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9 2 E GRS IAHGRER, 124 ) v o A s I3 2 EWN
FEPRSS IARRER, Atk 4 7 v — ChEllt (SE1T5 38R
DOHMBEFRI B 2 iF R T 0 4 FRIFES 7 0 — e i<
3 2 E PR S IUAH SR, 4 B Mo BOE 1 0 3 2 B NERIR S
IAHERER, et o 3 H RIS X R ERRE N3 2 [
MNERIRER IHHERER, AR ERER A <2 b 7 LEEOHRE T
WS 2 EINERARSS 1T/ TAHEER, ABOMERIAHE A B IC

N4 B —ARERREER, (BfTRiERZ2E&ED) Higttoxse 4 F
B’ A 7 v — VIEERE IO 3 % E N ERR S IAHGER, B
I o LA BEEE A A S o> 4RI U2 ok 3 B I PR MRS 55 TR ek,

BRI O YA BEE AR A SIS 0 1R I 3 3 2 [ YRR 26 A
A x HIcEFH L)

@ (BHEEARR) - %5
N3 S5 BIR #2415 B AN 12 % < B4 3 infusion reaction (SiE
W e, IR, O, BUE, KR, EEE B8 %, B
&, MEVREES) 23, BE5EEOKIN%ICHREINTEY,



TS OfiEkiE, WEBM~PHFE T, ECHEBGRICH
nNTwa, 7, 7F74 7F o —, JHfilEsE, LEESOR
BAEIER URIME, mEPE KBRROE JF RS
iz (BEMME, 7TLra¥—WigEszad), HEERR
B, MR, AT ISEEGRE, OEE, LEM
g, LEMY v 2%F) PENLZ LD D, TleAx IV
#I, MAGURH, EIBEEALE VEIEORIE S R {To 72 B
HiTB\\WTd, HEE Zrinfusion reaction ST L 72 & DR A3
H5, BEIAD ONGEAE, EbhichikL, #YauE
(WEFEWA, FIEH, [ELILER, mEEE LT o H),
fREVERA, Pl A2 I vHloRES) 2175 L bic, fE
WAEE T 5 £ CHREDIREEZ 0BT 2 (550, A
FHEEEOOOOO, EEAEANEEOR, ey
HIEEQ@OOZR) ® GBHEEARHH) + BH s
BOLNEAERED CHIEL, #EYIRLE (EEAER,
BIRBIE SRR Z oL, &%) %175 L& bic, B
EET 2 F CHREORER IR T 2 (B, EX
nEANEEOOSH) ©
(GBEEEARH) : BRUFFR 7 4 L 2 DR
TEPEIIC X 2 BIERF 28 AT R o8I X 2 IFA2 2 EHn %
TEBBHY, WERKE S EFIBRE ST DB, BESZ
B ONIHEEICE, By A VAFZEE 3 % 7% L)
BB ETS (5O, EEAEANEEOO, FENRH
HIEQ@OOZR) @ (BHEEARHA) : AST
ER (UGB 8.6%, [kl - ##2) 9.5%), ALT RS
(Ukfrdh) 8.8%, (f&#il - %#i2) 9.8%), Al-P LS ((JefT
g 3.6%, (#Fil - #5i2) 3.8%), e vavy R (G
FToh) 3.4%, (#4%1 - #552) 3.8%) ZHEOMHHERAEEH
RS ITHERERE P T A EIN B C L 03h B (EE R IEAR
TEOOZR) © B © BRI ARAE
=Rt (Stevens-JohnsonfiEf#HE), Hras{: K B AT b fiFiE
(Toxic Epidermal Necrolysis : TEN), KIGERRAELK, HHEER
BRG, INKIETER RSN, FECICE - 2Hl 058 &
hctws (BE50sH) © D LMERIEA GHEAR
B, AMmBKEA (Gefrdt) 41.1%, (&l - %ie2)
45.6%), BRI ((JEfTéh) 39.2%, (#kil - #5:2)
43.9%), fEEEREGE CGEERD, fhMasd ((Gefri)
12.2%, (il - $%5i2) 13.6%) ENZ Ze2b Y, HE
RMBRIEA S S T B, HFHERBAICOWTIE, Rk
52 bLHAMBL FFROBLTHRET 3HIAERE I NTnE (FE
LAEARANFEOC, HESRMEFEOQDEK) ®
(UBATH) 43.0%, (AR - #kt2) 43.4%) @ M, =
W, 2074 ARIC X BEERBYGE (BUE, MR
BEND L 23H 5 DT, HEHAR PR BB T I3 HRE
DIRER T ICBIRT 2 (EEAEANTEZOO, el
HETrH@OozsH) ® ¢
FEARBA) © MR AR o R ORI TR R 0 REEE 01
L, EakEE, PRAIREE, FOELEIR (FRRE, DUIBRRERD),
SEEFOERA TN 5E1E, MRIC X 2 BRZH K
BB ZfTY L e bic, FIkL, #EYANERTS
® HEAH) @ ((ZefTq) 10.1%, (%
fel - #52) 11.5%) @ LEWED 2 I LEEO R, i
iE, DFIEESHE S hTw 3 (FEYEMETEEOODS
B ® GEFEARE) - 27 v 7 F=v B/ (UEfT
5) 0.8%, (##el - #%#:2) 1.0%), BUNLR ((Sef7&)

Oz ofboEIfER @ efTin)

2.3%,

(ki1 - #%5i2) 2.6%) HOEmMESENSL Z L25H

D, BTz EL T EREEIRESIN TN, IREFED,
MiE2 v 7= BUND EF 23D b= 5a i3 kL,
(BHEEAH) + B 28
W bR, EHICXHR, CTHRAES 2 EhE L < Hif
fir, ZEfL - PHEEFTR oA ME MR L, @Y 20E 2175 (E
R HEANTEOOZR) @

WY 70 AL E %

el

15 ©

(MHAZERZR) @
CBEEEARH) « mLdiEfe B RGERE MR CRER © R0, 3R
i, REEER, RERE, SIES) 23 Ln3h 5,
L7z, BFEE TR » HE CTORIC, KM, HERESE O R R
&, G, BRI O I ARE R S 23 T T e
%

(A7) 6.1%, (#

- $%452) 6.4%) @ —BRHEOIMETRAFRET L0352

| 5%4 5% A SEE A
R & A 5 5% I ks, B,
(26.4%), &4 |ShHam
(16.6%), e
A etk
(12.4%), ™%
B g 1L _F 5 BE, IMELER,
(12.6%), #AMR, [ERAR, KR
WAL
R L - W CINEZIE,  fEhD,
(16.4%), M, |LXviE
ON%, BB
IR, T
Ritend FE (31.7%,), |BdffFE, F|ARE,  |(LEHE

R (14.5%), &
% (14.0%), M
(13.6%), 18TH

e, 4 v 7L
TV PRRAEMERE

d
R
=
i

R (26.6%), &
B (16.4%), 1
Wik (15.7%), 58
i (14.3%), %

Mg, PREIEN,
B AE

iT, 7
LEREEE L RERKE, LU
R, IR, AIREE
I - Bl Alfn (18.4%) GFIRERIE % 74 7Y vorfE
FEY [FDP, D

4 ~—]
i, /N

B ik BE R BUNLA, 717
F=v R
JFT i ALT 5, ASTL |Al-PLS, ey
I reyv B
Zofth CRP L& WK, K
(15.0%), LDH.L|%, #&EBmMD,
i PREEME B 5, BHg

RZWEE, &5
AL EE (&,
MERRSE), 773

VI, Le oKl
b, e
® (&R - #hi2)
| 5% 59 it AR
R & A % 5 5% I fRi s, e,
(28.9%), &4 |&
(18.6%), MJHEA
FEA etk
(11.9%, ), %
it B A JiiiVENsE=S BE, IMEILR,

(13.6%), #ill,

PRI, A HERE I




AL

AL T - TR CINEZRE, (D,
(17.7%), NN LRV g
%, Mgk, AR
IR, T
SETBURE Je#h (35.3%,), |BAfRE, =HRZ, (SR
JEFE (15.8%), |, 4 v 7
& (15.5%), B | v PERAEMETE
(15.5%), 1xTH
(11.2%)
E-EINZ &R (29.6%), & |MajE, (RSN,
B (18.1%), 1 |MEJ1iE
P& (17.4%), A
i (15.8%), %
i, PR
PRI e B L U, LA,
ENh
IR - VR Al (20.3%) IFigER I % 74 7 Vo
FEY) [FDP, D
XA ~—]

I, I R

ik EIRE R BUNLH, 717
F=v bR

JH ik ALT L5, ASTL |AlI-PES, fvy
5 re v ES

Z Dfth CRP L5 R, WK

(17.6%), LDH E|EZ, #HE%, IR
5 (10.6%) Hefiti B3, BEX
ZRE, HEE
PRI &%, M
MRS, 7A7 3y

W, Leo<
D,

GEALOER] @FAFENOTE @@ Uefri - #Hitl)

BEHEBRCTH 272012, bTrICEEHOMAF134 515

TEBHBD, TSI VIEMIFEELZ TR, kB, Th

DSOS Eo BE 2R B ECEEAL A @ Fk2)
N Lo RE RO ZGEICHFER LR OFFIRE LTk
BEERNII5% 7 F o R LASMIEA Ly OFiid s
ET2B82NDH5DT, HREEMOFEREZITIELD X 5 ARl
LWIRBIZ M2 72 O RBORITE S0 Il T2, £

7=, % OERIZ, MEHROBZN’H 5D CTHEAL R
QA G D il & DIRIEII L [ZOMDE

B] BRSO CER @EEhE ARG S hi &
FETlRe MIFAIHUREELCZCERH D, ThLDBEEC
G INEEAE, TLAF—, BERCERHERT 5%
nNyd 5, MKRBCcOAAICHT 2 FiF A T HikoBRE
BB R D &Y TH o7z @CD20MHE:DBiifat:HE+» * ~
Y v oSEBRE I B A © EINERS AR R 05 AR
BRIC B CHDE & 7z 14061, RFIICN$ 2 e M ¥ A 7
wizaflict 2 ®CD20B o BilliatIE % v ) v
NEBEFICE T 2 (3% IERRBIC B TIE S 1
7235661, AFlcHd 2 e bHLF 2 FHURIZABICHRE & iz
HEAT—2) © Uefrh) CD20B5MH &M ) v o[
JREBFEIC BT B A ENERARES AHGER IC B W CHE X nre
T, AFENCH T2 e FF 2 SPURERE S d o7

@ GEfTi) #into * 7 o —ViERBERFICE T 2 5 - E
MEERERER 1< 35 W CTHE & n=60fh, AFlicH$ 2 e MF
AZPURRIFICHEEE e © efTih) S5 i EE R
IC BT B AE - EPERRBIC B CHDE & 1724861, AH
RS B e MLE X FHUARFICHRE S vz ® UGRfTA)

HerR M o = F TG K OVETEIR KR B E B 1 B U -

PR BRI 35 THIE & v 7220809, AFIcxd 5 e iix
A ZHRISHlIcR T i ® Gefrdh) HARERAR =~
7 ¢ 7 LRERFICH T L HHE - BRI SV CHlE &
N7z 1960, RFNCxE 2 e ML A RGBSR
7= @ UGEfTH) ABOMLEEI AR & B ERE < B 2 B :
NP ER I 35 CHIE 2 n 722060, A4 5 6 FT
FASHERIMLEIN AL -7 O GETH) BRmEERE ot
2 PUOARBEEA S o P 351 2 U« B ERAREAER I
BOWTHIE T =240, AFNCH T 2 e FLF X T HURIER
WEnad o7z BRI/ MO EEIR « e s
W, IMUNMREASEE L, MARERAENFED b 7z & O 28
»5 (BEEAEANTEEOSR) [BURVLLOER] @/
FAEL T L CfF3 2 @ (ki) Wit (2~8C) »5
o L CRET 23541, 30°CUUT ofEEL, 7THRIMAI
T2 [REFES] s 2R I2~8Clcfilr. Axh
(Gefrdd - #&kcl) 362 A, (&ki2) 242 A [FREMH] @
ESk Y 2 7 EHEE A EED L, WYICEET 2 @ (GfT
i) ABOIMEZNASE & B AR - FFEHH © ABOIM A E &
HEicowTix, ENCTOMHRERIBO CTRONTHE L p
b, BLENGER, —EROMERICRS T -2 08EfE s T
DL, BFEFE T RICHERBERAER BT 22k b
AHEWEHBE O RERFILET 2 L & bic, BREEROER
PR 2 7 — 2 2 FWNICIEE L, BEIEMEH I T A i 8 % 5
L3 O (fahil - %fe2) Bifflatkdety % v Y vosiE « fiH
BUERAEIC oW, RSN mEEFAE T 2 o
A 2, e ICHEREE L VT Lo TRIT S

(FEATRRIC LKD) (EpEhRe] @i @BHllaMIE
FYF VY VoflE BN OCD20G o BIiEtIER O F v ) v
oS BB IS ARH375mg/m? A 5 1 a1 45E I3 83 5, CHOPL &
AV (yr7mER77 IFKAY, FEyarvy sEBE ©
VY RFVRBIER O TL K=Y Yy) L offfic X 2 ER
BARER ICRAIMERRE, MOEBEAFREDSE 294 7 v
DABEIZ 907 [E14% G- % E ks D SV EE N T A — 2 —FREKD &
kY

AUC

BRoR Cma x Tisz | P |

(mg/mz) (ug/mL) (hr) (hr) hr/mL)
375 X 43 194.3 £ 58.3 |387.8 = 188.7 |517 £ 248 118,237 =

(8fsl) 53,412

375 x 83l 445.2 + 103.0 |393.6 + 185.2 |568 * 267 502,147 +
(1561) 174,273
375 % 2011] 367.0 £ 78.9 |344 * 349 496 + 504 3,370,000
(12431) + 714,000
375 % 6] 294.0 + 41.4 270 * 46.1 389 + 66.6  |548,000

(1361) 93,900
375 % 8] 329.0 + 46.4 (282 + 64.1  |407 £ 925  |753,000 =
(8f) 119,000

OB Y v PRI - ENOERKRRER T, FiAHEDCD20R;
HEoEEY v EHIEEESFIIC, FCLYAY (FAxTe
VIYVEEI R T, vYrmkR 77 I FAKHNY) L offick
Y, BV A 2 A TEAKIZT5mg/m2, F29 A4 7 VLKL AHA
500mg/m?%, 28HIFIC6Y 4 7 MR LG OHEMBIE T X — &
—1%, Chpayx 351 £363ug/mL, Ty , 242 £ 2371, P
B RER349 £ 34285, AUC 804,000 £ 155,000 g -
hr/mL  ©#EEtED 4 7 v — LEREE DEN QKRR T,
18 AM CRIFEME A 7 1 — IR RE & FAE L 7236k E o #EA



MDA 7 v —VhEfEE EARERNS 2 vz 27 v 4 FIRERE
RRTHA) oEF2260Ic, 375mg/m? (FRAR500mg/[) %
LERIRERE C4E B 505 0 S BHE < 7 X — 2 —1F, C,, 421
+84.7pug/mL, Ty o 234 + 86.7W[H], “PIIHFERFHI337 +
125[5R, AUC 366,000 + 110,000 u g - hr/mL  @DE PN DE&EK
SERC, 18R TR A 7 v — CREMERE & TEAE L 72 8EiG 1
DA 7 v —YEERN (R7 e 4 V2 RT85E) 0EE6
lic, 375mg/m? (R AR500mg/[H]) 7% LERIRIRE < A% 5
DIEYBE T A — 2 —1%, Cp,y 300 £583ug/mL, Ty ,
2 78.8 £ 585N, IR 114 £ 8430, AUC
171,000 £ 85,100 u g * hr/mL @& FMEEEAE - EN O BEE
28051, 375mg/m? % E1IE4E B 5K D S BHE < X — 2 —
1%, Cpax 485 £ 268ug/mL, Ty 5 (26f1) 515 + 140WF
R, M RRIRRI789 + 2845RH, AUC 338,000 +

117,000 g + hr/mL  @#fEiG M 0 S RAIE I R ZEIR K
& - ENoRREECc, BE19%0ic, 1,000mg/body % 230 i
W& C2E SR D EYBRE AN T X — X —1%, C ., 433 £
795ug/mL, Ty o (1145]) 535 + 255MFH], P-4 IRefH]
566 = 3105, AUC 283,000 £ 90,200 g + hr/mL (OB
i 313 2 PUABLERE S OME @EP O ABOIMHK A
EABBMEZ 156, 375mg/m® % BT o 14 H §i f& 081 H i
IS GO Y BHHE X T A — X —F, Cp .4 192.0 +
49.6ug/mL, Ty /o 172 = 11205, FIHHRARE248 + 161
e[, AUC 178,000 + 38,500 1 g - hr/mL  @DE P DK ER
ICB T, DSABE - FTHLAPUARIG 1 B RN B 1 HURBYER
JEH SIS O] & LT 375mg/m? % Al o 14 H i J 081 H A i
200145 5 I [ 1375 mg/m? % BT o 14§ 1 1m1#5 5 0 349
eSS A — R —TRD LB

- . AUC
K5 Cmia x T1,2 | FamesE (
2 - peg:*
(mg/m*) (pg/mL) (hr) (hr) hr/mL)
375 % 2[H] 289.0 £ 547|195 + 420 |115 + 61.8° |179.000 +
(14631) 32,500
375 % 1[q] 251.0 + 54.8 [94.3 £ 274 136 + 39.3  [62,500 +
(6f5l) 12,500
" 124

@i BHIMMIER Y X v ) VoSl S~ ORAT kD
CD20[G 1 E o BMfaEIER > * v ) vosflEE T, 100, 250,
500mg/m>* & Hi[a SEr LS, 208 B ISR R R L, A
& A L 72 WS 2 E L < SR i 5 #
REH L 2AER, BRI 72 THEG s GAE G CIS M~ 1T, #
EBEEIE30~100%, PRI DM TR o 7216 (T 5 ¢
21205 <it, EEMRT~oBTERD b o7 GLEA
F— ), K EEARI375mg/m?  (BREREUE] HMER O
ZRMICHET 2R @BMIALEI R ¥ v ) Vo E @HA
BE DENERSS 138 (IDEC-C2B8-23U5) (KB E
iz AMatIER Y F v ) vosfE, = v P AMIIEY vosEIC, 1
[ &375mg/m? % VAR c4mit s (1) (HMIER 8% 4
PEIXFED L B Y

<~ v b ARG
Y v osHE

13 (0, 6)

46%

[19%,

75%]

111H
[50H, 146H]

protocol compatiblefiffi, X1 : #4r €Ll [, *2

progression-free survival (3L 7 1A
(b) 2 & VEFHREFE G100,  BIfE 1297.8% 1B b, F7xEl
TR, FERh (66.7%), B (37.8%), IMIE EF (28.9%),
JEPE (27.8%), #ENK (25.6%), FAJE (23.3%), #Z

(21.1%), 13Th (17.8%) <, FEMipha® (90fl) 1FX#E

X2
am SHETED] (54 syl | PFS ) Hjﬁgﬁ
' s R | [ososiamecin] | o
RN 61 (14, 23) 61% 245H
DY v o8l [47%, 73%] [189H, 337
H]

DEEY
=7 ; o REfEE co |EfEE Cco
EIEEES FIEMEE |REME (/pLl) — i
A ki 55.6% 2,510 12.5H 13H
(2,000/ L& | (900~3,900) | (1~266H) (3~125
i 0 15.6%) H)
S ERI D 55.6% 1,370 29.5H 14H
(1,000/ w L& | (250~1,980) | (1~266H) (3~154
i £ 20.0%) H)
/D 15.6% 6.755 2H 5.5H
5F/plk | (2F~9.95) | (0~201H) (2~42H)
i 0 3.3%)
~E 71 v v ig20.0% 9.95% 20H 7H
& (9.0~10.9) (1~178H) (2~63H)

Hlfl (HiBE), X ~% e v v ToHAIdg/dL

(2) QAFFN TG S NER (REE X ik A aEdEs Y %
v vosfE, 2y P AMIRLY v oNE) oMK R IER
DBV, BNE [5%EEXM] GoEmL L)

38% [14%, 68%] (GEAEfi#0/13, HsrEifi#5/13), PFSHk
iE [95%fEMEXM] : 152H [124H, 230H] (b)F#&523TH
N7z1661CHI L 72 BRI L, F&2h (50.0%), &I
(43.8%), IELF (37.5%), & (25.0%), HEHE
(12.5%), #FRk (12.5%), F 70 EEARMREME R H 13 A ImBRIEA
(68.8%, 2,000/ u LA D MBS 6.3%), HFHERHD
(68.8%, 1,000/ p LAl 0 47 ERINA6.3%)  COE NEGFRE 11
HH#AER (IDEC-C2B8-33 %) : W - WEEMEEIEF Y F v ) v
I £ 1 1l 375mg/m? % LERIRHIE c8llk s (1) (B0
BOZEEEIRDO LB (v MY vosf@sf & &),
23 [95%EHX ] ol L)  37% [24%, 51%]
GGEREMR7/57, HWHEMR14/57), PESHE [95%SHEX
Ml :54H [35H, 111H] (b)&R&MFHbES67H +, EifEH
1188.1% ICR» b, EaBIMEMIL, FEh (61.2%), M
(29.9%), 13TH (23.9%), R (20.9%), FHEH
(17.9%), &\ (16.4%), F&iF (14.9%), F&FE (13.4%)
<, TEAIMEEE (676]) ZXRFDO L BY

A4 FEIRSEE FEHE oMM | FEE <o HIH
Ak 37.3% (2,000/uL[35H (2~148H) [6H (1~77H)
HE it © 7.5%)
fi ik 32.8% (1,000/uL [39H (2~148H) |5H (1~35H)
e Al © 16.4%)
1M/ 3.0% 33H (31~35H) |7H (7~7H)
N

T (EPH)

(2) Q) TS GREN] GEASREH]D 2617, 1] CHBor EfF % 585
72o TO26IDOPFSIZ, 68HKMU109H (b)FEkEG AT 7z3
BICHI L ZBIMER I, FEEhIG], Bk, SR, &1
B, FERUG, EERAMEEE I AmERkEY 2fF, 2,000/ uL
A 0 FMERIRAD261), FFhEkiED (241, 1,000/ u LA O 4
HEkiRA26) O O FUEMEIEE A & OHFFHIC X 5 BARE AL
- HEREE OENEEARSS THHEER (IDEC-C2B8-65145%)



KIBEOREEE N Z ARV * v ) v EEEIC, R-
CHOPL YA v (KHI, v Zutxzx77 I ¥R, FEyr
ey VIR, v Y7 ) RFVRBERT L F=YRr v off
) T & 2 ERE AL, SRR O i BE ICARFIERE
FEik (375mg/m? % SEMR CR A2 5) % FE i, S
REMITARKERICE R I N620] (HEEETEEO@OS)
(1) BAFE ABCERE T RO 2T REF T O ZE [95%(5HE
XRI] 1395.2% [86.5%, 99.0%], ARERESEH 2> 5 DPFSIC
DWT, LfFHTTREMTDIEPFSRK [95%EHEXH] 1&
69.8% [55.9%, 80.0%] (2)R-CHOPL ¥ X vic & 2 EfftiE
NIEE e MERHlEG 6264, EIfEA1298.4% 1589 & 1,
F e BIMFR L RETE R & D EGE (48.4%), Tl (46.8%),
BER (43.5%), BAGEE (40.3%), ORN%K (37.1%), RE
HH (35.5%), FEh (32.3%), HIFEESEARPLZ (27.4%), &
M- (25.8%). FRBERREMER I, AMEKREGRD (100%,
2,000/ p LA @ [ MmERI82.3%), #FhEREEL (95.2%,
1,000/ p LK 0 #FhERI90.3%) » HERHELAYENE & 117258
Bk, BIfERI386.2% IR b, FAEITEMIL, SIWEL%
DIEGE (69.0%), FARERMAEMES I, HIMKED
(63.8%, 2,000/ p LA HIMERIRA5.2%), A rhERIEA
(58.6%, 1,000/ u LA OIFHERIA17.2%)  DE KRS
I #HE: (IDEC-C2B8-L7:ER) : RIBEDIEFR L F v ) v o3
JEEE (AHatEY v S EX IO E A RHIIERIBAIIE Y v <))
12, R-CHOPL Y x v (K#l, v 2uszx77 3 P, F
Fyrey vERE, v ) AFURBERTTL F= Y0
vOUEH) 1T X 2 EREE AR E E, 194 7 VRO
AR dmg/mL & L5 L, Grade 324 EDinfusion
reaction (NCI-CTCAEIC & %) M OERIICEE o ESR
(Grade 33 Z4DEME, LFFE%E, AMEESIERER X 3.0
FEWAER, KONYHASE L — FILE) 235320 50,
D OB ERT ORI Y v -<EREA35,000/ p LE B 72 W5 E
X, 5294 7 A LIICAHI375mg/m? % 4 & & L C250mLIcF
B (FWIEE I3 1~4mg/mL) LTI ckb, &k, KA
5, R-CHOPL Y X Vic&EIN B EIBEE RN Al DR
L5 % {To72 (DFEFMIEE TH 3529 4 7 M IcAHI %90
S8l T 5 D Grade 384 _F @infusion reaction ® FIHK %,
0% (0/30%1), RHIXRFHMHIERTH 2 Ahat:) v fEEE K OT
T AR IBHIAE Y v B EE O [95% fSHE X ]
X, FhEFN100% [63.1%, 100%] (8/8#),
91.7% [73.0%, 99.0%] (22/24f) (2)% 4 MiERI 3241
H, BITEAIZ90.6% 380 b, EREIEMIZ, ST
(15.6%), JEFERE (15.6%), F aRMA MR 1L, hEk
BRA (78.1%, 1,000/ p LA D47 R ERA78.1%), HIMEK
Bomd (68.8%, 2,000/ p LA o HIMERFA68.8%), FEEE
TR BRI RE (15.6%) @S ERARES IAH SR (PRIMAK
B RBED AtIEER Y ¥ v ) vosJERE I, R-CHOPL
AV (RBH, vruRR77 I FAKNY, FFyivs vib
i, ©vv o ) AFVRBER VT L F =Yy (EINRER
o), R-CVPL Y X v (KAl v 7 mdzx7 7 I Pk
Y, vv oY RFVHBERC L F=Yy (ERKREZ) ©
) XWER-FCML Y2 v (RAFl, 70X v ) VBT RT
N, v akR7 7 I PRI RSy e VIEREO
PEFD 1T X B BRI AR, SRR b i B ICARHIHE
FifEiE (375mg/m? % SEMIME TR 12018 S, 505() XIdfE
IR (G130 % Fht, AT RERIX1,19361 (FHi%ER

HEEQDOZME)  (1)88141icR-CHOPL ¥ 2 v, 268{licR-
CVPL ¥ X v, 44fIIcR-FCML & A v 3 E i & 41, B A%
R TR OZEE [95%FHEKXM] 13, 2hth

92.8% [90.9%, 94.5%], 84.7% [79.8%, 88.8%],

75.0% [59.7%, 86.8%], HMERHEIERICOWT, REREEERMH
EIC X BPFSOMEE (20091 14HF —2 Ay b+ 7) 13X
RN

- NP E?EJS% % S
% (EHAIX[E §
B pfii (log-rankiE)
MR NE [NE, NE] 0.50 [0.39, 0.64]
MR NE [345% H, NE] p<0.0001

intent to treatf##t. NE (not estimable) : i~ fE
Kaplan-Meierfi#R 13 BB TR XS, At riskBUIHARRI GERFZE
R, MIREBIZEEEONE) 1, 0F (505, 513), 91H (490,
498), 182H (472, 469), 273H (460, 446), 364H (443,
411), 455H (412, 371), 546H (336, 289), 637H (312,
261), 728H (230, 195), 819H (164, 125), 910H (103,
82), 1,001H (58, 41), 1,092H (18, 15), 1,183H (0,

7), 1,274H (0, 0) (2)R-CHOPL ¥ Xy, R-CVPL Y A ¥
XIFR-FCM L ¥ X Vi X 2 COffE AL IR 0 Ze 2 M Al AE 1]
1,193flic s \»C, EEAREIFERA IR, R-CHOPL Y X v (881
#) ©16.7%, R-CVPL < A v (268f) <14.9%, R-FCML
YAV (441) T295%ICERD S, I BT T ERIRAE
(2.1%), FVRBEEE (1.2%), Hig (1.2%), FE8 (0.9%),
TR BRI AE (0.8%), EAICHE Y KIE (0.6%) K UMEFR
(0.6%) . HERRFRERE D R AVEFHBEFIS01HIC B\ C, B
BIfEF, Grade 3LL LD EIERH X IZAH & © RIEBEHBAEE T &
72\ Grade 280 F DRYE D WT N 22329.3% I1ICED b, FIT
REXK (5.2%), IFHERIEAE (3.4%), ERERESE
(3.4%), RIEFER (2.2%), FULEKAE (1.6%), CE~
A2 (1.4%), FREERES: (1.4%), &Y (1.2%) KO
(1.2%) @i/ EGRIREIHEER (EORTC209813 %) « FJE
YAEERAEED ANtEIER Y F v ) v osfEEF I, CHOPL VX
v (vyrmEsR77 I KA, PRy vERE vv
7 ) AF VHRBER T 7L F =V v (ENRER) OH) X
IZR-CHOP L ¥ 2 VT X % BEffE NIk % File, STt fRE
Hld46501 (FEBETEEO@@OSM)  (1)231411c CHOPL ¥
A v, 234f1IcR-CHOPL ¥ X v 3 ERE X 1, Bl A BEERK
TR DEHFE [5%NEEXME] 1X, 2NENT4.0% [67.9%,
79.6%], 87.2% [82.2%, 91.2%], R-CHOPL ¥ X v CZ%)
KERFEICE» -7 (p=0.0003, » A4 _FxE) ()R-
CHOP L ¥ X v iC X 2 Fifif8 AL IR 0 %2 2V 3T 1511 234151
CEWT, BWEMIZI7.9% 1D bz, CHOPL Y X v et
B LCR-CHOPL ¥ X v CHEBUHIEA35% A L&A o 72 BIfE
1%, WiERE (45.3%), fHRE (26.9%), MEUE (17.5%) MU
I (7.7%) o HMERPIREE S MR FRBLE IR o 22 M ATl RE (] 332
flhic s, BIfFRIEHERRRERE (166f7]) D73.5% TR b
Too SEIRIREIREE & HUEE UAERERETE CRIVEE 255% DL &
b EITEFNE, EIE (25.3%), BHEWR (9.0%), MEHK
(7.8%), OHE (7.8%) KU ERERGE (6.0%) Dtk
IREETAEEER (RATERER) : RGO v ) vosfEEE
(ARAMEY v EN AT O F AP RI BRI ) v <) ic,
R-CHOPL v Ay [(AKHl, v 27ukzx77 I KA, F*v
ey VR, vy 2 ) 2FVRBEROC L F=Y Y (H
NHREER) D) XIZR-CVPL VX v (KA, v 2rukz>



7 I KA, vy 2 Y RFURBERCTL =YY (EN
FAKFR) OPEH) T X B EAREARE E Eh, Bl A 7k
AFDFHIRE % 1~4dmg/mL e LTHE L, HElHrA4 7rices
W, Grade 324 ®infusion reaction (NCI-CTCAEIC X %)
VR LN, YIRS EC, PHRERECEEN U0
BIEEERLE VR ZRHERE LTHYTWARWEAT, 2D
PSR O RMIL Y v SEREA5,000/ u L2 B2 WA, 2
A4 7 VBIBICAE] FEHEE X1 ~4mg/mL) %904 <%
5, ¥, 905K 1Z, R-CHOPL ¥4 v X iiR-CVPL ¥
AVICEINIRIBRE v vHIOFIKS 21{T-72 (D)FE
FHEIEE T & 2529 4 7 MITARHF % 9043 [ ¢ 585 D Grade 3
W14 Dinfusion reaction D FEIEK [95%(SHEX ] 13,
1.1% [0.3%, 2.8%] (4/363%1) (2)Z4VEFHMAER425041
W, BIEAIZ51.8% 320 b, EagfEMIL, HEH
(12.0%), Bl (9.9%), THE (6.6%), EFEE (5.4%) @
1B Y Vo R IR ¢ Mo PUEEIEER & o R @ERN
AR TAHHER (IDEC-C2B8-CL1EER) : RiBEDCD20 1
B Y v PR EREIC, FCRLY A Y (KFl, 70 x5
VY VEBI AT, vYrukAT7 7 I NI % Eh, S
Wt REMIIAER I EH T n276 DBt o235
R [95%SFEXE] 1371.4% [29.0%, 96.3%] @4 tET
FEFI7HNIC BT, BIFERIEIICES Sh, EAFRIERIZE
Ly (28.6%), FEN (28.6%), SMATHZ (28.6%), {KIE
(28.6%), KEEFIE (28.6%), BHREZREZ (28.6%). K
PR (i B8 13 FIMEREGR A (85.7%, 2,000/ u LA o 4 MER
18/085.7%), HFhERBUIR (85.7%, 1,000/ u LA O UFrhEk
#A85.7%), MUMREGRD (85.7%), ~F 7w vigdh
(71.4%), FRIMBREFD (42.9%) 2% OUESMERS AR R
(CLL8ZRER) : RGO CD20MG AR Y v <P A s B
i, FCLYAY (FAXSe v ) VBT AT, Y27 ukR7
7 I FKFIY, 407#1) XIZFCRL YA v (KH|, 7Ar&x5v
VY VEEIZRF N, vrukR 77 I PN, 40341) &E
B, AFEHTRERIZ8106] DFIEFHMIEH T & 2 IRERE T
FERIEIE I & 5PFSOFER (20074E7THAHF — %51 v b+ 7)
BEREDE B

A F—FH [95%EH

P .
[95% (i) -
pfEi (log-rankfiE) *
FCL o 2 Vit 9810 [835H. 1,069H1]0.56 [0.43, 0.72]
FCRL ¥ A v 1,212 [1,098H, NE] |p<0.0001

intent to treatf@#f. NE (not estimable) : F{ifgE, X : =
KHEHI0.016

Kaplan-Meierffi# 13 BB R XS, At riskBUL AR (FCL v
A VB, FCRL YA VBEODIE) 12, 1H (384, 393), 92H
(371, 385), 183H (349, 377), 274H (331, 362), 365H
(311, 339), 456H (244, 300), 547H (182, 237), 638H
(134, 184), 729H (100, 135), 820H (76, 101), 911H
(53, 79), 1,002H (37, 60), 1,093H (24, 40), 1,184H
(14, 24), 1,275H (7, 8), 1,366H (0, 1), 1,457H (0,
0) DREVEFHmAEFIS00H]IC 31T, Grade 331340 FEIEM
IZFCRL ¥ 2 v (402(]) D70.9%Ici8D b7z, FCL oA
VEE (398f5) & HEZ L CFCRL ¥4 v BECHRISEE 2% |
B2 o 72 Grade 34D EIWEA 1L, HFHhERBAE (30.3%), H
MERIEAE (23.1%), FEEEIFPERIBAME (9.0%)  (©WFsLES
IRESTIHHERER (REACHERER) © FF¥E XL #Ea1E 0 CD20[5 12
Y v ASERIEEEIC, FCLYAY (ZAX5ev ) v

RTN, vruaRAT7 7 IRk, 2766) IFFCRL ¥ X
v (KA, TAETev ) VBBI AT, v /ukRA 77 IF
KR, 27661) % FEhi, FAFTHREMIZ55261 @I FEFAM
HHCTH 3 5B EFEMHEIC X 2PFSOFERE (200847 H23
HF—2hv b+7) BREDEED

A= KL [95%(2H
X ]
pf (log-rankhitr)
627H [550H, 731H] ]0.65 [0.51, 0.82]
9321 [792H, 1,161H] |p<0.0002
intent to treatffihit, X : 45 EKHEMH10.045
Kaplan-MeierBi## 135 TR CSIH, At riskBU3HARRA] (FCL v
A v, FCRL X vEEDlE) <, 0H (276, 276), 91H
(241, 259), 182H (228, 246), 273H (208, 228), 364H
(182, 207), 455H (162, 181), 546H (119, 157), 637H
(93, 133), 728H (77, 119), 819H (60, 102), 910H
(50, 87), 1,001H (37, 72), 1,092H (31, 56), 1,183H
(26, 45), 1,274H (20, 32), 1,365 (10, 22), 1,456 (4,
12), 1,547 (3, 9), 1,638 (0, 3), 1,729 (0, 0) D=L
FHmSEFIS46011IC 35T, EIfERIZFCRL Y X VB (274f) @
95.6% 12D b7z, FCL oA vt (27241) & Hf L CTFCR
L YA VEECHRBEEE A33% LA BiEids o 2B ERE, O
(38.7%), F&#h (20.1%), HEH* (15.0%), THi (9.9%), {&
e (9.9%), KILE (7.3%), BAREER (7.3%), JEEELE
(5.8%), ZHKZE (4.4%) O FINE KIEPIFIEE, BAMEE
% FEIMAE 28 A ERIRES IIAH SR © 2 F8IMAE 58 1 PR3 e S
X BAEIRY % FIME R OPVFBI I FHHRA 2N H e LT, K&
RIE B A v FPRL 2 A F#1375mg/m2 % LERIERE 4l 5
T B OEHRE (RARD &, KEEIERERvE v H Loy
kA7 7 I FAKAYIOMRAELR (v 7ud2x7 7 I N &
DIEL MBI COHIPELRD & B, SERERRN2
[95% S ] : ARFIHE (9961) 64% [54%, 73%], v 7w
w277 I FEE (986) 53% [43%, 63%], 2WRIOHERED
= (RHIBE-v 7 k27 7 PR 11%%3 [-3%, 24%],
KL @k 2 54 7L F=m v (1,000mg/body/H) % 1~3[d
B, ¥, WL ICROZSL F=YY (Img/kg/H, EH
FAGR) HHHES L, Eflcs e OBEERET2 2L &
BE. 2 BHERIED 561 A% DBVAS/WGZ 2 7 430 & 71
b, HIcHHTsRO7L F=Vy (ENRER) ko
AL ER, O TREAIES Y — Y v LTHREL
72-20% % EE-TH Y (-3%>-20%), EHMUENRINE O
HBME D A 7 0 — CREERE « ENEREIHRE @185 K
TR A 7 v — EIEERE & FE L 723 Lo #igEo 2 7
o —PEREE GEEIEREMN D 2 IR T 4 NMEEEZ T8
&) oE#FIC, AFIEE375mg/m? (5AB500mg/F) (AFH
) Xix77%R (77 ) £2140% LARME c4E# 5
LKL KFIRUE 7 5 & R Y 5K O T AR I, 54
O 1R 12 25mg/ & L, KD 1ERI2100mg /I, Z DRIk
200mg/lf& LG, F72, 208K E ARGHE L, F)
B3GR FEIL L 7 BEF N C H - 72854, 100mg/FiE <
LRt @O-EHER T 7 & R REEAL KRR TOH
shik (FRREAENTES ;5 full analysis setf@#t) ZRFD L B Y

a2 |7 FE [95%(H
SEFTIEIIR -

i fE
[95%f= XA ]

FCL v A Vi
FCRL ¥ X v

[95% (S HHIXH] pfii (log-rank5E)




Al 234H [170H, 358H1 [0.1917 [0.0728,
—— - - 0.5043]
77 ¢ F 00H [76H, 156H] 2= 0.00015

K2 mgkEIt H o S WIEER AR T 2 2 oML ER L~
Kaplan-Meierffi#f 13 BB TR XS, At riskBUIHARR CRA
B, 77w+ B0lE) <, 08 (21, 21), 50H (15, 17),
1008 (15, 9), 1500 (15, 7), 200A (12, 0), 250H (7,
0), 300H (3, 0), 350H (2, 0) DRAMEFHMAEYIS54H
o, BITERIZ2RICR Sh, FREHWEMIF LGB RS oK
PYE (90.7%), #FEMEZ (22.2%), IFEER (22.2%) <, *
AR EEEY L, CRPLA (40.7%), ALT L&
(25. 9%) PRk S (20.4%), %7z,
63.0%ICFRD bl ISAIN CRFEM: A+ 7 v — YIERRE %
FREL 7z, AT w4 Foov gk e EiiflE (7 v 2Ky
vE) TREMEATE ZVEREO A 70— iERE (X7
u A PR R TS ofE 6f) <, 7 v P
ZEGE T Rc, AHIEE375mg/m? (RAR500mg/ )
& UERRIRE c4m% 5 L 7= Sk E I st 2 & i, X1 :
AFATLF=yuvanyBr 27t Y v L%E30mg/kg/
H, 3H#ikiE5 %127 - T3 2704 FLVRBEEERRK
57 —nNFEL, AT a4 VR ERELY — v HEIGH % Day
1& L, Day8~Day29% T AF O LGIHAM L E, A7 04
FARLREEL =L HORTEA2L 7L F=va viEfH
L, 27u4 F»“/l/xﬁﬂﬁ—/@w%@ﬁﬁﬁati?“lx F=y
vy R RET BHEL L, 2 B~ O AN X
T2 ENHFNIEZN—2 7 4 VO AR % L1 S A wHET
BERATRE L &, AFIBZEG I hz6fl2flcrr7r 2ARY v
R @F%ME (Day 1698 (A7 a4 Foir 2kl 7 —v
HBEH%#Day 1& L7z) KIREHZ LT F=vikoN—27
4V H B ORWAEDE0%L, EoEE (95%EFHEIXED) 3
83.3% (43.6%, 97.0%) (full analysis setf##r, Wilson®d =z =
THRICHD EHEXE)  OReWTHEG o+, EIfEMILS5
FhcEED b, FEaEIERIE, WEREEE (33.3%), CPEHEEA
Pk (33.3%), ¥ 7z, infusion reactionlZ83.3% i b7z
O iE  ENEERESE LHHEL : mRSS (modified
Rodnan Total Skin Thickness Score) Z X 2 B JEREAV. D EfiEE A3
2 (moderate) LA LB MimLiEERE (%VC 60% KX
12 %DLco 40% i D 143 75 " RE - D TRE D 72\ B,
fiEEE 2 503 2 85, B2V —¥Eo2 G MEmEEICH
CHEHELAGMHEZAE T 2BE, FLVLEEELZETETIR
AR ERRIC, VY F o~ Z1ER375mg/m? (RAIRE) it
77 R (7 7R ) & LAREE 4RSS Bl —n)
UL 245 1 WAL (o A 1AL i3 75 mg/m % ARG ©
4G (227 —0) LE-ZHEWR 7 7 & A3 HEE At
R gl K T F AT Y v & QI O P
H, 10mg/HU EoEOREIERERT v 4 FAIOGER XL,
K21y — i T 7 e RE, EERL, CEER, $27—
MTHEE BB, O BRI o skl 52 A B : 0
~268% H) @FMMEOZEFEEE ©5H % #5248k D
mRSSIC X B FEH{LOR—2 54 v b DZELBIIRD B

infusion reaction (%

b

AHIHE 77 kR
R—2F 4 v 14.4 £ 3.7 (28) 15.7 = 5.5 (26)
1% 5.24 A1 8.3 + 4.0 (27) 18.2 + 8.7 (22)

_R—=2 74 vhooki
x4

-6.3 £ 0.9 2.1+09

-8.4 [-11.0, -5.9]
<0.001

75w L 04
[95%f5#HIX ], pfE
X4X5

full analysis setf@#f7, Tl £ BHERAE (FIE), ~—2 74
v bR BV T + s, K gaar
WRind, &GHELRAORREEH, =274 v, R
(6FELUN/H) KUHEEME SN (G/8) 2HARE L, K
R O H o B S 1 RS % (RE L 72 MMRM  (Mixed effect
Model for Repeated Measures : J{EHIE R A ZNHE 7 L fi#
o 55 1 A EAHERIHI5 %
OFE1 7 —r O EEIHIERI 286 %, EIfEM 216112
h, FAEIEMIZ EWEE (39.3%), CRPLESA (10.7%), &?
hEREGRA (10.7%), FIIEREGHRD (10.7%), 522 —r DR
AIHE D 2P RHREGI 26651, BIfEIZ14pIcZo b, Tk
BITEAIZ EWRSEE (42.3%), 17— DT T REETHE27 —
MCKHF % %5 L 7= RaFEMEG 200614, EIEH X 126113
o, EHREIWEAIZ EMWEEZE (40.0%), ¥ 72, infusion
reactionlZ IFNICFRD &z @EEANE D= ERIEE &k VELE
WRE @ENEGRSE LR - RO 7L F= Ve vig#Eh
. HRE oo R 070 F=Yv v 10mg/ H~o i & A i
AR TE O S H TS ) O R R 0 BE K2, SLE
=vm R TS AHILE1,000mg & 25 RIRE T 2[5 L
7= I BIE N B E i, . KB —Ha v ba—a X
NiEET, RovwInrof&tziiz 386 @ HAiK32MUE
DHFEIRE 2D, 22> LABMUMIC BAHERL v, (b)BEE
FEDIERERD 5, X2 fla Ao 7z BE OPDAI
(Pemphigus Disease Area Index) 2= 7%, 11.7 £ 7.7,
K3 2 7L K=V a viconTld, Ko REE2E
#Bh YIRS BICE U BE DB A 7 ¥ 2 — I/ Wi
L, AFIBHMR16E%Z OIS clomg/H%2 HIEL 7= OFERIED
TEFHHIEE TH %, ARFIBHG24EK I TE 2 BT 5 E iR
AR IR L 2 g 0BG (EE [95%ISHEIXE], %4524
TERE X 0 ATICERER % F b U 72 bR 13 8sh & HLY b i) 1k
AHIEE (2041) 75.0% [50.9%, 91.3%] (full analysis setfi#
#f, Clopper-Pearsoni&ic X v {SHEX M A &), *4: Hﬂ@%
f s 7V F=vm v =10mg/H M UEARR DO AFREIC X 2R
BT T, KIEIC X 208 (BraEsk, **ﬂ:uim}d@%*ﬂm
23DLT5) NiFH-AME (LRl 238 neRERD T
FMEBERIETY, KNKRULEOb0ERHZ2bDET2) %32
D7 REE (PDAIR 2 7 A305) % 8il[EFEGE L 72 856, &7
R s 7L K=Y a v =10mg/H KR ORIKR O RIC X 2
BEESHMMS b, YL F=y o v aMBTic e, &
BT AT v 4 FAVHASE cLERUNICERE S 2 —@PEo
WD HROFB A BD 125G OREEFHIEF 2061+, EIfE
F125.0%1ciZ0 b, FBLZEIERIZENE (5.0%), FE
(5.0%), Ky 7 a7V vilfE (5.0%), ik (5.0%), ERAKME
BEBEEL, y-Ir2 It T v 27 27 —FHEMN (5.0%),
a7 g (5.0%), F7-, infusion reaction!®5.0%
D b OGRS SR (PEMPHIXERE) @7
L F=vy (EWFEEE) 60~120mg/H X1x1.0~1.5mg/kg/
HHYEORORT v 4 Fi&E5 %0832, PEED L EIE
DEFHTHFERE R0 R L LT, ROXT 04 PR T2



<, [AHB+ 337z —AEE7 2 FAT T2 ROHTRE
B RHIRD & AR 7728+ 1avz ) — A E7 =
Fr (ENAEZ) oLl (172 /-7 F
A % HE L 7 I RO B e A b, T A
AN BN BEDOPDAIZ 2 7 13, 24.36 + 16.67, X2 : Mgk e
b ICIREBIIEEE X D 60mg X 1Z80mg DR 7L K=Yy (EN
KAGE) HUBREOROZXTuf FEHEAL, #5KE24EE ©
W EHEI IR X T B L BRE S N, S A (1
1,000mg) Xk 7' 7 &+ % 2EERKk c2mli% s (17 —21) L,
2458 i AN C2m 5 (27 —A) @R O S
HHT® 2, AHIFHRS2HEE CIORBRABICEKY ¢ T T2 B
FHE R R L 2R E 0B S (RAEMRSLENE (HIE
KANToWT : RERP Ik Clt e E MO E R 272 & 7
o T2 EERF TSN L IR Y b)) 1, ARFIEE (6241)
40.3%, a7z —0AEEET7 =FARE (6301) 9.5%, o
Tx)—AEET 2 FAREE DK [95%SHKRE] I3
30.80% [14.70%, 45.15%], pfiEi®°<0.0001 (modified intent
to treatﬁﬁﬁXB K4 PDAIR I 705 LD TL K=V v (BN
HIKF) Omg/H 23 16JERALL EAkSE L 72354 &k, 7O Bl
W (R 27 ) —= v ZRI1EDN/ 1L L) KR O HBBE R
L7 AV 7 (F ZFRKE) /LT A Y AL o) %8
& L 7=Mantel-Haenszellg i, X0 : 4 2/KUER 5%, AR
(R27 V) —= v ZRTVELIN/ T ) R OB, (k7 £
Uh (BFEROCKE) /b7 AV AU OHIR) ZEL LT
Mantel-HaenszelBiE€, X7 : @R ic <REIC S0 L 72 1041
ZERAN L 22T R O MRHmAEG 135614, ARFIHE
67HIcli, EITFAIZ47.8% 1D bh, F7EIEH X5
(6.0%), LRGBS (4.5%), #E57 (4.5%), %7z,
reaction320.9% ICFE0 b7z @EHREMR AR b 7 L
EoHFTY ENERRSE /IHEEE : 517 2 78 ) v
Gt CREICEHMZ > -BE 2 &) ORMPREHR I3
BEMEARS F 7 LABEORFELWRIC, RO F=Ywm
VHEAT (MEEE DIcR 2 ) —= v BRI LT 20 %
FuA FRBICHYT 2RO F=y e vy20fH L, &58HEE
»o1n AHIC10% To9E L, &/N2mg/H % CHlis 2 &%
E) T, AHILEES75mg/m? (KAIED) X7 I€R (F7%
FEE) & DARRIE c4m# s U, 2485 K& 48 % I HEH G
& LTAAIIEE1,000mg/body (KA XiE7 7wk (77
LR ) E2EMEREC2MES L2 ZEEWR T T & SR

infusion

AL % HiE @ERMEIEXRD L B
7208 S D HE¥Ico pfii (log-rankff
PR AR bR 5E)
ARFHIEE (1941) 100% NE p=0.0058
77w R (196 163.2% 38.4 £ 19.6
full analysis setf#fT, NE (not estimable) : FHliASHE

BB IEIERN CRARE, 77 2 FHEONE) Alicold

(19, 19), 8&H (19, 19), 16 (19, 17), 24E (18, 17),
32; (18, 17), 408 (17, 15), 48# (16, 14), 56;A (16,
13), 64# (16, 13), 72 (15, 9) L AMAHMERHI19%]
o, BIPER1289.5% IC7% b, FEZEIEA I LIHEEZ
(26.3%), F7-, infusion reactioniZ36.8%ICEDH LN O
ik B RS M IR D BT (A B B R A RS D 4T @B PN — AR R AR AR
B © ABOMRIA T & B M RT o B ER L (BAE28 H AT &
1372/ VBT 2 F A RVEIBREFVE VEI R RS,

B2 > 70 2R Y Y XEIBM2HAT» O£ 78 ) LR
G OISR % BT ICRoR4m EE) <, A0
375mg/m? % AT 14 HET & O 1 HATIC I 5 L 7= 5 Ic BB T b
NI EHIEG 1 7H DG 1E [95%SHEX[E ] (per protocol setfi#
E) 1%, BEE4iEE O FTATTBHUAB AR # KOG MR TR
*100% [80.5%, 100%], 4% D B4 EHK
100% [80.5%, 100%], Bit48:E%D4EFEHE100% [80.5%,
100%1, * : FAFBILHERF MO -5, FriBhE i <
BT 5 & F 2 O N B ARAER, R IIRA - R
K, &U’ﬁéﬁﬁ & % Banff4534H2007 O Hi {4 B B HE S
TR RO ZGECHIATBYUABEINE G E L @
ﬁréﬁaﬁﬂﬁrﬁ]%ﬁﬂqﬂ, BIfER390.0% 1c# b iz, Tl
TERIE, FEEA (40.0%), ¥4 b AH T Y740 RIEY
(25.0%), FEREFARMEMBE L, fE w7 ) v MED
(85.0%), %7 a7y vGid (85.0%), HIMEkEA
(60.0%, 2,000/ u LA D A MERJHA15.0%), ffEra 7Y
VAR (55.0%), HFHERIEA (40.0%, 1,000/ p LA 04T
BRI 25.0%), % 7=, AD LN
7o WENEGR S IAHEAER « PUARBLEEHE RS o HIfl & L
T, PLFF =Pk, $STHLATURRM: © £ AR B RAE T O Bk
EfEE B4R/ S 2 a7 2 ) —AEEE 7 = F AR UEIE
R RN VHI RS, BH28HET? HBMETHET £ Cic & 2
o Y L 2DE R G, MR HITFEERTIC R4l F i AT g
LL7) T, AFIEE375mg/m? & AT 14 H i K& 01 H#fIc2
B 5, EAH1 [ E375mg/m? % AT 14 H i ic 1% S L
BICBIMT b IEERIENIRRER (246 %2 FEE OF
Bt [95%EFEX ] (full analysis setf@tiT) 1%, BAH24E %K
MO B RH190.80% K [81.3%, 95.6%], BAHASHEME DI
PR R S S S5 N 281.8% %2 [59.7%, 94.8% ], #
A DB AEEHI1.T% RS [73.0%, 99.0%], iE48iH%
DEFFHI00% [85.8%, 100%], X : B LTI 25
6 » A% E OB EERE B & ICHER4M & L TBeta (38,
5) ZEL, RIBBROBMH2LEBIE S OB AEFOKE (2411
th, BSAE AR SENE D 251 % [ 220 CaEK) CERRIN & EET
UHETE L 7= 3542550 o 88 fE, X2 @ Banfi4M 520171 X 0 20
L7zo X1 B 095% (SHEIXR FIRTH 5 74.9% % Tl 5 Hk
EFEH0.1%TH Y, FENCHE S N -FREROBETH 2
5%7% Tl - 7z, 2 : BB F M 2051 % B\ > 72 22451 % W
RE L, * BBHEAEMOLIEER & LT L 7
D& FHMAEGI2460+, IFRIZ75.0% 1R o biz, £
BIVEF L, JRESEG: (25.0%), TH#i (16.7%), WaEH:
(12.5%), #ifn (12.5%), FaBRREMEIZ, HInskEE
W (16.7%), ¥4 F AHu v A A ZREBGE (12.5%), #
FERERY (8.3%), F7-, infusion reaction!Z20.8% ICE® &
nWi- OENFFEERKRIE « I, OB, g EE
e, /NEFEHEIC 31T 250 F - —HukEME, PTHLAVURG B
EXRE LZERIRIIIEC, FFhE, OfhE, BRSO B
FOFI A IR I N, AAI375mg/m>*, 500mg/lH % 1E%, X
AF#1500mg/[H] & 150mg/[m17 % 2[a], G eimiIAIZE & GF L <
5.9 3 BURVERGE % il OB A% FEiie 3 Ml R EE D 141 &
R O 7= 0B % T L 7220 o 72 101 2 5 < 761 (77.8%)
T, Bk D6 n ARICHARBLERE G % #R8 7d o T,
ok, BRSO DB EZ EEL oo o 72 16CiE, Hi

infusion reaction(£65.0% IC



HLAFUR DR F 2320 72, 7 KGR 13375mg/m? D9
o, BIERI266.7% 12380 bz, ERBEIERIE, +4 A4
7 v A VRMSE (44.4%), EMBREGRD (22.2%), FREGEG
iE (22.2%) @OEMNMFEFAEERA : ABOMMEE AR & P
#3300, BRI 375mg/m2%, 500mg/[%, 300mg/
%2 12100mg/[F %, 16132/ S  DER S OiiE
SRR SO HER IR 1391%, 1ERFSOEFERIZ82%, F
7z, ENDOABOMRIAE &M/ N R BE 4G <X, AT
12375mg/m2% 1[8] X (2 100mg/m2* % 2% 5. U, @I (8
LA o ho 477,50 (HEFH : 283~617H)) <33 5 FiikRE
TR A SIS SRR R O TR I 2 B 100%, X &R
B13375mg/m? @O AEVEFMRGEFIS7HS, IR 1351.4% 1
BoLNT, EREWERIZ, CMVT v F 74 I THE
(29.7%), F# (16.2%), MEELAE (16.2%), 13TH
(8.1%), BRI (EFUX, MK (8.1%), /MR
(8.1%), VA AAIBYIE (8.1%) C@EMFHEERE : &
HERTICHT B — ik % 20 72 R RE R B3 4561 e OV R R
261 BT, BAERTICAFI287 £ 159mg (375mg/m2¥,
100mg/m?*¥, 50mg/m?*, 500mg/[H%, 300mg/[*) % fufE
PIHIFIE & OFH UG L 2 ERE 2 Eii - OPiixBEEs
S 13% CHD LN, 1y B, 32 A%, 12»HEBOR
FEPUARBIEAE M SOG R IL, 11%, 13%, 13%., RLA4541
BB LR, 3%, SERDEFRNE5%, 83%, 83%
T, 194, 34, SEHROAETFERN1%, T7%, 74%, /NE2
I CHEMs, BB IXRD o7z, X KR I1E375mg/m?
@K NASHNIC 3T, BRERTIC 106, Btk ic24fic B ERR
R, BRI D E 72 BIEA X, infusion reactionT, FBAfED
TaREIERE, ¥4 P AH a4 ZMGE, RIBEYE, WA
FAF BT AV REGRE, FIMEREGRD GFREREORAD) . %
7=, infusion reaction(Z/ AN BEH D4.4% ICED L= OliEdn
FEMEIE O FLiARBL BRSO G @IE P ER AR ES TR R
OE B D YLARBI BRI B G 10t L CAHI 1 [E 8 375mg/m?
Z1EIX 3205 % G HIRE (AT 74 FoOr REEZICARH]
G, MAERIIIARFIE GATIC R A2 EfEriEE L) %
Eihti L 7-FEEHIENIERER 2561) coFME [95%EHEX
1] (full analysis setf@ttt) (%, ARFES1» AgomiEs L7
F = EOYERKT6.0% [54.9%, 90.6%], X AHIEE14
A%oOME 7 L7 5= vl B EE RIS E R R
DOMiEZ VT 5= vl (BIEME) DT &7 o 72l oF e %
B OREWIHEESI286h, BIfERIZS7.1%ICES b
Feo ERBIWEAIE, DREHSEAPLE (25.0%), ERSEZA
(10.7%) TdH Y, EERMEMET L, MEET (3.6%), i
HTAAYRRT 72— (3.6%), HIMERERD
(3.6%), HFhEREGRYD (3.6%)., F 72, infusion reactionld
32.1% D b OENFFERMKITFE OFSHE, O
T, WhfEhh, WEfEE, /NSRS I PURBE BRI G & 2T
INBEENRE LAEIRIR C, M, OEE, igh
DBESHIAEEEE N, AHI375mg/m>, 600mg/[1%,
660mg/[81% % 1[8], SyEinbIFS L FI LR, Biftkoen A
Bl W, fifkokaib & BRIt Rodas 28 /- BE 231
Bl (20%), Piiko¥gm & BARIER OB 2 E 0 kb o 72 BE
23301 (60%), FHAMICERIKTT R 0 UGE % 20 7223, PiikBdE
RGOSR L 72 RE A1) (20%), X : AKGRA R I
375mg/m®  @5{Ih, FIEAIX60.0% 10 bz, EAEE

i, ¥4 P AT a4 RIMAE (40.0%) (©ENEEHEEH
- ONFBHEIC 50T, BRASHICAAIS0mg/m? 4> b
323mg/m?* % 118 ¥ 12 132mg/m2 % 2[5, /NJE5H1IC AF
50mg/m? X (3200mg/m?* % 1[a] X 12 2[a % 5: L B A 40 & /22
I CHUARBEREA G O B 2 28, B4R & /N RAB
fr (1282 57,343H) 2@ o7, OBEICE T, KA3
i A#1372mg/m2% % 18], 368mg/m2¥ 11383mg/m2™ % 2[F]
5L, ANRIEN375mg/m2X & 1S L, 4 5Ptk
B EBME RS O E R R, AflcErE (121825
4,599H), 3flcAfr (RI121H 4 54,599H) %R 7=, Hifi
BilIc 5T, R30I A5#1348mg/m% 2> & 377Tmg/m?* % 1
[ 20, NRIF2375mg/m2 X & 1EE S L, 75553 7 H B
WotkE % 8filcZew, 3flchE GHM27TH251,727H), 4
oAl WE27TH2 51,727TH) 22972, HBHEICE W T,
A2 A AI50mg/m2 X 12200mg/ 2% % 1% 5 L, 16<
A7 (HE45H 2 51,284H), 4filcERF (HRE1L114H2 5
2,966 H) %#&wi, KA EIX375mg/m?  OFIEAIL,
A D46.2%, LEMDT75.0%, MiBHD57.1%, BEBAED
50.0% T#¥%, infusion reaction, JEYYE, A4 P AHT v T L
AMRERGYE, MMREGEA, e Yo e v, HimEREGR
B, APRERECEA, Mg, A [EEIE] @FHET -
pre-Biffificl & B EABAH AT o MUAE LR TH I FAAE 3~ 5 CD204T R 1 e
MiciEe 3% & T, MRkEEREEEER (CDC) KU
IR TE MRS E R (ADCC) i< X b, Bifilax
e OfREEMAEEEEH (complement-dependent
cytotoxicity, CDC) : & MHRDOIEET, 2.2pug/mLORE T
SBififid (& F HSRCD20MEMAE) ©50% % iEf#E L 7228, HSB
Mife (e b dskCD20R2MAIRY) (37AM ¢ 9, CD20¥IREZH T
A L CifiR G S 2 B3 % © & i
b M EEET, SIS (CD34GMME) oam=—JF
FRAEICHEE L a0 o 72 @PUIAMKREE M RN TE A 15 5 1F
(antibody-dependent cell-mediated cytotoxicity, ADCC) : t
Fr 7 s 2 —MIEELET, 3.9ug/mLoEE CSBHIED50%
R L 7223, HSBMiIEIXEM-E 3, CD209UR %A 3 2y
I L CHUAMREE IO EE MG B EH 2 53 2 2 & % i
# @in vitro CO209 R RV G1EM : IDEC-2B8 (U > %
v 7 L F— o CD20HURFRRER N (WA 2695~
7 ZMCD20%E / 7 u —FAHUK) 13, BEHFOHCD20bikCTH
%B1Dt F CD20HTFE IS 3 2 f5 & 2 IREKAEICEE L, %
DIC5 o (50%FHEMEE) fli3B1, Leul6 (Hik h CD20¥i(A)
D1/2~1/3%, t b CD20HUFICH LT\ Pl i EAvfs 468
R L7z, ZOMWPIRFFRISEEEL, £H (vvx-e b ¥
A ZRIiR) COHEE @invitroBY v oSEREE RIS ATER ¢
b FRMEIMBY v vk v MEEPEEB Y v o) JEHIG & R
WAL, fhofZERMids IKIGL 5 o72 @invivoBY) v
NEREEVER = 2 A4 F B E 4R K o4 H RE H #eE
T, KWK, BB vojHiHROBY v oBRITEIHICH
Do TY voSBRICI B ERO o7 @b FIEFEM#E O
RAEROHE + R e b IEEMBRO BV A & R &= RIGHE %
R7AER, BEIDBKICERZR L 7=00%, U vo3f7, B, Kl
mAfe, ek, PWEo AT, ZHUANDIEY v SRl L 13
JSLdo 7



(HER] VYo ~7 GEIETHEE2) 1de FBY v BRER
ICIFTET 340 LPURCD20 (V) vERHE) it 3E/ 70
—FAYUA T, CD20PUR DR, (ATASER) 23~ 7 %
Bk, Znsois CEHESTES) e Ak IgGle) o
<UZ-b M XSRGATH Y, 1,328 T I D HREAL
INTW3B, 9FE144,510 Da (daltons)

(EE] HHETHET (ABOMRMAEES B - M s

\F % HUARBEE TR HE G D I 2\ T20164E2 H29H 22 5 10
£, CD20B5tE0 18 Y v HIFIC 2\ T20194E3 H 26 H 2>
5104E, G MEREEIC D \WC20214E9 27 H A & 104E, #EA
1 o s M IR ) UMY ZEIR TIE 1T D C20214E12H 24 H A
L104E, HHREEHAE AR 7 LEE HHREHEZET)
DFFEFRHIC DWW T20224E6 H20H 2> 6 104E, Bf4HE, I
i, ORNE, FFERE, FERSAE, /NIBBEAIC 5 2 BB ERE
MG IE (RBIGEER D 5 B ABOME M A& BRAH - AT
FEREIC 3513 2 PUABSEEUEA SIS LR <) IcDv»T2023
FI2H22H2 5104, BB, I, OB s, S
T, NS IC 51 2 HUARBIE B G o R I D VT 2023
£12H22H %5 104F)

(RBREEN] FRL29F11H28EREF 11285845  Sefliskue
—IRSIE TR S EEIHIC O WT U Y ¥ o~ 7BSAERE
100mg [KHK]J, [FIBS#if#HE500mg [KHK ] CD20B5:DB
MRS Y F v Y v oK R GEIHREE T O CD20/5 14 0B
MR Y v o EMR B 235413, SEIENRETE o i
Ffic, CD20MGME % TR L /- A o £ 4E A H i 2w CHtE
T3z
TRk30E6H 14RREFR06145515 (HHI5ESH23ARER
0823F35IC X b tIEF)  SEANHHE RS Iy 5 RS IE
IZoWT U Yy HEEE100mg X ORI500mg @R

A Eom#Ey 7 RKEFloBEEcswT, [Filoksix, B
SRR ICRIG T & 2 ERHERR IS B W T, BIGER DR
BRI 2 A A - IR A FEOERT D b & T, RFOfE
FADSEY] & W XN BREFIOAHICITI 2L, ] LINTWED
T, HHICY > TIIEETSE L A FERGOWIGE 55
YEIMSRIEE O 21, JRERBIIC 14y A iRER % F o [ERfiiC X b
152t @OLEHMFER LRIk  CD20/: o BilfatEIE
FYF V) voNYdE, CD20MHE RN Y oS IR B OV 5
HIHREE T O CD20/5 14 D BMifa: U v <R R 235
A3, BRI oI, CD20R % 78 L -k
OEMEAHICOWTHBETE 2L, kb, YFIRELZEML
FRAOBEREAHZLHTE L, 7L, KEOWIEIRS
KL 7zoTid, HTEMEAHZRLTT 22 QFREHA %

[MAMREMR AR b 7 4fEE (FMREHREE&ED) OF
FETHT ICHW 2 5AF, R R ICBhE T 2 EREICE Y
T, [HERGHAE R~ + JLMEE EHRERALED) O
BHEICHAT L) RO TRANL, 7278 v4buks
HoEFIcEET L, ] LINTwBoT, ITITRY Vv
AURR T, HMREMAR R + 7 LBECEELSW A {Th
n-gaicorts+sce
SHTELLA26BREFRE11265625  SEliFLHE 0 —Ff ik
S HEEEICOWT Y Y F o< 7BSAHHTE100mg [7 7
A ¥ —] KROFEBSHFEESOmg [ 7 7 4 ¥ —] CD20HED
B tEIE+R % v ) v oK OREIIHLIREE T o CD20B3 M
Bt ) v <BEM R BT B 80T, BRI O
B, CD20BFM:% TR L 72 0 EfitE A HicowTid
WTsce, kb, UEREZFEML-HOAEMEAHD %2
WTdol, 270, KfloGEISICY 725 Tld, L35E
FAHZEHEH T L



