMEESE A OF A O 2t K O M TN L TN 2 & &7

EMatl 5 57-0, RE LT,

3. ERR AR
M ERERT—2/\v5r—2
i ) ER A g |
%ﬁgﬁ%% *B ﬁ%/‘%\% i& )ﬂ{£&oﬁﬁ%@ﬂ%m§ E E"J §7\
A 0.01, 0.1, 0.5, 1 mg/kg
[ % 1 EEENRE T 4 BIFRIRN B S
o6 o (B AH EUER PR BLE L HIE | stk
0501 I % Xﬁl‘i PTCL 16%1 | SN7th. FIRESUIRA L7k | Fapihre
E;I‘CL o e A BREDS L, WREARADHL | Ao
= L. R A &l L 7=
e, k5%
AH 1 mg/kg % 1 HRFET 8
[RIERIR N1 5
0761 TR IIHR L WAIBEIEN PR LLE & HE | btk
002 I | CCR4 Bt ATL | 27* | &hicth, M XIXFHR L-wt | Spmhhe
e BREDIL, WRERADAL | 248
L. W OEMBAE &l L7
N e, kG5 ET
A1 mg/kg % 1 HRFET 8
[EIFRIR N1 G- o
YA SN 75 N N Az [ == <k H
o761 | | CORaBHEOPTOL | oo, | K T R | B |
-004 BHELCTCL B o NGy e
BEDS L, WEREARADHE | HYEhhE
L. D oEAE R &l L7
e, &5 ET
mLSG15 B : mLSG15 #Eyk*s
Y AH+mLSG15 B : AR
(.)gg); i %%{4 DA ® ATL | g | 1SG15 B 0 D1 KO D15 | %tk
- ZIEUEL LCAHK 1.0 mgkg % | HpEhie
2 [k T 8 [alFR RN % 5-
AAIEE : AH 1.0 mg/kg & 138
5| orer WIRIREC 4 FIRIRPIE 5, 0
%| 010 | o[t | oo | REEOLHT EDY EC2R ] g
O (e CTCL % I s o et
9 | ) ARY )ALy N RY S AHK
e v 400 mg#PDE£T1H1
[l 11 4% -
. o RN 77 B AR IAK E | Zaetk
- s
i ?1?:%1 I ﬁ’fﬁfﬁig@% 55 | BERIRAET BtE 5
%1 o001 % (SAR*) M SAR BH : 77 v R UIAAE | KR | w2
B = HE I R - A




F it [E] . JiE {51 g —— ; X
%ﬁ%ﬁ%% *B ﬁ%/’%\% i& ﬁﬁ/f&()\ﬁﬁ 50)%% E E’J §7\
[%5 1 M 59)
A# 0.1, 0.3, 1 mgkg % 1=
— A HTIE 1 AR T 4 [BFr
KW = IRPSE S L. 2 38 R OB IR
-0761 | 1/1 gﬁgi 5;%% X g | ZEOEg. 2 3R H DI | At
-001 = 2 30 R R RN £ 5
Wi (%5 T AEER47] 2/3
e 5 THIE Yy TRed B HELE A =
BB 2B LR
_ P Al 1 mglkg % 1 2—AH T
KW o0 1R C 4 FISHIRPIR 5 L,
-0761 L L"‘;;; PfCL 1| 2R OB &2 B V%, | etk
-002 izi CTCL;%%‘ 2 22— 2 B LIRRIT 2 SRR ©
- FRIRN R 5
*1: &G 14
*2: G- 6 H

%3 mLSG15 EOFEMNL [V.3.(2) 2. ERNEIHRAR] 2Bz &

*4 : Seasonal allergic rhinitis

(2) BRIRZN R

< CCRA4 [5ttd ATL >
1. ER%E O ARG RELER

AIVERE & L COMLBRIEIC L o TREMICEIE LR Do TR 2 kR < . 2t
U 2RI P HARIK Y- (LDH &fii, BUN RIELEOT VT I VIKE) 28595
1&PERLD CCR4 BRMEED OFFE - FEA ATL B AANBE 27 62 %512, A% 1 mg/kg
Z 1 MR T 8B, MMfEEIT o7z, A WEMNT S 26 Bl 2 xt5: & L= Foh=
1% 50.0% (95%[5#HIX[H : 29.9~70.1%) Th-o7=, 26 BIOWNRIE, SWMER 14 4,
U LR 6l THRARKRTEZAT HEBMRL 6 I THY | WRBITORDEIL, &
PR 42.9% (6/14 1), U > X ER 33.3% (2/6 ). THRARINT 277 584 A
83.3% (5/6 f5) TohH o729,

BIWEHORBUL, 27 FIEFENERO Hivl-, E2BIERIZ, U > 3B 96.3% (26/27
B) . ALY D KOk 88.9% (24/27 f51]) . ##\ 85.2% (23/27 f) . A i BREH D
66.7% (18/27 f5l) . HIE 59.3% (16/27 #i) . 4FHEREGED . i/ MBI K O 2
% 51.9% (14/27 #1) . ALT 831 40.7% (11/27 1) . AST B0 K& Ovufn o LDH #0045
37.0% (10/27 f51]) . BENRM O~E 27 v B8 & 29.6% (8/27 f511) 1+ b5 J Ui
HAL-P B8N 45 22.2% (6/27 f5) T -7z,

P i R e =4 L

Wy | A g | IR e (95% (=B )
50.0%

26 8 0 g 13 (29.9~70.1%)

AFRERIZIN T, KA 8 BIER G2 58F LB E S TZRITHR L2 1 BINTAAIDS &
BEh, oA RO T, Fi2. BIEAIL. Infusion reaction, U >/ EKJEA . H
mERED . #ER. AST E5-. ALT E5-. RBEJG OMEEBEINTH -7,



72, AHABRCILE MR R S a5 o6 G B RS LRI S0 5.2, 5.3 B,
6) Ishida T, et al. J Clin Oncol. 2012; 30: 837-842(PMID:22312108 )
2. ENEIHEHER
A L oER T TS A BN+ (LDH &fE. BUN SEL YT L7 2 L ARAHE)
AT H1EMER O CCR4 HIE* Y Db FHRIEARIEH ATL BB 54 Bl &2 %4512, (b7
1% (VCAP., AMP., VECP #iE) &AL + A 2 Lol 2 2 T AR B R ok 4 5=
i U7z, LB, VCAP L (B2 7 U AT URIERE, v 7 akR A7 7 I KK
M. REyLEev o, 7L F=Yur : Dayl), AMP&iE (REVLE Y v
metE, =L AF >, 7L R=Y 1 :Day8) KWVECPEE (o7 v ik
W, = "R R, AVKRTZF L R=vrr:Dayls) Offi, »¥7E, A
FRLFH— RO T L R=Y 8 OFFENE 52, 4 2—A : Day—2~1) % 4
(Day28) 1 2—A L LTAHF 4 a—R{ToT, {bFEIE+HAFNT, LB
Al 1 mg/kg % VCAP #EE GBIt H (1 2—AHIZ VCAP 85 HOEH (4 Hi%
ETH) G L, 2 23— X HLKIZ VCAP # 5. H ofiH (3 HATE TH) 2% 5)
F N VECP #BiE# 5815 H (VECP %5 B OiH (3 BRTE TH) (o h) %LU
& LT 2 ARIMERE T 8 A, SIMEHEEIT o 72, AT 5 53 Bl %5 & L5
EEMRRIT, ALFIEE+ARFND 51.7% (15/29 ) (95% 15 HH X [#1:32.5~70.6%) . 1k
SERRIEDS 33.3% (8/24 1) (95%(EHEXM:15.6~55.3%) Th -7, WA TOEE
EfRERIL, AL AR R O RRE ORI, AMERIN 55.0% (11/20 #l) KO
29.4% (5/17 i), U > /3JERN 50.0% (3/6 ) J N 42.9% (3/7 #) ., TEARK
T2 H1EMERIA 33.3% (1/3 i) ROUBLAHERE R L TH-7 ¥,

\ P e R AV | et
Bl waas | SR eamm | g | (95%(SHIXI)
s 51.7%
SRS + AH 29 9 6 15 (32.5~70.6%)
Py 33.3%
=30 24 5 3 8 (15.6~ 55.3%)

Q) FEREMRBIRE R « FE AT + AR E e 2R

BIVERA ORBUL, fLFRE+AANTB O T 29 FlEplci@Bo bz, EaRITERI.
A FRERERD L IRERUD M OV A I ER AR 4% 100%  (29/29 61 . B IfLKE VY
INERBOH A £ 96.6% (28/29 f51]) . FEEE LT TR ERIBUDE 89.7% (26/29 i) . FEEL
82.8% (24/29 i) . WEIE 79.3% (23/29 f5i]) . AR 72.4% (21/29 f51]) . (R
1 65.5% (19/29 #) . B OMER 4 62.1% (18/29 ) . HN% 55.2% (16/29 #1)
Wi e OV S 4% 44.8% (13/29 ) . 808 M ONB PR E & 41.4% (12/29 ) |
ALT ¥900, @b e OWER 2a & 837.9% (11/29 1) . FRIL QUL 7 v~7 2 b
% 34.5% (10/29 f51]) . ¥#HE, AST HIM, M ~ U o AR R OEME= 2 —a 3
F— £ 27.6% (8/29 Bl), HFE (furh U v A, it LDH BN, 0 ZEEEERE &
OFLEEMERZ 2 45 24.1% (7/129 B) . F&9% 20.7% (6/29 ) T 7=, [HFfAF30E 5.2,
5.3. 7.4 2]

8) thNE K} : CCR4 Bt Db iRk HE ATL ENE T ARRGARRSR (2014 47 3 H 17 A7, CTD2.7.6.1)



<BHEXII#;AEMD CCRABED PTCL RUBHXILH# AN CTCL >

3. BN I tHEAER

AR & L CO(RSEEIEIC Ko TEMIZEIE LR D - IR EDH 2 Bk < CCR4 B3
PEED DR - T PTCL B 29 #il %X O CTCL 23 8 il (A5t 37 #1) % *xt&1c
A 1 mglkg & 1 EMERET 8 B, MIMFEEIT > 7o, A WM RIS 37 Bl 2 %t 52
& L7250 31% 35.1% (95%IE XM : 20.2~52.56%) Toh o7z *10,

BIVER EBBEE L, 97.3% (36/37 ) Th o7z, EREIERIE. U v EREED
81.1% (30/37 f5l) . HIMEREIHD 43.2% (16/37 Hi]) | 1/ MREID K OV H ER AR
b % 37.8% (14/37 B1)) . FE#N 29.7% (11/37 f51]) . ALT HE K ONf A AL-P B30 4%
21.6% (8/37 ) T -7,

N " - HEE | . e RS
g 5 e iR H Gy iR - =
HEBEER R | onpy | PR e | (osvfmxm)
a5k 37 4 1 8 13 (20 233%02”’5%)
) 34.5%
PTCL : 29 4 1 5 10 (17.9~54.3%)
ﬂ;ﬁuﬁ T #IAE U o - FERF 1 0 9 3 18.8%
e 16
m{%ﬁ‘&?%ﬂ% T MY 5 0 5 6 50.0%
N 12
KAL KA AL Y o X fi
KLY o EY R LR 0 1 0 1 100.0%
EJEXG|
CTCL : 8 0 0 3 3 S
EIRERE 7 0 0 2 2 28.6%
R IEE CD30 Bk T i) )
0 SRR - 0 0 1 1 100.0%

ARBRIZI N T, K 8 BB H-% 582 LRI E © T2 R ICHR SUT TR L 72 6 BllTAR
ﬁﬁﬁ&ﬁéhto6%@9%3&J@ﬂmzm&UCﬂE1W)ﬁﬁ&ﬁ%ﬁw%
BrzseT L, 96 240 \%M%m@toit ﬂﬁﬁi U 2 RERED e OV B
ﬁ&f(%zm)zUPLﬂ ZOPHE, EMERY (MU ULA), ZITE, AMmEK
Wb R ERED ﬂ%i&ﬁ&oﬂdﬁﬁ&(%lﬁ)f%otw

72¥, AEER I3 MR G Toe R0 HRA & LT, (LFRIER DB F
1 M AR A L a3 5 & L, BMIERNE 2 1 (Wi s PTCL) Th o
7=, [IRF3CE 5.2, 5.4 ]

9) tENE K} : CCR4 BPED F% - Fk PTCL - CTCL [ENE T AHEGARRER (2014 45 3 A 17 AL, CTD2.7.6.2)
10) Ogura M, et al. J Clin Oncol. 2014; 32: 1157-1163(PMID:24616310 )

<BEHXIL#:AMD CTCL >
4. EfFHFE 5 MR ER
AL L TaREL 1 LY A U B2 - ER B RERE O ) —GERER
#3726 (5 BLHAARNBEE 156) ZXIGUT, ARAERY J AX v N a5 EE
HFEIEMARGEERBR A G L2, AFNL 48 (Day28) # 12— LT, 13—



Z H1X 1 mg/kg % Dayl, 8, 15, 22, 2 22— & H LML Dayl, 15 [ZERNES L
Too AU A%y ME400mg # 1 B 1 ERRAKE Lz, &SR, REET,
BRI L ITRBFTERWVEEFEPRD O DL E T, XIZ Do F kD
M4 5 ETL L7, Intention-to-treat fi#EHT*I5: 372 5] CKAIRE : 186 #il, RV /
A By NEE 186 i) (CEIF HIRBRETEMEEIC L 2 M AR (PFS) 2%
FRHE E & L7-, Kaplan-Meier £ CHEE S 415 PFS HOu L, AFIEEN 7.70 » A
(95% (5 #HIX[H : 5.67~10.33 » ), AV 7 AKX v NEEMN 8.10 » A (95% 5 #H X
M :2.87~4.07 » H), ¥ — RIZ0.53 (95%(5#EX [ : 0.41~0.69), P<0.0001
(BRlv 72 v 7RE) THY, AENIARY 7 A% b LEELTPFS 26 RICIERE
L?L: 11)O

BIVEF B 13, ARSIV T 84.8% (156/184 ) Th 7=, EREITEMIZ.
HEAPE D B 33.2% (61/184 f4i]) K OEEZ 22.8% (42/184 fiil) Toh o7z, AT
#£ 5.4 ]

(%)

100+
90
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70
60
50
40+ .
304 .

20+ g
" “‘%177

18: RU/ZRURBE (1866 T

0 4 8 12 16 20 24 28 32 36(@)

UROEEDKRES)
AFKIBE 186 100 65 39 22 14 5 2 1 0

\
T/a186 6 23 13 5 3 2 1 1 0

AFIBE (18641

OD BTt HF O o 288

7£ 1) CCR4 HUFEMAIL FCM XUX IHCIEIZ L W FEi 42 Z EHE S, WTIholmaEEs Hvs
iz,

7 2) CCR4 $UFMA ITFEAI & L CIHCIEIZ LD FBhe L, BV U —JEGERE CRMMIZRT U o oRERnN
LWL FCM B X AL AliE L LTz, ARBRTIEE )V —EEEOBE TR SN
o izlz®, FCM IEIC L DA DORERIZ 2,

11) #EPNE R - B3 - #EAME CTCL [ERR I FEF ARG A RS (2018 4= 8 A 21 H&ARS, CTD2.7.6.1)
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B, MIEHES Y A~ 7 RE L QT MREOBMGRE, B X ITERE ATL A5 %
%G L L7z 0761-009 iBR* TR L= & 2 A, MiETEH Y X~ 7 HEE L AQTcF
O IAREZ2ARBIIIFRD B o T,
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FLREHEE
(CCR4 Witk ATL f8H#)
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- PS (—ffRAE) 28 0~1 0B [NRBRSINEE SCGEHR R ]
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CEHELRAIHE (DAE, B2, IFre, 2 be— VIR 26795
B
- & M MR RS AESE DR AREIRIE D FEhE S LT B
HAERAT &

AF|OFEEE% 0.01, 0.1, 0.5, XX 1mgkg & L. EWEEENS 1AKMERET
4 [BLEEFHE LT, 361 (BRK 66 OREMNHREINI-th, BEEMICE RS2
~BAIT LTz, AEHIBR#HEMNE (DLT) 28 3 Ll Eici8d b= &5 &% ik Kifif &
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B R ERER D Je OV A iR B4 10 1] (62.6%) . i/ IMRER D 9 61 (56.3%) .,
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J RNT AT =T =B 6 6 (37.5%), MFTNAHVKRAT 7 X —LHN5
(31.3%) . HR, 1KEEEIENL OFZH 4 ] (25.0%) Th o7,
Grade BIOEZH T, &b L < BB LT Grade 3 UL FORIWERIZY v EkiBiY> (Grade
3:74#]. Grade4 : 3%il) TH-o7=,
KRR TIE LR E TR b ho Tz (HGRE2ET), TOMOEEF
EMIZ, 0.01, 0.1 X 1.0 mg/kg THWIEZ, HZ1E 1 BICFHBL LT-, G
TiE, BARJFRDFBL LT,
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P (mg/kg) CR |[CRu|PR| SD | PD | NE | #&2(#l) (%)
ATL 0.01 2 0 0 1 1 0 0 1 50.0




P B b NG wEREZEY () ERhBE | B
wE | (mgkg) CR|CRu|PR| SD | PD | NE | % (f) (%)
0.1 4 1 0 0 2 1 0 1 25.0
ATL 0.5 3 0 0 0 0 3 0 0 0.0
1 4 1 0 1 1 1 0 2 50.0
el 13 2 0 2 4 5 0 4 30.8
0.01 19 0 0 0 0 1 0 0 0.0
PTCL 01 0
1 2 0 0 1 1 0 0 1 50.0
gl 3 0 0 1 1 1 0 1 33.3
0.01 3 0 0 1 1 1 0 1 33.3
0.1 4 1 0 0 2 1 0 1 25.0
oty 0.5 3 0 0 0 0 3 0 0 0.0
1 6 1 0 2 2 1 0 3 50.0
e 16 2 0 3 5 6 0 5 31.3
MCE%é%%\CmPW%EEé%% PR E i, SD:227E L7=JRik. PDYREA DT,
NE:#Ffi 7
wCR$%ﬁ+CRu$%ﬁ+PR eI
c) 5 BB B/ x5 R HK X< 100
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(HB A3 5 B9 8)
R | e wlin TR Bk | o
fir | (mglkg) CR|CR | PR | SD | PD | NE | %G8 (%)
0.01 1 1 0 0 0 1 100.0
$ 0.1 3 2 1 0 0 3 100.0
| 0.5 0
3 1 3 3 o | o] o 3 100.0
Xl 7 6 1 0 0 7 100.0
0.01 2 1 0 1 0 1 50.0
% 0.1 3 0 0 3 0 0 0.0
= 0.5 2 0 0 1 1 0 0.0
%2 1 4 1 1 2 0 2 50.0
245 11 2 1 7 1 3 27.3
0.01 2 0 0 1 1 0 0.0
g 0.1 2 1 1 0 0 2 100.0
% 0.5 1 0 0 0 1 0 0.0
¢ 1 3 2 0 0 1 2 66.7
2 8 3 1 1 3 4 50.0
% 0.01 3 0 0 1 1 1 0 1 33.3
ﬁ 0.1 4 1 0 0 2 1 0 1 25.0
Wl 05 3 0o | o 0 0 3 0 0 0.0
? 1 5 0 0 2 2 1 0 2 40.0
ffe 245 15 1 0 3 5 6 0 4 26.7
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NE:FHlAGE, - fHlim 7T TV —7 L
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c) ZEN R E SR G R F X 100
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REAEY ()

Eith N T NE
@) | cR | cRul| PR | SD | PD | NE | &% P(#) (%)
RAEMHE | 13 13 . 13 100.0
TP Z28 12 2 1 3 25.0
B JE 2L 8 1 5 62.5
SETE%%% 21 3 0 5 2 1| 0 8 38.1
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Do NGB Y. BB E 14 6] (51.9%), T T =2 T I hTUAT 2T —
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JEEF fF 7T VR AT 7 2 —BEINA OKREEINS 6 1] (22.2%) TH-o
77
Grade BIOHEF T, b Z < IEIH L7z Grade 3 LA EDOEIERIZ Y > NEREE D
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4 A3 5% OFIEG S FRHE BT, PR ORARENRZBDZN, 6[0H
B HZIZ PD DR S oz I3 Ik s v,
HGRHZRO BN -EIERA L. Grade 2 DVFEANICHE D B, U v 7 RERERA |
TIT= e T ) NIRRT 2T —EEIINMME T ARG BT I ) N T AT
=7 —EHMNETHY , WTHOFER S [EIE B EE & o 2Rl Er) iR
niz,
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6) Ishida T, et al. J Clin Oncol. 2012; 30: 837-842(PMID:22312108 )
T AENEE . CCR4 BEIEDEF « Bk ATL EWNE AN RS (2012 4 3 A 30 H/KFR, CTD2.7.6.4)
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-1 LU RA VL RO ERIEE T T BE (2720, VT L U RIEERINRE
(PUVA)RA v & —7 = 1 (IFN)RIFIS I L EmTE & L)
- PS 7% 0~2 OB [IRBRSINIA B SUEHE HRF]

TR R
- HELRAGOHE (DA, BAE, A2, av o — VIREERERBS) 26
ERAY s
- Y MERMIR S O RBR L FEiE SN BE (7272 L, ALSFRIE%R O B
MR R IR & L)

HERAE

EPNEE DAHRRER (0761-002 RABR) (CHEL D
FEFMEER

- PUBEBE REREDR)
Bl ETEIE B

- GUBEIZ R EACR A B 2R)

- PFS, 0S

FEBIER (2T R R, FLEEINN A AT ot G4 )

37 %5 (37 %) [PTCL : 29 f5, CTCL : 8 f4]
#R

@ 1 ZEF I H

- PUBEEN R (RAEREZHE)

WA BRVRHE TORLFRIL 35.1% (13/37 B, 95%EHEIXME : 20.2~
52.5%) Th -7,

NG I BERRAE 2 () E ! AR (%)
CR | CRu | PR | SD | PD | NE | &YW | [95% =X fH]

35.1
" : ' S i Ml ' [20.2~52.5]

a) CRISERFHM, CRUAMEETERHEM, PRI FEAE, SDZEE LIk,
PDURZSOMEST, NEFHAIAAE

b) CR H#& %+ CRu &%+ PR &%

o) ZhBE B G A B (N) %100

® i
- BUESER CEBOTRIR AR

" N mEHRY  (f) BB | BHE
" @) | cR | cRu | PR | sSD | PD | NE | &%k (1) (%)
Rk 1 0 1 0 0 0 1 100.0
FEHIR 28 33 7 0 4 12 | 10 0 11 33.3
BT IR 28 12 1 6 3 2 0 7 58.3

a) CRISERTM, CRUAHEET M, PREBSEM, SDEE LWk,
PDR#EOMETT, NEFHIIARE, - flin 7 =V —722 L

b) CR H## %+ CRu H#H ¥+ PR H#EHK
7L, KL OEEHRZEOH AL, CR A&+ PR BEK

o) BN BE BRI LB (N) %100
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| Freealis

LM RIS 37 B (B 5 3 Fl& &) TR 2EIEMEBIE (FRMRAM
B AETe) 1397.3% (36/3741) THhol-, LE2REIWER (FEHE 20.0%LL )
X, U BRI 8 30 B (81.1%) . FNILEREGED S 16 1 (43.2%) , 4FH1EK
BgD K ML INREIRD 345 14 1) (37.8%) . FEDS 11 1] (29.7%) . HEANITLE
IS 106 (27.0%), TI7=vT 2 b TV AT =7 —BHME O 7 L7
UVARRAT7 7 & —EHEINNA 84 (21.6%) ThoTo,

o7



FEBUIEL GEBLR %)

1A AJER (n=37) PTCL (n=29) CTCL (n=8)

4 Grade | G3LIE | & Grade | G3LLE | & Grade | G3 UL E
Y L SERBO 30(81.1) | 27(73.0) | 23(79.3) [ 20(69.0) | 7 (87.5) | 7 (87.5)
i BRE R 16(43.2) | 5 (13.5) | 12(41.4) | 4 (13.8) | 4 (50.0) |1 (12.5)
P ER BB 14(37.8) | 7 (18.9) 10(345) 6 (20.7) | 4 (50.0) | 1 (12.5)
iR SR> 14(37.8) | 1 (2.7) | 13(44.8) | 1 (3.4) |1 (12.5) | 0 (0.0)
FeBA 11(29.7) | 0 (0.0) 9 (31.0) | 0 (0.0) |2 (25.0) | 0 (0.0
FEACHE S KU 10(27.0) | 0 (0.0) |8 (27.6) | 0 (0.0) |2 (25.0) | 0 (0.0)
DS L b s (e | 12 6 (20 | 1(34) |2 (250) | 0 (00)
Y gy | & (216) | 1 (2D |6 (207 | 1 (3.4) |2 (250) | 0 (0.0)

WUILEST-AEESR L LT, ERETS 16 (2.7%) 1Z3I LR, KEg
IFREBOEIZE DD TH Y | 1R L OREBMRIIEE I iz, £ OO
FEZAEHONRIZ, A b AT a v A )V AVENRKEHEIER DS 2 6] (5.4%) . &
M-, Ffiligige. ZRMEMR. B 2 JFOSMEREMEE B R OSSN A 1 6], B il Kk OV i
ERBOE D 03[R — W BR 1 ., PEMER S LR AMERER, AFED VU AE,
MRS, BRIENLTR M OV s Al — B 1 il Cdh o 72,
LRITEF 413X MedDRA/J v15.1 PT. Grade % CTCAE v4.0 H AFERR JCOG |2 #E
U]
NEEANE TVILS.RIVERI BRI %) DS
BES
EWNE TSR (PTCL - CTCL/H A S) 1238\ T, 8 el b TR L -4k
FDOOHSL, FEEFEMmEILE BTG&%D ZDH L 3 HITEAG 2 T,
3BT 8 EIFEGZTEHRL., MERKENRIZPRN 24, SDXA1#ITH-T,
ﬁ&@ﬁ_mwant@W%i AITL @ 1 1 Ti&. Grade 3 ® VU > /SEREH
A Grade 1 DILFF TV H Y KRAT 7 Z—EBHN, % IPESE, M U o AHE
N, ZIFE R OB RIE 3 BL L T2, Bl AITL O3 Tk, Grade 2 D
BYER BN L=, MF @ 1 6l Tlx., Grade 4 ® U 78R8, Grade 3 @
F M ERES ). Grade 2 OAFHERES D K OHLBEYE 292, Grade 1 O ifi/ MR E/D
NEI L, Zhbo o b, AITL © 1 HICREE LI-2HE (ERiHEL 3%
) %, A S A YRR A SO &fE ST,
iz 3HIZHB T, BT, ZOMOEEZRAERITEED bz o7,
LEITEF 413X MedDRA/J v15.1 PT. Grade % CTCAE v4.0 H AFERR JCOG |2 #E
U]

KA O AR S W BRI £ 0 BAS0, TV.2 MER AR OEESET |
P B, 5

9) fENE R . CCR4 BED T - F PTCL « CTCL HWN T ARG ER (2014 4E 3 A 17 HIKGR.,
CTD2.7.6.2)
10) Ogura M, et al. J Clin Oncol. 2014; 32: 1157-1163(PMID:24616310 )



2) LLERERER -
[CCRATBMEDA T MilAERME") V/\BEEE (LFEEERBERE)]
@ E A% HAZE T H5KER : 0761-003 FHER ©
HEBRTHA Y
2 it e L RV A 2 AL B G A TR A He il
R
CCR4 WD ATL 838 ((L P IERIGHRETH)
FLRERELE
- ARRBORERAT 2 WRILINIC Y B 7 L — T BT K0 . R U oo
JER ST P AR RR A 2 F 3 18 & 2 s 7o i
%1 : BUN @&, LDH &7 V7 I AMEDO TRt a5
- BERE TIZ ATLC T DI IET STV WEBFE, 72720, BIERER
IV BB O BRGE A, I ONT B JE R 2RI k9 5 SR TR 7 U R v B OVR

MPRIEITER <,
* PS 3 0~2 OB HRBRSINFE CETR ]
ERRROVESE

- G M EHIR RS OBREREZ T 5 Z L D3HEE L TV DR
- BERHAT 12 » HUNIDODATEEZRIE, XX R¥ Y re s (DXR) 12X
BT DB ONDLEEEAT HEE
AERAE
HERPEN R S N2 BF %, mLSG15 HE X ITAAI+MLSG15 #EIZ 1: 1 THIES
WZEID fH1F 72, mLSG15 BEO#ERE 121X, VCAP ¥k, AMP %5, VECP ik
D 3 ODOALFEEE (4, WEIEMN2WEAIL 28 HE) 21 a—X L LTA
34 3 —297, 2, 4 o — R VCAP JEIEART (Day-2~1) (2345 ¢
Yo ARRLEFY—=FEOT L R=V o ORIENEANZTT>72 (mLSG15 %
%), £72. AF+mLSG15 BEOHERE 21T, mLSG15 #IEIC % T, VCAP j#
EH 5 H (Day 1) MO VECP EE# GG H (Dayls) ZAHEE LT, AA
1.0 mg/kg % 2 #HRFREE T 8 MO FIRNE 5217 > 7=,
VCAP L : B 7 U RAF URERIE, V7 uk A7 7 2 R, R¥ ey
WEstE, 7L F=ynm v
AMP it . R¥ VL EY UEHBE, 9=LXF 0 FL F=ynrr
VCEP B : BT v Ui, = FARY R, IARTTIF, L R=ynrr
FEFEIER
- PUES IR RERBEERIC XL 5825 (CR, CRu))
Bl R hE B
- PUESG IR AR BHRICL D% (CR, CRu, PR))
- PG (RZSEA AR R 2IRIC K D 72T &K OZE5))
o R E AR (PFS) . 247FHIR (0S)
FEGIE (L aMEMENT AR, FEOINN A b MR o 46 1)
53 1 (53 #1))



R
o

SEAEMRRIT ., AFI+mLSG15 B 51.7% (15/29 i) (95%CI : 32.5~70.6%) .
mLSG15 BE2S 33.3% (8/24 #) (95%CI : 15.6~55.3%) Tk V. TR EMED
7= ((AA+mLSG15 #) — mLSG15 #f) (X 18.4% (95%CI : —-8.9~43.8%) T

boT,
(ke B RO ARY)

N e AR 2 (B1) SERTIMR | SRR

B B (%)

WD'| cR | CRu| PR | SD | PD | NE | “(p) | (on%laMi<it)

AFl + 51.7
mLSG15 B | 2 ? 6102 ! 15 (32.5~70.6)
mLSG15 # | 24 5 3 10 | 2 2 2 8 (15 gii&s 3)

a) CRIZEATEM, CRUMNEETZRTM, PRI/, SDZE Lok,
PDIHZO#EAT, NEFHli e

b) CR &+ CRu &K

c) SEA M iR R AE S R B E S (N) X100

@ | KT I H
- PUEEEZ
KR FR T, AF+mLSG15 #E2 86.2% (25/29 #1) (95%CI : 68.3~96.1%) .
mLSG15 #E23 75.0% (18/24 1)) (95%CI : 53.3~90.2%) T®H V., FHIRDF=E
((AAH+mMLSG15 #) — mLSG15 #%) 1% 11.2% (95%CI : —15.9~36.9%) Th

277,
(B B2hR)
g N BAERBRIEL (F) SRR FR 9(%)
@) | cR |cRul PR | SD | PD | NE (1) (95%(E X )
ARH + 86.2
mLSG15 B 29 9 6 10 ! 2 1 25 (68.3~96.1)
\ 75.0
mLSG15%E | 24 | 5 3 | 10| 2 2 2 18 (53.3-90.2)
a) CRiIEREfE, CRUAMEETEREM, PR Y M, SDZE L2k,
PDYREOHEIT, NEFHIAHE
b) CR H#& %+ CRu &%+ PR &%
c) BN BFEERI S EBE B (N) %100
PR O
. B N wEHE D (B SEARE R B
BeGRE | EBAL
CIRRC) CR|CRu| PR | SD | PD | NE | @) | o) | () | (%)?
AF | RkgIm | 14 | 14 | - 0 0 0 0 14 | 100.0 | 14 | 100.0
Yo lmmmzs | 261014 o | o | 1| 1| 24 | 923 | 24 | 923
mLS
Gﬁf gz | 8 | a4 | -l 2| 1 o] 1] 4 |500] 6| 750




N - N REZRD () FEAR LR IR
@D | CR | CRu| PR | SD | PD | NE | () | ) | () | (%)
AH
+
2114? ﬁﬁ%g 27 | 7 6 | 10 | 1 2 1 13 | 481 | 23 | 85.2
it
A 1 7 3 | - 4 0 0 0 3 42.9 7 | 100.0
mLs | R | 22 | 7 9 1 2 2 1 16 | 72.7 | 17 | 77.3
(%5 pewz | 5 | 3 |- 1| 1] o] o] 3 |600]| 4 | 800
ﬁﬁ%g 23| 5 | 3| 9 2 2 2 8 | 348 | 17 | 73.9

a) CRIZ=RFEM, CRUARHEEFZRMM, PREBYEM, SDZGE Lok,
PDURBOHEIT, NEFHEAREE, - FHfin 7 =) —7 L
b) CR ¥ %+ CRu &K
L, KR R EHRZE DS AL, CRBERD A
¢)CR B %+ CRu &%+ PR &K
722 L, KRR QR EHZE OEA 1L, CR BH%E+ PR BEHK
Q) FEREALBE R REE R (N) X100
) RANBHH G BEH (N) x100
- fEra A AR fE I (PES)
BT R G: 53 5] (ARFI+mLSG15 £ 29 #l, mLSG15 £f 24 f5l) @ PFS %
Rz, BB, PFSO 7+ —7 v 7WRENIZLL TR L v EH LU,
PUEG N RHEZ B RIC L2 PD iR B/E T A/4TH) Y H-mLSG15 (35 1 =
— A VCAP #ik) BtsH+1
mPFS (PFS ® Kaplan-Meier 151 & O #EE L 72 50%4%) 1, AF+mLSG15 B
723259 H, mLSG15 #£72% 192 H CTh -7z,

(%)
100 A r
— A +mLSG15 8
801 mLSG15%
i
B 60
=
%
F i
% 40
204
0 T T T T T T T T 1
0 90 180 270 360 450 540 630 720 810((H)
n(at risk) iR AR
FHI+mLSG158F 29 25 16 9 9 6 5 3 0 0
mLSG158F 24 18 9 5 3 2 2 1 1 0

- 2AEFHIE (08S)
AIMERERT G B3 1D OS R LTz, 7238, OS D7 v —7 v 7HIRIILLT
ORIV AR L,
FETC B/HTHIY B-mLSG15 (85 1 =— & VCAP #¥15) Bt H+1




Kaplan-Meier {£(2 & 0 #E7E U7z AR R R8I, ET H AR S CTOELF
EIEN B0%LL ETH oD E I ARRETH o 7,

(%)
100+ r
— A +mLSG15 8
50 mLSG158
£ 601
=3
F
$ 40_
204
0 T T T T T T T T 1
0 90 180 270 360 450 540 630 720 810((H)
n(at risk) iR AR
FHI+mLSG158F 29 28 28 22 19 12 10 5 1 0
mLSG158F 24 23 21 21 19 13 12 6 3 0

@Mk

RIEA (BRRMAERE 25 1e) 1IAF+mLSG15 #F (29 #5) &X' mLSG15 #f
(24 1) OFT RTOMBREITHEEL LTz, FHH BHREIGD 20%LL F) Tl K
F+mLSG15 B TAaf HERE D . i/ R SR K O F i BR R D 23 45 29 il
(100%) . &K VU > 7 SEREQED 7345 28 Bl (96.6%) . F& EWME A H BRIV E 3
26 B (89.7%) . FEEAN 24 5] (82.8%) . WLEAEAD 23 i (79.3%) . RAIHIEA
21 5l (72.4%) ., (KRR A 19 61 (65.5%) . B M OERAE 18 il (62.1%) .
HNZA 16 B (55.2%) MM K OME R % 13 1] (44.8%) . SEIF K OMTiB Pk
R4 126 (41.4%), 77=>T 3 NI A7 =7 —BBN, & Lo
MR EE % 1161 (87.9%) . FHRILOUMLHF 7 L7 2 80 0345 10 Bl (34.5%) .
TE, TANRSEUBET I ) NI A7 =7 —8#EiN, ) Y o AR KO
KM = 2 —a RF =% 85l (27.6%). HFE  [fdh Y o LD, fPFLEg
7K SEIESEHEMN ., 1 ENREETE & OVELBEME B 03 % 7 61 (24.1%) . 92508 6
(20.7%) 1Z3EH LT,

mLSG15 #ClE, AFFEREEA . M/ MR e VY o NERBOR D 23 4 23 15
(95.8%) . &I K& OV H MEREL D 234 22 6l (91.7%) . FEEME AL BRI EDS 21
Bl (87.5%) . MiESED 18 f (75.0%) . Hlv. (HRL, MK CVEAIBUIR A4
15 3] (62.5%) . FEEAMN 14 ] (58.3%). H N MK OKEBW D N5 13 4
(54.2%) . MFT VT I RN 116 (46.8%), TI7=0TI /) T AT =
T —EBHIND 10 B (41.7%) . WRFEF K ORIRIEN A 9 6] (37.5%) . 7 AR
TXUBT I N T AT 27— BHIME R E= 2 — a8 F—03% 8 f
(33.3%) . T, WE-, &g & OSETR 234 7 61 (29.2%) . ATVl VKA
7 X —BRIE O B U L E BN 6 1] (25.0%) ., VREAE, A h Y oA
WL, A N Y oA, M LT = BN, R R OV S RN B
il (20.8%) (ZFEHLL 72,



Grade 3 LL EORIWERIX, MEEOT X TOMEBREIZHIL LTz, 7ok, WEE bl
G FREREGE . B EREE . U o SEREE D e OV MR B D O1F & A BT
Grade4 THo7=,

W E -T2 EEL L LT, AFH+mLSG15 BB W THUMENES a2 » 7 KT
PRI TN L ORI LTz, WHEG L HICAAlE ORFEERIT TB#ER L) &
MW S A, BUEME S 3 v 71290 Tid, mLSG15 & O KBRS R
by LRI, ZOMOBEERAEFEFER)E, AA+mLSG15 B TiX 29 i
11 1] (37.9%) . mLSG15 BETiE 24 B 9 6 (37.5%) (ZHHLLT-, F5R5
TlE, AAHmMLSG15 #f CIEMEMEMER, MRK O A h AT 7 7 A L R EG
WA 260, Filgse, oA NV APERG S FEEAFRERIRAE, A AT e T AL
APERR, SEAIBE, DFERETE, FEilE, Y, FPERS, A Ly A JHER
e OV R 2345 1 BN 38 8L L 7=, mLSG15 ff TIX M 2S 2 B, B,
Wmde, Mgk, WO IIE, BB ROEGEE, B R, fikEz,
TR IR I S OV BAME A HP BRI E 23 45 1 BN R B L 72,

[RI{EM4 1% MedDRA/J v15.1 PT, Grade /& CTCAE v4.0-JCOG (2% U 7= ]

L RAI D AR S N ERIEIC X0 BB, TV.2 R OR) OHEESHT |
P B, 5

8) LB : CCR4 DL iEATAH ATL ENES IAHERRRER (2014 47 3 A 17 H/KGE, CTD2.7.6.1)

[(BHRXIIHAMOKRET MAEME") > /\E (CTCL) £3&)
Q@ EMEEMR L FEKER . 0761-010 5XEk 110

HEBRTYa Y

eI 7 v & MEIEE RS R
X

1Y A 7NV EORTEEZZ T, IR B A+ Th o 72 CTCL 5
FRERELE

AR FEIREIE (MF) XXt —SEfElt (SS) L 2Wrani-HE
cBIEET 1V A 7 VL EOREREE 2520, RN AR+ TH-o 2B
- ECOG & ke (PS) 2 1 LI FDHEE,

%1 : IFN, Denileukin diftitox, Bexarotene, 74 b7 = L —3 A HilEEHLFHIESE,
VI Lo RIERESNE (PUVA) SIEITRHWIEE Rl S0,
FIRRRAV R
« MR B A D G S BT 72 A S D o T R
- 2 ERNEMEER & 2 s T B
- HURIRRR R IR O BRIRAUREHLS & 2 B
 KANZ K DIRIREZ T2 3 h 5B
cARY SRSy ML DIRRERZ T T2 LN b L BH



BRI
R’E57H&

ﬁ%ﬁﬁﬁﬁénk$%% ABFENIARY 2 A%y MEEIZ1: 1 DT
K IZEN T T, ARIBEOBF L, KEHGFA 728 E L, A7
L1 ’C&:,’E Dayl, Day8. Dayl5, Day22 (2. LABED YA 7 )L Tlid Dayl KON
Day15 (2, A 1.0 mg/kg Z 1 KF LA LT THIRNEE G- L7, AU 2 2%
/Fﬁ@%ﬁui\T)/Xﬁ/%4%n@(1ﬁl@ﬁ%&§)%leﬂ
bEEHRORE LT,

&5k

UTOWME TERGEHTOLZ xR & LT,
AR TEEES (CR) &7 E, iR 12 » A E IR ED
1T (PD) £ TONWTINRNWEERE T
- PD. FEAIAMMES L IZRETERVWEAEERNRBOOLNDLET
« ZOMOPIEREAEITFE YT HET

FEOEE

- JEBREAREAEEIC X 2 HEAEFHE (PFS)

2 RIRETHEIE B

k2
D REOWRIEIZET 2 EMZE T, FREEESEFEREO QOL IC5 2 2 B L WET 579

*3

*4

*5

- TRBREALEAEEIC L 5P (ORR)

e R—2 T A ¥ 6 3 ARBO Skindex-29 A 27 *3 DAV &

s R—=ZF A )5 6 # A FACT-G total 2 =27 *4 D2k &

c R—2F A 5 6 4 AMD EQ-5D-3L index A =t 7 *5 D2 L&
- WA RAR

N—=2 T A ANINEFEEFNGE SN R EDOIEETH 5,

O)RE 17)

[fEE) (Emotions) J. MEIR (Symptoms) |. [H%#E (Functioning) | (ZB# L7=42 30 THH
THERRE LD,

AR H i RE QOL & 3l 32 R 1®

[ERAELR (Physical well-being) . T+h20 / FlE & OEAf% (Social/family well-being) |,
DiEthEQIREE (Emotional well-being) |, [E#RIRYL (Functional well-being) | (Z B8 L 7=
42 27 THH TH S LD,

: fEEERSE QOL & JIE T % 7212 EuroQol Group (2 & 0 BAJE S/ RE 19

EQ-5D ® 3 L~UL"—2 5 (EQ-5D-3L) » QOL ERI=E. TBBIOFE (Mobility) |,
[F oY OEH (Self-care) |, [572ADIEE) (Usual activities) |, [ / APug (Pain/
Discomfort) |, ["R%Z /5 & &A% (Anxiety/Depression) | DIEH THEK IS,

fiE 51138

Intent-to-treat (ITT) FEATXIGRER @ AFIRE: 186 Fl. AV 2 2%~ M : 186 #
LM RT RAEN] « ARKIEE : 184, RV J AX » MEE : 186 f

AIVERRNT G GAE N« AFKIBE - 180 5, AY J A& v hEE: 181 4



S

@ EEEHEH
< IRBR BT EARHEE S K D EEA TR (PFS)
Kaplan-Meier /ﬁﬂﬁméhé PFS o ffiid, AFFEN 7.70 » A (95%CI :
5.67~10.33 # H). RY J 2% v NEEN 3.10 » H (95%CI : 2.87~4.07 % A)
Tholo, REBEORY 7 A% NEEIZET D — REE 0.53 (95%CI : 0.41
~0.69) . Mifll p<0.0001 (EHIw 77 7 KRE) Thoiz,

(%)
100+
—_ B
—){l “
801 PP T RIS &
& 60
=
£
¥ 404
kS
204
0 T T T T T T T T T T T T T T T T T 1
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36(A)
n(at risk) i AR

A% 186138100 77 65 50 39 32 22 16 14 7 5 3 2 1 1 0 O
RU/AIy 8186111 61 36 23 18 13 8 5 4 3 2 2 2 1 1 1 1 0

@ =2 RIRGHLE H

- IBBR AL EATHEIC KL 5% (ORR)
TRBRFEEATHEIC & D MEE ORR*E 13, AAIEED 28.0% (52/186 #il) (95%CI :
21.6~35.0%). R VU J AH v NEEN 4.8% (9/186 1) (95%CI : 2.2~9.0%) T
O, REFEOTNBARY 2 A%y "MEETED -7 (p<0.0001, Cochran-
Mantel-Haenszel i &),

*6 : RANFHIE (Global Composite Response Score) (255X IBEBRE(TEMIC XV FEHIS
“5EAEY) (CR) XIEHm» %% (PR) 23, &K 4 RIS Culfke 2 0L LRl S/ R
FHoRE

c RN—=2F A h 5 6 H» ARD Skindex-29 A 27 DL
BAID 6 1 A (A 271, 3 L5 K TROFMFEAE T) ORX—RT A v
DD ORI bR (/D R FHME) 1%, AR -12.6£1.69 (95%CI : —15.94
~-=9.29), RV J ZAH v FNEN-6.0£1.75 (95%CI : —9.39~-2.52) , FEH= (K
FIBE—RY 7 A% v M) 23-6.7£1.77 (95%CI : —10.14~-3.19) (p=0.0008,
RAEREREGDRET NV (ZEEFEES)) THO, AU 2 Ay MRS
CARAIRE CREGHFEMICA BB R Dz,




— AHIE
O M=~ mmns R IRy NEE

FOELIRERE
-35 T T T T T 1
N=2A512 1701 Y1703 175 H1IN7 1709 H17I11

EIGEHONUNG - xmas —=n
1 I I
N
v o wu
-
g
2'—! t 1

n
FEIEE 173 156 113 93 76 62 44
RUJAFy hEE 179 166 95 59 40 29 22

c R=2 T A 5 6 5 ARBD FACT-G total A 27 OV &
ROID6 » A (A 701, 3 KO 5 ETHRFEOFHIIFER ET) ORX—RF 1
Mo O E R/ R FE) 1L, ARAIRED 4.6£1.24 (95%CI @ 2.14~
7.04), RY ) AH v MEEN-2.3+1.28 (95%CI : —4.84~0.21) . FEMZE CKRAIRE
—RU JAH y ME) 23 6.9+1.31 (95%CI : 4.33~9.47) (p<0.0001, KEHIE
BANREET NV (ZEMEREEA)) THO, B 7 AX v SIS TRAIRE
THEHFINCH BERUEDR IR O i,

15
A w— 1 w
¢ 0] e UPP TN
% G 1 I : ] ]
Z o
it t
i a 01
L
A
3 =54
i
2 FIOELIRESE
-10 T T T T T 1
N=AZ1T>» 1711 H17)L3 H17I5 H1IN7 F170L9 H1271L11
n
*HEE 177 164 120 99 82 67 48
R/ AFy hBE 184 172 97 59 39 28 21

e RXR—=Z2F A4 05 6 # A® EQ-5D-3L index A 217 OV &
BOIDO6 n A (A 701, 3 KRO5 K THRFOFHHEFRES ET) D= T 1
B DONVEJEAC B O /N R R EIE, AFIFEDS 0.06+£0.015 (95%CI @ 0.028~
0.085), RV 7 AKX FEEN 0.02+0.015 (95%CI : —0.008~0.052) , BEf7E (K




FIBE—ARY 2 2%~ MEE) 78 0.03£0.015 (95%CI : 0.005~0.064) (p=0.0814.
RAERERANFET v (ZEEFEE ) Tholz,

£ 0.20-
& — kIR
!—; 0.154 — RS ATy MY
D
w3 0101 . )
o . T |
T § 0.054
g n //"\a\\
& | .
e 0.00 = 2 : = '
X
A 0,051
6‘_; FfE L iRESE
"‘010 T T T T T 1
N—=AZ1> 1701 1703 B 7)5 H1INT H1719 1711
n
FHIEE 180 164 121 101 85 70 50
R/ AFy hBE 183 171 98 58 38 29 20
o i".&/\EE' E *:b %
iR

BERBERTIX, AFIEECTRIETE CR 256 (FeE CR S 4 41) . RiEE PR
25 60 Bl (& PR 25 48 i) . AffeE B 2N 1% 34.9% (65/186 f#], 95%CI :
28.1~42.3%) [FETZ=F1T 28.0% (52/186 ], 95%CI : 21.6~35.0%)]). R
U A%y METARHEE CR 230 4 (e CR 23 0 ) . RHeE PR 23 12 61 (ffe
E PR 9B, AHEEZEHEIT 6.5% (12/186 i, 95%CI : 3.4~11.0%) (&
FINFRIT 4.8% (9/186 i, 95%CI : 2.2~9.0%)] T -7z,

P N L) THEEDE (%)
s | TREECR | FREEPR HERDE (%))
@) | aeecr) | @eepr) | S0 | PP I NE | rosuimmicn]
AN 186 5 (4) 60 (48) | 80 | 1 | 40 | 549 [281~423]

(28.0 [21.6~35.0])
6.5 [3.4~11.0]
(4.8 [2.2~9.0])

#CR : 582%, PR : #&%h, SD : &€ L7-JwIk, PD : AEOHEST, NE : fHEARHE

[AEEDHA]

e CR/PR: CR £7-12 PR % 1 [nlf:R

i€ CR/PR : b7 < &b 4 M ORIRZ & Tt 2 ML E CR £7-21% PR % kR
FRhR - (CR A+ PR BEH) [ xR HEE X100

@Mk
RIVEF I AAIRE T 184 B 156 i (84.8%)., RV J A X > FNEET 186 il 178
B (95.7%) (ZHBLL T,
FHLEIG N 20% %2 2FIER L LT, FRTIIARFBET EANHE D UG
Db %< 6141 (33.2%) IZHBLL, WWT [HRZ | 23 42 1 (22.8%) (ZHEBL
Lic, AU 2 A%y NEETIE T b %< 103 6 (55.4%) (ZRIBLL, &K
W L) 237161 (38.2%) . 9571 23 62 ] (38.83%) . T/ IMRIBZE] 23

RY A%y M| 186 0 (0) 12 (9) 115 | 6 53




56 {5 (30.1%). RS 2352 1 (28.0%), fif 2 L7 F =4l 2% 45
B (24.2%) . TEAKBGE] 725 40 Bl (21.5%) 1ZHRB L7,

Grade 3. 4 3L 5 OFEIEAIIAKIRET 47 1 (25.5%), RVU J AKX v MET 65
B (34.9%) (ZFHBLLT-,

AFIBETHIL LT Grade 4 ORIEAHONRRIZ, TFERAR4) 23261, THi%k, &
1Y U AigE] EMERANE | TIREE] TIFMRBE) 84 1 Thole, R
U A%y MEETHBL LT Grade 4 OFIWEAOWNFRIE, THUMAE |, /Mg
FE |, TAFRERIVE ) TREE 2 ), TRIBMER RS ), TRipE) . MED U w A
SE | KON THEZERE) & 1B THh o7,

B % G EEREWERIIARIRE, RV ) 2% v MNETENTI 36 6] (19.6%) .
30 5 (16.1%) (2RI LT, AFIBETIE TR KO R 2134 461 (2.2%) .
MEHZE ) O EANCHED BUR) 3% 36 (1.6%) IZRILL, ZOMMmOEGD
FHEBEKIVTNE 2HILLFTh o7z, RY AKX v MEETIE TIRZERAE] 23
561 (2.7%) . Tl/IMEAES 25 361 (1.6%) IZRBLL, ZDOMOFER DI
BEBIINTRL 2HILLFThH o7z,

FECIZE - T EWERIE, KﬁﬁkiUTJ/X&/F#®%2ﬁ(H%)kﬂ
D HIVTe, ARAEETIX THE) . TRMEMK) & LIS L, F-,
U/xﬁybﬁfmlqu%%ﬁﬁjmwnﬁ*('ﬁika&UF-%
ERE] DR LT,

[BI1EH4 1% MedDRA/J v15.1 PT, Grade |3 NCI-CTCAE v4.0 (2% U 7= ]

KA MR S UISHEISIEC X RS0, (V.2 HEROHER ORESET
B, |

11) #EPEOR - %S - #EAPE CTCL FEIRSIL [ 55 I ER R SRR (2018 4 8 A 21 HKF., CTD2.7.6.1)
16) (R - BRIRAOAT 2 (%)

17) Chren MM, et al. J Invest Dermatol. 1996; 107: 707-713(PMID:8875954)

18) Webster K, et al. Health and Qual Life Outcomes. 2003; 1: 79(PMID:14678568)

19) Shaw JW, et al. Med Care. 2005; 43: 203-220(PMID:15725977)
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BHECARERE ] (BRXITEEMD CCRA 514D ATL)

H Y

AFOEHEE T TO 1) RAMOBIEM, 2) BIFEHREARDIL, 3)
LEMEROCHEIECEE L RETEEZONLER, 4) HEAFHEF
HE DD, BENK O Z MR 2,

LRI

P&, Infusion reaction, [ESAAELEWRE, EHEHNMHI, JEYE
KO EiEE (B T 7 A L 2 PG, BUETL. CMV &Y%
Eie) . FPRERERE S, MIEIMEMRE, SmpE, B SER BB,
DEERERE . Y MR AT IO ARA 2 85 L= BB BT S i
SRS RE OO TS 7o BAUERAE Ik E R O BN, 1E M A R A
HOBE~ORS

APEC B DR

S5 1 AR £ 5 RHIE

HIH
AR 7k pF TR & e E OfFA
KR BE AFID e 5 & ATz AAE
e Syl | Rk 24 4F 5 H 7B EAL 30 4E 3
H B 300 #i
o Kﬁu&ff%ﬁtﬁ PR %zt:%q%%@%kﬁ HET (:JEEIJ TIERH) K OAAIR
W5 HEHND 24 L E TEGDOEG 31 HHH
ESy e 257 fiti
&SI 608 17
LENERIT R SIEBIER | 573 4
B RNMEREHT R SEG IS | 524 B

(k2]
REMREEE

AFNOLEVRFIFED > b, BERRESINTZY A Y R OEE
BAERI Y 27 L SRT=REWERICHOWT, BrE i s a ik
HEWEARIARDIL, 1DEBY ThHolz, KB E TORKER
Bk BEER. RMEAOERSEN MRS 720, EHELEK
WEREEZR S DD AGREFE TORBEEIS ZHHEIC BRSSO E e
ST, HOREIRBDOE(LLIS OB EREHREIC WL, BT
O MEMA EOEE) CTRECEEME L TR, /o, ACRERER
OEALIZOWTIL, ERG U A 7 EFHEFE CIER LB THEE
Bl LTS 2 Emnh, BIORERME L ZE 2 5N D ERITEDS
VTR & L7,

I e AL W O M AR At D BE ~D GO T, BT
FERRGERA TRV, iM% ARK D3 % 5 S jui- iR
#3761 (LLF. TRAEAERT ) 2B 2 EEAREEEIS 1T 64.9% (24/37
#) ThHY . FEERREEE | OSKERICBIT 5 BIVEF S
& 73.5% (421/673 ) % LIRS L O T -o7-, BHEENICE
A EeEIWER (MedDRA FEAGERIT 3 HILL E) OFBIEIGIL, &
AN S BOG 27.0%  (10/37 1)) . 3895 24.3% (9/37 fil) . FEEK OY
FA AT a7 A L AMAE 10.8% (4/37 ) . FLEE, BAEH %5 1R
K OFEENME AT TP BRIV IE 8.1% (3/37 i) Tdh -7, BREMIC K
T, EMEBMEBBREIC AT 5 & SNAR, VA N ATa v A
JV A HLE R OB A 56k 5 2R (O30 b MedDRA EaAGE) DIEHR
B ENEREN (REDIICBIT S EN 03 EE A X,
4.9% (28/573 f5) . 4.5% (26/573 i) KX 1.2% (7/573 i) &L
BLTEWLOO, BHERIZHREZEERIIRD AT, WIh
b MEA EOREE] ICTEEWME L TWADZ Enn, Hif-mstisix
REL I LT,




RHECARERE (BREXITHEAMED CCRA EH1ED ATL)

(B3

39|

BN R GOEBIT 3T ATL 2904 5 EES A EICB WD
TR SN PUIESh FLp E AL U 2 W CHIZE L, CR, CRu i
PR &HIE SNTIER A A ZE & LIz & X ORKFNOGRES TR EL
BT 57.9% (303/523 FlE2) | AHKIE 54 THETIL 41.9% (219/523
B) THotm, HFPIETE (FRENPRHEEES)), BEY
SN D7D EHE R IR e b Do, FKFRIFE TOENE 1T
MRBRIZB T DI B R TOFZEIGIE 50.0% (13/26 ) THH |
AHEREFRIL, 2hE TS Z i3, KEIOAEPEEB R
BEITERO HavZau &l L7,

ROATHAT, EH L Y 27 E BRI 2 R E T D AN BsG S,

I L REOZIC LY Tae CURHEARRE) O X S ICHIET 2,

- Lymph Extranodal Spleen, 3 Peripheral
Response Definition Nodes Masses Tiver Skin Blood Bone Marrow
Complete Disappearance 1 1 1 1 N e 1
Remission (CR) of all diseases norma norma norma norma orma’ norma
Uncertified CR | Stableresidual o gq0, =75% .
mass in bulky normal normal Normal* normal
(CRu) lesion decrease decrease
Partial Regression of =50% =50% No =50% 250%
Remission . . Irrelevant
(PR) disease decrease decrease increase decrease decrease
. Failure to
Stable Disease attain CR/PR N(.) ch?.nge N? ch'ange N(.) chgnge N(.) chlange No change Irrelevant
(SD) or PD in size in size in size in size
Relapsed or New or New or New or New or New or New or
Progressive increased =50% =50% =50% =50% =50% Reappearance
Disease (PD) lesions increase increase increase increase increase™?

31 : provided less than 5% of “flower cells” remained, CR was judged to have been attained if the absolute lymphocyte count, including
“flower cells” , was less than 4x10%L

%2 : defined by >50% increase from nadir in the count of “flower cells” , and the absolute lymphocyte count, including “flower cells” ,
more than 4x10%L
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FREIEN Y A7 & SNTERWERIZ DWW T, R oA
MIZHT HRITERFEBIRDUEL, K1 DB Thole (FrEfl
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B 5B DAL= A AT S RIAE BN I 1 B A 3hE A 1ddx
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£ 1 FPEMEHARGRETE [ KO TIZRT 2RI REIRN

Clike R TE A i A A R R A58 P Pl A A 1L
LR NESRIT R GE B 573 fl]
e At FEUEGIE (FBHLEIE %) HEUERE (FEEEIG%)
HEHEIREER =R FER =R FER
EERBESNEY 27 — — —
B 59 (10.3) 127 (22.2) 21 (23.6) 27 (30.3)
Infusion reaction*? 27 (4.7) 145 (25.3) 8 (9.0) 23 (25.8)
JIER Y55 A S M A 2 7 (1.2) 9 (1.6) 0 (0) 0 (0)
e DR 53 (9.2) 58 (10.1) 22 (24.7) 11 (12.4)
JYE e O g b (B BT
KA NVAFIEM L, BUERF | 85 (14.8) 47 (8.2) 16 (18.0) 10 (11.2)
%, CMV EeaEip) %
FERgRE F 556 14 (2.4) 20 (3.5) 1 (1.1) 2 (2.2)
R P P SR 3 (0.5) 0 (0) 1 (1.1 0 (0)
R I p s 1 (0.2) 2 (0.3) 1 (1.1) 1 (1.1)
BB Y R 7 — — — —
ERRRAPES Nk e 0 (0) 2 (0.3) 0 (0) 0 (0)
(LB RE 0 10 (1.7) 1 (0.2) 2 (2.2) 1 (1.1)
A 5 AR A RELAIT L AH 2
ﬁ%ﬁ%ﬁggg%ggﬁ 23 (46.9) 3 (6.1) 1 (33.3) 0 (0)
TR e SE 9 o B
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National Comprehensive Cancer Network (NCCN) @ Clinical Practice Guidelines in
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DEFEE T Z2B%T 5,
X3 HEAYRZE DS AT TPD), FFEMREDOE AL MR, IFIEX - MEOS A HEE . §FHiREo
Bad ) 28%T 5,
B CTCL (0761-010 &ER)
FREDHE Sy (BRg. Mg, U > Ei, W) (2800 220 RICHESWTHIE Lz, SREK
gy (Bfg. i, Vo ]Hie WD 1280 2 RELOCREMRE, EEREEY v iR
(ISCL). K[EHEE Y M2 (USCLC). BRINEEAIEIRI Y2 (EORTC) BIfE U >/ i
BAY T d—ADEEIC & - TED IV AHE RN - TRl L7,
Fro, e &b 4 HMOMIMREZ & Cife 2 [H2L E,. CR £721% PR 23l S LG & i

. 1TIRIOSE 2 R & EFR LT,

HWEDRHER
HBEHE 5 BE|  JoE | P | &
CR A DREREAGEL T X ComEeRMk | CR TR TCOXH T CR/FERH
CR FTRTORKSTCRIAERFEEVS Z & id7 <,
PD O X3 id7z
PR B TE ATREIR S D/ PD OX53d7 <. {REBREERE G- BAARTIC
PR WML R4y TR S 2 B A1,
1S ETCCRELIZPR THD
PD X737 <, IR GBHAARTIC
PR WML X5y TIRIEN H 5 B AL,
SD CR. PR. PD OAEHEZEL 20 CR, PD ®RAriEA 0
D WD XS T CRAERE, PR, SD THY |
PD O X5y id 7z
PD PD WD XA T PD
BE [CREZEH WA BT 2HADTH WO X5 THIE

BRI & RN RHITE



[RERZE] mSWAT OFHICHEL 5, CR : EEHAD 100%IE5, PR : T1, T2 £721% T4 DRFERHED
HOWRH I N T, FREHENRBRIER 5BMARTD D 50~99% 114K L, #H LWES (T3) 15580 bk
WV, SD : T1, T2 £7213 T4 OREIEIRZE DA OYWERE BT, K FRHE DRSS 5B AR R 5 <25%H
ML 720 L<50%H L L,y 3 LWIEE (T3) 13580 by, PD ¢ (1) IR A SRR 5B AR 5
=Z25%HN, F7id (2) T1, T2 F721d T4 ODEFEIREDHOERE BT, F LWIEE (T3) 2330
BND, FlE (3) #RMEK - CR £7213 PR 257 128V T Bl & 1RBR I S BRMGRT A = 7
DB50%EDEFEBR HRIGEA T O LR B CR 257 #F 1261 2K BHR

[Mi%fFZE] CR : B0, PR : JRERIEE BRI m W i P IEE M EL (B2) Tho g s\, 1
PP RS I 2 0 S BT E TR B RS S B AART 2> 5>50%084> . SD : CR. PR, PD OREHEIZEL 2\,
PD: (1) BO»5H B2, £721% (2) 1RBRIEEREBLARTN H>60% DM, 36 L ONEE M2 5000/pL 2L
by FEE () AN - BRI S5 BIMARTICIE B2 TH Y PR N E LN HBREICB VT, RARE) S
>50% D HENFS & ONEESPEMIfREAS 5000/pL LL ., B : CR A3 DAV g ic s\ ¢, JEEtEifig Y >
RERAYZB1 N

[ /18] CR : VBB G BRAERT O U > 7 EIOFANC W= J7E T, 77X Co U 3o GTD 2% 15 mm
AT, £72. GTD 7’ 10 mm # 15 mm LL FOEA L, 85 10 mm LA T, PR : /BRI 5-BA4ART & b
i LC SPD O RFA A 50%LL EC. #ifc/e U 2 38l (GTD 2 15 mm ., F72/% GTD A% 10 mm # 15
mm LT OEAE, FES 10 mm ) OHEBLZ2 L, SD: CR, PR £721% PD OMEHEIZE L2V, PD : LU
TOWTNNCELTH5A 0 (1) V3o SPD 2NEBREEE: GBHMART D 50%LL BRI, (2) ZhEil
X PR BE LI HERE T, U L/ EiD SPD A iR/MEIZEL LT 50% 8K, (3) PRAE LA o7
PRERE (TRBREER G-BRAARTN O 50% A DffE/N) T, U U 3 EIDORE I HNER/AMENS 50%HH K, (4)
GTD T 15 mm BOH 7272V 8GO HH, F7213 GTD 2% 10 mm # 15 mm 2L F O5A1TEES 10 mm
BOFT-72 ) LB O, F3E : (1) GTD T 15 mm #, £721% GTD 7% 10 mm # 15 mm UL FO%A
VAR 10 mm BOF7=72 Y U NEIOMEL, (2) TRBREERGRMAANCEIR L, CR LMl Sz U v/ i
DOFF (GTD T15 mm ., F721X GTD 28 10 mm # 15 mm LA FOEEITEAEN 10mm ) . FHAHE -
TR G BARTICTFEDNMER SN b OOWE Lieh o 72 E 12132 ORICERRE L e o T2zl 5F
MRE R CTED Y UREIOREBAHET 5 LN TERNED

[AE] CR: (1) 1RBRERE SBRAARTICIRIR L2 R CORZE D SPD T 100%4E/ . (2) APk, Mg, 7=
IRIEBRIER BRI IR &SV L B X D EER2y ., B L CER AR END, (3) Il E 2Tl
HifG =T, FEEIRRD BV PR (1) MEEHEG, IR 8 E 2R BRER BB ANC B E Th o 7T R T
Dz DINE FTRERZE D SPD 25 50%LA B/ (2) Kl E 72 1302 M A X (PD IZ#%) LTHEH
B ARETEE 22, SD : CR. PR F7213 PD O MEYEIZE LRV, PD : L FOWFRICiE 4
A (1) BB G BRMETANCIRIEN & - 722 T, SPD 28 50%@HI K, (2) Hri-7afEesizi, (3) b
%K PR SO 7205 E T URTOIRZHE A SPD Th/MEIZEE LT 50%#8H k. (4) PR 2355
IR T EBRE (IRBRIER G-BRAGHT & 50% AT O/ T, lEam=iE oK & X035/ MED D 50%tHEH
K. 1% 0 (1) CR G OLNT-HREICBIT 2 H7- R e O B, (2) TR G BAARTICEIN L,
CR ¢S NN OIRE N EHS [GTD T 10 mm YL ERB XV 72135 (reconstruction
interval) 2% 2 f5Lh E]. FEMANEE : {REBREEE G BMARTNICIFEDSHER SN2 b ODORE LR 7o 213 %
DRIZHNERGE L 2o 7o, Tl CTZOREDIRIEZHET HZ LB TERNL D



VI. ZEHERBICEYT HIER

1. EBZHICEEHSILEYMRITILEMEE
L

2 B

(1) YERERLL - 1EAKE -
EH LY X~ TR HEBL L TV D CCRA ITRERICH G L. ADCC iEMEIZ &
D PR R 2 T,

o ATLHEES

NKiBa

(T7175—4HE) EARbASZ

CCR4

NKifiia _ " 4
(T7179—48) \ - : s

SEEYE
‘ (IN—TA1)>2%)
ATL#RED

ADCC: ATL#Ifa=RE N CCRAICHES LIEEA LV XY TIC.NKHIREO T 779 —laDFcZE{EH
BL. I7179—fEAATLBlREEET 5.



(2) BN EE 1T ZRERRHE -
1)CCR4 %IR8 L R)L & ADCC &M (in vitro) 2
EFH LY X~ (10 pug/mL) 1%, =7 =7 Z—H#ila [EEER A Sk 0 AR, i B AZ
fii (PBMC)] f#EF T, #—% > Ml (CCR4 #fs T8 A EL-4 fifu) Ol
i > CCR4 FE 8L L~ /L2 fkf7 L7z ADCCIEMEA R LT,

2)[EEMAaI-xtd 5 ADCC iEMH (in vitro) 2728
EH LY X~71%, CCR4 51D ATL B % 7213 PTCL-NOS 25 O fESHl ™ 2%t
LT, =7 =7 ¥ —flifa 7/t T T ADCC {H%~ L7,
% : CCR4 BE NG %5 e CD3 BE Al

A)ATL FE O EEBI B) PTCL-NOS EENiE5Hia
(%) (%)
1001 50 1
b -//1 404
60 1 @ 30
40 201
2 2
= =
20 1 10 -
O Tesmteesimiiiinn i e dbinmi vesimwanans o 07
0.1 1.0 100 (ug/ml) 0.1 i 10 100 (ug/m)
EHALVATTRE EHLUVXITRE
T7ro9—masy | "o T7ro9—masy | "o
o @l P RS | pememeEE | . paaen) | mom R
L o TITTI—HBRIEL

w0 T7179 4L

I 7z 79—  BEKNBROCD3EEPBMCE(FATLEERROCD3[EM4PBMC
ADCCiEM 1 3'Cr release assayi&IC THRIE

3)CCR4 ) A~ K (TARC*' U MDC*2) @ CCR4 [GiEfila~ DS DEE (in
vitro) 29, 30)
CCR4 U > FTH 5 [I-TARC K O['#I]-MDC @ CCR4 BPEHIf~DFE A1,
LY A< THIET (0.01~2,375 pg/mL) T S holcl e, EHLY
A< 71% CCR4 IZxtT D HFIEIEEZ /G S 2\ EE 2 b,

* 1:'Thymus and activation-regulated chemokine 3 2:Macrophage-derived chemokine



O S Es

4)E b T #RRBRESMEkKIZXT 5 CDC EMS (in vitro) Y
EH LY AT (0.0001~100 pg/mL) %, CCR4 Bl (TL-Om1 #ifu X O HH
M) (2 LT MR (b MIEHKR) #4E T C CDC I EZ /RS RdoTe, 7o,
CDC #&EVE Z 34 5 MR H K+ (CD55 & CD59) O iR fEAE FIZHBW\T
H, TEHLY X~ TILCDCIEHE RS 2o lz, TNHORERKLY, EH LY X~

71X CDCiEEZA S BAbivi,

5)CCRA4 514 ATL HE#fa#kIZxt 9 % ADCC ;&M (in vitro) 2
EFA LY XA~T701E, CCR4 Bt v b ATL dkfilatk (TL-Oml, ATN-1 & O
ATL102) X O CTCL Hikiflatk (HH %O Hut78) (¥ —7%" > Mld) (23 L T,
b PRI MR (=7 =27 % —flild) fF£ F TADCC{EM AR LT,

(%)

100

80 1

60 -

40 1

20 -

i, T, ST
Q S Q.(-) Q-

N

A)TL-Om1§ii3

(%)

100

80 1

1 NGTei=3]

0-
EALUVRAYTRE

o

ADCCEM : *'Cr release assay;&IC TRIE

B) HH#HAE

EHLVAITRE

7 4
%

n=3
OB +HRERE

(ug/mlL)



6) RAHIM0 CCR4 [GHEMRRICx T 8L (W= 1))
BV =27 A P L) XA= 7 % BiaE RN 5-RE, 0.01 mg/kg BL Eofeh &
TR Y > 7Bk CD4 [514/CCR4 B E Db 23388 STz,

(%)

180
Cleh EHLNRT TSR
5’ (mg/kg)
ﬁ 140 -0 (n=3)
é 120- -o-0.0000725 (n=3)
(FE 100- --0.001 (n=3)
4 go- +0.01 (n=3)
ﬁ i~ 0.1 (n=3)
% 20 -1 (n=3)
2 40. .
z
£ 20/
* 0

-50 0 50 100 150 200 250  300(8)

BBl

CD4 p5tt~ CCRA 5 MEHRaZE LR « BBHRSAT (Day -13.-7. 0) OFIEHNSOE(EE

NESME (CCR4 [GEHIRtkIBIE< D R) 3
TH LY A<71E, CCR4 BitEd b ~ ATL f Mtk (TL-Om1) K ¥ CTCL 3k
Motk (HH) %5 FBE LB BEEAWEAS (SCID*) ~ U AET /MTBWTE
BRI E R 278 L7z,

% Severe combined immunodeficiency

A) TL-Om1#BiaiEHE B) HH#fif2#84E
SCIDY I RETIL SCIDYIRETIL
4 604
EAHLIVRTT
501 - T® w58 (=10
g 404 : -0 XEREE (n=10)
g - / .
e
20+
T L IEERE
10+ * p<0.05
0 : : 0 Wilcoxon rank sum test

0 7 14 21 28\ 0 7 14 21 28(8)
S EBHARS

TALVAT S8  TAHLVATT 20mg/kg 28 1 @), 5t 4 OEiRAES
XEREY | AERIEREE 1 B, 5 4 OBIRAIRS
BB © RSHBHOEBHREICHT SH

(3) VERHIRIERE - HrfhsR -
BN L A



VI. EYEREICEIT HIER

1.MHREDHER - AIEX

() ARELEDLMPERE
P - Y 2

(2) & MR E EIERE
EAERR L

(3) ERARHBR THRE SN -MFRE
1) B[RS (0761-0501 FHER) ¥
CCR4 5 ATL 4. CCR4 [51%: PTCL 4 Xid CCR4 Bt CTCL A IZAH] 0.01
~1 mg/kg Z HEIFFIRAE G L7z & & O M REHERS &k CSEMBIRE T A — 2 13 LL

ToLtBYTHoT,
BSOS IRAIZ S U & E O MRPIREHR
(PIE+HRERZE, SRMFRTORBRER n=2~6)
(ng/mL)
100,000 0.01 mg/kg
- 0.1 mg/kg
-~ 0.5mg/kg
10,000 - 1mg/kg
m
9= N
FP 1,000 4 ~e—
P SIS
100 3
10 ! ! T T T T T
1 2 3 4 5 6 7 (B)
R



HRIFRARE L= EDEYFE/ NS A —4

. BE5E C Coronen AUC,
- ‘% max troug] 0-7 days
BB (mg/kg) (ng/mL) (ng/mL) (ug h/mL)
CCR4 B ATL 0.01(n=3) 206.0 + 23.1 41.0 £ 39.0 14.9+ 7.7
BAT CCRAFS | 0.1(n=4) 1831.7 + 334.1 954.9 + 447.4 87.6+93.7
P PTCL B3 3
CCR4 &1 CTCL 0.5(n=3) 8353.2 £1993.4 2985.0 £ 605.8 761.9 + 130.8
B 1(n=6) 21758.0+3495.4 | 7544.2+3008.8 | 1901.2+ 466.6

RS, v a Ly 8— R A2 NETVIRNT

KA OARARNE 1 HlH 1 mglkg Th 5.

L RIEIRRR SN BIEIC L B2 B 720,

(V.2 FEROHE] 0HEZRT 5%,

2)REERE

QHEFIRE®RE (0761-002 5B, 0761-004

ER) &9

CCR4 W51 ATL % . CCR4 5 PTCL £ X% CCR4 5% CTCL B & 2 A
#l 1 mg/kg %z 1 @EFFEN T 8 RIFAEFIRN G- L7z & & O i EHER & Oy
NI A—ZBUTOLEEY ThoTe,

(ng/mL)
100,000,

I T T}

10,0004

B e

T '}

1 BRRER T 8 R EFIRARS LT- &£ E OMRPREHR
(Pl +EERE, SROFRTOWBEH n=3~ 27)

= CCR4 514 ATL &
-+~ CCR4 514 PTCL - CTCL BE

1,000

7 14 21 28 35

42 49 56

OS5 H S OEBHR

63 70 77 (B)

Adapted from Ishida T et al: J Clin Oncol 30(8), 2012: 837-842.
© 2012 American Society of Clinical Oncology. All rights reserved.
Readers are encouraged to read the entire article for the correct context at jco.ascopubs.org.



1EREFERT 8 BIRERMIRANRS LIz ZDENHE/NS A —F

» 55 © Crronn AUC,. t
- }%\ max troug] 0-7 days 1/2
RIGIBH (mg/kg) (ng/mL) (ng/mL) (pg h/mL) (h)
CCR4 [51E 1 42943.2 33638.3 6297.4 499 + 147
ATL B34 (n=5) + 14239.5 +10572.22 +1812.5?
H |
CCR4 it PTC]; 1 45940.7 29017.4
B Xt CORY B (n=9) +9251.2 +13328.6 o o
E CTCL & ’ ’

EHE EAEERZE, v a L N— R A NET VAT

@ EKIREH’RE (0761-010 FHER) >

1A 7NV EDRgEIEESZ T, IRV AR+4rTho7- CTCL BFIZ, 28 HA 1
A7 LT, KA 1.0 mgkg &, ¥ A 7/ 1 Tl Dayl, Day8, Dayl5 K}
Day22 (2, D% DY A 7 /L Tld Dayl kO Dayls ICFIRNE G- L1z, ZDOEED
Coax XM C i IZELT O Y TH S,

CTCL B&EIZAH| (1.0 mgkg) ZEIRNIFS Li-& EOEMEE/S A —4

F1 | pa Chax (ng/mL) C.n (ng/mL)
7 I mEm A E FEYER A BEE A FEER 7S
1 241 21889.6 6239.4 261 BLQ —
1 — — — 265 9271.5 3846.1
15 — — — 260 15920.6 6459.2
22 — — — 253 20817.5 8217.6
9 1 — — — 246 24515.7 9809.7
15 — — — 216 21130.5 9636.3
3 1 — — — 189 19397.8 9307.3
15 — — — 184 18451.5 8932.8

BLQ : &% FRATM (<12.5 ng/mL)



OGtAEEERTRERS (0761-003 5HE&) ©
mLSG15 #iEEN T CCR4 Bt D ATL B ((L2RIERIBRBE) (ICAA] 1.0 mg/kg
% 2 MR T 8 ERE RIS LTz & & 0D Cppy RO Coppu HEL T DY Th 5,

- Cpox (ng/mL) Cirougn (ng/mL)
BEH? S fE IR 72 A XA YR A=
1 29 (4) 15263.4 3447.7 29 (22) 3228.4 1518.0
2 29 (22) 19437.9 4120.5 29 (28) 4557.0 2192.8
3 29 (28) 20442.1 4276.2 27 (26) 6410.4 2277.3
4 27 (26) 20817.3 3917.0 23 (22) 6659.9 3012.9
5 23 (22) 21377.3 4449.5 21 (21) 7109.7 3724.1
6 21 (21) 21484.7 5013.2 16 (16) 7550.1 4230.3
7 16 (16) 24077.7 4870.5 16 (16) 8205.3 4144.4
8 16 (16) 22814.3 4634.1 15 (15) 9420.9 3845.6

a) FEINPIIERGIEH] L 7o B E

<£E>

BEREEERE TOEDHE
R AR R COREIRERBRITEM L TV RV, AANEZS T 8K 149000 @ IgGl 2~
FAFUREABE THDH Z L b, KNS DOH LI LBEIRIZES LT EHEE
Enb ),
AAl 1.0 mg/kg Z 1 ¥ M MR TREFIRNE G5 4172 0761-0501 3R D 6 fi kY
0761-002 FRER D 27 BIOPEFRF N2 OW T, ARFEGRTD Cer & 1[5 H OARK| B 5
D Copae W BT BRI T,

BiTHEEEE B E TOEMEE
FTFREREFE 5 R C ORI BBRITEM L TV 2RV, ARFIDRND & O III TR H
NHENRAIEA EICEE LTS EHEE S %6 IFEEEDIR T AR O 2 VT
VAR ELSEET L AREITRNEEZE X LGNS,
AF 1.0 mg/kg Z 1 8 M MR TRAZFFIRN I 5 S 372 0761-0501 5RO 6 ] T
0761-002 #Ek D 27 Bl OPERFT N2 DWW T, AFIFH-RTO AST LTOVALT & 1 [HIH O
KHFNP G D Co \CFHBNTRR® B2 o T,

(4) hEH -
KB L

(5) BE - HRAEOHE -
NEEORE
LG L

2)FREDEE
(VIL7. FHEAEH ) OESM



6) B&H (REaL—23y) @BNICEYHBELEENERRESERESHER

O =N KR VB ERRELER

(0761-0501 5tE&. 0761-002 FtE&. 0761-003 FHEX. 0761-004 FHER.

0761-009 :XE&*, 0761-010 iXE&R)

6 R T, A% 0.01~1.0 mg/kg OFiPH TG 7z CTCL &4 LY ATL BHE )
SELNIZMAER MG FRES LY XA~vTRET — % % H\ T, NONMEM
(Nonlinear mixed-effect modeling) (Z X5 PPK f#HTIC L0 . AF| DKW EFEIZ
B % AT NIRIME K ORI M B % fst L7z,
ZORER, Flin, AFE, EHE (ATL XX CTCL) K OZDH7 X147 (ATL : &k,
U oo EX T8N, CTCL : EIREWIE LYY —EER) . X—2 7 1 > ECOG
e gikie (PS) (0. 1 XX 2). BEkhe (EH. ., & m s B aeREE) |
ﬁ%ﬁA)vaﬁm(%EX1@é)nm&n5$%&®ﬁm@ﬁ%m$m®%%
BRBIC R E LIETERICIT LRV EE LN,
—Ji. &7 V7 7 A (CL) TR U TR, 747 2 . AST M OWFH#AE
FEEA, Fba /=R A bOSAAERE (V) Ik L CIIAERERED, Rz 3
— h A FOSHER (V,) IS LTUET VT I VRENEEL 2 5 2 L AVRIE S
iz, 72720, BEISENT ORGSR, WIS AR OFNER VLRI EE 5 2
RN EBIRE NI,
it %E% 550 HT Y —Z43F T, 0761-010 ;B O HIEHAEICE T 5 EW
ﬁ: Téﬁﬁmm¢%J‘«;mgénﬂﬁth% HRENEEOBEFIEE Coin e

w@m# WO BAVIEHS, IREESUSRNTIC X0 | KRB IIAA O A EE K O A M

%%%ﬁz@w ERENTED, %E%t@@&ﬁgﬂ’%f%ézeﬁ%%é
iz,

3¢ 0761-009 #RBR : FIE SUTHEEEMED ATL g 265 & U g THEiE T O FRRBR TH 5
(2018 4 8 H HIfE)

Kﬁ”@% SH &L 1 01& 1mg/kg TH 5,
m%i%a&m&ﬁr FVRLD-O, (V.2 HELOHE] OEESRTLE,

2 EYRERI/NT A —F

(1) T A -
= R A v BT VARAT

(2) RUVEEEH :
L

BYNNAFTRLZE) T« :
A LR



(4) HEREEEH :
MR L

BYINTIUARMW:
ALR= R AV NETRITIC LD B L2 EWERE T A —Z ZRD L BY Th -
7o 257 V7 7 A (CL) 1% 0.1 mgkg Zr\WTRBiehnE L, EFRETOS
g (V) OFHEEIRGEICIOT -ET, MKAERLFRTH T,

EH LY X TERERRAES L1 & EOENBE/ S A—4

58 (mg/ke) HEERE A CL (mL/h/kg) V.. (mL/kg)
0.01 3 0.240 + 0.016 107.5 + 49.1

0.1 3 0.708 + 0.646 111.8 + 41.4

0.5 3 0.237 + 0.050 115.8 + 31.0

1 6 0.144 + 0.032 102.7 + 20.3

R REER A, T X— R A N T VIR

| AHIO KGN RIE 1 FIR 1 mglkg Th5,
PR SNISHIE X0 R 5705, TV.2 FERORR) OmEz 8T 5%,
(6) N FBTE -
CCR4 Wtk ATL 2. CCR4 Myt PTCL 3% X 1% CCR4 B3t CTCL 312 A% 0.01
~1 mg/kg # 1 HFMKRET 4 BIFAEFIRNE G- LTz & & D53 MAFEIE 102.7~115.8 mL/
kg THY . BBORIMEFEICHY L3 (IVIL2.5) 7 VT T A DIESMH),

| KA ORI 1 4 Img/kg T 5.
AR SHSERIEIC L 0 B S0, V.2 MIEROME] 0EEBRT 5 F,

(7) MRPEAKEE
MBI L
<BE>
AFNT 8K 149000 O IgGl HHUAERAE TH D Z &2 6, ARFN O ENREIZ 11T
BEHEOMEGEFEE LN EBZLND,

3.0k IR
Y L
4.53%0

(1) i — BRSPS BB -
DR L



(2) Mm% — R BEEAPTRIB 4 -
<BEH=I AP > 9
RS =7 A PUIZ, iR 20~139 H F TAHA| 40 mg/kg & ¥ 1 [ OB TR 18 [
EERNER G- Uiz & & JRIBMIERE S A ) X~ 7R EORHMAMAEH I 5 i
0.6+0.2 (4L#R 140 H H O+ FUIBARE) TH 0 . AANTIEMEZ @i L CTHRIE~BITT 5
Z IR,

(3) LA~ OB
LR L

(4) BERA~DIBITHE -
P - L 2

(5) Z D DBBA~DFEITHE -
<%E . h=7 A4V (BHEEREICX VKR > ©
M =27 A4 P [BI)-FH L) A~ 7 % 1 melkg HREIFARNE L L & & 0b5%
4, 24 K TN 336 BFRICIS 1T 24 iHEE AR TRITRT, T X CORR TN KD &
VB REIRFE A2 7R Ly IR CHLR, RS B\ O U REIR FE 2R U7e, M & Mg 2 B <
KRR~ DA BT R TG RO 4.86% T V) | AW A0 M EE (63 2 Rk ik
FHEEIRE LI K 0.26 (M) ThHo7z, TNDHLDOMERMNS, TH LY X~ 7 Ok

SANTIENZ ERRENT,

- EH LY R~ T EE Mg eq/mL X g)* A P S RE T 56 L (T/P) *

4 IFH] 24 W[ 336 HE[H] 4 IF[#] 24 ] 336 FEfH]
o | B[ ORR| MEB[ w0 | w0 |
s | e mnel B e | o | o
K 29505 | s4760|  soas| 001 0.01 0.01
M Jigre | wams | sres| 001 0.01 0.01
e | e o] B%| oo | o | o
wr | sl sem| @B oo | oo | oo
s | 8] BE] 9% e | s | o
v | LB | oBE] w | o | on
| oni| L] a8l e | em | oo
ca |t meB ws| ow | on | om
w | Aus| wmg| ] ow | oe | on
e | 2RE| M| AE] ow | o | on
ma | g ml sl ow | ou | o
v | smw| o] B[ on | ow | ou




5.1

(1) RBHEBLEL R UM HIRERS

P — EH LY A~ T EE Mg eq/mL X g)* I P R S T s LE (TY/P) *
4 IRf[H] 24 Il 336 IRF[H] 4 IF[#] 24 IR¢[H] 336 IRF[H]
R s A s 7 1 S o B 0.11 0.12
ML | L 0G6545 | i8s0.05 | s1nr4s| 022 0.19 0.26
b 2310 | 76| ssier| 002 0.05 0.05
el | 56| R LRY| om 0.02 0.02
HH A 25005 | s4r|  fese| 000 0.01 0.02
e 91695 | 8620 |  sever| 001 0.04 0.08
mE | Ph0%es | JRGRBE | RG] o 0.11 0.12
roik | PRad| M| S| oo 0.03 0.06
vesd | BRI NSREE | LERES) oo 0.11 0.14
il | BER0) | JS51980 | TRo%e| 005 0.12 0.11
I it R R 0.14 0.09
mab | L80950 | SRERYT | oToass| oo 0.13 0.13
i D884 | 419750 | srreq| 003 0.08 0.10
| LSRTE| Sais8e | seses| 004 0.08 0.09
I IS (15 A S o A7 0.07 0.08
Wt | L9995 | -38088 | wisags| 002 0.06 0.15

* o PHEEARER A (n=3)
* ok MEHRR R CEEIME) (k3 24k P iR CPME) ok

WAL L

(2) KBICEE5 9 584K (CYP450 %) D5FiE -

LR L

(3) FEBEBMNRDEEKRVZDEISF

R L

4) REYDEEDHEERVOLLE

(5

~

MR L

EEREYOEER/NS A —F

AR L




<BE>
TRE R ORI B3 2 i3 50 L Tuh7ey,
FAHLY AT 1gGl 7 7 AOHEERE TH 5720, EENTIHES FOXTF FX
7 BRI ISN L bOEHEIND,

6.5t

(1) Pt ERL T UVARRE -
MR L

(2) it -
LR L

(3) MR
R L

7. b3 RKR—4—I2BT 515K

HUER L
8B EZIZKBBRER
mMER L



I ££% (ERLOIES) (CEJ SHEHE

1.

[

ENBEEZTDER

BN

[

H
1.1 AANL, BRI H3ITIE T E DRI I T, @ MR BRSO a2k
LT, +o7esmifk - RBRAFFOEMO b & T, RF M ED) &l S b B
WCOHREETHZ &, Fo, IBREBRKBICHEL D, BE XIXEDOZFBEITAMEKR OE
Btz i L, RAEBEZESE T REEZRGT 52 &,
1.2 i ER A f#IE (Toxic Epidermal Necrolysis : TEN) . & kb AR SE R
(Stevens-Johnson JEERE) O RH IR A > HEOREREENREINLTND
e, RARGBIGARE XD RER @D B 1BEEITO 2L, o, LTO
HIFIZERET D2 L, [11.1.2 B3]
- BEOREEENAFNEG R TIER <, BEKTHREGERLE G REET 5 2
ERFEINTWDTD, BIEE+2I1TiT9 2 &,
- FREREER BRI Sy 2 E (RIBREARVEVARL BL7 LV —AlL i
AL I VHIOERS) 2175 2 &, EEOKREREENBE LI-GAICIIES %2
L, @EEREEITH Z &,

(fZE%]

1.1 AAFNE, Mg L 2T 2 (PR E I S 2 fh o SIS Al & [FRRLS
1 Mg MRS ORI IS+ 70 Filk - BRIRZFFOERIO S & ARANT DN T b BRAR
(¥ a vy 7 FEORBRE) (ZH0xfE0 TE D ERMERIZBN T, KOs EY) &
HWr = H2EBFIZOAEETHZ L,

Fo. IRRBMANCIE, BE IZFOFEICK LT, BWEARBLOMREELE D, K
FIOIRFEIZ X A MER OSERMEICOWTHain i LB 215725 2 C, RIEZHED
NIZBFEIIH L TORARFERGTHZ L,

1.2 ERNIZHBWT, KA G% ISP w3l R R E#E (Toxic Epidermal Necrolysis :
TEN). FZEREIRIEMRE (Stevens-Johnson SEMERTE : SIS) ZE D EE O 7 Gk E %4
FELLUTERIDER S, SECICE S TEf b RE SN2 0D, IV —BDOHEER
WaE 24T 5 72 OIZRRE Lz, [TVIL8.(1)) DB
AR L0 SHE CEEDOREREORBINPHRE SN TWDHToD, G5 X
DZEREEEED ETIREEZITY 2 L, £ LT, HEREERBLO R O#EY 232
Wr - ALiE ATV, SR EOHEARRET 5 Z B3O CTEETH D,

- 8[EFEGHE T HK 3 EMRICHED K FHEENEBL LI Z LAHE SN TN D,

- FEREREENSRBL L5 A2iE, RERHCHRE O ECRBIERE X v @y i - g
BATHO 2k, Flo, EEOKEEENEELLESGSICIEG 2RI L, EERHCHE
RO bR E AT Z &,




2ERANBEETNER

2.2 (ROBEICEFEBES LGNNI L)
ARFN DRI UIEBUE O BEEE O & 2 B4

(AEER)

KRANDRATT R U CRBIEZ R B L 2B 0 & 2 B 121E, \BUELE 2§ IaetEn dH 2 o

T, AFNO¥EZRETHZ &,

SMEERIIHRICEET HEE L TDEH
(V.1 eI 22352 L,

ARERVAZEICEET 5FE L TDER
(V.2 HEEOHE] 223752 L,

SEELGERMTIE L ENDEH

8. EELEARMIE

8.1 AHKI¥&H1X, HE D Infusion reaction (Zfif 2 CTERARFIZ T4 72 6t D T & 5 %G

8.2 AAIBGHIC BRFR VAN AEEOFEZ MR L, WY RNEZHBET 5 &,
8.3 HEDMEHMENHLONDZ LRNHLHDT, EHICIIKRAEZIT S 0L, BE

8.4 MOFUEMEELH & OHFHIZINT, MIEFEES RIS ND Z LB8H DD T, Ml

8.5 AFIB GG AABIERIEN O boN D Z &N 50T, MiFHEMERE LD

Z1T- 7= L CRtAT 25 Z &, Infusion reaction (X#][EIF 5B D 5.4 8 B LINIC
2RO HNDN, THLES 2 [ B & G- LIBEOARFIEZ GRS b Hbitd 2 &2
B, Flo, ik 2 I A MEGERA, BIERERVE CAIEORTREEZ{T o
TmHRFIZBWTY, HEEO Infusion reaction 3B Hbiud Z ENH LD T, KAl
B GHIIAA Z YA (I, BREA. PEREEE) | ERARR A M OV B Al R 2
BEOREE+DIBIET 528, [7.1, 11.1.1 B ]

[9.1.4, 11.1.4 /]

DIRREE T3 BlERT 52 8, [11.1.6 2]

(MR A AT O 72 ERE OREBE T3 1B L, BYEORIRICEET D Z &,
WIS U T, G-CSF /APLCHUER 2 5 54 5 72 CEb 2L E %2175 2 &, [11.1.6

Z ]

EREMAZIT O R L. BEOWREZ 0BT 528, [11.1.5 ]

Kz +ockBleds2s,  [11.1.73H]

8.6 ITHRREMEENH OO DL Z L LD T, EHMITIERERAZTT O L, BED

(AZER)

8.1 HHIDOWMT CED#H A S E 2, TEE D Infusion reaction |2 2 TEEAIFIZ X ILD T

X LU A T2 L CREGABGTOMNENRDL DL L E X, RELT-, £71-. £ D&
B CIIAHN P 5-Bil4h 8 RERILAPNITIEAR OFETADGZRD H AL, 72 TIIAF B G-I B E



@ Infusion reaction (2 & ¥ $&5-HWr )38 5L OPROHEN M EE LB S D5 FLR G-
DoNTTD, IO EBEZT-BEBSAEERIEE LTRE L,

Pl 2 & 3 UH, MEASUER., BIBRERLVE CFEORIKRGZITo-HBETH, A
FHOWRREZ 5Bz T s L, [TV.2, IL8.(1)) OESH]

8.2 AAIHME 5 O ENEFKRBRICB N T, BARFRT A LA (LLF, HBV) OFEMHAL
WCERT S EE 2605 BARRS 1HEEH LTS, BRI CIIARAIERGIZLY
FIEINEIC G Z D ER D> TELT, VA NVAMFROBITE A2 AT 5EE Tldz
DFEMHE N Z 2B 2R b 57, E LT, [IVIL6.(1), VI.8.(1)) DS ]

8.3 AN X 2 ML EY) R LESCEHL AT ) 2 LIk > T, BRAREEEZ LN
%o LU, MEFEENEHEE CRETLZ 00, EEMENMNELEZ, REL
72o [MVI.8.(1)) DIEEHE]

8.4 (L HRIERIGHE D CCR4 Btk ATL B3 2 x5 & L7=[EWNE I AHERRRBRIC BV T,
fh DOFLEMEREEA & O OF FHIRFIZ MR EE DS R S DM 2580 b v, MEmEED
HETRIZ L D BYYEDOFHE BB E L, G-CSF AICH AR O 570 E Y /e /L 217 5
Z &, [TVIL8.(1) ) DIESH]

8.5 AK|KH-HF D EIFE AR EEIEWRE (Tumor Lysis Syndrome : TLS) @ U A 7 [K 13 ASHH
THDHMN, TLSIFRIET H & EIELT D AREMENRH D 2 E e, —fiki) 7 TLS F8L
DU ATRF 4 ThHIEERE, BHIESE LSBT EBI% OXHLZEEIITH 2 &0
WELZE X BRE L, [IVIL8.(1)) DS ]

8.6 AHIHLIMEE 5} OAH &AL 7 HEOF % 5- D [F N G R 3R K ONE B[R RABR I 3
T, ALT k5. AST EHRZENRD Lz, EHIN 22 RE R A M O%E Y 72 4L 7 1k
Lo CTRRFEELEBZDND D, RAIEGZICITHEEREORBENRED N TIN5
TEnn, HEMENLIEEE X RE L, [[VIL8.(1)) DIEZH]

BRENDERERIT HEBEHICHIT HER
(1) BHHE - MEEZFDOHDEE -

9.1 At - MEERZEDHLEE

911 BFEZEHLTLDESE
IR BRI AN L0 RYYE ST A B ENAH D, [11.1.3, 11.1.6 B ]

9.1.2 IDEEEEDOH S BEXIZTORERODHLESE
AR G- TG % AR, OAREE 2B IIFR ST BEN
N5,

9.1.3 EELEHHEETOHSEE
I HR BRI B ML M) 2 R S B EIE (L S o B2 & 5, [11.1.6
S ]

9.1.4 FRAVAMILR, EREOREXIBREFZETLEE
AFN O P M OTRIRFE T I%. Mkt L TSRO A v A1
NAS—=T—DE=H ) T EITIIRE, BREFR Y AV ADBIEMEA
DEECIER DHEBUNER T D5 &, FRUVANADEGEH T 5 EE
WCAHKN 2 G LI25A . VANV AL FFRR S bbndkZFh

66—




Nhob, T, BEFRTA NV AX v U T OBEUIEEREE (HBs
PURREME, 2> HBce HUA XL HBs HUIRBE) (288 \W\W T, ARElDF 512
0. BHEIFFR 7 A VA DBGEIC X 5 BEAFR UIIFR N H Hbh b =
ENRBH D, (8.2, 11.1.4 ]

(f%ER)

9.1.1 AFNOFE: L EYEDOFBL & OBENEIXH 5 TiEZe 0, AFE G-IV H
B A7 BRI KON Y o SERIED 203 [ A B PR SR M OV B8 A [ e PR 5
ICBWTCEBEEIZRD HILTE Y | BYYEDORBISCHIELIZ G 2 2 ENBRE
ENDHZENDL, FE LR, [IVIL.8.(1)) DIESMH]

9.1.2 [EINEGEAR AR & OE B FGR AR ICB WO CIERERENRD BN TEBY ., O
BEEREE O & 5 A OBERO & 2 BE TIE, ORERRE A 5 X 237
REMEOH 5 QT/IQTe K72 EORBUFERET HVLENHHZ Lnb, RE LT,

9.1.3 [E PG A FRER K OVE BRI R G R FBR (2 35 W) CARAI O 502 X 0 ik #2348
FECTHROLATEY, EEREHEEIETOH 2 EBE CILMiEEEOE AT
IMENHDH LG, RE L, [IVIL8.(1)) DIES ]

9.1.4 AFK|IHEME 5 O ENEKABRICIHB VT, HBV OFERLICER TS EE XS
D BEFRD 1 HRRD LT 5, ARG X0 REINEIT G 2 280
DhoTELT, UANVAMERR, #ZEORTEL AT 585 Tk, HiEMHk
DEZDLDBENRH DO E Liz, [IVIL5, VIL8.(1)] DIEEA]

(2) BEREEIEE R E -
BRIEIN TV

(3) it refEE 2%
BRE STV

(4) &IEReE BT 5 E -
BRE ST

(5) 424w -

9.5 1EiFH
B SATIEAR L TV D ATREVE D & % 2ofEICiE, 160 LAty et Lm]
LW SNLHGAICORZET L2, KElZRWZEER (L) 12k
W IR AR 2 5 L T2 56 OEIREN) e ONR - e RFEAEIZ R IES
WEFEITRO NIRRT, AFNIRRE~BAT T2 LB HE SN TN D,
7o HAERICRIETEEBIBRE L T,

(fEER]

FERRRBRIZ B W TARANIIBIRABITT D Z ERRESNTWAE N, HAERICKET
BIIARHATH Y | RENOGEHRF O R T 2 L 2PETHENL L TW RN b | 3%
L7,



(6) =34 -

96 1295
W DA MR OB IR O A S A I L RALOMEE T 1k & A
52 &, B b IgGIERALPICHATT 2 2 LMo T 5,

(F#ER]
AHNIOE FHIPFAS~OBITIIHRE S TRV, & b IgGIFsit T ~BIT 52 &
WEOENTEY 2 KFLBITT HAEENGETE RN EORE LT,

(7) IhNR
9.7 INRZ
INREZ RS L LB R I35 E LTy e
(fEER)

(] PN B R R e OV B R B R AR I o T R AR IR IR, AR IR, FLIR. SR ST
NI 2 REER T 7 < . ARIOLZEVFHRIZ R STV RN L bRIE LT,

(8) i E -

9.8 E#E
BEOREZ HDICBE LN OEEICR ST, —RICHEEH CrIER
BEREDME T LTWD Z %W,
(fZER)
R EE I E LTRE L,
[ PN TR Bl PR BB S ONET B S [R) 28 IUAR B R BRI 35 1T D 65 ik BA | & 65 At T
B EEGHRBUEE ORI OFE R, RS REE 2B W TR R ERREN LI L E
ZOLNDERITBD NIRRT,

7HEER
(1) BtREEZZ L F0DER -
10.1 BHARZZE (BFELAGWI &)
BREZIINLTUVN RN
(2) BtEIFE L FDER -
10.2 BtREE (BFRICEET S E)
A 4 BRERFEMK - B % W - RRET
FiEeo s 5y | J7TYORIRERBIEDLBLNDD | vy gk B
o ERFRRTHY, Eion
DS FUAS | BRLIED 2 F ORI ES ik | BV 2 T IS5 S U0l
AT ST MIE U B A I EY A 2175, | ROEE TSI,




(#RER)

AR EZR DY 7 F AR LD RBICE BT 2 L EMEIC OV TIRE ST
Vo LML, RANDO Y o SBKITHT DIERRF D DALY 7 F o 28/ L THHIRF L
TR DPGONIRWATREMERAE D 7 F o 2 LIZ GBI LU 7 F SR T %
JRYYENFIET D WREMED I E T N2 &b, BE LT,

8.&l1E A

1. BIER

ROBWERBHH PN ZERHLDOT, BEELTHITITV, BEDPRD NS E
(e E e SR s S ey B R

(1) EXGEMER & HER

11.1.1

11.1.2

11.1.3

11.1.4

11.1.5

111 EX7

Bl1ER

Infusion reaction (40.9% : B, 44.8% : #)

FEEN OEIE R, M)E EA OEL, KEREIME, RS RS b
LT ENHLDOT, B DIREZ 4012842 L, EZ O Infusion reaction
RO EIXE LIRS 2R L, @y eE (BREmA, FAEAL
REEGUREA, RIBRERLVECRlOREE) 217528, o, B
RO BNTGEITIE, B TOEEL ER NS TERICEE T L E THR
HOWREEFICBIET L2 L, [1.1. 81 2H]

EEDOKRERESE

Hh R R S RLEAE (Toxic Epidermal Necrolysis : TEN) (BEE AR
B B - OF) . FEREREEARIEMERE (Stevens- Johnson JEMERE) (0.4% :
H), 32 (3.0% : H), %2 (1.9 % : B, 34% : 0f). mBkks
(0.4% : B, 20.7% : ff). ALBEMEEE (0.4% : B, 6.9% : fif)
AEEGH I HERTRICHODND Z ENb D, KGREERET
S lmEm (BIERERLE R, LT LA —H, Hie 2%
SUARIOMENE) 2170 2 &, [1.2 3]

BRLGE (23.9% : B, 58.6% : )

AE, BRIV A NV AL DEIIERH O DONDHZ N Y, HE
TRERYYE & L CHAIRIEZ DN lE STV 5, ARFIOTEEIR H & NG
FE TRITBEORBLHIZBIZ L, BEDRD O SGa 13k
ZHRIEL, #URLEEZITY 2 &, [9.1.1 ]
BEFXRVAIRICKDEERX BEETEA: B -4H). X (04%:
B)

BEPROONTHGEIL, BHICmUA VAR ERET 57 Lt e
EZ1TH Z &, [8.2, 9.1.4 ]

fEE BRIREIRERE (1.1%: B, 20.7%:6)




FLE RO NG AITE GG 2R L, el (APal
R, EIRBIIETRRAIE OG-, BITE) 21795 & &b, fER3E
W HETERFEOREL FDICBIZET L &, [8.56 5]

11.1.6 EEOMmM%EEHS
U 2R (71.8%: 5, 96.6%:0f) . BIMEKED (5.7%H, 100%:
OF) . ek (5.7%: 8, 100%:0f) . /MRS (2.83%: 5., 89.7%:
OF) . FEVELF P ERICDIE  (0.8%: HL, 89.7%:0F) . & (1.1%:Hi,
96.6%:f) KO~EZmE D (0.4%H) RHLDLNWDZ ENH
%, [8.3, 8.4, 9.1.1, 9.1.3 &[]

11.1.7 FFHEREEE
ALT E5 (12.9%:H, 37.9%:0f). AST L5 (10.6%:H., 27.6%:0f) .
Al'P E5 (91% ., 17.2%:0f). LDH k& (5.3% ¥, 24.1%:0f).
FEVILEVIE (2.7%: 5., 13.8%:0F) . y"GTP L& (1.9%:H, 6.9%:
OF) R OTHERER A (0.8%: B, 13.8%:0F) &) IFHEREEENH b
bihoZEendbs, [8.6 5]

11.1.8 FIEMmEE
MEMEMR (0.4%:H, 10.3%:f), Wik (0.4%: 5., 3.4%:f) A
bHLDLNDZENHDLDT, KHK, FERIKEE, FEE ORIREIR 2 +
B L, BEPFERO NG EIE, M X B, M CT Fomai
EEMT L&, BEMEMZERPEDNTGAIZIIARR O G % ik
L. BIBEERNVE L REHKGT 570 R 0EZITH 2 &,

11.1.9 SI¥E (2.3%:8. 37.9%:4)

) FEBUF I, BOARK O B B RE R ARKl OO &S (VCAP/AMP/VECP &%) IR
ZFES<,

(fEER)
11.1.1

11.1.2

Infusion reaction

[ PN B DR R M OV ] B L () B PR BB © . ARAI LA 4% 5 264 5] H 108 15
(40.9%) . A LA RIED G- 29 Bl 13 5] (44.8%) |Z Infusion reaction
DD B, 9B Grade3 LL_EO Infusion reaction (FAFKI M5 6 6 (2.3%)
(ZOMOBEIERIZGEHEH L T4 M A U itHEGERE] 18152 BR<) . OFH
BhE 26 (6.9%) Tholz, ZHOHDFEBFITIL, Hik 2 ¥ I VA, fREGH
A ORI BB AR VE A KD AAEIC LD 0B IR AR b,
VL E XY | Infusion reaction ®FEBUR DL (BHEEPIENR) & HEE O Infusion
reaction ~D KL FFVEIZ DO W TEI L OEBEMENNE L E X | FE LT,
[[V.2, VIL5.] OIEZHE]

BEEOREEE

AHNEE G 5 B R B V[ PN B PR AR S OV B I RS R BRI s W C A
JETHRILLTEY, RETIE Graded UL LD fEREEZ [BEEOKERE] &
EFe Uiz, FEFEIFERIEERE (Stevens-Johnson JEMERE : SIS) % & ez Gk
FEORBURGLIE KL FEIZ DWW TE IR OEEMREN N EE 2 BRE L
oo [IVIL1.) OIEZH]



ENIRTEBR AT 1230V VT AR 54212 R a3k B AERlfiRiE (Toxic Epidermal
Necrolysis : TEN) ., FZREFEIEARGEEHRE (Stevens-Johnson JEfEHRE : SJS) %
DESE D PGS 2 R LRGN ER S, FETICE > 7Es] b s Sh
T2 EnD, XV —EBOFEEMME LTS TOITWET Lz,

B EEENREI T DT HONT
ARFNEEHAT K 2 K RE R E O Wl 72 BB F I3 MEI] S v Tuen s, BEsn
DHREEND, BRFRTIE, UTFTO XS R IEHAEBZLE L T\ D,
SJS/ TEN %50 #AEHIZBOIEANT Treg M 595 Z L NG ST
BY .| Treg MFBIZIZIAR ORI TH D CCRA BRELL TWNDH I LD
NTW5D, AENTKEMIM A O Treg fALZMEI 2 2 EBNMLNTEY,
[EVER 72 VI A3 B G FLAR C B 80\ Tl B D 5o B % & 72 L7 ATREE S
EZond®, —hHT, BEER FrED HLA 7V LV RA) (B8 L
T PR FSRAN D RRAE 49 L OV A IV AJEYE « FHETELSE O Safiligic X 2 wf
REME® 2B H2HMEOER L H D,
INHOEHNE, EEOBERNEE L TWH A d H Y | BifE, &
FIZE & & b ICARAI 512 X 2 BEREERIERE T OfEIIZE D $A TV D,

fiE 151 0D LR

B EIEH

S R T 1#5%? 3

P 0 L
1 Bl AT M | 70mg AT 4 —T U Vg Y IEERE
60 1% | Vo NiE- [ | 1M | TEEREEEEAEE (TEN)

1975 T8 WIS | ¥ 5 B4 AT : ATL OFRIEIC LY FIRIFEERFE RO
(g FRI%) 72. THP-COP, VP-16 4L CHTHEREMR AL B0 13

WEEP TIEd 5720, o Tidho7z (B
e 2LE),
B 5B G B - AH 70mg/ B B H-BAA,
AHNFE 5 L0 IFRERE DB I, tRa lCdGE LT,
BHEISH%  PUEBIREE L. TV A XY 4mg BlbA,
2mg. 1lmg. 0.5mg (ZJE &,
B 98 Hi% « AKIE 5 A5,
EMECREZ (G1) NREE L0, 5 7 HEICWE,
B 85 Hi% : AAKIE 6 A5,
IR O B R YHERR O LB 38l (4 M T =2
F =),
6 BB % 5-LIRE, ITHRE Sl s E R,
Beh- 42 B1% - B O ZRIE,
B 49 H% « A 8 A5,
FEH&TH)
KT 16 B - JH, mIMESIC R SRS, hdidb Y,
RIZHENPAHH D,
MR CThoTT P A XV 0.5mg il 7 =%V
7 = UK (60mgx2 [B/H) B, AT o
A RAIR#E G,
T 21 BHiR - RIEREENSZHEICHERE,
FNETORE L3R | BT (B
ARV, BIIRERIZFEEL) .




B BIVE R
Yool {5 P B 1&5—%’??%%
M RS s . -
A (&Btse) Bl f OV - disd
1 B AT M | 70mg T 23 Hf% ¢ (IR 35.8 FE, HEBUELR & L, T M, OB,
601% | Vo Mg |1 | 1AM LBV,
11975 T8 [AlE G- ALBENX, RIS, JEE, DDOFEDLVIZH Y,
(IR IP) RGHFEERE L, REFORED 20% TH Y,
S, BIE., A EHY OGN FHEEL TV,
BEOEDEDTZID D EEIENTe T HI1E R,
MHEER H H 0,
AFNLTL R=yaranyBoAsFLF )Y
A 250mglday & d-7 a7 =TI~ LA VR
HECIRIRBE A,
T 24 HER - URBEICRORIRE,
AR 36.5 B, REBSUEIR & LT, FREMm, nEY
HA, O, I HIHRESH D,
AR, RIS, MEE. Do FEb iz b,
FREIEVEREE L, (REH ORED 30%., AiH O
BT AS P BT HE R,
FO%, RIBIERIT B S THRICHEITL, 20
%, KEREBIC AT SE B,
T 29 B - B ii&ﬂ:# WO LIV, FRIFAED £ E,
T 30 Hi% ¢ SRIEEEIC X D BiE K X DIC 12 X % MOF 12 T3E
1, Tﬂi@ﬂdﬁ jifli‘f/ue
2H D 80%\Z R ORSY AW
TR fiﬂ% 1z & 5&&@;“
B B VEF
S g {55 PR PR 145&;;?
5 © A %2 N — =
S (L) P e QL - #nl
2| & | ERATHIE | 48mg PR R AR RRSE  (TEN)
0% | VN B | LM | B 5 BE A RT 0 BRI Z £ O B EREEIN O O 72 D AP, B iR
1197 T4 [AlfE 5 TR R R_RE TR L,
(B E, THP-COP J&IEF T 5 bR E72 L,
E I iE) ETP+PSL Tii#Ziay hu—/b, AFESE 2 HENZ
ETP # 7T, PSL i,
B 5B bA B - AAI 48mg/ B £ 5-BRAA,
AT a—ars V7 r7vartEZ bNHHERE.
HEfE - 820 (39C) H Y,
Prlo6 [ 1% AR 2 [FiE.,
SEENp BAE L A Y LSRN % & IR ) B AR
iz,
PrH 13 B% - AKIE 3 A 5.,
BIELZ R JE OR R & /NS 7 i 2 5 @i -, &
B EE R 2RDT- DT, A7 A REGER L
NG, Bh,
Bl 00 H1% « AHIE 4 [[H 5.,




B Bl
S {5 PR R 1153%?%%%
’ * paallE] o S —~ =
2| #& | BRATHE | 48mg (BHHTH)
7048 | VooiEe | 1AM | KT 4 B T8 - REOEREZRDT-,
1975 T4 RS | & T 5 A :é?f@%ﬁ?}:%oﬁﬂi% oyt
(B, & AT A FARICINZ T, 7L K=Y 7 30mg &
B IfiLJE) H-BAA,
&7 7 Bt . TURL, HIJH@*B T, P, PEHICEREED
RBLH D, BHEIEICITITE A ERDT,
BT 8 H%: %Iﬁj‘:@*%ﬁ&@k#ﬁfbﬁk AR A B s A, SRS
B2 FE IR,
ZF A KL A mPSL 1gx3 H B3],
%leaﬁz&ﬁ@®ﬂﬁ_m@%% AEFETC R IR L
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HR - - - - - - - - 1(3.4) -
DEES
HEAR 4(25.0) - 8(29.6) — 1(2.7) — 13(16.3) - - -
7 B RE AR 4> 3(18.8) - 1(3.7) — — — 4(5.0) - - -
TRMEAE R 2(12.5) - - — - - 2(2.5) — - -
L EE VS — - 2(7.4) - - — 2(2.5) - - -
5 o iR 4 — - 1(3.7) — - - 1(1.3) - - -
FETRYLIR — - 1(3.7) — — — 1(1.3) - - -
HHW7 w7 - - - - - - - - 1(3.4) -
=AM - - - - - - - - 1(3.4) -
MmEEE
& I 3(18.8) - 2(7.4) — 12.7) — 6(7.5) — - -
L 1(6.3) — 1(3.7) — 3(8.1) — 5(6.3) - - -
1ETY - - 2(7.4) — 2(5.4) — 4(5.0) - 2(6.9) —
AR i 1(6.3) - 1(3.7) - - - 2(2.5) - - -




ks GrR%kE
s I 485t .
- mrs gm0 S R o Gt | wmmsenn | EPELERR
. (n=16) R ) (n=80) AT RIS
(n=37)
4 Grade G3 Lk £G G3 Lk £G G3LLE £G G3 Lk £2G G3 Lk
FA IR 1(6.3) — - — - - 1(1.3) — - -
AH 1(6.3) — - - - - 1(1.3) - - -
RAHTEBR R4 — - 1(3.7) — — - 1(1.3) - - -
KRS - - - - - - - - 4(13.8) -
1 A% PR - - - - - - - - 3(10.3) =
i IRo% - - - - - - - - 1(3.4) -
FEIREE . MIZBE & UHthRlEE
MBI SR E 4(25.0) - 5(18.5) | 3(11.1) — — 9(11.3) | 3(3.8) - -
NIk 2(12.5) - 1(3.7) — 12.7) — 4(5.0) — 2(6.9) —
11 AN SE - - - — 2(5.4) — 2(2.5) - 7(24.1) -
fifa 7k - - 2(7.4) - - - 2(2.5) — 13.4) | 1(3.4)
=P - — 1(3.7) - 12.7) - 2(2.5) — - -
i NES - — 2(7.4) — — — 2(2.5) - - -
1 JE N SR A R Ja% - - 1(3.7) - — - 1(1.3) — 2(6.9) -
I 7 P - - 1(3.7) — — - 1(1.3) — 1(3.4) -
Jitiflige 7% — - — - 12.7) — 1(1.3) — 13.4) | 1(3.4)
IEF-0% IR — - - - 12.7) — 1(1.3) — - -
KBRS - — 1(3.7) - - - 1(1.3) — - -
S - - - - - - - - 4(13.8) -
VR il F - - - - - - - - 3(10.3) | 3(10.3)
TP I R - - - - - - - - 2(6.9) -
Leo<D - - - - - - - - 1(3.4) -
LS - - - - - - - - 1(3.4) -
RUERRIE - - - - - - - - 1(3.4) -
MK EE DA i - - - - - - - - 1(3.4) -
BialEE
N 3(18.8) - 5(18.5) - 3(8.1) — 11(13.8) — 1862.1) | 1(3.4)
5 1(6.3) - 2(7.4) - 3(8.1) - 6(7.5) — 18(62.1) -
Mgk - 1(6.3) - 3(11.1) — 1(2.7) - 5(6.3) - 13(44.8) -
A% — - — — 3(8.1) - 3(3.8) — 16(55.2) | 4(13.8)
T — - 1(3.7) - 1(2.7) — 2(2.5) - 10(34.5) -
R — - - — 12.7) — 1(1.3) - 3(10.3) -
AF% — - — — 1(2.7) - 1(1.3) — 3(10.3) -
1PNz A - - - — 12.7) — 1(1.3) — 3(10.3) -
P - - - - 12.7) — 1(1.3) - 3(10.3) -
JEEBAS PR — - - — 12.7) — 1(1.3) - 2(6.9) -
20 1(6.3) — - — - - 1(1.3) - 1(3.4) -
e - - — — 1(2.7) - 1(1.3) - - -
LS - - 1(3.7) — — - 1(1.3) - - -
NI T R - - - - 12.7) - 1(1.3) - - -
1 DS il iR 1(6.3) - - - — - 1(1.3) — - -
iz - - - - - - - - 3(10.3) -
LA R - - - - - - - - 2(6.9) -
PPN H if - - - - - - - - 2(6.9) -
)2 - - - - - - - - 2(6.9) 1(3.4)
JIEE & R - - - - - - - - 1(3.4) -
77O - - - - - - - - 1(3.4) -
W4 - - - - - - - - 1(3.4) -
2R - - - - - - - - 1(3.4) -




ks GrR%kE
- mrs gm0 S R PrCL-Cror | ms ey | EAE LIRS
8 (n=16) e IR (n=80) AT RIS
(n=37)
4 Grade G3 Lk £G G3 Lk 2£G G3 Ll Lk £G G3 Lk 2G G3 Lk
P - - - - - - - - 1(3.4) -
AL A - - - - - - - - 1(3.4) -
FUR R - - - - - - - - 1(3.4) -
] - - - - - - - - 1(3.4) -
P A Rk - - - - - - - - 1(3.4) -
e TR - - - - - - - - 1(3.4) 1(3.4)
B RRE R - - - - - - - - 1(3.4) -
JIT P PR - - - - - - - - 1(3.4) -
A L AE - - - - - - - - 1(3.4) -
JIT 9 . - - - - - - - - 1(3.4) -
N8 O JRAE - - - - - - - - 1(3.4) -
F DI - - - - - - - - 1(3.4) -
FFREE R[EE
EE U LY S LE 2(12.5) | 1(6.3) 1(3.7) — - 3(3.8) 1(1.3) - -
R T - - - — 2(5.4) — 2(2.5) - 4(13.8) -
JEAE G A - - — - 1(2.7) — 1(1.3) - - -
JIETE filiRs — - - — 12.7) — 1(1.3) — — -
NI 7% - — 1(3.7) - — 1(1.3) — - -
JHFEJ% - - - - - - - - 13.4) | 1(3.4)
JiFpE - - - - - - - - 1(3.4) 1(3.4)
SV b - - - - - - - - 13.4) | 1(3.4)
RIS & VR T H
9% 4(25.0) | 1(6.3) | 14619 | 4(14.8) | 12.7) - 1923.8) | 5(6.3) | 6(20.7) | 1(3.4)
Z 9 e 2(12.5) - 4(14.8) | 1(3.7) 3(8.1) — 9(11.3) | 1(1.3) | 4(13.8) -
iR Y332 — - - — 6(16.2) | 127 | 675 | 110.3) | 12419 | 6(20.7)
HLBEM: R 5 - - — — 6(16.2) | 1(2.7) 6(7.5) 1(1.3) | 7(24.1) | 2(6.9)
ZIFIE - - 2(7.4) — 1(2.7) - 3(3.8) - - —
LR B IR 5 — - - — 2(5.4) 1271 | 225 1(1.3) | 1(3.4) -
HhEE I R B — - - - 2(5.4) 127 | 22.5) 11.3) | 1(3.9) 1(3.4)
1§ S - — 1(3.7) — 1(2.7) — 2(2.5) - - —
i — - — — 2(5.4) 127 | 22.5) 1(1.3) - -
HRLBE - - 1(3.7) — — 1(1.3) — 2(6.9) —
T2 &% — - 1(3.7) - - 1(1.3) - - —
Hyp - - — — 12.7) — 1(1.3) - - -
T2 — - 1(3.7) 1(3.7) - 1(1.3) 1(1.3) - —
KGR Z % — - — — 1(2.7) — 1(1.3) - - -
i T B — — 1(3.7) - - 1(1.3) — — -
RN S - - — — 1(2.7) — 1(1.3) - - -
7/‘? jji%{%i - - 167 | 167 - - 1.3 | 11.3) - -
N - - - - 1(2.7) - 1(1.3) - - -
Wi E - - - - - - - - 23(79.3) -
B R - - - - - - - - 4(13.8) -
SRBE - - - - - - - - 3(10.3) -
ALY RLBE - - - - - - - - 26.9 | 13.4)
IR S 9% - - - - - - - - 13.4) | 1(3.4)
B R & 2% - - - - - - - - 1(3.4) -
S R R 2% - - - - - - - - 1(3.4) -
LI HRLBE - - - - - - - - 13.4) | 1(3.4)




B s BrAES
e I #2858 e
- mrs gm0 S R o Gt | wmmsenn | EPELERR
. (n=16) R ) (n=80) AT RIS
(n=37)
4 Grade G3 Lk £G G3 Lk £G G3LLE £G G3 Lk £2G G3 Lk
FZOR Hiif - - - - - - - - 1(3.4) -
FLEITIZ - - - - - - - - 1(3.4) -
EfiEb. - - - - - - - - 1(3.4) -
liR”S - - - - - - - - 1(3.4) 1(3.4)
EALMERZ - - - - - - - - 1(3.4) -
B g3 - - - - - - - - 13.4) | 1(3.4)
SRR A PR - - - - - - - - 1(3.4) -
I 95 - - - - - - - - 1(3.4) 1(3.4)
HERRE L VEEHBES
BA EfiYR 1(6.3) - 1(3.7) — 1(2.7) - 3(3.8) — 1(3.4) -
HE - - 1(3.7) — 12.7) — 2(2.5) - — —
utliFar - - 1(3.7) — — — 1(1.3) - 3(10.3) -
i 1(6.3) — - — - - 1(1.3) - 2(6.9) -
ARG Z¢ - — 1(3.7) - - - 1(1.3) - - -
A - - - — 12.7) — 1(1.3) - - —
ZRNER I — — - - 1270 | 127 | 1(1.3) | 1(1.3) - -
A8 % [ - - - - 12.7) — 1(1.3) - - -
R EiifE A - - - - - - - - 1(3.4) -
BH &L UREES
EAR — - 3(11.1) — 3(8.1) - 6(7.5) — 3(10.3) —
HESR [R5 - - - - - - - - 2(6.9) -
HA A B 2% - - - - - - - - 1(3.4) 1(3.4)
AR IR 1 - - - - - - - - 1(3.4) -
T PR - - - - - - - - 1(3.4) -
JRIEE - - - - - - - - 1(3.4) -
SR P - - - - - - - - 1(3.4) -
AR - - - - - - - - 1(3.4) -
EERB L VIEREE
E L % | - | - - - [ - — - - e | -

— - EHFEEE S VRSHLDOIKE

FEAZLE S B 1381.3) | 1(6.3) | 24889 | 3(11.1) | 10(27.0) — 47(58.8) | 4(5.0) | 1344.8) | 2(6.9)
FEER 11(68.8) — 23(85.2) — 11(29.7) — 45(56.3) — 24(82.8) | 3(10.3)
R 8(50.0) — 16(59.3) — 2(5.4) — 26(32.5) — 7(24.1) —
eysNRs 1(6.3) - 2(7.4) - 4(10.8) - 7(8.8) - 13(44.8) -
I 57 3(18.8) - — - 2(5.4) - 5(6.3) - 1(3.4) —
TR — - — — 2(5.4) — 2(2.5) - 8(27.6) —
AA P N — - 2(7.4) - - - 2(2.5) - - -
AR 1(6.3) - 1(3.7) — — — 2(2.5) - - -
opE 1(6.3) - — — — — 1(1.3) - 2(6.9) -
EEA AL S - - - - - - - - 3(10.3) -
PR - - - - - - - - 2(6.9) -
$GHBALBE - - - - - - - - 1(3.4) -
S BJg B S [
%%ﬁ%wm HE - - - - - - - - 1(3.4) —
iy FES A Rk - - - - - - - - 1(3.4) -
PR - - - - - - - - 1(3.4) -
Bk - - - - - - - - 1(3.4) -
TS - - - - - - - - 1(3.4) -
TER RIS - - - - - - - - 1(3.49) -




ks GrR%kE
e ERNE T E5AER .
. mrs et | T ELBER | Cprol.crol | mmmsems | Do iR
(n=16) (n=27) PR (b 4 (n=80) (n=29)
(n=37)
4 Grade G3 Lk £G G3 Lk 2£G G3 Ll Lk £G G3 Lk £2G G3 Lk
R - - - - - - - - 13.4) | 1(3.4)
fili s - - - - - — - - 1(3.4) -
BE R - - - - - — - - 1(3.4) —
ERERIRE
U L RERER 15(93.8) | 10(62.5) | 26(96.3) | 20(74.1) | 30(81.1) | 27(73.0) | 71(88.8) | 57(71.3) | 28(96.6) | 28(96.6)
P i Bk A s> 10(62.5) | 2(12.5) | 19(70.4) | 8(29.6) | 16 (43.2) | 5(13.5) | 45(56.3) | 15(18.8) | 29(100.0) | 29(100.0)
I ER IR D 10(62.5) | 3(18.8) | 14(51.9) | 5(18.5) | 14(37.8) | 7(18.9) | 38 (47.5) | 15(18.8) | 29(100.0) | 29(100.0)
s IR F ek 9(56.3) — 14 (51.9) | 5(18.5) | 14378 | 1(2.7) | 37463 | 6(7.5) | 29010000 | 26(89.7)
7757 ;i % i%j?u 6(37.5) | 202.5) | 110D | 27.9) | 8216 | 127 | 25613 | 56.3) | 1679 | 26.9
T AINT X PR
T hTUA 6(37.5) | 2(12.5) | 1037.00 | 2(7.4) | 5(13.5) — 21(26.3) | 4(5.0)0 | 8(27.6) | 2(6.9)
7 =7 —EHn
%f;fﬁ%gﬁx 5(31.3) - 6(22.2) — 8(21.6) | 1271 | 19239 | 1(1.3) | 5(17.2) —
%;%%HH*% 3(18.8) — 10 (37.0 | 3(11.1) | 1(2.7) — 14(17.5) | 3(3.8) | 7(24.1) —
M7 v 2 s 1(6.3) — 4(14.8) - 5(13.5) — 10 (12.5) — 1034.5) | 1(3.4)
~NE S B R 1(6.3) - 8(29.6) | 1(3.7) 12.7) — 10 (125 | 1(1.3) - —
ISRV - - 3(11.1) — 6(16.2) | 127 | 911.3) | 11.3) | 517.2) | 1(3.4)
M - 2(12.5) — 6(22.2) — 1(2.7) — 9(11.3) — 5(17.2) | 4(13.8)
A~ U o AR — - 4(14.8) — 2(5.4) — 6(7.5) - 8(27.6) | 4(13.8)
Eé;'? St - — | 301D - 3(8.1) - 6(7.5) — | 3003 | -
SR — — 6(22.2) - — - 6(7.5) — 3(10.3) -
\;@’;5; _‘:_C; t%;uy 163 | 163 | 4048 | 311D | - - 56.3) | 46.0) | 269 | 134
MY o A — — 1(3.7) 1(3.7) 3(8.1) — 4(5.0) 11.3) | 7(24.1) | 3(10.3)
M7 Y o AEEN — - - — 4(10.8) - 4(5.0) - 5(17.2) —
(LN - - 2(7.4) — 1(2.7) — 3(3.8) — 1965.5) | 1(3.4)
R ) 1(6.3) - 2(7.4) — — - 3(3.8) - 5(17.2) | 1(3.4)
Mg e UL e 8 — - — - 3(8.1) — 3(3.8) - 4(13.8) —
R i ERF - - 3(11.1) - - - 3(3.8) - 4(13.8) -
MR — - 3(11.1) — - — 3(3.8) - 2(6.9) —
O N 1(6.3) — 1(3.7) — 1(2.7) — 3(3.8) — 2(6.9) -
SR ifn B 1(6.3) - 2(7.4) - — - 3(3.8) — — —
LFIERER B 43 S0 1(6.3) - 2(7.4) - — - 3(3.8) - - -
ET%;{] e/ - 2(12.5) — - — 12.7) - 3(3.8) — - -
~v h7 Uy MEA — - 2(7.4) — — — 2(2.5) - 4(13.8) -
LEM QT EE 2(12.5) - — — — — 2(2.5) - 3(10.3) —
ifn. R &GN — — 1(3.7) — 1(2.7) — 2(2.5) — 2(6.9) -
(OFrans s =k:Yil 1(6.3) — 1(3.7) — — — 2(2.5) - 3(10.3) -
ZEFERiEgy 1(6.3) — — - 1(2.7) — 2(2.5) - 3(10.3) | 1(3.4)
SRR oGP 1(6.3) - 1(3.7) - — - 2(2.5) - 1(3.4) -
NG WA % — - 1(3.7) — - — 1(1.3) - 1(3.4) —
1 R RSN - - - — 12.7) — 1(1.3) - 1(3.4) -
IR AN - - - — 12.7) — 1(1.3) — 1(3.4) —
I BRI N 1(6.3) - - — - - 1(1.3) — 1(3.4) —
M 27 v — g — - — — 1(2.7) — 1(1.3) - - -
M~ o aHEm | 166.3) - - - - - 1(1.3) - - -
g s a7 ) b — - - — 12.7) — 1(1.3) — - -




B s ik
s EINE-RIR BN e
= ER 5 I HEEER AT O [ A ERNEE I HHELER
=i#em EIW%_I HHEER ATL/E I E 5 PTCL ETCL me_i-}éﬁw ATL/BE RS
(n=16) (n=27) Ji=-k b 2 (n=80) (n=29)
(n=37) =
4 Grade G3 Lk £G G3 Ll E £G G3LLE £G G3 Lk £2G G3 Lk
iR AVe b | - - - — 1(2.7) - 1(1.3) — - -
SR AR — - — — 1(2.7) — 1(1.3) — - -
i/ NS AR A 2L 1(6.3) - — - — — 1(1.3) — - -
M 77 v 2o BN - - - - - - - - 2(6.9) -
B H =) - - - - - - - - 2(6.9) | 1(3.4)
77 —EHN - - - - - - - - 1(3.4) -
%57 17V T - - - - - — - - 1(3.4) 1(3.4)
MR =7 R o RSN - - - - - — - - 1(3.4) —
%Evﬁ*“/?A _ _ B B B _ _ _ 163.4) _
i@é?ﬂ hYZ7YEY K - - - - - - - - 13.4) | 1.4
e PR R A - - - - - — - - 1(3.4) —
JHERE R A 2L - - - - - — - - 13.4) | 1(3.9)
Vo SERECHE N - - - - - — - - 1(3.4) —
BRSO - - - - - — - - 1(3.4) -
BRI - - - - - — - - 1(3.4) -
g/‘j\v’“ku‘/t“‘/ﬂl _ _ _ _ _ _ _ _ 13.4) _
YA RATaTA
Jb AR B - N B - - N B B 13.4) N
TR R _ _ — - - — - - 1(3.4) -
BRI DN AflE
TEREME - N - - - N B B 16.49 N
fTREdE L5 - - - - - — - - 1(3.4) —
BE. DESLUVLEEHHE
] - - - - - - - - 1(3.4) -
TR - - - - - - - 1(3.4) -

% @EHA T, MedDRA/M /S— = > 151 HAGE (PT) {8 L THERFL 7=,




@ [E iR 3t [R] B PREL B

HRiks
E PR £ F 55 AR SR BR
L ] CTCL/EMZE
(n=184)
4 Grade | Grade3 LA |-
2 AR R S 1 5 184
RV R BIRR (%) 156 (84.8) | 47 (25.5)
FEFE CRBLEY%)
BHmgs BHmgs
[EI 4 2£ [F 55 I AR A BR [ B 3 [ 55 T AH 5 BR
=13z CTCL/Ei %5 gl1EF CTCL/Ei¥EE
(n=184) (n=184)

42 Grade | Grade3 UL | 4= Grade Grade3 b1 |-
RIS S UFERE | R L 1 (0.5) 1 (0.5)
b AGE R 6 (3.3) — NI R B 1 (0.5) —
B 5 (2.7) — Sl g 1 (0.5 1 (0.5
Jiti & 4 (2.2) 4 (22) s 1 A 1 (0.5) —
WL 3 (1.6) 2 (1.1) SRR v Y AR 1 (0.5 —
FULE 3 (1.6) 2 (1.1) SRl B 1 (0.5) —
WEh o ¥ B RE 3 (1.6) — B . BHS L UVHEATHEOHEY (ERELUR)—T£E8D)
=R ES 2 (1.1) — LTI 2 (1.1) —
DR YL 1 (0.5) — YN F ) 2 (1.1) —
A 1 it 1 (0.5) — SRS g 1 (0.5) —
SER R 1 (0.5) — JIL P P B 1 (0.5) —
Y HNE 1 (0.5) — A 1 (0.5) 1 (0.5)
Bk 1 (0.5 — YL 1 (0.5) 1 (0.5)
LRI 1 (0.5) — BT A o g 1(0.5) —
ATz 1 (0.5) — MAES LV VNREF
F1ZE~ LA 1 (0.5) 1 (0.5) IR S 14 (17.6) —
SEH R 1 (0.5) — 2 i 11 (6.0) 1 (0.5)
JINEEES 1 (0.5) — R ER R JiE 5 (2.7) —
7 R0 ER B e R 1 (0.5 — TR BRI NS 2 (1.1) —
PR IEIES 1 (0.5) — (A i B 1 (0.5) —
HLIRIAfi % 1 (0.5) 1 (0.5) U v o8idE 1 (0.5) —
MEPERE X Y U 7 — 1 (0.5) — U o BRIV S 1 (0.5) —
BK W A /L A& 1 (0.5) — GRERES
VI 1 (0.5) — IR OE 1(0.5) 1 (0.5
YA M AT A LAY 1 (0.5) 1 (0.5) REUAE 1 (0.5) 1 (0.5)
[ S o T e R 1 (0.5) — N bES
Y 1 (0.5 — IR R R T 2 (1.1) —
B R 1 (0.5 — FOR IR RE T SE 1 (0.5) —
7 R R IR 1 (0.5) — REBLUXBEESE
) 1 (0.5) — ARG 5 (2.7) —
7 A VA E 1 (0.5) — iR 4 (2.2) —
Hifili /L~ % 1 (0.5 — &~ 7" % 3 7 A GE 4 (2.2) —
SR Y 1 (0.5) 1 (0.5) 1R I I 4 (2.2) —
BEYRREEY Y U T — 1 (0.5 — 15D U ERIIE 3 (1.6) 1 (0.5)
Y B 1 (0.5) — K7 V7 3 e 3 (1.6) —
KR 1 (0.5) — K Y ¥ A e 2 (1.1) —
RIS 1 (0.5) 1 (0.5) JIEI5S Ry R A A 2 (1.1) 1 (0.5)
PN 1 (0.5) 1 (0.5) Bk 1 (0.5) 1 (0.5)
Za—F VAT 4 AV B Y x Ufifidk 1 (0.5 1 (0.5) B ) T A LGE 1 (0.5 1 (0.5
A TN RS 1 (0.5) 1 (0.5) &V A fUE 1 (0.5) —




BHEigs HEigs
[E| R £ [F 55 AR 5 BR [P £ [F 55 M AR AR BR
== CTCL/EM% 5 L3z CTCL/Ei% 5
(n=184) (n=184)
4= Grade Grade3 VA | 4= Grade Grade3 VL E

FE S EE 1 (0.5) — Rl EPE 5 ~ i 1 (0.5) —
I A 1 (0.5) — FRGE D o1 1 (0.5) —
VT A 1 (0.5) — BREE
e I HE 1 (0.5 — T 19 (1.3) —
1R A A iE 1 (0.5) — i 17 (9.2) 1 (0.5)
HERES g 7 (3.8) 1 (0.5)
GIEbE] 10 (5.4) — A% 7 (3.8) —
R L 6 (3.3) — g 6 (3.3) —
Sl 3 (1.6) — 11 PNz 2 (1.1) —
K= 2 —m /85— 3 (1.6) — NEB AL 2 (1.1) —
FEIMED E 2 (1.1) — N 1 (0.5 —
JETE SRR 2 (1.1) — MR R 1 (0.5) —
HRHE 2 (1.1) — A e R 1 (0.5) —
FEHR 2 (1.1) — BEGE [ 1 (0.5) —
JAENE 1 (0.5 — HEE 1 (0.5) —
VA 1 (0.5) — 0 DOEERH. 1 (0.5) —
THEhRE R 1 (0.5) — FEEREE
IN— Y PR 1 (0.5 — SR AR 15 1 (0.5) 1 (0.5)
AL B AR 1 (0.5 — BT R 1 (0.5) 1 (0.5)
Bl IPE e\ 1 S BEYR 1 (0.5) — R 1(0.5) —
IRfEE EEH L UR THBIES
F 5 (2.7) — B 42 (22.8) 8 (4.3)
W0 2 (1.1) — BLEAE 8 (4.3) —
R i 2 (1.1) — ZiTE 2 (1.1) —
MR A 1 (0.5 — B e Sy 2 (1.1) —
AR 1 (0.5 — R 2 (1.1 1 (0.5)
MR oD S5 J% 1 (0.5) — Feg s 2 (1.1) —
[AREPs 1 (0.5 — B wgg 1 (0.5) —
5 5 R R i i 1 (0.5) — FeE R 1 (0.5) —
AR e 1 (0.5 — BRI 1(0.5) —
AR ERIRPA 2E 1 (0.5 1 (0.5 S 1 (0.5) —
HE S URKES Kt 1 (0.5) —
[l 105 | — it £ 1t 1(05) —
IDEEE % BIE 1 (0.5) —
fhiE 1 (0.5) — P REvE 1 (0.5) —
A A 5 1 (0.5) 1 (0.5) ka2 1 (0.5) —
5 o MM E 1 (0.5 — BT 1 (0.5) —
NP 1 (0.5) 1 (0.5 Z D FEIE 1 (0.5) —
RS 1 (0.5) — A e 1 (0.5) —
mEREE S FEE 1 (0.5) —
i I 5 (2.7) 5 (2.7) | BERRESLUEESHERBES
1FTY 1(0.5) — 5 A 7 (3.8 —
AR Il 1 (0.5 — S A 5 (2.7) —
FERER. MZRE & UHtFRES 1 5B 5 (2.7) —
ik 4 (2.2) — RAEiR 4 (2.2) —
I ] 3 (1.6) — VU i 4 (2.2) —
I 2 SE 3 (1.6) 1 (0.5) KT 3 (1.6) 1 (0.5)
I AS 4 2 (1.1) 2 (1.1) 7B k& 3 (1.6) —
55 VR T R 1 (0.5) — w7 L7 T 1 (0.5) —
St i, 1 (0.5) — FREE I 1 (0.5) —
SR 55 RE A 1 (0.5) 1 (0.5) RS RR 1 (0.5) —
R P A 1 (0.5) — LES 1 (0.5) 1 (0.5)
s 1 (0.5) — Vv~ FHELH 1 (0.5) —




BB S Big5
[EI PR £ F 55 M AR BR E S R 5 AR ER
2l1ER CTCL/E %5 2l1ER CTCL/Eits
(n=184) (n=184)
4 Grade Grade3 V) I 4= Grade | Grade3 UL L
SRVEM % 1 (0.5) 1 (0.5) i ER A 1 (0.5) —
TS 1 (0.5) — M7 L7 IR ARSI —EHEMm 1 (0.5) 1 (0.5)
o o ECOG "7 4 —~v > A
BB L URKES 2T — 5 AL 1 (0.5)
AMEBTR A 3 (1.6) — NEdgRE A B 1 (0.5) —
Jiilz 2 (1.1) — /R ERTEAE 1 (0.5 —
ey RAIGAN RS S
EHIR 2 (1.1) — ﬁ%ggﬂ bR RT T AT 1 (0.5) —
PR 2 (1.1) — A kU 7 A 1 (0.5) —
JRE A 1 (0.5) — SR o B 1 (0.5) —
PEIR SRS 1 (0.5) — DB X Sy bR 1 (0.5) —
—f% - 2BEES L UBREHLOIRE /IR BN 1 (0.5) —
i 34 (18.5) 2 (1.1) 2 YeVE AR I ER B 1 (0.5) —
FEEL 17 (9.2) 1 (0.5) ¥ M IR I ERAFAE 1 (0.5) —
e 6 (3.3) — R ML ERE 8 B 5 1 (0.5) —
I )E 5 (2.7) — Oy SR M ER B 1 (0.5) —
AR PE R 5 (2.7) — BRIRAR M ER 5 1 (0.5) —
A 7N PR R 2 (1.1) — A DR ERBEE 1 (0.5) —
1B 1 (0.5) — N AT I —¥ LR 1 (0.5) —
ik 1 (0.5) — L EREE N 1 (0.5) 1 (0.5
Rk 1 (0.5 — BE. PESLUVLEEHHE
30 1 (0.5) — AL S )G 61(33.2) 3 (1.6)
iEEAE 1 (0.5) — el 1 (0.5) —
R B 1 (0.5) — AW 1 (0.5 —
TS EOALBE 1 (0.5) —
VFNE 1 (0.5) —
RRERE
TI=TI ) RNTURA
7 = 5 — R 9 (49) -
TANRGXUBT I ) FT R
S 7 (3.8) 2 (1.1)
A7 Hh YRR 7 &2 —E M 5 (2.7) —
i IR 4 (2.2) —
1f A PR EREE N 4 (2.2) —
I PRSI 3 (1.6) —
ML~ 27 %2 7 A 2 (1.1) —
RSN 2 (1.1) —
M7 vy = 1 (0.5) —
IR 1 (0.5) —
i RSN 1 (0.5) —
MLHF e YL e 1 (0.5) 1 (0.5)
RS =R % 1 (0.5) —

¥ BIEHA L. MedDRA/ /N—2 3 > 151 FAFE (PT) M L CTHEE LT

OMENLY AT THRIKDER %O

HEAMEATBRIZ I W T ARANS 3 2 PRI i S hv e,

[N AR SR TIE, REMERH RO 80 flH W TN OIEFICI N T, AAIRGRZICHTE
LY = 7HREIBRE ShRotz, BRESNIIEFICEN TS, FLET LY A~ TH
IR S nieno T,



O EMANIGRE I (BREXILEHEMED CCR4 IFHEMEA ATL)

HERFGEERATZDRR
L ANERRAIT R GE 15K 573
RIVE S DR BUREBIEL 421
Al 2% DR BLEIA 73.5%

BElERFEDES

2l1E Fﬁ%’(dﬁiéﬁﬂﬂ FIREHI

RBRENE%)

RBREESLUVFERE 127  (22.2%)
B I E (0.2%)
EN=S T 3 (0.5%)
LT AL XL R SE 1 (0.2%)
7 U7 k3w hARE 1 (0.2%)
YA b AT YA L ARG 22 (3.8%)
FEREPEAG R 1 (0.2%)
FBRIR 1 (0.2%)
LR If A 1 (0.2%)
T J 1 (0.2%)
BTN 1 (0.2%)
B AU % 1 (0.2%)
Hififi L2 2 1 (0.2%)
Wtk 5 (0.9%)
S 11 (1.9%)
A TN W 1 (0.2%)
Py o A0E 2 (0.3%)
PN 1 (0.2%)
HHE ¢ 2 (0.3%)
JE NS¢ 1 (0.2%)
WHEE 2 3 (0.5%)
il 24 (4.2%)
FA b AT 7T A AVERZE 2 (0.3%)
NI TN P A L AP 1 (0.2%)
7R BRI AT 1 (0.2%)
B R IG 1 (0.2%)
i L B i 1 (0.2%)
R 1 (0.2%)
S i i 13 (2.3%)
2 T g 1 (0.2%)
BEVET DK 1 (0.2%)
BT MR MR 2R 1 (0.2%)
oA b A T YA L AVERKE R 2% 2 (0.3%)
YA b AT YAV AVERGR 3 (0.5%)
AT A i 1 (0.2%)
TF A L AP L G2 1 (0.2%)
BRI FHIEMEAL 4 0.7%)




BERZOEE HhiAiah SO0 bl )
PA AT AL A ME 26 (4.5%)
SPIREC 1 (0.2%)
A B AT 28 5 (0.9%)
AR M S Sk 1 (0.2%)
H = RIS 1 (0.2%)
HArkits 1 (0.2%)
7 A L APERERE S 1 (0.2%)
A e~ L2 2 4 (0.7%)
Za—FE VAT A - A BT A filif 2 (0.3%)
T AL L A SR Yy 2 (0.3%)
A&7 73 A A K 1 (0.2%)
R, BEESLUHHETHOFEY (ERELUVR)—TEED) 5 (0.9%)
REIRE A AL g 1 (0.2%)
JEECIES H ifn. 1 (0.2%)
JEEAEE A 1 (0.2%)
I 1 (0.2%)
1 161575 121 1 (0.2%)
MAES &LV VNREE 104 (18.2%)
Sl 7 (1.2%)
FRARME IS N E 4 (0.7%)
FEEMEAT W BRI E 33 (5.8%)
JtFT Y o iR 1 (0.2%)
LBk iE 41 (7.2%)
U BRI E 10 (1.7%)
A HRERI D iE 22 (3.8%)
LI BRI iE 1 (0.2%)
M NS iE 14 (2.4%)
AR P I i A2 A 1 (0.2%)
BRERE A2 2 (0.3%)
1 BRI A iE 1 (0.2%)
RERES 27  (4.7%)
TFEI4TX—a vy 1 (0.2%)
2 AP SE ] 7 (1.2%)
Ky 707 iffE 1 (0.2%)
YA bIA A =L 1 (0.2%)
TGRSR T kb 1E 99 4 (0.7%)
JHR A 7 kb1 2299 2 (0.3%)
LM RHTE 13 (2.3%)
PR AR RokHE 99 6 (1.0%)
T VLGS FERE k1 99 1 (0.2%)
N EE 1 (0.2%)
PRI R A IVE A5 A5 o 1 (0.2%)




BERZOEE HhiAiah SO0 bl )
REELIURERE 42 (7.3%)
TV R—V A 1 (0.2%)
LS WLSE 10 (1.7%)
8 I 3 (0.5%)
& U T A fiE 3 (0.5%)
8 PRI I iE 4 (0.7%)
K77 2 e 7 (1.2%)
& v e 1 (0.2%)
K7 v — /v iE 1 (0.2%)
KAV 7 AiffE 5 (0.9%)
KT N U w7 A fLAE 2 (0.3%)
R A I E 1 (0.2%)
JIELSES o S M 16 (2.8%)
AAEOR 4 (0.7%)
fAEES 3 (0.5%)
% 2 (0.3%)
R R 1 (0.2%)
HIERES 10 (1.7%)
ERARRRE 4 (0.7%)
HAL~LDOET 1 (0.2%)
FEIED F 1 (0.2%)
JisgiE 2 (0.3%)
SHYF 1 (0.2%)
FEAEFEAE 1 (0.2%)
= XA 1 (0.2%)
TR AP 1 (0.2%)
ARfEE 5 (0.9%)
S 1 1 (0.2%)
T LL RIS 1 (0.2%)
IR i V27 R 1 (0.2%)
59 Mg 1 (0.2%)
AR R E 1 (0.2%)
IMEES 1 (1.9%)
Y53 D) 1 (0.2%)
DANAE 2 (0.3%)
SR A 1 (0.2%)
9 o MR 4 2 (0.3%)
Lo I B 1 (0.2%)
[UfES 1 (0.2%)
DEER AT 1 (0.2%)
L PRI SMIAE 1 (0.2%)
D E M 1 (0.2%)




BERZOEE HhiAiah SO0 bl )
D E PSR 1 (0.2%)
FERN Nt 1 (0.2%)
mEREE 3 (0.5%)
T BRI i 1 (0.2%)
AL 1 (0.2%)
& I 1 (0.2%)
FEOR R, HERES & UMHEFRIES 21 (3.7%)
LVEITIR 550 E (R 1 (0.2%)
AT 3 (0.5%)
A SR IE 1 (0.2%)
R i R 2 (0.3%)
PHEEMERI S S0k 1 (0.2%)
J 7k 2 (0.3%)
REHE M At 2% 3 (0.5%)
il 1 (0.2%)
W& HE N 1 (0.2%)
FRGEDRNE 6 (1.0%)
A% 1 (0.2%)
11 e 5 R 1 (0.2%)
BRlEE 29 (5.1%)
i RE AT 1 (0.2%)
20 2 (0.3%)
50 3 (0.5%)
] 4 (0.7%)
SRTI11 5 e =1 23] ¢ 2 1 (0.2%)
LR R 1 (0.2%)
VL 2R AL 1 (0.2%)
mP=ST 1 (0.2%)
L 5 (0.9%)
KRN 2 (0.3%)
JHESE 1 (0.2%)
BN R 1 (0.2%)
AN 10 (1.7%)
G 1 (0.2%)
A 2 (0.3%)
1 O R GE SRR 1 (0.2%)
FIPEREEON S A 1 (0.2%)
FFREE REE 23 (4.0%)
R4 2 (0.3%)
JHF R S5 8 (1.4%)
JEEE 2% 1 (0.2%)
BRIH 1 (0.2%)




BERZOEE HhiAiah SO0 bl )
JFkEE 12 (2.1%)
EEH L UETHBES 190 (33.2%)
i B 2 (0.3%)
B 9¢ 1 (0.2%)
A B MR B 2% 5 (0.9%)
K% 15 (2.6%)
HTE2 2 (0.3%)
HTBE 36 (6.3%)
L IEALBE (0.5%)
iR (0.5%)
SR (0.2%)
& 9 PEIE 12 (2.1%)
FIB 107 (18.7%)
FLBEME R 5 4 (0.7%)
RS 7 (1.2%)
SR NITRZ SN 22 1 (0.2%)
B 3 (0.5%)
D PEMERZ 1 (0.2%)
REIRPE R & 2% 1 (0.2%)
i = 4 (0.7%)
RO A 1 (0.2%)
F I I 1 (0.2%)
AT =T R e Vg R R 4 (0.7%)
R R R AR R R E 4 (0.7%)
EARYS 1 (0.2%)
B RLEE 7 (1.2%)
BEHVEE O FENE 1 (0.2%)
2 2 (0.3%)
BERRS L UHEEHBES 7 (1.2%)
RAff 1 (0.2%)
ARG 5B 1 (0.2%)
FRT 1 (0.2%)
PPN H if. 1 (0.2%)
IR 1 (0.2%)
U v~ FHELAE R 1 (0.2%)
v — 7 L U ERE 1 (0.2%)
BB L UVREESE 3 (0.5%)
IR 2 (0.3%)
B 1 (0.2%)
—f% - 2EEES I UEREIIOKE 47  (8.2%)
i s A R 1 (0.2%)
Moy 1 (0.2%)




BRSO RUhiREE P Ll
A 2 (0.3%)
T V7 R 1 (0.2%)
957 2 (0.3%)
VRSN H af. 1 (0.2%)
[i=¥=3 4 (0.7%)
i 4 (0.7%)
HREE MR 1 (0.2%)
Z2h) 1 (0.2%)
FEEL 28  (4.9%)
RN 1 (0.2%)
P RIELT 8 (1.4%)
LR RE R A i 1 (0.2%)
ERIRIRE 40 (7.0%)
TI=UT ) T UAT =T —EHIN 6 (1.0%)
TARGEUEET I ) h T AT =T —8HM 6 (1.0%)
773 R 1 (0.2%)
MM e Y e s #in 3 (0.5%)
Mz L7 = 480 1 (0.2%)
I LI A A SR SR AN 1 (0.2%)
M EAR T 2 (0.3%)
1 H PR P N 1 (0.2%)
C — I PEE AN 1 (0.2%)
B B Bl A 1 (0.2%)
Y= NE IV RT AT =T —P 4 (0.7%)
S =R % 7 4 (0.7%)
T R A A S 1 (0.2%)
it EREsA 3 (0.5%)
M NER 5 (0.9%)
I I ER & 7 (1.2%)
A R ATa YA ARG 1 (0.2%)
M7 AU RRA7 7 &2 —EHiN 3 (0.5%)
PR B 2 (0.3%)
BT DN A HIE Btk 1 (0.2%)
JiFfESR 5 1 (0.2%)
T AL L A A B 1 (0.2%)
=2 —T VAT ARERE 1 (0.2%)
BE. PEB L VLEEHIE 173 (30.2%)
i 2 1 (0.2%)
TEALTAE S B 172 (30.0%)
MR AR 4 1 (0.2%)

MedDRA/J version (21.1)
A —EFNZ B W TR — OF RPN L T DEA1E 1l UTER LT,



OREMAMMERAEL (LFPREARAGRD CCR4 FIEDMA ATL)

HERFGEERATZDRR
L ANERRAIT R GE 15K 89
RIVE S DR BUREBIEL 77
Al 2% DR BLEIA 86.5%

BlfERFDES

Bl 1E RS D50 R B EFI 2

(FRENE%)
RBRLEEHS K UFERE 23 (25.8%)
KBS 1 (1.1%)
LA T AL RE 2 (2.2%)
PA AT DA AJEG 4 (4.5%)
AL 2RSS 1 (1.1%)
T IfE 1 (1.1%)
Bl LS 2 1 (1.1%)
DiRINIoE 3 (3.4%)
gl 1 (1.1%)
MEEEZE 2 (2.2%)
HfEe Ay o ¥ 2 1 (1.1%)
fifi & 4 (4.5%)
S i i 1 (1.1%)
BRIl e I 2 (2.2%)
YA R AT a7 A AVEREE R 1 (1.1%)
Refh oK 1 (1.1%)
A R A T a T A VA MAE 3 (3.4%)
R, EES S UVHETHOHEY (ZBRELUVR)—TEED) 2 (2.2%)
Vs 1 (1.1%)
R ACSlE 1 (1.1%)
MEH V) VNRREE 20 (22.5%)
E=iil 2 (2.2%)
B Lt TP BRI iE 10 (11.2%)
BB 10 (11.2%)
T BRI I 2 (2.2%)
ML IR P SR B 1 (1.1%)
RERES 2 (2.2%)
By 7 a7 ifE 1 (1.1%)
B TR Fr kb 1E 99 1 (1.1%)
REBELUREEE 1 (12.4%)
B PRI 1 (1.1%)
TR IR 2 (2.2%)
&L I E 1 (1.1%)
5 I 1 (1.1%)
15 PR I I 1 (1.1%)
BT 7 2 e 2 (2.2%)
A L S iLSE 2 (2.2%)




BERENEE LA o Bl gl ndiale]
KT+ U T A fSE 1 (1.1%)
R A IfiE 1 (1.1%)
BAEE 3 (3.4%)
fAEE 1 (12.4%)
B 2 (2.2%)
WRSLL 1 (1.1%)
AARSE 11 (12.4%)
HEREE 3 (3.4%)
JeN LN 1 (1.1%)
B 1 (1.1%)
B L~V OIKT 1 (1.1%)
K= 22— 8 F— 1 (1.1%)
ARfEE 1 (1.1%)
Ao LS o 1 (1.1%)
i 7RI 1 (1.1%)
IDMEES 3 (3.4%)
IDANAE 2 (2.2%)
HENR 1 (1.1%)
FEOR R, MERES & UMHtFRIES 5 (5.6%)
Iz ik 3 (3.4%)
R E 1 (1.1%)
Lo b 1 (1.1%)
R i R 1 (1.1%)
Ji 7k 1 (1.1%)
T ik 2 (2.2%)
BaEE 22 (24.7%)
JIE A PRk 2 (2.2%)
I S i i 4 (4.5%)
I8 3 (3.4%)
77 AR 2 (2.2%)
{551 12 (13.5%)
T 5 (5.6%)
- . 1 (1.1%)
A LT 1 (1.1%)
L 3 (3.4%)
/S 2 (2.2%)
it 1 (1.1%)
Mg - 1 (1.1%)
L0 A 1 (1.1%)
FFREE REE 3 (3.4%)
JHF R RE L E 2 (2.2%)
JFRE 1 (1.1%)




BERENEE LA o Bl gl ndiale]
RES LUK THBES 50 (56.2%)
iRi) 1 (1.1%)
SIERR R 2% 1 (1.1%)
A By I I B R 2% 1 (1.1%)
s 2 (2.2%)
2 e R 1 (1.1%)
BEAR . 1 (1.1%)
1% 2 (2.2%)
HLBE 9 (10.1%)
B2 i 1 (1.1%)
NS IR s = T A B 1 (1.1%)
Z 9 FEE 1 (1.1%)
i 1 (1.1%)
W5 23 (25.8%)
HLBLME 2 9 (10.1%)
RN SN2 2 (2.2%)
RS2 1 (1.1%)
% O PEMERE 1 (1.1%)
RIS 1 (1.1%)
BERRB L UHEEHBES 4 (4.5%)
BA &R 1 (1.1%)
5 P 1 (1.1%)
utisara 1 (1.1%)
Gt 1 (1.1%)
BB L UVRBES 2 (2.2%)
HER K 1 (1.1%)
W H AR R 1 (1.1%)
—f% - 2EEES I UEREIIOIKE 17 (19.1%)
PR TV 1 (1.1%)
Eak 1 (1.1%)
A By PR 1 (1.1%)
TRk 3 (3.4%)
FAH P 1 (1.1%)
IR 2 (2.2%)
FEEN 10 (11.2%)
LRt R R 1 (1.1%)
ERIRIRE 24 (27.0%)
A7 7 2 R 1 (1.1%)
I LA K SRR SR AN 1 (1.1%)
MK 1 (1.1%)
i BRSO 8 (9.0%)
i ISR 4 (4.5%)




BSOS LA o Bl gl ndiale]
1 R 12 (13.5%)
i BRI N 1 (1.1%)
FA b AT T T A I AR G 4 (4.5%)
PR B 1 (1.1%)
BAIFFIe D N AHN 1 (1.1%)
BE. DEBLUVLEBEEHHE 31 (34.8%)
TEALE D RS 31 (34.8%)

MedDRA/J version (24.1)
KA —FEGNC BNV TR — O FRMEREER L TV DEAIE 16l L UTER LT,

I

QAR BRERREICRZTZE
REI TV

KRS

10,6215
BREIN TV

MNERLEDEE

14 BHLDFEE
14.1 HEAIFHRERF DR
14.1.1 XA TIOVRIEB LN &, Fo, WML LN &,
14.1.2 ARAGRHIILE R 2 N E CHEIY . B RASEER 200~250mL (2
I R
14.1.3 FARERZIX, BRABEEEERLSMIEHR L2nZ &,
14.1.4 HMBZITEFRITIRA L, 287 I=B% 0T 5 2 &,
14.1.5 KA L SRRZITHECHITE T2 2 &,
14.1.6 LKL OIRFIZ LRV &,

(FZER)

14.1.1 —BMICIRZEICE VBERPRBOOND T ENRHDHT-ORE LT,

14.1.2 FERRBR CHEME LI-NEE B EBITHE LT,

14.1.3 FEERBR CEE L ZNEEZBEICRE LT,

14.1.4 —RANCIREICE VEERDPBOOND T ERHDHT-ORE LT,

14.1.5 FHRBIEROEYRE OLEEITMETE VRNV ENLRE L, £/, ©F
P R OV B 1 D R O BLR D B E R OFRAFIRITFEE L, BRI L2
T ERMHE IR T DRE LT,

14.1.6 fLDOIEHF & OELAIZEET 57 — XTI E LT,

—100—



12.ZDDEE

(1) BREREAICE D C1EHR

15.1 ERPREAICE D <1
15.1.1 EWNAOERRFRERIZ ISV TARANI T 5 PRIFUAOEAE R W ST
VN D 4T 48)
156.1.2 Az i m s MIa AR5 G Lo B8 Tl ARz Lol
BA E i U, B el AR £ 0 B A SRR ks A S O %
BRI NE Nl & ORENH B 9752,

(fi#ER)

15.1.1 [ENA OFERABRIZIBV T, ARANTKTT 2 FRPiR N S -2 oitd L
f: 47, 48) .

15.1.2 ATL BE 2% U CTAFIIR G- 2 [AIFEE M ap a2 £ 5 & . Grade3~
4 ORMERAE 3 E 2R OF BB G NI G- BF IR TE W E OS2 E
Z 4950 KA 54 D EE IR AERBAE A HE TR oW CREE L7,

(2) FEERIREAERICE D < fEHR
BRE STV

—101—




X. JEERERFBRICEEI SR E

1. R
(1) EFREAER (TVI. ERREBICETHEBI 2R)

(2) BIREZE AR

1) £ FI/MRIZX S 58S (in vitro) 5
EH LY A<T71E, b M/IUIR U TRER G2 RS o T,

1050 1 7] ES1:EHAUXTTEE/CDA agt
= X532 EH LD XTTBME/CDA 2l
2 s 91 0.3% |  ®433: EH AL XY TEM/CDA1 alE M
> X534 A L)X TEM/CD4A1 a5
& q0-
5 B
ﬁ\ ; LAl 4| WAL ATECDA A VVRICKF RIS
z\ b | .\:‘.‘l-lll
2 i B CD41alBtENMIMRICH LT EHAURT T}
7 i 6.8% o 92.8%|  [FEALEALAEDSE(ED).

0.1 1 10 100 1,000

TNA Lt EHCDAa

2) & MIV/MRESREIC T H8E (in vitro) Y
EFH ALY A~7 (100pg/mL) 1%, b M2l MIIEIZS G277 2 v 0 Vigk
DOPFFIZ X V1557 TARC #FFF O M/ IMERESIGIZR L T, 8 Z2 RIF S eh o7z,

3) b r2mpTOMmM/NMMREIZTT DL (in vitro)
EFH LY X<T7 (10 O 100pg/mL) Z b MMM L, 37°CT1 HREA > ¥ =
NR— gLz, ZOE, ALY X~ 7T/ T U TREE RIS o
7=,

n=3
FEHRERE

]

[

88
|

=B

1001
801
60
40
204

BWEAEHO IR O

Foliicl 100ug/mL 10ug/mL 100ug/mL 30ug/mL
EkgG1.k EHLURST B o 7 5

EhgG1.k : negative control
J5—4"> : positive control (25—4 >3 IREEERAERTS)

—102—



(3) REMERIEAER %
DRR[ARVERR[RICRIFTTZE (h=U14F)L)

MEED I =27 A P, ALY XA~ T HEFRRNE S Lz @il (%55
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KEFHAHXE (POTELIGEO® : 2022 £ 3 A)

MEEX (FER 1 INDICATIONS AND USAGE

POTELIGEO is indicated for the treatment of adult patients with relapsed
or refractory mycosis fungoides (MF) or Sézary syndrome (SS) after at least
one prior systemic therapy.
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KRERMAFXE (POTELIGEO® : 2022 £ 3 A)

RZERUVA=E 2 DOSAGE AND ADMINISTRATION

2.1 Recommended Dosage

The recommended dose of POTELIGEO is 1 mg/kg administered as an
intravenous infusion over at least 60 minutes. Administer on days 1, 8, 15,
and 22 of the first 28-day cycle, then on days 1 and 15 of each subsequent
28-day cycle until disease progression or unacceptable toxicity.
Administer POTELIGEO within 2 days of the scheduled dose. If a dose is
missed, administer the next dose as soon as possible and resume dosing
schedule.

Do not administer POTELIGEO subcutaneously or by rapid intravenous
administration.

Recommended Premedications

Administer premedication with diphenhydramine and acetaminophen for
the first POTELIGEO infusion.

2.2 Dose Modifications for Toxicity
Dermatologic Toxicity

« Permanently discontinue POTELIGEO for life-threatening (Grade 4)
rash or for any Stevens-Johnson syndrome (SJS) or toxic epidermal
necrolysis (TEN) [see Warnings and Precautions (5.1)]. If SJS or TEN is
suspected, stop POTELIGEO and do not resume unless SJS or TEN has
been excluded and the cutaneous reaction has resolved to Grade 1 or less.

« If moderate or severe (Grades 2 or 3) rash occurs, interrupt POTELIGEO
and administer at least 2 weeks of topical corticosteroids. If rash
improves to Grade 1 or less, POTELIGEO may be resumed /see Warnings
and Precautions (5.1)].

- If mild (Grade 1) rash occurs, consider topical corticosteroids.

Infusion Reactions

- Permanently discontinue POTELIGEO for a life-threatening (Grade 4)
infusion reaction /see Warnings and Precautions (5.2)].

+ Temporarily interrupt the infusion of POTELIGEO for mild to severe
(Grades 1 to 3) infusion reactions and treat symptoms. Reduce the
infusion rate by at least 50% when restarting the infusion after
symptoms resolve. If reaction recurs and is unmanageable, discontinue
infusion. [see Warnings and Precautions (5.2)].

- If an infusion reaction occurs, administer premedication (such as
diphenhydramine and acetaminophen) for subsequent POTELIGEO
infusions.

KEWA CE (POTELIGEO® @ 2022 4E 3 H) O T2 sMo = b
https://[www.poteligeohcp.com/assets/files/full-prescribing-information.pdf
SmPC (POTELIGEO® : 2023 /-9 H) Ol Fiia o Z &

https://www.ema.europa.eu/en/documents/product-information/poteligeo-epar-pro

duct-information en.pdf
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8.1 Pregnancy

Risk Summary

There are no available data on POTELIGEO use in pregnant
women to inform a drug-associated risk of major birth defects and
miscarriage. In an animal reproduction study, administration of
mogamulizumab-kpke to pregnant cynomolgus monkeys from the
start of organogenesis through delivery did not show a potential for
adverse developmental outcomes at maternal systemic exposures
27 times the exposure in patients at the recommended dose, based
on AUC (see Data).

In general, IgG molecules are known to cross the placental barrier
and in the monkey reproduction study mogamulizumab-kpkc was
detected in fetal plasma. Therefore, POTELIGEO has the potential
to be transmitted from the mother to the developing fetus.
POTELIGEO is not recommended during pregnancy or in women
of childbearing potential not using contraception.

The estimated background risk of major birth defects and
miscarriage for the indicated population is unknown. All
pregnancies have a background risk of birth defect, loss, or other
adverse outcomes. In the U.S. general population, the estimated
background risks of major birth defects and miscarriage in
clinically recognized pregnancies are 2-4% and 15-20%,

respectively.
KE DU CE Data
(2022 4 3 1) Animal Data

The effects of mogamulizumab-kpke on embryo-fetal development
were evaluated in 12 pregnant cynomolgus monkeys that received
mogamulizumab-kpke once weekly by intravenous administration
from the start of organogenesis through delivery at an exposure
level 27 times higher than the clinical dose. Mogamulizumab-kpke
administration did not show a potential for embryo-fetal lethality,
teratogenicity, or fetal growth retardation and did not result in
spontaneous abortion or increased fetal death. In surviving fetuses
(10 of 12 compared with 11 of 12 in the control group) of cynomolgus
monkeys treated with mogamulizumab-kpke, a decrease in CCR4-
expressing lymphocytes due to the pharmacological activity of
mogamulizumab-kpke was noted; there were no apparent
mogamulizumab-kpke -related external, visceral, or skeletal
abnormalities.

8.2 Lactation

Risk Summary

There is no information regarding the presence of POTELIGEO in
human milk, the effects on the breastfed child, or the effects on milk
production. The developmental and health benefits of breastfeeding
should be considered along with the mother’ s clinical need for
POTELIGEO and any potential adverse effects on the breastfed
child from POTELIGEO or from the underlying maternal condition.
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of drug use in pregnancy)
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*mogamulizumab
ZE O

F—A ~Z U T D45¥E : ( An Australian categorisation of risk of drug use in pregnancy)

C : Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations. These

effects may be reversible. Accompanying texts should be consulted for further details.

(2) NRFICEAY HECH

KB T DE AR 19.7 /MNE%E ] OEOFTFHIILLTOLEEBY TH D,

9.7 /N2 &%

NS G & LT BRRARBRITZE M L Tuiauy,

have not been established.

HH FLEIA
; 8.4 Pediatric Use
M ) A~ =
715220; ngﬁ;j}%? The safety and effectiveness of POTELIGEO in pediatric patients

—115—




XI. {#&

FF - BREXIEICIR L TERRHIZIT I I2HT-> TOSEER
(1) ¥
A L

(2) B - BMAMRUREREF1—JT0@EBMN
L

2. Z D DBEESR

Q@EMMD Y Ry &/IMEFEENE LTHER SN TS EM
c EIEVCEE T EM  EIEEATA R
https://medical. kyowakirin.co.jp/druginfo/detail/poteligeo-injection-20mg/index.html
@ T DD EM
cARTV VARG I TWD T~
cARTVUFEREINTWD A~ (O kiR~ B

B OUNT ~)
=
=

s RT VT EREINTO DI~ (AR~ EREE IOV T~)
https://medical . kyowakirin.co.jp/hematonco/

—116—


https://medical.kyowakirin.co.jp/druginfo/detail/poteligeo-injection-20mg/index.html
https://medical.kyowakirin.co.jp/hematonco/

mES—% - REOTS
5—&
i 7 B L TR W HEE

ADCC Antibody-dependent cellular cytotoxicity (FUAEEMEMIINEE (1EH))
AITL Angioimmunoblastic T-cell lymphoma (Il 662 FERPE T Mg U o NfiE)
ALT Alanine aminotransferase (77 =73/ h 7V A7 =7 —1)

AST Aspartate aminotransferase (7 A XTI X UERT I ) T U AT =T —F)
ATL Adult T-cell leukemia-lymphoma (A& A T el (i U > 2 Vi)

CDC Complement-dependent cytotoxicity (flif&{&KFAEMIAEE (TEH))

CR Complete response/Complete remission (5&2Ffif)

CRu Uncertain complete response/Uncertain complete remission (& 554 5 fif)
CTCAE Common terminology criteria for adverse events (£ 55 i 55 1)
CTCL Cutaneous T-cell lymphoma (5§ T fllait U > /i)

DLT Dose-limiting toxicity (il R &)

FCM Flow cytometry (7o —4% A kX kU —)

HBV Hepatitis B Virus (B BUJIF%& 7 A /LX)

HTLV-1 Human T-lymphotropic virus type 1 (& ~ T #llfd ([ mfE ~7 1 /LA 1Al
IgG Immunoglobulin G (ftE7 v 7V > G)

IHC Immunohistochemistry (e fHfkG )

MDC Macrophage-derived chemokine

MF Mycosis fungoides (K5 PAIE)

MTD Maximum tolerated dose (Fx Kiiil &)

NE Not evaluable (GFEAlAHE)

0S Overall survival (4E17HR)

PBMC Peripheral blood mononuclear cell (A ifl BLE% )

PD Progressive disease (28 DHE1T)

PFS Progression free survival (4ER4E/E77HARY)

PR Partial response/Partial remission (%) Ef#)

PS Performance status (—f%IKHE)

PTCL Peripheral T-cell lymphoma CRIEME T MV o/ <J#)

PTCL-NOS Peripheral T-cell lymphoma, not otherwise specified CRAFM: T #ifig V > /<

— IR ER)

PUVA Psoralen with ultraviolet A (Y 7 L VK R4EIMRIRE)

SAR Seasonal allergic rhinitis (ZEFiMET L L —PER%K)

SCID Severe combined immunodeficiency (FEJEME A HRET4)

SD Stable disease (%7 L7=J:4k)

TARC Thymus and activation-regulated chemokine

TLS Tumor Lysis Syndrome (FE¥E i BE )
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CCR4 CC chemokine receptor 4 (CC 7EH A KK 4)

mLSG15 &k VCAP/AMP/VECP (+Ara-C/MTX/PSL) ®OZ5#I0f LR E
VCAP (B> 7 Y AFUfifEtE, 7 akA77 3 R, R¥vies v
W, 7L F=Yura ), AMP (R¥ YL EVUIERIE, 7=L0AF
T R=vnryr) EFORVECP (BT v U iilgiE, = hRY R,
HNRTZF >, 7T R=vnry) Offi, Ara-C (¥Z 7)., MTX
(ARPLEH—h) ROPSL (FL F=Y 1) ORI S 2 & ek

MedDRA/J ICH [EBREFEHFEE A A

QTcB Bazett £ THIIE Sh7z QTe

QTcF Fridericia V£ THiIE &7z QTe

Th2 IL-4, TL-5, TL-10, TL-13 ZEAPEA L, £ L TRMERELFID LS

~ L — T Hija
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