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Mt 7 o — R (B3 8hatEo 2 7 v —RERRE) 1
9 2 E N AR SE AR RRER, 4B PR RORE 1< 33 2 [ N R R R
AR, AT o s M RIEE R TR SRR KR i<t 3 5 [
PMERRES AR, SRR EME R ~2 b 7 LmEOHE T
IR 2 EIBRARES 1L/ IAHGRES, ABOMRE A HE & BRI
3B —AREEREER, (efri - B3R EE&T) Higtko X
7oA P4 7 o — SEERICN 3 2 E N ES RS AR
B, B RERE O BUABSE RN ARG o SN 3 2 E NS
A ERER, BB AR o P i BE AL R K o iR It 3 2 E N
PR 8 TIAH 3R % T i S5 L 7)



@ (HEEARRR) : $5-+4
YT 5. BEH 24 B LA 1T % < Bt 3 infusion reaction (iE
Ko FEEh, EIE, B0, TR, KM, R 2, 0%, RN
&, MERES) 25, BE5EFOHIO%ICHEINTHY
NS ORERIE, BEEM~PEE T, Fcy/ RIS R
NTwd, 72, 7F74 7% v —, fiilEE, LEESZOE
EARIER URME, MEFE (KEERIIE S5 SORE
Mlige (RIEMEMi%, 7LraA¥—tigEsat), PAZEEHSR
s, MR, SpEMPRIGaiEER, OATEE, LM
B, WEtEr a2y 2% PENZ LB D, Hiexx Iy
#I, fREGERA, RIBERERLE VHIEOFIRES 2 (To 28
HicB T d, HEE Zinfusion reaction 3T L 72 & DR A3
Hb, BEIADONGEIE, Ebichibl, @y auE
(MR, SR, R IREA, BB E AT VAl
FREAVBEDEA, Fle X & I vHlOKRESE) 275> L Ldic,
WAEET 2 CEEORELZ o ICBIE T3 (50, H
ZREETFEOOOOOD, EEAREANTEEOR, FEERE
HEEQ@OOZR) ® GHEA) + BHE2
oo HEFELIChIEL, Y RULE (R
ERBBIE SRR S oS, BEE) 2175 L & dic, fEk
T 2 F CHREORER IR T 32 (B, X
RERANEEOOZR) ©
(BHEEARHA) : BRUIF R Y 4 L 2D
LI X 2 BUERF R X 3IF 2 0B X 3 IFARE»EHNn 2
TERBY, HCICE S AEFI B ME TN TV 25, BEHR
B HNEEIIE, EHEIIY AV AF RIS T 5 74 &Y
BEE(TS (BE@, EEAEANTEEO®O, FFELRE
HIEQ@OOZR) @ (BHEEABR) : AST
ER (AT - tafil) 8.6%, (#:#%2) 9.5%), ALT L&
(Uefrd - #ifel) 8.8%, (f4f2) 9.8%), Al-PLA ((SEfT
i Bebil) 3.6%, (#6i2) 3.8%), v yavy kR (%
Frih - $88E1) 3.4%, (#8HE2) 3.8%) AT E R
D IFHREREE CTES NS C L 03h 5 (EERKAN
TEQOZH) © CBEPEARBA) + B KRS R HRAE
fEERE (Stevens-JohnsonfiEf#HE), Hrai{E: 2K B AT b fiFiE
(Toxic Epidermal Necrolysis : TEN), KIGERRAELK, HEER
BeRg %, KRR RS RS0 EN, FECICE > 2 HIaHE &
hctws (BE50sH) © SPLMEREAD CEEEA
B, BimBkED (Gefrd - kil 41.1%, (&#e2)
45.6%), FFRERRD (efrdh - #ahil) 39.2%, (#&#c2)
43.9%), MEFERBRE CGEEAR), fhiEd (GefTi - %
#el) 12.2%, (#&#c2) 13.6%) ABEN2 ZeBdH by, HER
MERIEA D W T T 2, FHRERADICOW T, Rid
L. b GEELL ERGE L CRET 2 0IARE ST (ER
RHEANEEOC, FEERHEIZEOQDSR) ®
(Uefrib - #efel) 43.0%, (##c2) 43.4%) : M, =i,
HD0IEY A LRI K 2 BERRYYE (BULE, ks 28
Ba 2 ehdd0T, RRHFB R EEK TRITRED
REEZ+0 1Bl T2 (EEAEANTEEOO, FFETRHN
HENQOOZH) ® (B
AH) « BRI B OVARAE T R I B O REEE o i Bl
L, EdbE, SRMmEE, BRPER (R, DUERRE), 5
FEEEZORERSIHN 541, MRUC X 2 HifRZHT & O
HHAREEITY L 2 bic, FIkL, BEURNLEEZTY @
GHEARR) @ (et - Bfil)

10.1%, (#%HFi2) 11.5%)
POOE, OFZERIRE S hTw3 (BE
@zl ©®

Y] 7R LE %
RO b NI GET,

EI=N==A
H

DLDEMD B VI OEEDORER,
BEETFE@R

CHEEARY) ciE7 L7 F=v ER (%
Fidh - f2fel) 0.8%, (#£#:2) 1.0%), BUNESR ((SEfTf -
Hiel) 2.3%, (f4#62) 2.6%) EOBRENHNS LD
D, ENELELTIBERESREI N TV L, RERD

miE 2 v7F=v2BUND EFED b= 5E3HIEL,
GHEA) «+ BE2

5 O

EHICXik, CTHRAES 250 L < il

fr, Zfl - HEMROEELER L, B A0E%fT> (&
EARANTIEO®OSH) ®
6.1%, (#Fi2) 6.4%) : —@EMDME THREAFRIRT 2 2 &
»23 (MHEFEHSH) ©
GBEEEARHH) © nlsipeth R IRERE (R CREIR © RS
P, SEAE, FEAMAEIR, HEEE, SES) 2B s
Hb, Tz, BEKRTHE2 AZcollic, K, HEZOH
WEREIEE, BCHREE, IR ARG o i S o3l i &

(CSEAT i - Befel)

nTtnb
O othoFIER @ (Gefrah - %)
| 5%L4 L 59% A S A
B 0% 25 NI W E 58 IR, s,
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(16.69%), [1JPEH
SEHAPLIE
(12.4%), ™%
G B o I 5 B, MR,
(12.6%), SNk, |6RIK, AR MR
AL
et () L - MR CIPNAZAR, (R,
(16.4%), MERE, [L2viE
A%, B
ik, T
piatiiend FE (31.7%,), |BAE, Z=EHE, (ISR
@ (14.5%), ¥ Wik, 4 v 70
2 (14.0%), I |z v FERAEREE
(13.6%), 13TH
ESE-EINI JEh (26.6%), & (MafE, (R8N,
B (16.4%), & |MmSiE
Wi (15.7%), 5H
e (14.3%), %
i, PE
IEEEEi e RERKE, LW
&, W, AHREE
I3 - el i (18.4%) IfEEEkIE % 7 4 7Y Vorfi
#4 [FDP, D
XA~=—]
m, TN T
ik BER BUNER, 7v7
F=v 5
JFF ALT |5, AST L |AL-PER, ey
7 Ay LR
Z DA CRP L5 WIS, R
(15.0%), LDH.L|%, #®&EARD,
L PREERE E 5, g
RS, %5
HOLEOE (G,
JERRSE), 773
viEA, Le oKl
b, s
® (#hi2)
| 59%LA - 5%l S
NI 33 WRIESE 75 PR, I,

(28.9%), 5%

St




(18.6%), TJrenA
FHA PR
(11.9%, ), &
(R I 5 BE, MELR,
(13.6%), #llRk, |k, FAHHEREIT
HILAR L - MR FINEZEE, 85D,
(17.7%), 1O [LXvig
%, KR, BN
IR, T
HEORE FE (35.3%, ), |PAfwE, FHE,  |EA
JEPE (15.8%), H |fHiAE, 4 v 7
€ (15.5%), RZ | v FERAERRE
(15.5%), 13TH
(11.2%)
A IRAE B (29.6%), & |MojfE, (RSN,
BIK (18.1%), & |#EE
Wik (17.4%), SH
Jii (15.8%), %
i, PhE
HE R R B LK, I,
AHRAE
IR - e Al (20.3%) IR % 74 7)) virfig
Y [FDP, D
HA4~—] B
i, I/ N
B ik ARE R BUNLH, 717
F=v &7
g ALT |5, AST L |Al-P LS, #v Y
=1 ArEy LR
% DAt CRP |- 5 AR, Rk
(17.6%), LDH.EEZ, g%, R
F(10.6%) fefE B 5, RIER
ZWE, %5
PG (EHE, il
RE%), TA7Iv
WA, LeoX
b, R
(B LOER] @FAFALEOEE @ UEiTH - #ikl)
EAEBRTH 272012, b2 kBEHOBMR TR AbNS
TERBDBH, TNICXYFENIFEELZ TRV, kB, i

DA oA o BH &R0 7258 iR L ey @ (Hfie2)
WA EORE DD 2GEFEAL vy OFREE LTE
BEHERIE5% 7 F o BRI MIEA L v OFiF 0 5
BT 282005 20T, FHEFLOFHEREZICIELD X 5 Rl
LWIREIZ A v OFRBORILESL» AT 2, &

7o, (HRBOERME I, MEHROBZNEH 2O THEAL RV
O FIL SR OERE ¢ il & OIRIFTEF LA [ZOMDE

B] FEARMERICHED (Il @shRehdE « AFIM KRS S B
FETRe MIFATHMEREZELZZLRDY, ThbDEEIC
RS INEBAE, TLAX—, BEKICERKERT 5%
N23H %, BKRBRTORANICHT 2 v FHF 2 FHikob
BIEIIRD L B0 TH o7 @CD20M5H:DBHIfEEIE R Y * v
U v oSJEBEIC BT A - ENERRES 1 AHRBR R O TAHE
B B CHlDE S 7z 1400, RANICH T2 e FHLF A T
R4l T 2 ®CD20B D BMigEIE R~ F v ) v
SNEEFEICE T B (3F) EAERERRIC B W THIE S h
7235664, AANCH T 2 b PHLF A ZHURIFAFICHERIB X 7z
UEAT—%) © efrih) CD20R3E0 8 Y v Him
R IC BT B A BN ERIRES IAHBER Ic B\ CHlE S 1L
e, AFNCT 2 v FHLF X FHURIIBRH E N o 7

@ (efrih) A % 7 0 — CRERRERE BT 5 i« [E
MERRERER 1< 35\ THIE T =606, AFlicxi$ 3 e MiF

Aok ngliciii s hz © UbiTh) 2aMisiiEss
BT B A - ENERRREIC B CHIE X 724801, AH
X e MLE A THURRIIICHRE T R © i)

VR o 2 M IR T VR BEIR IR B 1T B 1 B i [
PR RER IC 35V CHIE 2 n7=2000, KAl 2 e ML
A ZPuRiEsHlicEB S iz ® efril) BRERER <~
7 b 7 LREEREICE T 2 - ENERRRENICE W THIE &
7219609, ARFNCHTE 2 e ML A FHHRRIFLICRE T R
7= ® Gefrih) ABOIMKEIAHE G B BAHEE 1T B 1T 5 Al
E R RER I 35V CHIE 2 17220000, KANCN$ 5 e T
FAZPUREMBE N o7 O UEfTH) BEMEE I
T2 PUARBLEB A KOS 0 I 35 1 2 WE © ENEEAR BRI
BOCHNE X 2401, AFNCHT 2 ¢ FHLF 2 T PRI
WEnimd oz BRI/ MR LR - ks
VT, MVMRESHEIN L, AR SEARAE 25588 & 7z & O A
»3 (BEEAEANTEOZH) [BURLLOEER] @/
FAEZITEL L CRET 2 @ (Bafiil) Wit (2~8C) »5
B LCREEST 254810, 30°CUAT ofREEL, 7THRINIC
32 [RFES] 28T 2~8Clofife. AxhHM

(Sefrim - #kcl) 360 H, (&%i2) 242 H  [HERE4) O
(JefTdt - $Bkc2) R3RELY 2 7 EEIEHH & e o L, @Y
FfET 2 @ (SeiTi) ABOIMERIFEA BAL « FFishE

ABOIMERAEAIFRAEIC DT, EN o FRE 15
TROLNT WD Z L hn, BHERGER, —EROEGIICHRS T
— 2 PEEI N L oM, SEHE NS RERE %
EiiT s Licky, AAFBHEEOEREREIET 2L &
I, KR CHMECHET 27— 2 2 BEIcNEE L, HIE
R HERRBEZ#HLE 2 O (BFi2) BillatdEry + )
VSR SRR IC oW, RS TR B S
BENEOME B E 2, MY ICHEREL &Y E Lo TRH
35

GEATRICK D) (FpEhas] @ihirE  @BMNaMIE
FF ) Voo ENOCD20M 0Bl IE R F v ) v
S B 1 ARF375mg/m2 % 5 1[4 X 1385k 5, CHOPL &
Ay (y7mkR7 7 I PRI, FFyavy VRS ©
VY AFURBBER L F =Yy V) L ofEHIic X B g
AR ICRFIMER G, ROV EMRE NELOE2H 4 7 v
LUK 129047 % 5 % FEHERE O S BIHE N T A — X —ZRKD &
B

= T AUC

Bl Comax Tisz | VEERE |
g -

(mg/m?) | (ug/mL) (hr) (br) VN
375 X 43 194.3 £ 58.3 [387.8 = 188.7 [517 £ 248 118,237 =

(8f31) 53,412

375 % 83 445.2 + 103.0 [393.6 + 185.2 |568 + 267 502,147 +
(1541) 174,273
375 % 2018] 367.0 = 789 [344 * 349 496 + 504 3,370,000
(12431) + 714,000
375 % 6] 294.0 + 41.4 |270 * 46.1 389 + 66.6  |548,000

(13f51) 93,900
375 x 8[| 329.0 + 46.4 |282 * 64.1 407 =925 753,000 =
(8sl) 119,000

OB v AR © BN OERRE T, RIBEDOCD20K
HoEMEY v AR EESFlIc, FCLY Ay (FAX7e
VIVERIZTA, YrusA 7y I KA koA
D, B A 2 A TIEARKIZT5Smg/m2, H2H A4 7 VLRI AA



500mg/m?%, 28HIFIC6Y 4 7 MG DEYBE T X —
—1%, Cpax 351 £363ug/mL, Ty o 242 + 2371, °F
B REE349 £ 34285/, AUC 804,000 £ 155,000 g -
hr/mL  ©#figHo * 7 v —¥iERER  QEN O AR T,
18 A CHREFEME A 7 v — BREMERE & FE L 72 3m A L o #iA
P+ 7 v —CHEGER GARFHRIS 2 iz AT 1 4 Pk
ERTHE) ORF200C, 375mg/m® (HARS500mg/[) %
LERMRERE c4E e 5RO BYBE < 7 A — 2 —13, C ., 421
+84.7pug/mL, Ty o 234 + 867N, FHIMFRKRE337 +
125/, AUC 366,000 £ 110,000 g - hr/mL  @DEMN DK
SR, 18IS CRFIE A 7 0 — CEIERE & A L 72 BB TE
D4 7 v —YREER (X784 FEFiEEZRTE5EE) oBE6
filic, 375mg/m? (FEAES500mg/[]) % 15ERIRFE < 4[E14% 56
DIEYIEE T A — % —1%, Cp,y 300 £ 583ug/mL, Ty ,
5 78.8 = 58.5fH], FHHIEHKRR114 + 84.3Kf[#], AUC
171,000 = 85,100 u g * hr/mL @Q&HMIEEE : EHN O BE
2801z, 375mg/m? % 1 [E 4 B 5 D S B EE < 7 X — % —
it Cpay 485 £ 268ug/mL, T 5 (26() 515 + 140KF
R, SPHieE RN 789 + 2841, AUC 338,000 *

117,000 1 g - hr/mL  ©#EH1E D S M KA R CYEEIR KIS
98« EN oK T, BE1IC, 1,000mg/body % 25 ][]
R C2EH S DY BRE T X — % —1%, C ., 433 &
795ug/mL, Ty ,, (1145) 535 + 25515fH], “FHHi G IRFfH]
566 + 310, AUC 283,000 + 90,200 1 g + hr/mL ©®E#H
REIC 3517 B PUABHEEEA S S oM @EN D ABOMIKE AR
EABBREE15H1IC, 375mg/m? % BAEATD 14 H AT O 1H A
ICHE IR DIERTRE T A — & —1F, Cp . 192.0 &

49.6 ug/mL, Ty /o 172 * 11205/, FHHHERER248 + 161
IR, AUC 178,000 + 38,500 u g - hr/mL  @E M DGR ER
T, DSARGME - BTHLATUARG B A 8 2 1 iR BEEE Y
HE# SIS O ] & L€ 375mg/m? % B Al o 14 H §i 2 081 H i 1
20145 5 S U375 mg/m? % AT o0 14 H AT I 1[I 5 0 349
BT A — 2 —FRD LB

— . AUC
55t Cma = Ty 2 ST R R ] (ng
Lg-
(mg/m?) | (ug/mL) (hr) (hr) he/mL)
375 21 289.0 £ 54.7 795 + 42_9* 115 + 61.8* 179,000 =
(14451) 32,500
375 % 114 251.0 £ 54.8 (943 £274 136 = 39.3 62,500 =
(6f1) 12,500
" 124

@51 BAINAMEIER O % v U v osE  JEE~OBIT S0
CD20M o BSfatEIE+ < % v U vosjEBE I, 100, 250,
500mg/m?* % Hila| iR E %, 208 I Mgz B L, A
Hl &AL 72 S s HE L < elEsiasuc i3 2 EE
FEH U Z26EE, BRI 72 TREGIH 6RER] CIEE ML~ 1T, &%
BHIE1F30~100%, P OfRD Tl - 72161 (T 5 ¢
21.205R) <3, JEEMST~oBTERD Rd o7 GHEA
F— ), K EEARIE375mg/m?  [BRERARE] AR O
ZaticBY 23 @BHIREIER Y F v ) votE @EF]
B QEMNEEES TR (IDEC-C2B8-2:888) : {KEH:AE
XiFAlaIER T * v ) vojE, v P AMIEY votEi, 1
[0 §375mg/m? % VARG c4llit s (1) () ARE R %4
HRREDEBY

s IR (524 | PS;ZZ;;E
TEE, EOTIR) | [959% (=X F,Eﬂ]“' )
(TR Y 1% 61 (14, 23) 61% 245H
ANEAPEY v o) [47%, 73%] [189H, 337
H]
~ v bviilia 13 (0, 6) 46% 111H
Y v osfE [19%, 75%] [50H, 146H]

protocol compatiblef@fi, X1 : sy el [, 2 :
progression-free survival (HEH A= 72 AR

(b) A MERFAMAEFI 90 th, EIfEF297.8% 1380 b, Tl
fERZ, Fe#4 (66.7%), I (37.8%), T LA (28.9%),
B (27.8%), HHIR (25.6%), EME (23.3%), %%
(21.1%), 18TH (17.8%) T, TARIMEEE (90#) 1EK*E
DEEY

_ s o Rkt co [FEEEcD
EIl@EES FEVREE  |BAKE (/pLl) i i
ik 55.6% 2,510 12.5H 13H
(2,000/ £ L& | (900~3,900) | (1~266H) (3~125
i 0 15.6%) H)
I ERigA 55.6% 1,370 29.5H 14H
(1,000/ w LK | (250~1,980) | (1~266H) (3~154
i+ 20.0%) H)
/R D 15.6% 6.7577 2H 5.5H
(573/ p LA (277~9.977) | (0~201H) (2~42H)
i © 3.3%)
~%7v v vi(20.0% 9.95% 20H 7H
& (9.0~10.9) (1~178H) (2~63H)

defifl (i), X : ~E2v e ViR To T Izg/dL

@) (@QAF 2L & el (KM A RatEIE R o %
v VoSl = v P ALY Vo8B OF MR R ITR
DEEY, BNWE [5%EEXM] GoEmL L)

38% [14%, 68%] (GEAEfM#0/13, &/ Ef#5/13), PFSHk
i [95%EMEXM] : 152H [124H, 230H] (b)F#&523TH
N7z1661 TR L 72 E 2RI IE, F82h (50.0%), &
(43.8%), IMJE LR (37.5%), & (25.0%), HIE
(12.5%), Ak (12.5%), F 7o BEEARMREME R H 13 A mBREA
(68.8%, 2,000/ u LA D A IMBRFA6.3%), HFHERHD
(68.8%, 1,000/ LKl D 4 ERIHA6.3%)  OEMNEGRE 1T
HH#ER (IDEC-C2B8-3ilf) : i - miEHEEIE Y F v ) voe
i £ 1 1l 375mg/m? % LERIRE c8llk s (1) (B0
BUOZEEEIRD L EY (v MY v os @ & &),
N [95%EHEXR] GRaEmlE) : 37% [24%, 51%]
(GEREfRT/57, oy EfR14/57), PFSHUIME [95%(SHEIX
W] :54H [35H, 111H] (b)RAVEFHMES67HI, HIfFEH
1188.1% ICZ» b, EaBIMEAIL, FEh (61.2%), T
(29.9%), 13TH (23.9%), tBEEK (20.9%), FESH
(17.9%), &\ (16.4%), F&F (14.9%), F&FE (13.4%)
T, TEhIMEEE (6761) IXRFDO L BY

Ell(FEES FEBIEE FBE coWIM | FE % T oWk
1 mEk 37.3% (2,000/uL|35H (2~148H) [6H (1~77H)
Moo Kl 1 7.5%)
frrhEk 32.8% (1,000/uL|39H (2~148H) [5H (1~35H)
No% Kl © 16.4%)
1l 3.0% 33H (31~35H) |7H (7~7H)
NE%

FROufE ()
(2) () T GHER] GERER]) 2609, 15 cH o i % 580
720 ZD2HIDPFSIZ, 68HKXUI09H (b)FE&ZEG 3 {THbN7=3



BICHIL L ZRBIERE, FEG), BOR1E, SHE1E), &l
B, FARIG, EERRAEMER I AmERRED 21, 2,000/ uL
Kt o (BRI 241), FFRBkid (2fl, 1,000/ p LA 4
HERkiA20) O O HTEEMERESR & OFFFIC X B EARE A
% - MEFREE OEIMEIRSS % (IDEC-C2B8-6:%5%) :
RIBHDIREME X X A RMEIE R~ % v ) v oslBEIC, R-
CHOPL YA v (KA, v27ukzx77 I FAMY, Fxvr
vy VIERE, v ) AFUVRBEKRTTL F=Vu v off
) T X 3 EEEAEER, SRR b BE ICARANERE
30N (375mg/m2%SLFﬁBﬁfrmz@f’L%) % FE i, T
REMRARBICES S hz626] (RAEHEEEODOSE)
(1) BRI AR T RO 2T REF T DBME [95%(51H
X[#] 1395.2% [86.5%, 99.0% ], AFRERESKH 2> 5 DPFSIc
DWT, LT REMTDAEPFSRK [95%EHEKXM] 11
69.8% [55.9%, 80.0%] (2)R-CHOPL ¥ X vic X 5 EfftE
N O 2 MERTHmES 6261, BIfEFI398.4%1IC780 b h,
F 7 BIME R SR TE A %5 D EYYAE (48.4%), T (46.8%),
BER (43.5%), BHEGR (40.3%), OP% (37.1%), WRE
FH (35.5%), FEA (32.3%), HIEMRTEATUR (27.4%), &
uj: (25.8%)., FcBIRREMERE L, BIMERERED (100%,
2,000/ p LA @ [ MERH82.3%), fFhEREEA (95.2%,
1,000/ p LK D 4 h BRI 90.3%) . #EEREEE A ENE X 17258
Bich, BIfERI386.2% IR b, TAEIEMIL, SHEHL %
DIBIE (69.0%), TLAMRMEMER 3, HIMKRD
(63.8%, 2,000/ p LA 0 HIMBRIRA5.2%), *FhERRD
(58.6%, 1,000/ u LA O IFHERINA17.2%)  @OE N ERKSF
AHEER (IDEC-C2B8-L7iRER) : RiGEDIEFY F v ) v
JEEE (Aatk) v EX O E A RHIERBE Y v o)
12, R-CHOPL Y4 v (K#l, v 27udzx77 3 FAMY, F
FUNECY VIS, v ) AFVRBERCE L F=Ya
VOO T X 2 EREE AL R B, 194 2 VIdARAlO
FHIAE #4mg/mL e LTH45 L, Grade 324 ®infusion
reaction (NCI-CTCAEIC X 3) K OBGARAICEE 7 LR R
(Grade 331340 @IE, AR, 2MEBIIRERER L0
HEERENR, KRONYHADEZ L — FILLE) 25389 5h,
DO G RIO KM Y » - BRE235,000/ u L% R 2 70 W5y
i, H2H A 2 AL ICAHI375mg/m? % 4R & L C250mLIc
B (FHIEE IR 1~4mg/mL) LCO0NRI o5, &k, Al
5813, R-CHOPL ¥ X v ic &N 3 BB EE &€ v HDH
b5 %4707 (DEEFHHEE ©H 2529 4 7 M ic A H %290
SrTEl T 5 D Grade 3L4 | ®infusion reaction ® FEEHK |
0% (0/30%1), HIKFHIERTH % At v iSRG KUY
T AMERHITAEIBIIAA Y v oS IEEE ORI [95% S X ]
13, #NZFN100% [63.1%, 100%] (8/8f),
91.7% [73.0%, 99.0%] (22/24%1) (2)% & 1EEFAMAER3 24
th, BIPERI290.6% 380 b, TZABIEMIZ, FIE
(15.6%), J&FEE (15.6%), ERRRAEMBHRIL, ek
B (78.1%, 1,000/ p LA 047 RERFA78.1%), HIfLER
Bomd (68.8%, 2,000/ p LA @ HIMERFA68.8%), FeEE:
FFRERIEAE (15.6%) /MRS MIAHEER (PRIMAGK
B RKBEo AfIER Y F v ) vosEEF I, R-CHOPL
AV (KK, vrukR 77 I KW, FFuavs Vi
fgl, vv o ) 2RFVRBER T F =y (ENRER
oftA), R-CVPL Ay (KAl v 27ukzx77 I FAKFH
Y, v 2 ) RFVHEBEROC L F=V Yy (ERNREZE) ©

) XWER-FCML Y Ay (KA, 7ArXoev ) VBT AT
N, v akR7 7 I FKIPIKRG I P FS e VIEREO
BEHD 1T X B ERE AR, SRR b i BE AR
Rt (375mg/m? % SHERIRGE CRAK12[E#: 5, 5056]) Y13
BEEE G136 % HKhE, ST RERNIZ1,193%1 (Fﬁ%ﬁl%?l
HEZO@OZM) (1)881#icR-CHOPL ¥ 2 v, 268flic
CVPL ¥ X v, 44fIcR-FCML ¥ A v REMEX 11, %ﬁ%ﬁ)\ﬁ%
TR TR D ZEEFE [95%FHXH] X, Thzth

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

75.0% [59.7%, 86.8%], HEFFHRIEIC DT, REREEERRH
FEIC X 2PFSOEER (2009FE1H14HT — 2 Ay b A7) 137
EOR =N

i G FIXH;DF]?S A
95% 15 JHE X i
P E A pfii (log-ranki#iE)
HERFRATE NE [NE, NE] 0.50 [0.39, 0.64]
B RE NE [34.5% H, NE] p<0.0001
intent to treatff#t. NE (not estimable) : FH{ili F~fE

Kaplan-Meierfi#R 13 BB FHR XS, At riskBUIHARRI GEREZE
R, AEBISEREONE) 12, 0H (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 ¥ X ¥
NIZR-FCM L ¥ A v X 2 BRSNS o 22 2 Ve R AE ]
1,193fic 5\ C, EEAEIERIZ, R-CHOPL Y2 v (881
#l) ©16.7%, R-CVPL Y2y (268f) <14.9%, R-FCML
IR (44H1) T29.5%ICFD b, T FEEMAFhERIRAME
(2.1%), FEYRaEEE (1.2%), Hig (1.2%), FE8 (0.9%),
TP ERIRAE (0.8%), FEAICHE Y KIE (0.6%) K UMERR
(0.6%), HEFHRERE O REMEFHHEFIS0IHNIC B\ T, EEA
BIfEF, Grade 3LL LD EIERH X IZAF & © KRG E T E
72> Grade 2L LD BYED W I N A H329.3% ICRD b, FEIC
SEXZE (5.2%), IHERMAE (3.4%), kRFaEREY
(3.4%), RIEHFESR (2.2%), FMEKEAE (1.6%), MR~
A=z (1.4%), FREGEY: (1.4%), J&4 (1.2%) KR OW%
(1.2%) CiMEEFF I (EORTC2098135k) « H¥
NITEEETED ARatIEh Y ¥ v ) vosfEREIC, CHOPL ¥ A
v (yrmFR 77 KM, Fxyarey vERE v
7 ) 2AF VHRBBER 7L F =Y v (ERNREE) oftH) X
IZR-CHOP L ¥ X v X % B ANk & Eff, e 28
Hliz46561 (FEEETERO@OZR)  (1)2314]icCHOPL &
Ay, 23401ICR-CHOPL ¥ A v R EM X 1, B8 AFEK
TREOERFE [95%EMXME] 13, 2hZEh74.0% [67.9%,
79.6%], 87.2% [82.2%, 91.2%], R-CHOPL ¥ % v C&%)
BRFEICE» -7 (p=0.0003, H»4 ~FRE) (2)R-
CHOPL ¥ * VT & 2 B8 Ak R o 2 ST E (51234451
LB WT, BIEMIZI7.9%1cB® bz, CHOPL YA vl
L CR-CHOPL ¥ A v CHIVHEE A35% LA L&A o 72 &I
1%, WEEIE (45.3%), fFR (26.9%), W@EUE (17.5%) KU
I (7.7%) o MERREE T BB B IR o 22 2 M I E 51332
Bilics T, BIfERIZAERHRER (16661) DT73.5% THRD b
Too MEIRIREIREE & LS UAERRRETE CRIVEE 255% L &
o -BIfERAIR, EIE (25.3%), BEAR (9.0%), "k
(7.8%), OHK (7.8%) KU ERERGE (6.0%) @itk



PRES AR (RATERED) : RiGEDIER T ¥ v Y vosiEH
(ARt Y voEXAZ N E AR B Y v %) ic,
R-CHOPL Y2 v (FHl, v 2rurzx77 I FAKMY, FxV
Ney VIRERE, ev 2 ) AT VRBEXR T F =Yy (H
WHREZ) o) XIER-CVPL YAy (KA, v 27uakz>7
7 N, vy o ) AFVEBERCTL F=Y Yy (EN
FAGR) OO (T X B EARE ARG & FEh, Bl A 2k
KA OFIRIEE % 1~4mg/mL& LG L, H1FA 71k

T, Grade 3B F dDinfusion reaction (NCI-CTCAEIC & %)
VR LT, YIRS, JERAEERICEEN L0
BB RE AL v AlZHREE LTHYTWRWEAT, 2D
B G RT DRI Y > < BRE 255,000/ p LEAB 2 72 WAL, 5652
P A ZVBRRICAH] (FREE X 1~4mg/mL) %905 <%
5, %, 905X, R-CHOPL ¢4 v X itR-CVPL ¥
AVICEENZRIBRE R VIO G 21To7 (DEE
FHiE B TH 5 FH29 4 7 MICAH % 905 [ ¢ 5 KF D Grade 3
W ¥4 Dinfusion reaction D FHLHE [95%(SFEX ] 1%,

1.1% [0.3%, 2.8%] (4/363%1) (2)Z4MEFFHIAERI42501
o, EIERIZ51.8%ICER0 b, TZREIERIZ, &5
(12.0%), Bl (9.9%), TIE (6.6%), FEEEAE (5.4%) @
1B Y VoA ¢ o PTEEIEER & oL @ERN
EEPR SR AHEER (IDEC-C2B8-CL1:RER) : KiRiE D CD20R
&MY Vo RIMFEEREC, FCRLY A Y (K|, 74585
VIVIBIRATA, vrukR 77 I FKNY) BE, fF
MR REFIIARRERICEFR X N2 76 OIRERIAR T o 225
R [95%EMWXM] 1271.4% [29.0%, 96.3%] @%2M:Fti
JEFITHENC BT, BITERIIZ2FNICEED S, FaEIEHITE
L (28.6%), FEL (28.6%), SIHEAZ: (28.6%), KIiLE
(28.6%), KEERAE (28.6%), BEIREZIREE (28.6%),
PRIREAE B4 13 B IMBREORD (85.7%, 2,000/ u LA D HIMER
WA85.7%), MFHBREGHA (85.7%, 1,000/ u LA D ifFhEk
WA 85.7%), M/IMEBURD (85.7%), ~F 7 v vimd
(71.4%), RIMBREGHRD (42.9%) % ©UEIFE RS TS8R
(CLL8HER) : KiIBRED CD20[G MG Y v <1k F I

I, FCLY Xy (FAXISev ) v AT A, 270k RA7
7 3 FKFY, 4074) XIFFCRL YAy (KA, 71 X5
VY VEBBI AT, vy ukR 77 I KM, 40361) %E
fiti, AFEHTIRERIZ8106] DFEEFHMIEH T 2 iRER T
FERfHIE I X 2PFSOFER (20074E7TH4HT — %A v F A7)
EREFDO LB

~F— T [95%EHH

RE BT
[95% {5 #EIX ] %
pfE (log-ranki®sE) »
FCL ¥ A v 981H [835H, 1,069H1[0.56 [0.43, 0.72]
FCRL ¢ 2 v 1,212 [1,098H, NE] |p<0.0001

intent to treatf@hi, NE (not estimable) : ZE{lifaE, * : A
JKHEM{HI0.016

Kaplan-MeierBi## i3 FE TR CSIH, At riskBU3HARTE] (FCL v
A v#E, FCRL YA vEEoE) 1, 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) DZAMEFTEAERIS00H]IC 51T, Grade 324D FIfEMA
IZFCRL & 2 v HE (40265]) ©70.9%Ic bis-, FCL P x

VEE (398f5) & HEX L CFCRL ¥ A v BECRBISHE 2% |
B2 o 72 Grade 3X 34D FIEA X, AFhERIEAE (30.3%), H
MERIEAE (23.1%), FEMEAFFRERIEAE (9.0%) ©OiFshER
IREETIAHESR (REACHRER) © 356 X I #EA1E 0 CD20[ 12
Y YR IMEEREIC, FCLYAY (FArX5e v ) vigx
AT, Y7 maFRAT7 7 I N, 276f) XIFFCRL ¥ 2
v (K, IAXTEeVYVBBIATA, L rukAT77 IR
KFY, 276M1) % FEhE, EfFENTTRERIE552(6]1 @F B
HH TH 3 GBS EEAHE IC X 2PFSO#ES (200847 F 23
HF—42Avy bF7) 3REDLEY

A~ — NI [95%(5A
[X[H1]

pifi (log-rankifir)

627H [550H, 731H] [0.65 [0.51, 0.82]

932H [792H, 1,161H] |p<0.0002

HhfiE
[95%f= X ]

FCL ¥ * v
FCRL ¥ X V¥
intent to treatfif#h7, X : HEAHEM{H0.045
Kaplan-Meierffi## 135 77 (S H, At riskBU3 A (FCL v
X VEE, FCRL YA v#olE) 2, 00 (276, 276), 91H
(241, 259), 182H (228, 246), 273H (208, 228), 364H
(182, 207), 4550 (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) @L4M:
FHGSEFI5460H11IC 35T, EIfERIZFCRL Y X VB (274f) @
95.6% 12D b Tz, FCL A v#E (27241) & Hf LCFCR
LA VRECHIBMEE 23 3% LA L - 2 EIEA IE, ED
(38.7%), F&# (20.1%), HEFE (15.0%), THi (9.9%), f&
 (9.9%), KIHE (7.3%), BHRELE (7.3%), EEEE
(5.8%), =HKE (4.4%) O%FINE KIEPFIEE, BHEMEE
W% FEMAE 28 IBIMERIRSE IAHEASR « 2 1M 58 M A idiE X
T BRPRER I % FEMAE 2 OPIFRBIIFHFRGIZ R L LT, KE
RIB B A v v FPRL e AR F1375mg/m2 % LERIRRE c4H 5
T 5O (AR &, KERREIBRERLEVHIR sy
vk 277 I FKRMPIOAEE (v 7rk2x 77 IFH) &
DIHHEFE MR CTOEIERRD & B Y, TEREMEH2
[95% 5] « AKIH#E (9961) 64% [54%, 73%], > 7=
FA7 7 I FEE (9861) 53% [43%, 63%], 28O FHED
2 (RAIE-v 7k 277 3 FED 11%%3 [-3%, 24%],
KL gk X 471 F=vu v (1,000mg/body/H) % 1~3]
b, 72, WL DIRO7L F=Y Y (Img/kg/H, EN
KAGR) HHEHES L, BRflcsuOEERET 2L &
B, K2 BERA S 561 AR DOBVAS/WGA 2 7430k 75
b, BichHTsRO7L V=Y v (ENKRER) 2kt
A L ER, O TREAIES T — Y v L LTEREL
72-20%% LA >TH Y (-3%>-20%), FELUEITRIN: O
RO A 7 v —REHE - ENEREIHERE @185 K
TRIRMEA 7 0 —CREERE % FAE L 723 A Lo #EiR1ED 4 7
o — VAR EEIEAER D 2 W27 a4 N REEZ RIS
&) oEFI, AHIEE375mg/m? (EAR500mg/[) (A
) Xix77€R (772w &2160% LERREc4RB# 5
LKL KFINE 7 T 2 KOG 5RO AGEE 1S, )
D1 RIZ25mg/i & L, RO 1EREIZ100mg/kF, % D%I3RK
200mg/HF & LC#S, 7z, 20 HLABEOFABGERE X, 9]
[R5 G- RF I FEH L 72 BER DB < H - 72856, 100mg/HfE T




FChtE @ EEHR T T 2 KRR A EERBR ol
whik (FRREARMTEE 5 full analysis setfi#hr) ZIXFD L B Y

mRSSIC X 3 FEH{LOR—2 T4 v b DELEIIRD B
)

B 2 A~ — N [95%(5HH
AR [XF]

[95% fSHHX ] pliEi (log-rankf i)

AFHIEE 234H [170H, 358H] [0.1917 [0.0728,
P—— 0.5043]
77 & RRE 100H [76H, 156H] =0.00015

K2 g E A H 2 SRR AR T 2 EcoMM L ER L~
Kaplan-Meier it (3 R XS M, At riskBULIARRI (A
B, 77w RBEOIE) 12, 0B (21, 21), 50H (15, 17),
1000 (15, 9), 1500 (15, 7), 200H (12, 0), 250H (7,
0), 3006 (3, 0), 350H (2, 0) DZAVEHMmAER5445
th, BIfER 2D Sh, EREITER I SO o
YeiE (90.7%), #EMEE (22.2%), MTEEF (22.2%) <,
R EMES L, CRPER (40.7%), ALTER
(25.9%), IfEEERIE% (20.4%), ¥ 7=, infusion reaction(Z
63.0%ICED b OI8EARM CRFEME A 7 v — YRR %
FIEL 72, AT 04 FoL 2 ke GeiiilF (v 7 m 28
V) TREMEEATE RVEEEO X 7 v —YREBER (X T
oA NIRRT S) oFBF 6f) <, 2A7u 4 P
ZFEHBE TR e, AAIEE375mg/m? (A &500mg/[])
% LRI c4ml 5 L 72 JEE BRI a2 2 £, <1 :
AFrFLR=vyavantBGrzasarr Y vLk30mg/keg/
H, 3SH#E#EKG 217 —red 32704 Fov2FEEERA
57 —VERL, AT7T8aA4 For2fEkl s — 2 HEE H % Day
1& L, Day8~Day29% T2 AMOEG MM & HE, AT 04
FALZEEL7 =LAV HOKTEA»S 7L F =y e v EHH

L, A7 04 FoLRER27 —VEUBOMITHIZ 7L F =

By RRETRREL L, K2 B~ oM AN I G X h
T2 RERHIFNIER -2 7 4 vIFO &L LR S A WAET
BERAIRE & X h, AFIpEES Enz6fleflcy z7a xR v
R OB (Day 1698 (A7 1 4 Foiov 2kl 7 — v
HBH%Day 1& L7z) KIREAZ LT F=viEOoR—27
AV HHDFHEIS0%LL EoEE (95%FHEXED) 1%
83.3% (43.6%, 97.0%) (full analysis setf#fir, Wilson® = =
THRICED FEXME) O MFHEG o6, BIfER X5
BliciEo b, ERIWER, WPREEE (33.3%), HPERSER
Pk (33.3%), ¥ 7-, infusion reactionl383.3% 123D b N7z
O HMEAE  EINERKRS IAHHER : mRSS (modified
Rodnan Total Skin Thickness Score) 1 X 3 J¥ &ML, o EREREE A3
2 (moderate) LA EDEHMEMLIERE (% VC 60% A X
129%DLco 40% kil D 53 7 VR RE b D FARE D 75\ FRE,
Wi ML % &0F 4 2 B, B2V —Y% o g himkEictt
SHEERAGINEZAET2EE, HELVLERSRAETEER
WAL AR, VY F o~ Z1EE375mg/m? (RFIRED) i3
77 eR (772 H) % LERMREc4bS E1r—n)
UL 2430 12 W RESE 1 ARAI 1[I BE375mg /m? % LERSRIRE <
4G (527 =) LAEZEER T 7 & R A
HEH2B g g2, K 754 7Y v G IEFR O HF
H, 10mg/HU EoROEIREE 270 4 FROHAIEEELE,

LEEE, JEER. O RURMIE o Tt 520 H (B : 0
~2687 H) @FHMED FEFMEH TH 5 K5 24K D

AR 77 & R
N—ZF4 v 14.4 £ 3.7 (28) 15.7 £ 5.5 (26)
524 8.3 £ 4.0 (27) 18.2 = 8.7 (22)
R=2F4 vh L% [-63 + 0.9 21+09
EXZ}

-8.4 [-11.0, -5.9]
<0.001

75 R oK
[95% S, pfiE
43%5

full analysis setfi#i, “Fifl = MR ZE (FIED, ~—2 74
v b OB LR BN RETIME £ R K g,
Biet, BeGHELRHORAER, ~—27 4 v{H, R
(GHELIN/ME) R OTE MR A (F/#) #HZERE L, B
R o L5 B 1 RS % ROE L 72 MMRM  (Mixed effect
Model for Repeated Measures : KIBHIE R AR T T LR

B)o 5 A EKHERII5 %

OFE17 — N DL FAEES 286 F, BIEFH 221611 5
n, TEAEIEMIZ EEER (39.3%), CRPLEF (10.7%), #F
HEREGEA (10.7%), HMEREEHEA (10.7%), 527 — oK
HlIE o et EG 2661+, EITEFIZ1460IciED b, Tk
BIEF 12 EWRSAZ (42.3%), H17 —1D 77w REETHE22 —
WACAF %G U 72 2 S EFHIERI2060 4, &IfER 12126017
»oHN, EREIVEAIZEWIESR (40.0%), %72, infusion
reaction (I 1FICFED L L7z @FEATE D = M KB L VR LE
WREE @EMERS THER : RO 7L F=yr viifEdh
o, FRM oo R07L F =Y e v 10mg/ H~ 02wk
R EERATE D SHPERRE K O ER KA E 0 BE R, TLE
= vm R TS oA 1A 1,000mg & 28 IR < 2l 2 5 L
F BRI R R i, KL R —Ha v br—rah
7HBET, ROVThrOFEMFLZT5EG QA3 Lo
PERE %o, 2o LEAMMUMNIC HAME L v, (b) AR
EORKRERD B, X2 fla Ah b iz BF OPDAI
(Pemphigus Disease Area Index) 2= 7%, 11.7 £ 7.7,

KL T3 7L K=V a viconTlid, AFo Rk 52
% YIRS BIE CBUE DR A 7 ¥ 2 — il W Wi
L, AFIBR16AZ O S cl0mg/HEZ BIEL 7= OFIED
FEFMIEE CH 5, AFIBHE24E I SRS R
AR AR L - el OB G (B [95% SHXM], %524
JERE X 0 BNCEERZ Ik L 7 B i3 sh LI b /) 1k
KAEIEE (2041) 75.0% [50.9%, 91.3%] (full analysis setfi#
7, Clopper-Pearsoni£ic & 0 (SHEXE %2 &), *4: 52 o®
flg s 7V F=vm v =10mg/H MK UERAKR DL IC X 2R
R T, KIEEIC X 27K (RS, KRR EokiEz i
25 0LT2) NIFH 2 AABE (LA L 725 e RIER O
FIBFIETT, KRARUEOb 02Kz 2D T3) 23
B7pVREE (PDAIR 2 7 23050) % 8RR L 728558, &y
HiE; 7L F=vYa v =10mg/H R RAKR O GEAFLIC X %
wEESHEME I, YL F=yuvailiETs il &
BENX T AT v A4 FAVHFS c LERMUNICERE T 23—t o
RED R DR LR GG OKEVEFMAEGI2061H, FifE
F1325.0%1C8 b, FELZEERIZBENE (5.0%), FE
(5.0%), Ky 7w 7Y VIGE (5.0%), iz (5.0%), ERARRE
BB, y-IA2INEFTVvRT7 =27 —FH (5.0%),
GEse 7Y v (5.0%), %7z, infusion reactioni®5.0%




KRB LNz OEBSERE IR (PEMPHIXGE) @7
L F=vy (EHPREE) 60~120mg/HXi31.0~1.5mg/kg/
HHYBEORORTu (4 VG x 8L 375, HERED L HEE
DEEWFERE T 2 MR L LT, BRORT a4 FHHTH2
<, (K84 337z —AEE7 2 F AT T2 ROHRE
B CRFIED & TARI7 7288+ 3a7 )Ll E7 =
Fov (ENAER) OfffEE] (172 /-1 EE7 25
ARE) &L 72 R IR Eh, <
AN BN BEDOPDAIZ 2 7 13, 24.36 + 16.67, X2 : Wil e
b ICTRIERAIAIRE XV 60mg L 1380mgD O 7L F =V v (EHN
K& HLBORORT oA FE2HEAL, B5FK240EE ©
W EHEI IR X e T 5 L RE T e, KB AR (1]
1,000mg) X it 77 &K & 25EMMEc2h%E (17 —1) L
24w BRI R c 2% s (227 —)  OFERhE O FEEHE
EHEHTH 2, AHIBIE52E F 0By ¢ 352 E R
P A R L R 0BG (R RLERE (I8
RENCD T GRERP I FE CICERE MO ERZ 72 S 72
Do T ERE Z RN LY b uiz)) 1F, ARFEIEE (6241)
403%, Ia7x/)—ABEE7 = FARE (636]) 9.5%, I
T2 ) =TT 2 FAREE DK [95%SHKR] 13
30.80% [14.70%, 45.15%], pfiEi®°<0.0001 (modified intent
to treatﬁﬁﬁXBo KA PDAIR I 705 RO TL K=V v (Bl
HIKF) Omg/H o316 ARILL Ak L 72354 Lk, O Bl
W (R27 ) —= v ZETTEMN/TEL ) S OB b
L7 AV 7 (F ZRKE) /LT A Y AL oK) % fE
L L 7zMantel-Haenszel#i7E, X0 : 45 2K HEMHI5%, T EEAR
(A7) —= v ZRTVELLN/IEL ) R OB, (k7 £
VA (hFERUGKE) /LT A Y 2SN o) e L
Mantel-Haenszeli i, X7 @ saf@zspiic CRE IS0 L 7= 1041
FERON L 2T REN @R EVEFHMEER 1355+, AHIHE
67HITIE, EIfEMIZ47.8% 138 bh, T 7aEIVEM X 98
(6.0%), L5GERES (4.5%), #97 (4.5%). F7z, infusion
reaction320.9% ICFE0 b7z @EEHREMR AR b 7 L
FHOEHKTY  ENERE L/ IHRE : §17 2 7R ) w4k
Btk GREICEER - 2 BE 2 At) ORI
BEMEARS F 7 LABEORFELNRIC, RO F=Ynm
VHFAT (M bicR2 ) —= v ZBRCIRA L TW 3RO X
Fo4 FRICHYT2RO7L F=ye v 26HL, #58H%
2 H1x AHIC10% T oRE L, f/h2mg/HE THkS % L 3%
E) T, AHILEES75mg/m? CKAIRD) XE7 o€ (F7%
REE) & DA c4m s U, 245 K& 048 I HEH G
& L CAAIEE1,000mg/body (ARHAIHE) Xk 77K (77
LR EE) k2B 2R G L7 “EER 7 7 & R R
Bt ey £ @FMEIRO LB Y

7218 5 D BHEETD pfE (log-rankif

R PEES iE)
AHIRE (1961) 100% NE p=0.0058
77w R EE (196) 163.2% 38.4 £ 19.6

full analysis setf#fT, NE (not estimable) : FHliASBE

BB RN CRARE, 77 2 FHE0NE) Jlicodd
(19, 19), 8&# (19, 19), 16 (19, 17), 24A (18, 17),
328 (18, 17), 40 (17, 15), 48# (16, 14), 56 (16,
13), 64 (16, 13), 72 (15, 9) ®ZRAVEFMfER]1961
o, BIER1289.5% 1CiZ0 b, FE2EIEA I EHEER

(26.3%), F7-, infusion reactioniZ36.8%ICEH LN O
[ B RS A IR D BT (A B B R A S o ] @E N —ARER AR
B : ABOIMLERZIANE A B RS AT o BB MERRE (BMi28 H T2 &
1a7x) —ABET 2 FARVPEIBRE S LVE VRIS,
BHLHA S > 2 0 2K ) v EBME2HM» b 2 78 ) L2
R OIS % BAERTIC R4 ) <, AFI1EE
375mg/m? % BABAT 14 AR % O TH ETIC G L 72 % c B2 Th
NI EHIERL7TH DG % 1E [95%EHEIX[H] (per protocol setfif
) 1%, BlE% O TTATIBYUIARBERE M SO0 IR R
#100% [80.5%, 100%], FAtia8ks B %

100% [80.5%, 100%], Fhi48iE#% D AE#100% [80.5%,
100%1, 7 : PLAFIBILBIE A O 15, HiiEEE R e R G
WCBE S 2 & F 2 o B ERRIEIR, BUEXIIRTE - mERZWT
R, ROBARIC X 2 Banffs) 42007 O ik BRI G ©
& TERD 1256 CHATBIUEBIEEE R OCHB E Lz @
L VEFHAEGI 2061+, BIFEFI1290.0%IC780 bz, E 7l
eI, FEEL (40.0%), ¥4 b A H a7 A0 RJKY

(25.0%), EREEARREMEBER L, EZ 7Y v MED

(85.0%), s v 7Y vGiEd (85.0%), HIMERIRD

(60.0%, 2,000/ u LA D [IMERIFEA15.0%), s a7y
VARL (55.0%), MFHEREA (40.0%, 1,000/ p LA D 4F
F Bk 25.0%), ¥ 7z, infusion reactioniZ65.0% T2 b
7o OE NGRS AR RER « PUARBTEHEE S0 Il & L
T, PUFF—HuRREME, FTHLATUAG Y © 4B AR B i o it
TEféE (BM14HAT2 S 327 = ) —AVEEE 7 = F AR VRIS
FEFRLEVFIRES, BHE28HRI2 SBMETHATE Cicx 2
v Y LROHE %G, MRS AEHERTIC AR 4R SEHE Al 5E
LL7) T, AHIEE375mg/m? A B AEAT14 H i K 01 H EfIc 2
M8 G, AEAHI N 375mg/m? % Bl 14 H afic 1 5 L
TR T O N IEEMRIE IHARER (246 %% OF
shik [95% SHEXRT] (full analysis setf#T) &, FMH24:HE %K
BB ERM190.89%%! [81.3%, 95.6%], BAHASHEL DT
PR BEEE o R 3 K281 806 X2 [59.7%, 94.8%], #%
A8 DB EFEFI1.7%X3 [73.0%, 99.0%], #ht48iHi%
DAERE100% [85.8%, 100%1, 1 : B oiftE S h a8
6 » H ks o B AEER% & L ICHATOM & LTBeta (38,
5) #FIEL, KIBBOBME2GEZK S OB AEF ORGE (24141
v, BN AR SN D 2051 % B < 224 CRERK)  CEERTAR & T
UHERE L 72 S 5016 o dfifili, 72 - Banff5 48201712 X Y M7
L7zo X1 BEO95 % SHEIX I FIRTH 574.9% % F Il % ik
MHE230.1%TH Y, FAICHEE I N-BEEROBETH 2
5%% NIl o7z, *2 : BRI O 20 % B v 72 22091 & WA
RE L, 5 EBMAEED 25 ZIEER & LT L 7
D& MFHIEGI24604, &IFERIX75.0% 1CRB® biz, £
BIERIZ, REEEG: (25.0%), TH (16.7%), N&EH:

(12.5%), #i (12.5%), FRERAREMER L, BBk
WA (16.7%), ¥4 b AH vy A ArZREGLE (125%), 4
FEREGEAD (8.3%), T 7z, infusion reaction!Z20.8% I3 &
NWie OEWNFFERRRITLE « P, OfhE, ikl R
T, /NEEREIC BT 200 F F—HukkEE, PTHLAVURG 8
AR L LZERRIGE T, I, OB, BB RO R
LB EEE N, AHI375mg/m>*, 500mg/[H % 1%, Wik
AF#1500mg/[H] & 150mg/[m17% % 2[H], S st & F L < i
5.9 3 BEEEE % Eil OB % Ehitie 37l A GED 11 &



AEESE T D 72 0 Z EHE L 72 o 72 151 2 BR < 761 (77.8%)
T, BH% D67 AR HUABERESOG % R0 e b 5 72,
ok, BRI O - DB EZ LML o o 2101 ClE, i
HLAGUADIE F 230 72, X KR 12375mg/m? D9
i, BIfERI266.7% C380 bz, EAREWERI, ¥4 F A4
v A NRIMGE (44.4%), HIMBRKEGRD (22.2%), REGEG
iE (22.2%) @ENEHFEEFZE : ABOMKEEAE AR
B 3301, BAERTIC375mg/m2, 500mg/[E¥, 300mg/
B 13100mg/ 1% %, 1B F 2045 @UERS O kB
SRR SOCEEFE ISR 1391 %, 1HER S O AEFRIZ82%, F
7=, EN O ABOIME R AN B & i/ B 3E 4l < ik, FEAERT
12375mg/m? % 1[8 X 12 100mg/m? X Z 2[l#% 5. U, BIZHiR (@
FM o hduf477.5H (&P : 283~617H)) <3 1F 2 HiikB
R SIS B R [ AR 2 NEN100%, X 1 KR
B13375mg/m? QR RVEFHMEEGIS7HIT, BIFEM151.4% 1
Roohi, EREWERIZ, CMVT? v F7 % 2 THHE
(29.7%), FEh (16.2%), MEELESE (16.2%), 12TH
(8.1%), &HBRE (EME, MR (8.1%), M/MKHY
(8.1%), WA NRIRESE (8.1%) OEAMTEERE %
RIS P F - —Hiis % 20 72 IR B3 4501 R OV RE
201 B\ T, BRERTICAFKI287 + 159mg (375mg/m%¥,
100mg/m2>:<, 50mg/m2>:<, 500mg/lE]>:<, SOOmg/[E]X) %
PIHIFISEE & PR LTS L 2 B ERGE 2 i @Y TR BEE R
G 13% TRD b, 1x A%, 3»H%, 12»HEOR
FEPUAB ARG S RIIRIE, 11%, 13%, 13%., BA450)
ICB T B 14ER, 34, SHEBOEEFED85%, 83%, 83%
T, 4ER, 3R, SEBRDOLEGFERN81%, 77%, 74%, /NE2
lcHEM, e IZRD b o7, K K RIX375mg/m?
DR AASHIIC BT, BAERTICI0f, iltkic24fic G EHR
IR, BiERTO E4REITEA X, infusion reactionT, AL D
FAEWERIE, A4 M AT e YA VRMGE, IREEEEEE, 34
b AT E Y AN REGE, HIMEREGRAD GFhasREeEA) . F
7=, infusion reactioniZI ABE D4.4% 1D bz @l
FEAHIRE O FTARBTHIAIE M RS O 6 @E PERREE AR R
@E R YT ARBE A 56 1< L CAHI 1 [EHE375mg/m?
Z1EIX32E 5% S IRE (R T 1A For 2R ICAH]
L, M AFIR S AR M ERAIREL L) %
Fhti L - IEE IR IEEER 2561) coFE [95%EFEIX
fil] (full analysis setf@hr) 1%, AFHESG1» HZoIE 27 v 7
F = VO HEFHNT76.0% [54.9%, 90.6%]. X : K51
ABomiE 7 L7 5 = Vs, B AR RS ERG R
DOIEZ VT F= vl (REME) UT & &ko2aE odle %
B @QREWFHEGI28FF, RIfEAIX57.1%ICED b
7o EREWERIE, DA PUR (25.0%), LAASEK
(10.7%) <o b, HRMEMERE X, MEKT (3.6%), M
M7 AARYRRT7 72— (3.6%), HIMEREGRD
(3.6%), FHEREGRY (3.6%), F 7=, infusion reactionid
32.1% B btz OENFHERKRIIE OFEMHE, %
T, Mifehl, WEREHE, /NSRRGSR I PUARBEE TR KOG & 2 W
INEEENRE LRI, FHEM, O, i
D BESHIAEGEE N, KAHI375mg/m>, 600mg/[1¥,
660mg/[A1% % 1[a], GuiehIFlSE & pERR G-I, Bitko6» A
FlIC B W, fikoziEl & ERRIT R OtE %258 72 BE 231
Bl (20%), Btk & BRKER OB % 320 70 b o 72 B3

23361 (60%), HEHAMICERIRAT R 0 UGE 2 720 7223, PiikBeE
HUEHT G DS FERE L 72 RE 10 (20%), X : ARG R I
375mg/m? @5+, EIVEFI1260.0%IC3 & s, EEIE
X, ¥4 P2 H ey 4 ARMGE (40.0%) (O P HFEER
% OIFBEIC 5T, BASHNIC ARI50mg/m2 4 &
323mg/m?® % 18] 13 132mg/m> % 2[1], /NG54 iz A<
50mg/m? X 12200mg/m?* % 1] I3 2[4 5 L R Af1] & /N R 2
Bl CHUARBERIE G O BGE % 2, A4S & /NRAf 8
e (A28 57,343H) 2@ o7, OBEICE T, KA3
i A#1372mg/m2% & 18], 368mg/m?¥ (1383mg/m?™ % 2[f]
#5 L, NEFNC375mg/m?* & 1A L, 461C5PE o fifk
BLEAUEM I O dER 80, AflcEE (HR121H2 5
4,599H), 3BIcAfE (WIR121HA 54,599H) %0 7=, i
Bl 50T, RALHIICAHIZ48mg/m? 2> &377mg/m?* % 1
[ 120, NRIEIZ375mg/m? X % a5 L, 75553 7 H B
WoUE %8l citd, 3plchE®E WM27TH251,727H), 4
oAt QR27H2 5 1,727H) %5897z, BBHEICE VT,
A IC AF150mg/m2 X 13200mg/ [ % 1[a#% 5 L, 1<
A% (WIR45H 251,284 H), 4flcErE HI1L114H 25
2,966H) %#» 7, X KM RIX375mg/m® ORI,
It D46.2%, LEEDT5.0%, MiBiED57.1%, WD
50.0% TF¥, infusion reaction, EYYE, ¥4 AT v T L
ARERGE, MUMREGEA, F e Yo e 8, B InEREGR
B, FHRERECORA, ik, AmS  [FEWERIE] @FHMT
pre-BAfifitl & BABAM AL o M 1A 1< HTE 3 5 CD20HT5 i< 2
McHEe 3% C &c, fiiREEREEEFER (CDC) kUt
MRTEE I R R 55 E ] (ADCC) ek b, Bififiaz
GE @K IEMMIIEEGEIEH (complement-dependent
cytotoxicity, CDC) : & MAKDOTFET, 2.2ug/mLOEET
SBAfifE (& F HRCD20[5 ML) D50% % 4k L 7243, HSB
A (e b dskCD20f M) 13-, CD209URE%H T
At U CHif R MG EFR 26 32 2 & 2.
b MAREET, Sl (CD34E M) oav=—JF
JRREICRS B L 7 o 72 @FUAMKAF MR A EVER IS 0
(antibody-dependent cell-mediated cytotoxicity, ADCC) : k&
P72 X —HMEEIET, 3.9ug/mLOEE CSBHIfED50%
IR L 7228, HSBMfR I iAMR-¢ 3, CD209UR % H 3 % e
W L CHURMREF A E e S S EH 2 B35 2 L 2 ff
# @in vitro CO209 R FF VRS &1FH : IDEC-2B8 (U > %
v 7 L [Al— o CD20HU RN (W HEE) 2 F3 5~
7 ZRICD20%E / 7 v —FAHiE) 1%, BIFoHICD20HUETH
52Blot + CD204RIC A3 2 f5 & 2 IRERTFIIcHEL, %
DICs o (50%FHERESE) fitiizB1, Leul6 (JTk k CD20¥ifA)
D1/2~1/3&, & FCD20HUFICH L Tl P B A e
R LTze ZOMOTURRFRVESEEL, AF (v v 2-v b F
A ZHGER) THHERF @invitroBY v SEREFRIGEESIEA ¢
b FRMEIMBY v sk v MEEPEEBY v < JEIIE & R8I
WAL, fhofEriMifae RKIGL R >72 @invivoBY v
NEREEMER = 7 4 PR 4E K 04 H RE H #e
T, KWK, B vosHidhoBY voBRIZEIICHH
Vo TY vosBRICIZZE(LEZRD ah o7z @ FEHEMEE O
RAEJSHE + A e b IEFEMBRO BV A & o8& RIGHE %
NIFER, RAIBSRISHE R R L=DIE, U v oSH, EEE KR

1)

I



MARE, ek, BEo A, TS oIEY oo R L XK
JGL 7o 72

(ER] VY *o~7 GERETFHIERX) iXe FBY v oo BkEKH
ICHETES 4 LHUECD20 (V) v EHE) IKffiadd5E/ 71
—FAYik T, CD20HTH o f8akEkhL (PIASHIE) 28~ 7 X
H3k, ZhDSboils CGEFEEEE) 2 blk (IgGle) @
<Y Z-t FFAFHRGFIRTHY, 1,328 T I Wnr bR
INTWwW3B, 5F8E144,510 Da (daltons)

(BE] HEEHFET (ABOMKEAHEE BB - FFiEHEIc s

VB PR BEEREAG G o I I 2T 2016452 29 H 20 510
i, CD20[G o1l Y v o A MH I 2w C20194:3 A 26 H 22
5104E, 2 MRIEIC D \WT20214E9H 27 H A & 104F, #ER
P D FH P RIS R O EEIR RSN 1< D\ T 20214512 H 24 H 20
H104E, HAHREIR A <2 I LEE FHEREHEZED)
DEFEFIHITOWT20224966H20H 20 5 104, EHiH,
i, OFSHHE, FiifhE, RERERE, /NEREREIC 351 2 BB E AR
MG IE (ARBEIGEE D 5 ABOME M AE & B - BF
R IC 3513 5 FUARBE SRR SO O I I3BR <) 12D T2023
FI2H22H2 5104, BB, N, OB, IS, R
T#, /NEFEHEIC 3513 5 HUAR B G D iG I D VT 2023
#£12H22H 7> 5 104E)

(RPRIEAN] ERL20F11H28BRER 11285645 Jefliskie
—IESWIF I S EEREEICOWT )Y * o~ 7BS A EE
100mg [KHK/, [FIBSHi#i#i500mg [KHK] CD20F54: 0B
MIfatEIE R 2 % v U v oSl O HR E T o CD20/5 1 o B
HREYE Y v o BEMR B 2 5 A 13, SEHRIENREE o T
TifIc, CD20R5M: % R L 72 o F2hi4E A Hic 2w CEEk
ER-Rer

TR30E6H14BRER061456515 (HHSESHA23HRER
08238835/ iC & Y UER)  FfliHE—HUIEIc k> HEEHE

IZoWwT U FH v EEHE100mg K FI500mg  @FRFRE
A EoBdk 7 AFloBEicswT, [AKflokEi, B
RIS ICRIE T & 2 BRI IC B W T, TR OB
BRI T e R - BRERE RO B0 b & T, ARHF oM
DY) L BT X N BREFIDOAITITI 2 k] LINTVBED
T, HHICYZ->TRERT L 4 RFRGOHEIGE D
TG ARMERS O ZWT X, HERESINIC 00 e iRBR & FF D ERfIC X b
1528 @OBEMBEFER LTk  CD20/E 0 BiffuiEIE
R F Y VoE, CD20/G5ME O8N ) v v F IR & O S
HIIREE T o CD20R5M: o BMifat: U v < #hat e B Ic v 5 85
&, RIS O R EMIC, CD20/E 2 iR L - Bk
DEMEAHICOWTEHIMT 22 L, kb, YHRELZEML
FHOREREADZTRT 228, 2701, KFloYEIES
K7z oTit, HYEMEAHZETT 22 QFREHA %
[MAMREMR AR b 7 4EE (FMREHRL2E&ED) OF
FETHT CHW 2 5AF, BRI R ICBhE T 2 EREICE Y
T, [MEHRTRR R~ F T LEE REREHEZET) O
BECMHERAT 2 L] RO THANL, L7 2 T7H ) vAGUHER
HoEFEET L] LInNTwBoT, ITITHRY Vv
AFURRHEC, EAREHMA R R + 7 LBEEOTEELW A {Th
NS icoiaiE54ysc
SHTELI1B26BREFKL11265525 KD —HkiE i
S HEEIEICOWT Y Y F < 7BSATHHTE1I00mg [7 7
4 ¥ —] KOFRBSHR#EES00mg [7 7 4 #—] CD20BMD
BfutEIE+ < % v ) v SR OEIIHLIREE T o CD20B3 M o
BAfifE: ) v <BEIEME R BT O B 58T, SRR O
I, CD20MGM:% R L -MEDEMEEH Hicow T
s, ik, YUSMELZEML ZHOAEMEAH%ZRE
WFace, 7L, AFOPEEEGICY - 5T, HFEM
FEAH%ZEHT &



