&= g s
TARC Thymus‘ and Activation-regulated T N 7 A 3 A
Chemokine
TLS Tumor Lysis Syndrome eI Rl AR T e
TNF- o Tumor Necrosis Factor-alpha JEEEESEN - o
Ves Volume of Distribution at Steady AR T DT ARE

State




SR/

(3 T 1
11, EITUIER, BRENA, BBA, XA, BEEEARE, JIENA L ZOERE ... 1
(R = OO 1

121 BT DFUEIINIR oo eeeeeees e e e e e seeeeeeee e e s eesseeeeeeseeseeseeseeeees oo 1
1-2-2. BT DIEEIR I coeeeeeeeeeeeeeee ettt es e e e eeneneenaeanans 2
1-3. MogamuliZumMab [Z- DU N T ittt e et ee e e e e e e e e tr e e e sanreeeeeneneeneas 3
1-3-1. FEEEIRERBRT — & DI oot 3
1-3-2. BEIRFRBRT — & DAEE oot en et 5
(=1 = TR 6
T . 5 BTSN 7

YO N R OO 7

Tt 070 =1 TSR 7

O ST 7
A1, BEBRE DTBIUEETE oot 7
A-2. BERE DBRIFMEETE oo 8

I i = = SRS 9
5-1. RIBSCTEREOZ DM ODTIEAITE oot 9
5-2. FIEBEDEEHL, FHERTNZ DT oottt ee e en e en s 9

5-2-1. JABRBAIAEE DRI ..ottt en e en e, 9
5-2-2. % 1atBEBo 5 [E H LA TERIEEE 5B T ARIEEEE oo, 10
o T = = e B = =< OO 11
5-4. FIEXEROEDOMOFBASTE D UET oo, 12

B. TEBRIE ..ottt n ettt 12
oI T TR 12
Lo i G O % OO 12
T T o A=W 0 e o SRR 12
B4 FTTE woveeeeeeeee ettt ettt ettt b bttt a e et et ettt et et ettt n et e s 13
LT S - | USRS 13
B-6. TABREEDFIEL ..ottt ettt ettt n et n ettt r et 13
B8-7. TABRIE D AIEE BTN TR ovovieeeveeeeeeeee ettt een et es st enen s n s et enaennes 13
O D - 1R 13
6-9. BB DBHR L R HTEBRIEDILEN oo 13

T B BRI T oottt 14
LS T =’ ST 14
7-2. % 1 afEERICIIT DEERIBAT IR O TME (oot 15
A I W X iz kd N < i RO 16
P Y i =t | 1 OO 16
7-5. BREEITHE L BNV AT oottt 17



T-5-1. BEBRE DGR TEME ..o e e e e e aanan 17

F2 -1 OO 17
VT == i QOO 17
T U = OO 17
T6-2. B T D AHER oottt ettt ettt enenen s 17
A = 5 TR 18
T-T-1. G EETE et 18
T-7-2. FEEIEHAELYE oottt ettt 18
T-7-3. BB IEERIE ettt 19
7-8. MERFER G- DFTMEEEIE oo 19
7-9. BRI B ORI oottt 19
8. FTAITE .ottt ettt et e ete e teeneeteareerneaeareareas 20
8-1. EERTAHITE E oot ettt ettt ettt e et e ene e 20
811, B L @ AT oottt ettt te et as et e etennas 20
B-1-2. BB LD AHEB ettt ettt ettt ettt en et nenenenenann s 20
8-2. BIVREIRTMHEIE E .ottt n e ne e 20
o B2 B 3 -2 S OO 20
8-2-2. B I D AHE ettt n ettt s bt neen 20
8-3. FTAMIE H (DTEZE wvoveeeeeeeeeeeeeeeee e ee ettt en et n e s na e eaeas 20
8-3-1. FETEFMMIE E D IEZR ceeieieeeeeeeeeeeeeeeeee ettt sas et et ae ettt sennans 20
8-3-2. BIKAJEEMITE H D TEFE cooeeeeeeeeeeereieieeet et ee ettt ettt ene et ennans 21
8-3-3. Z DMLDIEE D R cueeereeeereeeeeeeeee et ete e e e te e e et e e rteesaee st e enseeeteesateeetseetesaeas 24
Tk =32= = Ry o SOOI 25
-1 TBBR AT T 2= Jl oottt ettt ettt ettt 25
9-2. BEAERRLUVN—AT A VHITEME oottt 27
9-3. JRRIEDEEE R O FHTRIR D IRIL oottt aese e 27
9-4. BRIMEIZEIT DIEE oottt ettt ettt en s 27
9-4-1. FURKERAMPUAGRERISHBE (NY-ESO-1 Z U XAGE-1b) oo 27
0-4-2. HIFEME T HIHBEZT .o .veoe e e eees 28
9-4-3. CT JUE MRI ..ottt 28
O == L eSO 28
9-4-5. FEIE= =T (1EE) oot 28
9-4-6. HIBME T HIRLDFEM (FEE)  coeeeeeeeeeeeeeeeee et 28
9-4-7. FUBRARMPUAGERIEHRE (NY-ESO-1 B} XAGE-1b LA OFIR) (EE)
....................................................................................................................................... 29
9-4-8. FURAFEAHIIAERIEIRE (FE) e 29
9-4-9. YA b HA VEEARETM (FEE) oo 29
9-4-10. et MARAE - FIERIATARAT (FEED) e 29
9-4-11. SoIERARRILED (FEED) oo 29



9-4-12. BIETFHEHT (B o 29

9-5. ZAMEIZEIT DIEE oottt n ettt ettt eaet et nns 30
9-5-1. PS (Performance Status) .........ccccoeceeeseeeereesiensnens s 30
0-5-2. 73 B LA A U oottt 30
0-5-3. {8 vireececeetetetet et ettt ettt ettt ettt s ettt e s et e et et ettt ettt et etetes et sttt 30
9-5-4, —HRHLTEARET ©.vveveeeeeeee ettt n ettt ettt sen et en e s s s s, 30
0-5-5. FRIEET ..vveveveteteeetete et seeee et s st et ettt n ettt et en et s s e s n s e an s st st s e 30

9-6. FMENAE (BB T @FBIB) oottt ettt r et 30

10. ZEEMEITEIT B IHEU oottt 31

10-1. TEF oo eeebetestiebitettatabeteaes bt erebe R e Rttt e s e R oA bebe AR b e e et et e sebe bt ebebanere b eresranes 31
10-1-1. BRBREEDRE R OBRELEEIDETE oottt 31
10-1-2. HEFELOEIER (ARBEEPGETERVWEEFES) OB oo 31
10-1-3. EHERAETBDIER oottt ettt eee 31
10-1-4. FER B OFT RACBE T DA EIEDR oot 32

10-2. FHZETEE oottt ettt et s ettt r et ettt et et et e ettt b st et s earan s eeeaan 32
10-2-1, FETEBA oottt ettt e 32
10-2-2. F&95 (FEFR) HERUIKEALH (oot 32
0T < ¢ r=y - SO 32
10-2-4. FEBEBE oottt ee ettt ettt ettt ettt e en et et an et tean e 32
10-2-5. HLIE ..ottt ettt ettt ettt et n et sttt a et e et nan et e eae s 32
10-2-6. BT o eeeeeieeeeee ettt ettt ettt ettt eae sttt r et ne et r e s an et tennnen 33
OISy G = OO 33
10-2-8. TEBRIE & DIRIFBIER ooeoveeeeeeeeeeeeeeee ettt enenes 33

10-3. A BT DRI & SR oottt er ettt et anae e teaeae e 33
10-3-1. BERBE EBEGIRETME...cocooeoeoeeeeeeeeeeeeeeeeeeeeeeee e 34
10-3-2. PR BREEFMEERITE DM « BB o 34
10-3-3. FFBEODIRIE oot en e 34

10-4. FAREFUDBIEM oottt 35

10-5. BIFEFIZETRF D SIAL .ooeceeeeeeeeeeeee ettt en et ann e 36
O B ol N et = 3 B = OO 36
10-5-2. BIFBIEZE ..ottt e 36
10-5-3. BEUFFIE 7 A TV AIT Z B IFLE oo 36
10-5-4. B HIBEIEIEREE oottt aee 36
10-5-5. MIRFEME « FFEEBEREZE oo 37

10-6. TR D T LT B DB B oottt ee e e 37

10-7. BB G ZAT o T2 BB DHEE oot 37

(R E 4 TSRO 37

111, FEATIIBREER oottt ettt 37

11-2. BRI DEUUOEETE oottt 37



-4 FEHTIEE © 775 oottt 40
12. 77 B o BT RIT DR M oot 41
7 D= I 5 OO 41
12-2. FUBFDELD FLUN oottt v et ar et eae e enes 41
123, JBHTTTIE oottt ettt ettt ettt n sttt a e n e 41
12-4. FBHEHIZEI T B IRAIEIZT DU T oot 41
12-5. BEBRE D IEIRDBATR oottt 41
13. IR FEMEFTEEOET RO, ZER D UZHBET e 42
O L el S ST 42
14-1. {2 OPEBRE 3T 2 IR E XIEPFIEZEE 42
14-1-1. {2 OWRF KT DIRBRIEOR GHIEEE e, 42
14-1-2. {E 2 OWBRF KT T DIBBROFIEEEIE e, 42
14-1-3. ESEEFERI TOFIE ST FET oo 42
14-2. JBBRO—BEOEEDO W, IEH IEBITE i 43
143, TR R DR T ettt 43
15, JEBIR S B DFEA E B s 43
LR T =T u = 7 TR 43
15-2, BRECEFRHHIIIR oottt ettt n e 44
153, BT AT T ettt enren e 44
15-4. FEBIRAZDVERR B OB e et 44
15-5. JEFIHRAE B D ZETE UTMETE oottt 44
15-6. Data Clarification Form(DCF)DFEAT « HBHIZE oo, 44
15-7. SEBIRE 2 L IR D G BT T B D380 D B oot 44
15-8. JEFIREE L VT —Z DBV oottt 45
16. SR B D B B T BT DI E oot 45
17. TBBROD B R O EREE oo 45
T B2 < SRRSO 45
18-1. ST U E BRI oot 45
18-2. TRBRBEZTZEED oottt ettt 45
18-3. A U T AL E ¢ TUBLU B et 46
18-4. Tz 72 R DIRHE .oooveeeeeeeeeeeeee et 46
18-5. HEERHE DHSEEIRFE + 77T A 7SV TR oo 46
(L = =L 3SR 46
19-1, B ST R T D oo 46
19-2. FEFEIEFFHERD oottt ettt ettt n e 47
R =g = OSSOSO 47
20. EEDOTIANE ORI oo ettt et ente e 47
20-1. BEEDTTEAUN (it 47



20-2. FHIE oottt b et ae et ae et et ae et eae b e ae et eas 47

21. BEVFZOHEI D D BFIEDEZE ..ot 47
22. BRI DIBIBE EFERDIATE oot 47
22-1. FETEDI AT oottt ettt ettt ettt e st n s 47
22-2. TR B D VIR v eveeeeeeeeeeeeeeeee ettt ettt n e 47
22-3. T Z DARHE .ottt 48
e R IR v )= USRS 48
R I /O S 49



1. BROE R
11, BT XIIFER. BEPA. BBA, FirA, BEEAE, JIRBAL L ZDIRE

BEBAL, BBFIITEITL TV 2 eBEL, PRARRPATH D, BARIZKIT HEMHE
JEBIZ L BT D 3.5%% S, BEEIX 10 FALK 10 ATHA V2, A I EERE
BELTCNT, BEEREEZE- LT, SOV o Yt b 20, FIRNRHE—R
BRIETIEH 575, FINFBRES T 5 FEFFIT 36% LK<, IVHITIE 10%TH 2D, TFE,
CDDP, 5-FU. Docetaxel % DLFEEIECHESBRBIEEIZ LD, IRERENSE L2, KK 3
FEFEIL 30%RI%TH D,

BRAE, HEBEPADTTRLIECELNZ . ERLETHHEFICBELR S, BEH
- BERLBIZ, TFE BOEMICIEH D, EKRE LTEME - KEE2MbT 2~3 1% 5D,
B 10 FALUERERAERIEL, 5 FAELSBEE LTSV, FHBAME—DORIEEETIZD
B0, FRFEEES TH o Th 5 EAEFRITH 60%TH Y, IV HITIE 20%81#% ThH 5, IT4E,
CPT-11, CDDP, TS-1 SDOZAIABECENRIEEZEL TVWHR, RATHRARRTH S,

AT, EOREE, FLTRE, EHICBEDIZIBPLMEL Y EL, BHEELED 3 £ 5
AfFICDIEY | EMHEEIC L DR CE TN ANIENE - e bICFE 1 THD YV, BEKL
FEUBICKE TR T, S ARBEOAGTRMEN & LEEL T, AL,
IINFIRALAS A & FE/NKIRAAS A D 2 DOELZ K & < S S, BT 15~20% % (5 o 2 /NI 23 At
HAREASE S | - U Lo - IR - BB - BEICEE LOT VB E OB RBATH S, 1IRE
& LTI, SAARHAOEIBR A CIIRETRRIRIERS 7' T 7 A & A L 72241 5 M Thbh Tn 5,
T, XY R FAVEE AV )T A EOFEMENTFMENTNER, ZDFHIT,
FE/INREREAT 23 A CORBIMI T > TH 5 FAEFRIL 20%LL T E AR TH D,

EERAMEIL. £ 0O TRITEEBOEmIFE . BIETIT 10 FAEZ K 1 AL BRI
LTCENTHD PV, L LEEREIEFEICEVEREETHY ., URTEEITHIOHE, 54
FRITN 10% LB, (LFEEE LT, ZhvE Tl 2280 AL RIERRA LN TE T,
T DTIC A EITHIEM RAMEBE IR L TR OEA SN TV IEFTHDID, TORHE
1359 20%. TBEFEZRIL 5-10%, RIATERHRIT2%BUTTHY ., WMETE DD TIIR,

PREA AT, AR 10 FAHTY 114 AOBREBETH Y, 2RMERPADK 32% %2 5D TS
U, 50 B THIINZ R LS IS CRRARNE L, KEOES T, BB R EEHETRN
fTonsdn, PROLTIHIEBITED T, BRI BRENER SN S, PIERGEE L LT
CBDCA & PTX OO ToH 5 TCRIENEERIEL LTHWLNTWD A, 5 EAEFEIT 49.7%
T ERen, IVHIO 5 FAFRIT 12% Th 5,

INODORANEEILI LD & T 2T A OEEEIT - BRPAEFICKT LT, FUTEE. (LFHEE,
AR IC N B, RN, BME. ReMICENTH LWEBIEORERRD S TN 5,

1-2. [EEAE

1-2-1. S OFIEERE

L, BEEOREEENG, L LEEEOYRICECTHE L TW5, BEEORAEIZIL, &
EFRERMENES LT 5D, 202 L, RAG BGEFREGERETZATIE, EEAED



< AERICEERRB RN Z ENbALNERoTe, £, ERFR~ Y ARIZBW TR
[EE*BHE L Gae, £5EEZ R L~y 2 CRREBE L-R—EEIER I 5, —F T,
BIDOIEBITARS - T2 2 &b, BESL LIEEEICOW T HAE OREN L HUESE R A FEH
SNTWD, R, BETUR X VEEEHE ORI Th 2 MialEt: T M (CTL: cytotoxic
T lymphocyte) DFEGLH LN ER-oTND Y,

1-2-2. [EFFEDEERIGH

TERFFRMICEIRT 5 CTL # BEBFN TR L FHED 2 WVITHIE I 5 2 L 03, BRAMICH
EENEEZ 6T EEZ LN TS, FUIEE CTL OZRZRTHFE « BFIIZIT, BIE, KEX<H
T T3 2DFERHNLN TS,

Bz, DAY I F U0 L5 ICEEHRFROICE < CTL 2N THE, H5 X CTL Bk %
WET AR FRERETH S, bhbilid 2004 4 L Y NY-ESO-1 #2237 NY-ESO-1 £~
7'F R, NY-ESO-1 BE#HEANTF FELIZIZMAGE-A4 # 7 ZRWENAT 7 F U BERR
BREER L C&l, V7 FUrR5EHOBEERNTIE, TEREMICERMERE R OMRaMERE OF
AL N Lo TNDE Y, L L, BERPRIIBEN THo 7,

FE I, CTLOBE Z2HHlT 207 &HET 2 HFETH D, ITET A Y BT Ipilimumab %
W SRS R R BN A R SN TV A, Ipilimumab 13X T fIfR 0@ & 230#] 45 CTLA4 45+
WX 2R THY . TOT ¥ =R MR L O PUEESAE . R IER R RS CTL 23
LA &SN T 5, Ipilimumab FE5ORRKER TIZSM 140 FEHIH, 34%DEMR
BEBFICMONPOBERIREZ D L2 ERAHRESNE Y . BARBEREO—>T, R a
BEEMEERO NY-ESO-1 1%, Z @ Ipilimumab #5112 LA BER R OBEOHIESESEICEET 5
FEICEERRT L LCRFICHESNTRBY, NY-ESO-1 filk % R 0B CORKMENSHE
KEhoktBESN TN ¥,

HEoOFEE L GEEFZRI N TWA DL, CTL 0@ % #Mfild2aEiaoay o —iu
Thd, ZOEBEOMALIIHIENE T MfE(regulatory T cell; Treg) & =i>#L, CD4 Bt CD25 Bk
DR T ERF Foxpd 28 RAICHEE L T\ 5, HIBMWE T ML, 7k, BEICx+ 5%
INEEHIE L, S EROMHRFICEEREEZ R LTCWER, PilEERELZ BIH L TRY,
CD4 [t CD25 BRI ZBRET 5 Z LI L V| v U ABHEEE BT 5 Z e LN S
727, EHIZ, &L, CCR4A / v 77U M~ ATIL, HlfE T MIOINHE 0 7= b EEHEFH A4
BlENsZ ERMLNCR o7 (FTRBR) , Foxp3 Z%E4 5 b MM T Miao$ T, CTL
OIHENZE < SEIIEHACHEYE THIETH Y. CCRA ZHMIEEL TWDHZ LALLM 2o
T3 78, REZlRREBRAY 7 F REEZ I ERIOERNTIE, FURKFRAGE RS DOFH
H R ROND b OO, HIENE T MROFEENRKRDREEZME L WS AEERDHZ 9,



B4 #%: B16 melanoma
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B BHEREEESIECRA/ YITOFIIATIEBIEEABESND
B RBHHE(B16 melanoma) EF LR TYRECCRI/ VTR RICBIEL . BEEMER L

1-3. Mogamulizumab {22\ T
Bzl U R A BEZE Lzt MEFT CCR4 £/ 7 u—F /L Hifk KW-0761 I3l 7 =23

MAEEIZ & 0 ADCC {EHE REMICEDZHETH 5D 9, CCR4 2RI 5 al A T HlE A M55
U oosfE (ATL) kb3 27RRER & LT, ¥Rk 24 F 3 AIZEATHE L MEAT L= T
10) 1D .

CCR4 ZATL BEDHIO% THRENA LN D EHRESNTVNSY | KT HFHDOCCRL %
B E LTeiREE L TH D,

AFiZ, ADCC {EMEEBED HRT U Vv M Z AW HBYORT ) P METH D .
ADCC TEHEIC & 0 FilEB SR %R,

AR & L COLFEIIEIC L o TEMICEZE Lo T EIERIA 2k <. CCR4 BHEOE
% - BRATL BE (AR, Vo BRI TPRABRRTF 26T 28R o3t LT, &XFl%
B 5 U RO RS RIT50.0% [13/26 i, 2%/ (CR) 30.8%. 4 EM (PR) 19.2%]
ThokV, [ENEITHRR ATL/ESRS) ]
XIMIERFEZEZEBUN)EE, LA EREZECLDHD)EEUIT LT I VEEOWThNEET S,

1-3-1. JEERIRRABR T — & ORE
1-3-1-1. JKEABR

Mogamulizumab O #h 71 % E 1T 2R B E L TCEl L7 in vitro RO R
Mogamulizumab O{EA A 7 =X A%, ADCC {EHTH 5 Z & D3R8 S 47z, Mogamulizumab 1,
T Hifa R OIEGMAK DS 72 54 ATL B BROEEMRII LT ADCC EHEZR L
ZEMnn, ATL BE~OFEIHEIRB I N, B =7 A F/NIZ Mogamulizumab ZFHRNEE
L7 in vivo BERTIL. 0.01 mglkg M E## 5 LB kRMLY »<8kif > CD4 BHE/CCRA
BPERIRER DB & 32 AR ST, BT, v U AR T CCR4 Btk b T #ifimV o/ fEHE
JazBil L7 E7 /LT 20 mglkg OF5 & CHEEMEHEOIEINTZD biv, in vivo TOHEEIE
AR ENTZ, U EORERL D, CCR4 B ATL IZx3 % Mogamulizumab D ZEZh 23 #iRF X
i,

BIRAYZEEFEMN T, CCR4 ORBIADHE SN TV D M/MMRIZH T 5282 7ML 7,
Mogamulizumab X fi/ME~FEEET . TARC, ADP LU= 7 —7 2 T 1L 5 I/ IMREEEE
FICEE R KT S 2o Tz, BiZ, Mogamulizumab Z¥EML7ZE M &MIZBWTH M/ o
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BANIRO b oTc, YL EOREBFER LY., Mogamulizumab 23t h M/MR~DEZER72/E
AEREZVEDEEZ BN, Mogamulizumab (252 U o8Bk 50 IFN-v SMERIL 6
BliF 5 FICRD LR oT, IFN-y OZWNERO LI 1 Flh, T OS5 ER XM
PERL Y 5oz, —FH., INF-a O 6 FI&FI TR LR T, LEENR-T,
Mogamulizumab @ TNF-« KT IFN-y SUWMERITX BHESRHEAE LY &<, B F~0E
THEICHBEITI RV EEZ BT,

LM HEE R OREER S LR O R CRME Lz, —RREBEDIZ,», ERAEH
FHRE., RATEFERMRE, OEX., O LE, KR, WRAE(CFERRE R OV B RS
HREZEB L7, WTHAORIEEBEICLEETR® 517, Mogamulizumab [X1EERIER. FF
Wk, BRI TR R~DOEEIIRN D LEZ b,

1-3-1-2. HHERER

BT E N EFBROMEM CTHIRBEAPIRBO DN =T A FAEE- TR Lz, BEdEEL
LT, BE 100 mgkg £ TOREETRTHIRCRREBOZIITRD 51T, BKOBIEE
iT 100 mg/kg LAl ELZEZ b, £, @ 1H 13 BE TORERS TIIHRME OREITA
HHENT, EREEEFSERN LEEEEEED 40 mgkg/BTh-o7-, BEHEETD AUCou
WIEERBEEBRICBWT 1mgkg T 8EIEELZEED AUCon DED 33 Ll ETH-7-, IE -
JRIBRAEIZET 2RBRTIE, @RI =27 A FL~D 40 mgkgADOFEIZL Y, BEMmO—ikE
MR OEFRICEET 2 ZEIIR D bz o e, BT, BIR~D Mogamulizumab DT HFED
LNTbDD, IR - JRRBE~DEEIRO Db ofe, £io, EEMERBRNTOREEI O
P IZ BV T, AT Z R TR RIZRR S bk h o Tz,

B =7 A FCEBI R ORKERE LR T, Hi Mogamulizumab HFUERDEEANTRD BT,
Ht Mogamulizumab FUADEAEDRD GIVZEER TS, BHERBRCIIFRT I REFTAITRL, T
Mogamulizumab FLERREME FOMBEE 22 Z L3k B X bz,

#HERRTRO LN CCR4 Bt T MIEOEANE. Mogamulizumab DOFEEEIERICE-S<
LDOThHD, HEHKET 12 » A OBEHHM L LaRBRTIE, BEERTRD OO0, B
ZHMZB L TRELZR Lz, 4 BMOKERSFERTH. 1 3 » A OREHE CEEMMZR
DHNTEbDD, BEBERFRTHEMEELZR L, LaAL, WTRORBRIZEW T b EBEk BT
WO BT, CCR4 Bt T MEOBANRER L2 & T, BHEERRETI BT Vb LE
oY e

1-3-1-3. TMENR K OSB!

Y EERITFRIRN R 512 & 5 IR EEHERS Gl L7z, HERORERSRBROBREND,
0.5 mgkg U LOREETOBRBENHER I, £, MPFEPREHER ICHEREZET R <,
Mogamulizumab OENBIREICHEREZIZ NS D EE X bz, REHEIZ L HEYENRE T 2
—ZOEMITRL, KEZRGICL - TEHREIC/RD Z L bRENT,

[125]]KW-0761 Z A\ el =27 A PAOSTRRROMBR LY | & Mk % B < MR~ D
BIIHRKTHREGED 4.86%TH Y., Mogamulizumab OB OMITENLD EE 2 bz, FIE
H=D A PFN~OREREGOREFR, MWFFREIFTHRI= 7 A FLERBETH Y, HRIC
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LIEYEMBEOEIT RN E B X biLe, £7-. RIE T Mogamulizumab OBRENHE I
Mogamulizumab IZE#E % @B LB IR~BITT A Z LR Ehiz,
PAEX Y| FEBRKRBBROERN O ZEMIIBEOLAEHITIR D NN o7,

1-3-2. BRIRRBRT — & OHE
1-3-2-1. CCR4 BB DFEE - B ATL BERORMM T MY » ~EPTCL)EE x5 &
L72ENE I tHERRRER

ARRIZBNT, F ITHRBRIL, SHREFFERAEREARLE LTEM LT,

%1% CCR4 BEDILFERIERIBRICHEREIIHA Lz ATL EE L MF S5 &
PTCL #%# & L. Mogamulizumab 0.01, 0.1, 0.5 Xi% 1.0 mg/kg % 1 HEMET 4 EEFFR
N E LT BOREER OB ZRE Lz, £, BIRBICEDE ORI Lz, BWkEE
N 34TD (K 6 4) ICFHIRNEE L., B2 HER L%, BENICE VRS E~BIT
L7z, 38 AICHERIREME (DLT) BB bhizik5ELZEXMHAE (MTD) . MTD @ 1 B
MTFoRGEELHIEAE MTD IZELAR»o 72541 1.0mgkg) & U HBEHAEIZEHZIZ 3 4
EEMLE, B, BIHERRRTEDNEONZH, BREIIHR L ZHEREICIX
Mogamulizumab OB 27 & LT,

0.01mg/kg 75 1.0mg/kg £ TIESIEE L TW < (F134) TDLT 3B 640 F, MTD I
ELRpololed, HRMEDR 1.0mgkg &0, SbiZ34NBMsT (G 164) , HE
AEQ.Omg/kITBIMS iz 34% 1 41, DLT ICEET5HEFESR (iRl Graded, #
EPELF BRI Graded W QNI B Graded) PFR0 b=, 5 E 1.0mgkg ([ZBIF5 DLT
DHEBNT6 LT 1AL THoZ &3 h, 1.0mgkg F THAFEE & s vz,

Mogamulizumab (%, MOFAEIRE &[RRI, BB BREDOY A MU A VHRHERRE &
PERIEROS DORBI0, U v /jBR, FRER, BMERE O mMERRS N EHAEEICED bR, WTh
b BARE B D VITEFIE OB RLEIC L EERRD bt /MR TR E O #E R
FEIWZHRO BN b DDET Grade2 LT DO (Gradel : 74, Grade2 : 14) TWTiLh[EE

DFRD biv, Grade2 DIM/MRIFADFRD Hivlz 1 4 O M/MREEREIZEFEIZFRD bt
ofc, RIERTHIELCEERAEERII. HNEE., BBRLELVRB TH T,

Mogamulizumab 4 [E] B #5-FRF0 & & MAFE F DR E (Cruad X TN0-7 H B & COMAEHIEEE
BER AR T HEAE (AUCo-7days) 1. 0.01~1.0mglkg D% 5-B#GFH T 5 & OB tpl L T8
LTWAZ EWNmani, £z, miEFH Mogamulizumab FUAEE TIXTXTOHFHBRE BN
TEETERE (<5.0mg/mL) TH-oTz,

Z4h31T 31.3%(CR2 & +PR3 4,16 &) Th o7z, ATL X LTIk 30.8% (CR2 4 +PR2 4
S134) DEPRTH T,

* 7=, Mogamulizumab OFEEENER Iz 1 FllL, 2 BRE L -RBICKRSEEL M S

(AST L% Graded) Fik&/zo7z, BERETRALZEERAFEERIIBAEFATH o7z, 2
B, BMEIFRERILC LV EMERETH - T,

1-3-2-2. CCR4 BEMEDES - B ATL BE 2 xt5 & L-ENE KRR
ARIEERIL, e EFIEERHEBRE U TEB L,
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Mogamulizumab # 5- BT OfLS2FE TRMHZICHEH - B L7= CCR4 B ATL BE & X145
& LT, Mogamulizumab 1.0mg/kg % 1 HEFE T 8 BIFFIRNEE L7-, AIBBRIZIL 28 & »
BEEIIL, ED OB 2T BITIRREDNRE STz, 26 42 HMEORITHES, 27 42 ZEMERD)
EERR OIS & LT,

FEIMMEE TH HHRAREDHROELNZIL 50.0% (13/26 4) . 95%SHEX ML 29.9~70.1%
ThoT, 95%EMEXMH D TIRIE(29.9%)I1XBIERLE 5% % LEIY . Mogamulizumab DA £k
BHEFR STz, 723, Kaplan-Meier 512 K W #EE L7z PFS @ 50%440% 158 HTH Y | F/IME
12 B~&KME 401 B (fT910) Thot, o, 2AEFHIR(0S)D 50% AL B AR T
EFEIEDN 0% EThH om0 HEHAR TH o245, H/IME 101 A ~F A 401 B GFTE19)
TH-oTm,

AERTIHETIERO b0 T, BEELRNETEEEORWAEFRORBRIIED bbb DD,
WENbETRAEICELY 2 br— AR Tho T, RIEBRIZBWTHEA LZRRBEREATE
TERVWEERAEERIT., (AT 4—T R Va vV EER RO (8B Tholz, ¥
7o, BB U EREEESRIT. £ IHEERARE k. Ry | B S2EFe45 (&
NZEES BR) RO T w5gkgid ) | TEMEREGEA ) | TaEPEkEasd ) o T/
D OB N [RB) Thot,

a2 = b AV " AT T VTHAT LT Mogamulizumab8 ElR 54 @ Cmax & Y Ctrough HE
EEITEAEOTHE L BB REL <, KEEEFIZLY Mogamulizumab OEWEIREITIZE A
EEL2NEBZ LR,

Mm#EFH Mogamulizumab FUAREIIE TOHWREIZBWVCER FRAR (<5.0mg/mL) Th
27,

728, RIFBRTIX Mogamulizumab @ 8 [Al# 5- TR EREZIEN PR U EEHE SNk, F
BIFHRLERED S b, SHRERADBHLEL, AEMBEH LW L8568, BREx
AREL L7z, Mogamulizumab F# 51 1 4 OBBRE I K S, YREREDOFRERORKE
MEZRIZPR Thole, BREFIZHD THREALLAEERIIRL, ERFERIINETOR
BRCHER SN FL L FERIC A UG ROMmEREsD (1Y osskiasid ] . TAf
BEEA ) ) Tholz, £, BREROMBETH Mogamulizumab FUARE LT CTORME
RICBWTERTRAM (<5.0mg/mL) ThoTo,

1-4. BI{EM

E N ERRFRER O MR 543 BlIZk T 5RIEARELE BRRREERE &) 12100%

(43/43 BI) Th o Tz, E72BIVEMA (10.0%LL 1) iX, U > 3Bk 41 £ (95.8%) |, Infusion reaction
37 il (86.0%) . FEE34 ] (79.1%) . HMEKEA29 # (67.4%) . FHEkED 24 B (55.8%) |
w24 ] (55.8%) . M/ 23 B (53.5%) . #5218 B (41.9%) . ALT (GPT) E&H17
1 (39.5%) . AST (GOT) EH16 %1 (37.2%) . LDH EF13 #i (30.2%) . #HMK12 # (27.9%) .
ALP LH11 # (25.6%) . {KEEEMAEY # (20.9%) . ~EZ 1 B9 B (20.9%) | i
8 il (18.6%) . IE 58 #1 (18.6%) (KT /v 7 X MAET #1 (16.3%) . % 9 FEAE6 i (14.0%) .
REHEME B (14.0%) . L7772 RS Fl (11.6%) . v-GTP &5 # (11.6%) . 5&
75 B (11.6%) . &I/ES #l (11.6%) ETh-oTz,

6



[EEEEE] EXRZREITER & L. Infusion reaction (86.0%) . EE D R EEE BYYE (4.7%) .
BEIFFR T A VAR L BBERA GEEARE) | R (2.3%) . EEREEER (2.3%) . BE
O MmEEME., FEEREENRRE I TV,

15, £ L%

2 A BETIL, HEE T SIS ISR S 2 LT B 2 L MR BR TV 5, HIHEHE T
IO 5 b B TEMALHIENE T ML BEREIC CORA 2BHT 5 = Lb, = OEMEERR
T1. Mogamulizumab 512 & 0 FEHACHEE T MBS E2RE LBRDRE b bT o L e
5 LCRHE L7,

2. IRBR D Ehu i & & E
BT 1 TRBREMGAR]) 2,

3. IGBRDEHY

EITERES AVBEITH LT Mogamulizumab (5t CCR4 $#itfl) %2 1 BIRER S LI-EORE
PR OEYERZ RS2 & (6 Tafdil) | KOVE 1 BIRERE LBEO L2 K ORI #E T
MR EDRERFTT 52 L GEIbHEE) ZHAE TS,

4. %5
AT T ERER N ABRE

4-1. HEERE DBIREYE
EATUIBRERS ABE T, BERFICUTOEERZ S TR TRELH#IKE T2,

1) MBSO CCR4 BE B BEIIAATHEMMEIN TV I HIEZAVWDZ L) THY,
BB 2B Tl A, B2A, RENSA, BB, INERSAZEOEMEEREOZ N
PHEEL TN DEE

2) EHEIREIEICANG - AEORE ., EURIBRIEN L WEBE, UMEEREREZES L AE

3) performance status (ECOG ZH%E) 23 0, 1. 2 THDZ &

4) BBRSINEELRGH OFRN 20 R ETHD 2 &

5) EEgE (BHE. 0. i, . B%) CEEREENRBERREME (BREET 2 BELA)
MLLTF DEMEZRT - &

I EREL 1,500/pL BL_E

~ESa U 8.0g/dL Ll k

/R 75,000/pL 2Lk

MERE Y LB E 2.0 mg/dL ELF

AST(GOT). ALT(GPT)H& : MRk FYEME EIR X 2.6 LUF (FEREIC L B HFRHE
WERT 2 LA S B E IRV, ik
7



6)

7)
8)
9)

#E(E FFREX5.0 BLF)

MEZ Vv7F=r: 1.5 mg/dL BAF
BhR M B SR AT B 93%LL E (ZEiR)
LEX BREETLIEREFAEZRD WV

ELBRHR (bma—BEICKD) : 50%2 E
FEBGR D DIERER G TH 24 @E T, 2 F—2E0ORETIEIC L HBHEIZRIE L T
WHZ & (FARER (BEARNG 1 FLERE) SUIANBEREFR &2 1T Ll R U4
BEAYRELENT 2 HE1T L 72 BRI EBR <)
AABXEICLVRBELTWSZ &
Mogamulizumab DO FJE#R G-/H> 6 HIEIHRGE H £ TRE AL FTRER EE
R E ORI HRIZ 7 D5 RECIST ver.1.1 (New response evaluation criteria in solid
tumours:Revised RECIST guideline (version 1.1).) 12 (BT AR EFEEIHRLELETH I &

10) 3 W AR LD AERBF TR A L

<BRTEARYL>

1)

2)
3)
4)
5)
6)
7)
8)
9)
10)

HETE T MR EDRIC K DERDIR LR T 5720, ROWEZEMICHZOER A LT
WHZ L EHERTHILORE LT,

RIEREL G T2 Z LICERDY, mBNREER2WEE L BIRT 57 ORE L,
RSB ZER 22 N—RIREED BE 2 IRINT 512 DICRE LT,

BERALY AEDETRERFE L LTRE L,

LHEMEDPHRTELIBRELBIRT 21DRE LT,

IBRIEDR RIS T DL EMITHEL SN TV RWEHRE LT,

B ABERGSN-BELBRT 2 1-DICRE LT,

ENTHE D RUSFEDRRE LT BROWERE DR EMERIRDO T ORE LT,

TRBRIEDOF M ZFHE T & 5 BEZRIRT 272 ORE LT,

BREORERGOREMR OEEEZFTHHT 572010, 27 &b 3 AR EOEFEN
MR CEBRELEBRTDT-DRE LT,

4-2. BEERFE DRI EEHE
BEFFIZLLTF OWT ORI Y T 5 BE LRI T 5,

1)
2)
3)
4)

5)
6)

HIV HURBE 5

HCV HFUkBES

SRR

HBs fiEA B, & LI HBV-DNA Y 7% 4 A PCRIEIZE Y THH] @& Shiz
B

AR OREIC LY EERBEUEOREREEZ A+ 5 8%

BEEBAERETZESE, L, BEESA LI, FEEEEESARCERLHEN 5 F£LINO
HEHEEENATH D, FFTEEIC L VIEK & k&5 Carcinoma insitu  (ERAAIA)
H LU IEHIERBRAFEY OIREIZTEENAIZED RN & T35,
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T FHBAAKL BIBERERAT oA FRIORREEERE, SEIHH R OsREmRbEl o®RkE, K
FRRTE R OURR BRI 5 FITORIAT 2 DIRRIER 5RATER £ T 4 BU ERB L T\
WG E

8) R, WHF. HDVIIEROF RO H D BE

9) VEEMOBRYMELZEHL TS EBEE

10) HEMFEE IR AERE

11D £2HHEDAT A FEHREIZ L 5 IRE OGS LB BE

12) & MBI E OBIEERIE N EE S Lo BF

13) FARRIERR ML AT BE XL TN RO BRI R F T 5 8%

14) FEGIE G 4 BRLINICOTRBRIES B 5 S - BE

15) & DHITEBREITICREY L B2 b D BE

<ERIEARHL>

D, 2, 49 ZEERVCMREOHRELBROVEIEOREMEEZZE L TRE LK,

3) AEBREOREIZLY, BEOABERBNEETIAERERH L L VERELL,
5. 8). 9) TEMEHEETERWIREELADLDTEORE LK,

6) BTEMROAEMTRICHET D ATREENH 5120 E LT,

7 BRMEOTMCEEEY KITTFREEN DD T-OBRE L,

10) HEZ2FREBEREEECH DEREBRAT D DRE LT,

11) AEBREOFMIHEEL 52X HREMEN D D DR E LT,

12) AREBEOBREICL Y BHEAXEER (GVHD) DEC L REMENHH Z & LVRE L,
13) REMOFEICEEL RIET AR D 5 OB E L,

14) ZEMORRK ORIBREOTMICHEL 5 X D FEENH DT OFHRE LT,

5. iR E O RIE RS
5-1. FIEXERNEDOMOFALE

H SRR E EHT 5E 1L, $EBRENLIBR~DEBINMDORE LB S - DICRELER NE DD
FEASCEERER L. RERBRICIIINESRET T2 60 L 45, ERUIHET Sh - Y X EIL,
HOENUDIEREEZESOARICE S EHEFMEOREDIRENE LN TWRITIER A
AN

5-2. (IEREORY, FEEKRZEZONE

5-2-1. JRBRBALERF O R R EUS

TERELEMH 5 VITERRAHEER CT. TAREEEMS) L 5) 1. EFRERIC LT
ST L 72 BBREA MU TFICRTAAIC SO TER S LRI LE (b 5o LA ERE
FHEORREAZES TAREBLLD) ZFEL, HACHE L, BRESNER L < BE
L2 LR RER L7z ET. ARBA~OBIMICSNT, HREAADEBE R L2 FES CEC
TS, 2B, REECIIBE 21T - 1 SRR EE A B RS A A T4 - EULES L,



FHHBEMZRAT D,

Fio, WG NEPFRNZRRAZIT o L HEIIE, BRRIBRBIE b4 - HRESUIEA L,
B EFEAT 2, b, ERERBEICENOR Y RDDE HDHE RN T 3 EEEXDORES
D—RLEWRE~FE L, — e EREFRBBEOBRELE RS, ERHEREEOE D 5 HME~E
L. B O—BEBREL RREFET D,

D ERBHRELEI D THDZ &

2) RBROBH

3) RBRETEMEORA, Bl K OERKL

4) EBROFE (RROBRBRAVAIE, HERE ORNEE)

5) THIS M DIRRIKIC X 2HHRE O LB DRI 2 BRR _EOFI 3R K OfE R SUIARE

6) MOIBEFIEORBERNEOIREFIEICE U TRl &SN 2 EERFIR L Okt

7 BRE OWRA~OBINTEHIE '

8) WBBRA~DOBMIFEHREOEBHEEIZLDZ bOTHY | HHREIXIBER~DOSIN % MEEFETS X
WETHZENTEHZ L, £z, A - MEIC X > THREPZIT HEREEERD 2 &
BNz &,

9) EFToF— EHEHEYE FREEZESERVHHIYENRESZHETEZ &, TORE,
WREOWBEIIGEEShD 2L, £, MECECERENTA - BEAXIEL4T5 01
FoTHBEE2ROEI LIThD I L,

10) IBRBROERBARINIHETH->Th, HREFOMBIIREINDZ &

11) #BRE IR ORE OMEFNCE L T & SITHEMAB LUVEA XUTIEBRIC BE § 5 (R
ENRAE UGBS T N E IEEEZ D N & EfEREERE OHEHRE D

12) VRBRICBIE T BB E S RA LB AICHEREDRZIT 5 2 L OTE HIbHE

13) {EBR~ DB IMOMEFEIZDOWNT, HREOBRICEEL 5 X MO H D FERVBHFE NS
BITITERRNICHERE s A b D Z &,

14) BB~ % 1k S & B 5HA O M THEH

15) HBEVPBRAAHEE T ALERD HHEAIITTORNE

16) WBRE D3 F B & HIH

17) YHIBROBEEE IOV THRERFZ 1T ) IERFEZECOEHE, FIEREEZESICRBY
THEFERZT I FHELZOMYRIGRIR OIERFEZERICHET 6 FHE

18) IERBEERESDFIREERHERT A ENTELZ L RVEREEZRESOFIEES 2/
BLEWEAIZIEBELHETELNI &, £, FRBFEEZESOFIHEEEELZF—L =TT
AFELTVEEAIIYUER—LR—UDT RLRA%, AF L TOARWNWESIT— RO EIZ 4
LTW5BZ &,

19) BETFREICIRHFHE

20) MELIRRRICIR D LB /R HIE

5-2-2. 5% 1 a tHER O 5 6 B DR OIRBRIER 512 B89 2 AR
TRBRFEEN ST 5 [ B OWBRER S8 D, UTFONFIC OV TRBSWIcBAXEEF
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EL. FOICBBA Lz BT KBRS OZIMOMKEIZ >V THBREARA O B BERIC L 518008
REABEEXECTHED L LT D, ToM, RERBOFIEZONTIE [5-2-1. 1BBRELFFOR
BEE] TS,

1
2)
3)
4)
5)

6)

7)

8

5-3.

1

2)

3)

4)

5)

RARMAREZRET DO ORGHHPKT UIRTTFETH L Z &,

BB EW

BBREEEMSE DKL, B & ONEK

W DIRBRA~DBINT EHIFH
BRA~OBIMIFEHREOHABERICLZ O THY . HREITIER~DOSINZ MEHETS XL
BWETHZENTEDZ L, £z, R - HENC L » THEREDSAFIRBANEZT 20, 18
BRICBIM LR WEEICZIT 2 _REFRIRE RS Z Lidana &,

WeBRE DR R OMEBRE OHEFNICE L T & DITIERDBEK LA SUTTASR I B 4 5
ERE UG ICRESTRE UTEEZ B D & EEEREEOM#RED
EBRA~DBMOMITI DN THEREDBERICHE L EZ DD H 2 FERPELNTZEE
I NCEBREF B A bid 2 &,

BBRA~DOBNZ T IESE 5 EAOSMETEBH

FEICET 2 HEFE
BREEEMNST, AEZESAN, #BRE LR EEPEMT OES LIRRICBNT S

DEPEHIET 20572 52 5, TOB, YHIERELEMS Mg &
LTORBREHIEIL, RTOEMICH L THRE LR LIREEPHET DL ICEZXD,
BB EME K OVRRGIE L, 1BBRA~OSMUIIER~OSMOMERIZBE L, gRE &
TR R EFITEI L7z ) IR G REE L RE L TIR B RV,
JFRIE LT, RBEZICIHEBRER LA - BAIXIIEATH0, HREVPFEXERVZOD
fOFMALEE T Z LN TERVA, ABEXIIMOEEFETITEONEEEFTHZ L
MTEDHEIE. BHICERLTAERISAZET D, HREICH LT, REXELVDZ
OfOTHASTENE XL, ZONEN OEUIMOEESEICL S Z ., HRENIER
~OZIMZAETHEEL, SOICHERENFREZICRNA - BEIXIIBA L. B HEMERA
Le#iz, SIS ABREEFICES - BIXIEL L, EbAMETRAT S,
FEBICER LT, B L ROREFITHEMN L RESE DI TN E8DE L5, UTTRERE
RER, TRBRHEERM. 18R HE . ERERERE. B 51EREEHET 2E OENELE R
BRI 2A2NENERDEDIFBANETENTUI R LR, Fio, HRELRHIEE (WRE L
IRHREFENHALELZFHLZ ENTE RV, DEILOEESIE TIXEONE % HfE
FTEHZLENTELHRAIIRBITIAERIEANEET, ) NEMEAEET, AIRERR Y IEFEFRY
REEEZHAND,
FIEBRCIL, RIRBREOFHMIARD 7/ b - BIEFHETZIT) T L 2FELTRY ., R#tx
ZFRE DT ) A BETRENEBRNE LIEERICE L THRE L R AREFIZTO
BRIMAEITole LT, XFICLHAELZBGT 2, REIO T ) & - BIETFHAT~OMHERICH
LTI, ARBZOWTXEFIC L DFAEEZIE LIEBRE IR TERT DI LN TE D,
IBREEEMXITIRROHEMIL, 3B ORMN, HRE L s &FOEHERIZE S
11
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HDOTHY , FARBR~DBINIFABORMICELE SN D bOTIIRWI & &, HKRE L
RHREFICHALRTNE RO, £, 7/ L - BEFHETE B E LIZREBIOEH
WZOWTORIEBERASZICERZHME T 25613, IR EC L IREMEEDRN Z VE &
T2, el BEOEAIZONT, EREREEOIEREEZERCL VARSI 1T
Bh. 7/ b BETEITE B E LREBIOER I ThR VY,

5-4. AEXEROE OMOBBHAXEDYLET

1)

2)

ERASOBB I OV THRE OB RICH B L2 5 X D AEMEO H 2 ER/E LN

X, ERELEMFIEZFEREECHICEREIE X, w%%@ﬁ%A®%M®Mﬁ_o
WTORBAHRAT S, £, HERFICEREEXA. BXEBERONER OE OB
REDRGEE DR ERTHICEET 2,

BREEEML. REXERVCEOMORALELURET T HLENDHD LD L E (FER
FEORBICEEL 2 2F - RBEERBFRPEONLEE) 1L, EOPICYZBERICESXFE
EXERVPZEOMOURANELZLETL., o0 UDIRREEEZBESOEAREED, £72. 18
BREBELEEMFILT TITBRIZBM L TS HRE I L THIESHZ, WETSNREXE
RO OMOBHANEZ HWVTHA L, 1BBRA~OS MO DV THERE 7 b B HEEIZ
LERABEXEBICLVED, L, KETRUS CRRICIRRIEO B 5-0BEB /R T Lz i
OWTORBIEIAREL TS, £z, IBRIZBIML QOO A HBREE AR 5 —RERRE
EDEEEDOIRBRFREIZEET 2 BRI OV TIXZ ORY Tix/euy,

6. JRERIK

AERICHO DD TN TORBRIL, 1RBREE GMP ( HABSROREEHE, REEHEEFICHET

HE® (JREREE GMP) _ome$m2m$7ﬂ9aﬁ7%ﬁ%%0ﬂmmzﬁ)% LSRG
& BV - REEOEFEINTHS,

6-1. &4 Fr
HAIEE  KW-0761
—f4 T LY XwT B Z)

6-2. BB K U5y

AFNZ N NA TZEHT LY X~T % 20mg, 7 T VBAKFY, 7V v RU Y ~— | 80,

KEE(LT MY oA R, ENARBEKEERET2HIRENARAICH D, pHITHERE X IT/KER{L
FRUTAIZED 5.0~60 IZFFHEINTWD, TEH LY XA<T DOREIL 40mg/mL THY, 1 /34
T smL GiEE TV B,

6-3. 7 TRV TR
4373 ¢ Ces20H10072N1736020208 42
& K 146,443
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EEER: 7I BAI9EOBRE2SF LTI /B UIBEOEH 25 FNORIEERE

6-4. iiE
2—8C. EHRTFE

6-5. F NI
Bk A 5 3E/H

6-6. IRERRE DR

D ANATUIRE LW &, Eo, MLIBRLRN &,

2) AR ERAIINEE LA ERE CHRERY . A RAEBEAEK 200mL X% 250mL 2T 5,
3) FREEHCIZ, BRAFEERKRISMIFER LN L,

4) IINBITFENCIEF L, SMRREITEHT S Z L,

5) FARFAM L, FAMBRITECHIERTHZ &, o, BRIIEETHZ &,

6) fDOFEHIL DRFIX LN &,

6-7. IEBREKDBE R OFR
1) EHlOELEmLE
LFEIZANA TEANT LB L5, FITERIERMEREET 5,
2) F#R
T RVFREOVEIEIZOWTCIE, BERED D NAREOEHICHET 2 FIEE] CEHKT 2,

6-8. IRERE DRt
RRIEIT 1 FE AL L TERREREE~ RIS D,

H O E Eif+ 23813, BEEFEBREICERFEORHAZEIND T T, BREDIRMEE
ZIT TR G RD,

6-9. IREREDEH L R ATERIEDRA]
1) JBBREDORE - EH
TEBRFI TR BCRRAEE 1T K 0 1R BRE B ER % OFTE ORI A R EFEERE O B H1RRR
FEBTHEICREIND, B OIEREERT H2H IR T 5 EMEFEEEOIRBREE I
BRANAREZHA L, JRED S BREOEHICET 5 FIEE] 2BH LEET, RBREOR
B BEARET S, IBREFHEEIIRRYM T, BREOHERAOFEICIED LT, TR,
EREHNA TR UONEEEENRE - FHET DL &b, IBRECHERRNEZTEET S
DIT, BREEAREERT 5, B ORREER T 2 F EFEEOBE AR, RIER OYEG )
HEOTHABOESMHIZONTHA L, REAPHIALEEEICE, EBICE0RERAEL
ITVLERETIEZTT 9,
2) RAEEFTRERIEE DIRA]
IBBRAE T . 1RSI IR AR, ERAOMEREA N T V2B bIRBRE EfT

13



HEEAT D, BHARCIIWRE RS (M=% ) | INT ID BOWREDT 7 A4 N\
—IRDIFHEPHFM TS RVEICT D, 2B, RERBHRE, ZHHLVIIERAEL AT
NERIIEE L HEIE, TORBRCEBIZOWTRREREIERT 2, B OIRRE EHET
DL, RBREREEE L VIR SN2 TORMBEABRE, ZHEOMEREL AL T2 IRR
REZESEERICRET 5, BRRERZESFFRITIETOE LIRREEHET 2F 2 H=_H
ST RBEAGBRE, EHEEOERES AL T V2 EOICEET D,

7. 18RGE
T BRT YA v

[% 1 a #H¥5] Mogamulizumab 0.1 mg/kg & 3 5l (B K 6 61) . F D 0.1 mgkg BHEDOEE
PEDHER S NTIHE1L 0.5mg/kg B4 3 4] (RKX 661 . 0.5mg/kg FEDOEFMENER SINIZGE
I% 1.0mg/kg # 3 41 (K 6 #) IZOWTEHTEDAEDIRRIELEIZ 1 [B] 8 #Ek: CRkN& 5
T 5,

< HERERIL>

BAE Mogamulizumab DO & 72> TW5 ATL Tik, fEx OREOGEBEDRTAEZ o T
WAHHR, BENSABETIE, BERERIIREATVND, Z0kd, BERSABE TIL,
Mogamulizumab #% 512 & 0 §il#EE T MiaZRE LEHEFE SN2 AEMKIGT ATL X 9 i<
Y EECT HRERIE & R B CREMSbEZ 2 2 R TFRERD,

X bz, ATL #B3F ~® Mogamulizumab #5-TiX, Mogamulizumab [Zfli+ ® CCR4 .
JER L ORISICEICTHE SN D LEZ OND 0, BEENABE TIE Mogamulizumab 1XFI24 4
DOHEE T MIBREICERSIND LB X b, ATL BE~OBRERIZ L T FIRENREL 25
AREMEDR B B,

Tz, ATL 23t b U CEM I 725 1 AR Tl Mogamulizumab #%5-& 0.01mg/kg B2
BUNTHIEME T MIEBREZSIRSHER SN TEY , 2D 10 fF&ThH 5 0.1mg/kg B TR ZRIZIB N
THHEE THEREDRIEOND LEZ DD,

INHOEBIZLY ., BRSABE TITHIEME T MARESDRICL 2 B CAEREDOREY X
I BEL IR AFRERD Y, ERBSABREICR LT, ATLEBFFEASL WA REETHD
1.0mg/kg @ 1/10 D 0.lmgkg ZHEIHRGEEL LTREL., ARMELZHER LN S dose
escalation 1T 9 RE & LTz,

(B Ib4HE] % 1 a IRV TARENER SNk 5 & (MTD O—EREToRE5EXIT
MTD IZZ L TWRWEETE 1.0mgkg) ORTEHAED 1 AEE O 0.1mg/kg (2 THRE 20 4 &
2B EHCRET D, 5T BIZ 1 E 8 EER THIRNKET 5, 7L, 8 1afHfficisn
T, AREDFER SN EED 0.1mglkg DA TH oA, 2 1 b fHETIX, 0.1mgkg @
1HAEEAVWT 206122 ko c&kET 2,

< HER TR >
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