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1. BIEA
KOBWER S8 bbb ZEWNHDDT, BEE 51TV, &
TR S NG E IS 2 Ik 5 % WY MEER{TH 2 k.
1.1 EXERIEA
11.1.1 Infusion reaction (4 £ A<HH)
RHFN OFe G- NI H G- BIE 245 B LLI2 % < & 5 it A infusion
reaction (GEIK @ Z&#, e, L, TG, KIE. T, B,

WL RBUE. MAETEES) A BGBEOMI%ICHE SN TEY

NS ORI, EEBEM A~ PEEET, BISAF ORI A SRS
HoHbNTWb, T, 7TFH714 5% —, fililEE, LEESZED
EEZEEH (R, MR, REERIME, RO SO, fili%k
(HEVERI 28, 7V VF—MMiEEL &) HEEMRE L,
Jili v . AR A R LA SR LSS, O R
TavrE)NHLEbNDLI ENH D, Pl A Y I UH], RGN
Fl. BIEEEAVE CHIFEORNHRG 7o 72 BEICIBWTH, B
# 7Zrinfusion reaction?SFH L 72 L OGN D B, BHDRO S
WA, IS AR L, Y 0l (BE R A, FEA
LETIRERR. BB E ARV E CH), B A, Plexy 3 v
HIOPLG5) 2479 & & b1, JERANET 2 F CHREOREL T
FICBETLHZ L, [1.2, 7.1, 7.2, 7.8, 8.1, 9.1.2 Z/&]
11.1.2 EERRIRERR CHEA)
BEPRO LN, HEICHEG 2Rk L, #Y) 2 uE (A
AR, BRI ME GRS OG- BT 2479 L L b2, JE
K MET 2 F CHREORELA T35 T 522 L, [1.3, 8.2
Z ]
MAIBEFRITAINZOBEEMHLICK ZBRIERX. FADER
(BHPEEASHH)
BIUFF 97 A )V A DTG HEALIS & 2 BISGERT 2 AT BT Je o B 2 &
ERAEDRHLLNDEZENHD ., REICE S ERPERE S
TWh, BEIBOLNILGEICIE, EHIHY 1V AF Z#%S
TAHLGEMYRERIT) Z L, [1.4. 8.3, 9.1.3 ]
*11.1.4 FHHEREREE. &8 HEAH)
AST 15-(8.6%). ALT 5-(8.8%). Al-P15H-(3.6%). #&L )L
Y » 15 (3.4%) T O R RE AT S H & 08 5 FFRRRE RS 0 B A
HObLNLIEDNDH D, (8.4 ]
11.1.5 FEEREBEEIR HEAH)
FZ )i AR S 15 7 (Stevens—JohnsondiE e ) . Ho gt 3% Bz B0 il i
Jit (Toxic Epidermal Necrolysis : TEN). KAGBERER, ZEER
FEIE 5. ANKIETER N S5 H3H 6 b, JETICE - 72 B2 &
nTwb, [1.5 2]
*11.1.6 MmEkED
DUMERIA CHEEAN) . BRI (41.1%) « T ki A (39.2%)
ISR BRE CBEEANHA) /MR A (12.2%) A3dp B bt s Z &8
0. EERMERED DS SN TV D FPEREAIZO W T,
ARE) D FAAL G2 5 AR L FE L CHIT 5 Blhss S hvcw
%o [8.5. 9.1.5 %]
*11.1.7 BEE (43.0%)
MG, B, & AWIEY A VAL X B B 2 & geiE (BIE ., il %
H)WBHHOND T LB DD T, REIOEFME K OEFRET
BITEEOREL TR T8, [8.6, 9.1.4 ZH]
11.1.8 ETMEZEMEAEMAE (PML) GHEAH)
AFN O G R ORI T R LB OREE T 2Bl
TRk E L REAIRE R ROEUREIR R, DURCRRE) . 5 Rh R S
DFERD D S b N 7-3E 1T, MR X 2 W55 07 [ O B
Frafr) bbb, #Gadb L, EOAMERITH Z &,

[}
48 2

v
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11.1.9 PR CEEAH)

*11.1.10 DEE(10.1%)
LEMED D IS GEEDO AR, FldE
W5, [9.1.1 ]

1111 BEEEEAH)
miEz L7F = 157(0.8%). BUNLH-(2.3%) H DR EEHH
LbNbLIENHY., ENMrLELTLIEEE REIN TV,
JREA, MiE 27 L7 F = Y RBUND EADFRD /86138
LAk L, BYUBLEYIT) S L,

11.1.12 JEEEZEFL - FAZE HEAH)
BEPBROSENHA T, BEHICXH, CTHAES =2 £ L CHin
AL, L - MO MmEZER L., @Y 2 0EYIT) 2 L,
(8.7 ZIH]

#11.1.13 METRE(6.1%)

—IEEO ML TENFERT S LB 5. [10.2 ]

11.1.14 BIEME% O B REEIRER S OB ER GHEARH)
T R A R IR OISR TR, REEIR. R
B, BTSSR ObNDLI EDD L, Fio. KR OBEKT
%67 HE ToOMIZ, £, HESoRMERE, KERE, Fin
TR S O R E 2R ST b,

1.2 ZOMBOEIER

DRy ST

5% 5% A HHEAH
*| I 2 K] I B € (26 . 4% ) |- W B L i
545(16.6%)  EIHE|ME, S
R BEA B (12.4%)
%
*| TG ER % ME E5(12.6%) By 1% . % 9
HR. AL Ty AR, K
LicREsAAI
*| THALEF L - MEH (16.4%) | N B2 5, fE
fEFE. INgE. ERkF. LAV E
AR, I
*| B BUE FE#L(31.7%) BB . 3R | ISR
9 FE(14.5%) %L WA
5892 (14.0%) « R 2=
HEIE(13.6%) RRERH 3
13TH
*| A LIREE IR (26.6%) ORI N
PRI (16.4%) | hn. )
LR (15.7%) |
Ui (14.3%)
2. P
FEAAhRE R BEKE. L
O, Eat.
AWRAE
F| ML - e | £ 10 (18.4%) IFERERYE 2 T4 T VTR
B [FDP. D
F A < — T80,
I/
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L7F=
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) BRI OSEEE, BHMUIEIER O % 20 2SI 5 BN IRIR
5 TARBUBR, 18050 >/ SUPRFTII (2 o0k 9 % I IR R 58 T AH BUER
G TEO BRI S 5 VI A T 0 A FRGEE R 7 0 — CHEERE
VRS B EINERIR S AR SUSR . BRI X 7 v A NRBUEA 7
0 — CIEGER 9 2 [EI R S8 TIARRRSR, 4z B ESR B E |2k
% [EIARRIR 5 TAHEUR, G O s B U RIEIE I O SR RIEIE
V209 B I ERIR 58 T RAER . A2 2 <7 b J ABEED
FBIEETRI 05 2 EIAERR S5 I/ A RER, ABOIMIBHELAS 8 A5
FEREVZ S § B — Ml R BUSR . EFRE MBI O UK B TR A SUS )
TN 2 EINERR 55 TR RUER . B RS AR OB AR B S TR AE SIS
DB B EINERIR S MAHRER 2 L1255 L 72,

14. BAEDEE

14.1 EZFARZFDIEE

1411 5 VS0 BIERTH D202, DT B OBk T-H3 4
ENBETEND LD, L) RHNOIMIIEEE T 20,
B, INDHNOIME EOREEZRDIGAIIIMERH L 2 w2 &,

14.1.2 FWRiE & L CAERANER IE5% 7 B o M5 DAk i
LawnwZ &,

14.1.3 PP BRET 2 BENDDH DO T, FGHE R ORI
DL BRBLUVIREI 2N A VW2 &y

1414 FHRZEOWIIERLHPIHET 2 2 &o 72, MR,

MBHEROBENNHALDOTHAL LN &,
14.2 EFIHSEOEE
fBF & DRFIF LN &

15. ZDMODEE

15.1 ERRR(EAICE D <15k
(hEEL@)

#15.1.1 REIHHG SN BETIEL MIFATPEEZELLZ L
DY, INLOBEFEICHEG EINEEE, TUIVF—, @K
NN HBEND D Do
FERABR CORFNIR % & MLF 2 7 PR B HIEIZ DT O
LB THo7,

(1) CD20RMEDBHREEMEIER T ¥ U L NEBREICH T 5 HKE
FEI P ER PR 5 T AHRUER K OVE8 THAHRUER (2 35\ CllE S 72 140610
KENZRT 5 e MILF 2 T PrRIABlc sl S 47,

(2) CD20RRIEMBMRIMEIER S ¥ 1) L INBBREICH T B HHE (5E)
A ERR SR 2 B\ CHlllE S 7235660, ARAFNIRT % & ML
A FHAREABN IR SN2 BHEAT— ).

(3) CD20RZMEDIBMEY >/ A MREE & T 5 RHE
EINERIRE TAHRER IC BTl S 7276 RFNCHT 5+
P 2 ZHURIIME SN h o 729,

(4) #AMOR 7 O-UERBEBEEICS T IRE
PR R SR 12 B W Tl E S 726060, ARFNCH$ 5 & MHTF
A ZPARIZ LB R & 7210

(5) &HMBEEREICH T DRE
FEI PR SR 12 B\ Tl E S 724860, AFNCH§ 5 & MHTF
A FHARIEZIBN IR S 7212,

(6) HAMDBEURBERVEERRBERS IS 3RIE
PR R SR 12 5\ Tl S 722080, ARFNSH$ 5 & MHTF
A FHARIESBN IR S 7219,

(7) BHREERIANYT bT LBEEERHEICH T DHME
FEI PR SR 12 B Tl S 721960, AR 5 & MHTF
A FHARE BN S 7z,

(8) ABOMAZAE N EEBRIEEEICH T DKIE
PR R SR 12 B W Tl S 722080, ARFNCH$ 5 & MHTF
A FPURIEHI S Nk Ao 729,

(9) BRAEERE I T 3 MABERIERRICOMENIC & 1 5 Ki&
EIEEREER IC B W CRlE S 722400, RANZx 35 MLF
AT PURIEH S Nk Ao 7219,

(M S /AR R 14 SR BER)

15.1.2 MM BT, MM SN L . AR ZEARE SRR & 7z
EDOMENH H, [8.9 ]
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16. EYENRE

16.1 MR

(BRRMEIER Y % > 1) 2 /NEE)

16.1.1 EPOCD20M OB EIEAR ¥ F > ) »/SEERE I, AH]375mg/m?
% Y1438 X138 # 5. CHOPL Y A ¥ (¥ 7 uk A7 7 3 FAHMY. F¥
VYNVEY VIR, €2 ) AF VIRBIER T L F=va v) L oI
X 2 EERRE AR ARFN R, ROV E R AL OS2 1 7V DL
129055 425 % Fofti L 72 EE O FEWERE /ST 2 — 5 —IEDTFO L B THo
f:l&)o

#16-1
Beat Cmax T2 PR AUC
(mg/m?) (ug/mL) (hrs) 5[ (hrs) | (ug - hr/mL)
375 194.3 387.8 517 118237
X 431 +58.3 +188.7 +248 +53412
Mean * SD (n=8)
#16-2
B Cmax Ti2 eskoat AUC
(mg/m?) (ug/mL) (hrs) 5 (hrs) (ug - hr/mL)
375 445.2 393.6 568 502147
X 8k +103.0 +185.2 + 267 +174273
Mean +SD (n=15)
#16-3
fias RS Cmax Tz P AUC
(mg/m2) (ug/mL) (hrs) 5 (hrs) | (ug - hr/mL)
375 367.0 344 496 3370000
x 200 +78.9 + 349 +504 +714000
Mean +SD (n=12)
7164
e n s Cmax Tz P AUC
(mg/m?) (ug/mL) (hrs) 5 (hrs) | (ug - hr/mL)
375 294.0 270 389 548000
X 6[H] +41.4 +46.1 +66.6 +93900
375 329.0 282 407 753000
x 8[A] +46.4 +64.1 +92.5 +119000
Mean +SD (61l : n=13. 8d] : n=8)
(ug/mL)

600

Pt + R R

0 50 100 150 (day)
B
[¥16-1  E18IAl S AZ G-k D it it (n=15)

(ug/mL)
450

400 | - Tl + PR 2
350 1
300
# 250
) 200 +
3 150 &

100 |

50

0 10 20 30 40 (month)

B
M16-2 CHOPL ¥ x ¥ fif Ml iAo i i (n=12)



(pg/mL)

400 — AL
-=8Y AL
TIELRERE
300 !
o i
b \
B 200 Py
& P
100 i
0% - . . . .
84 112 140 168 196 (day)
B
[416-3 524 A 7 W PEIZ 9045 e 5 & 2 L 72CHOP L 2 A B Fl  fi#

SO MG IR (694 7 )V 1 n=13, 8% 1 7 )L : n=8)
L DPAL =Tk
16.1.2 EINOERABICIB VT, RIGFDOCD20M O 1) > 7 S s R
FHIZLFCLIY AV (TINETTE L) VEZ ATV, 70K A7 7 3 Rk
W) EOPERICE YL BI1Y A 7V TIEARFZ75mg/m2, 2% A 7 VPRI
ARHI500mg/m2% . 28HIEIZ64 1 7 VAEG L 72O BYBIRE /S5 X — & —
LT EB) THo7219,

#16-5
e Cmax T2 FruE AUC
e (ug/mL) (hrs) 5 (hrs) (ug - hr/mL)
375mg/m? x 1A 351 242 349 804000
500mg/m? X 5[] +36.3 +237 +342 + 155000
Mean = SD (n=5)
(ug/mL)
400
350 Tl + i
300
@ 250
H 200
-
& 150
100
0

0 28 56 84 112 140 168 196
BEfE
[X16-4 FCL ¥ A ¥ & BERPEG- W i H i (n=5)

AN 3 70— BEEER)

16.1.3 ENOERRRENIZ BT, 18RI CIFREM A 7 0 — BIEER % 5E
L 723 L Lo #RETED 4 7 0 — CHEMER R H 5 Wik AT 04 MK
HEVEZ R THE) O BEI, AKI375mg/m2 (A F500me/ [0]) % 138 i 1 b
TANER G L 72 OB FE/ ST A — 5 —ZUTOE B ) Tho 720,

224 252 280 308(day)

#16-6
I Cmax Ti2 SEITEE AUC
Eiacn s .
(ug/mL) (hrs) iR (hrs) (ug - hr/mL)
2
égiﬁ%% 421 234 337 366000
s +84.7 +86.7 +125 +110000
X 438
Mean =SD (n=22)
(ug/mL)
600
Pl £ B
500
1 400
::: 300
:4 200
100
. . .
0 50 100 150 (day)
RS
[X16-5 1410 SAEHE G- Ko M i EE (n=23)

*16.1.4 EN ORI BT 18RRI TRZEENE S 7 1 — VREFRE 2 F8IE
L 78RO A 7 0 — BREGRE (A 7 0 4 FIBUME 2R 33546) o8& IS, K

(7

#1375mg/m?2 (i K i500mg/[81) % 13 [ [ b T4ml$% 5 L 72 B O 3 dh g/ <
FTA=F—1ZUTOLEBY THo7:20,

#16-7
e Cmax Ti2 PR AUC
e (ug/mL) (hrs) W (hrs) | (ug - hr/mL)
2
<?;Z)22g//> 300 78.8 114 171000
s +58.3 +58.5 +84.3 +85100
X 48
Mean =SD (n=6)
(ug/mL)
400
350
300 ¥ EEIRERE
oy 250
&
th 200
b
E 150
100
50
0 - =
1 29 57 85 113 141 169 (day)
L
[X16-6 B[40 R AEHE 5K o i i g (n=6)
(& B MR E)

16.1.5 EAO 4 GVERMRFER SIS, AAI375mg/m2% M1 S L 203
BRSNS A — 5 — LT 0L B) Thoro2),

716-8
e Cmax T2 P AUC
(mg/m?2) (ug/mL) (hrs) D [E R (hrs) (ug - hr/mL)
375 485 515 789 338000
X 48 +268 +140 +284 +117000
##1)n=26 Mean = SD (n=28)
(ng/mL)
700
600 EHE +ZERE
500 |-
% 200 |
£
é 300 | \\
200 \ \
100 | B
0 . . . \I\.I———I\H ,
0 20 40 60 80 100 120 140 160 180 (day)
5]
[X16-7 E11E4[8] AT 5K D i H i EE (n=28)

(EHAEDBEMRBRERVEFERRER

16.1.6 ENOEKREERIZ BT, BB S FH TR R U EIRFTIEE O
BFI, AHIT,000me/body % 238 [ i C2lml#% 5- L 7z R D S B E ¥ 7
A= —ZUTOLBE) ThHho7B,

#16-9
P Cmax T2 I AUC
e (ug/mL) (hrs) #2) [EE R (hrs) (ug - hr/mL)
1,000mg/body 433 535 566 283000
x 2[A] +79.5 +255 +310 +90200
##2)n=11 Mean =SD (n=19)

(w4 g/nL)

600

500 | FIELFERE

400
Jing
&
® 300
= 200

100

0 ;
0 50 100 150 (day)
Bfe

[X16-8 235 ] I FE2nl S A5 - o ML vk 2 (n=19)



(BBAEIC & 2 RRE AR RIS D HNE])

16.1.7 EINOABOIMLEAIANE & B RALEH 12, AHI375me/m2 % FAifl 014
HET R OTH AT 3G L 72O SEWERE /ST 2 — & —IZLLT O & BY) T - 7220,
#16-10
s Cmax Tiz SR AUC
(mg/mz) (ug/mL) (hrs) [ (hrs) (pug - hr/mL)
375 192.0 172 248 178000
X 2[A] +49.6 +112 +161 + 38500
Mean = SD (n=15)
(ug/mL)
300
I R
220 F
h
b
% 400
0
-30 0 30 60 90 120 150  (day)
[E15]
[216-9 AT 14 Hai KL O L H B35 L 72556 O i i (n=16)

16.1.8 EINORRRHERZ BT, DSAF I - STHLAPURR B RALE S 123
AR BRI AG SUE O I & L CAHI375mg/m? & B AAlT o 14 H i 1% O°1 H Hif
V2[5 L 72 TRg e UNARH375me/m2 & R Rl D 14 H AT 12 1 EH G- L 72 R0 3
WHRE/ST A =5 —IZLUTDEBY) Tho72D),

#16-11
b Cmax T2 P AUC
(mg/m?) (ug/mL) (hrs) F5 [ (hrs) (ug - hr/mL)
375 289.0 79.5 115 179000
X 2[A] +54.7 +42 913 +6] .83 + 32500
375 251.0 94.3 136 62500
x 1[a] +54.8 +27.4 +39.3 +12500
##:3)n=12 Mean +SD (2] : n=14, 1[a] : n=6)
Lregiml)
400 e rm
EHE HIZERE
304 T
L
A 1
2004 T
P
E
100
e T T T T T T T
-4 0 16 24 32 40 45 56 (Week)
B
[X16-10  FAiAkT 14 H§i K O] H A2 P55 L 72856 O il i (n=14)
Leegiml)
3004
EME TIEERE
m 2004 T
by
+
i
E 1004
0= T T T T T T T
-4 0 g 16 24 32 40 43 56 (Week]
B
[X16-11 FAAlT 14 HFNCH 5 L 7234 O ik EE (n=9)

16.3 2

(BIBEIEIER & F > 1) 2 EE)

16.3.1 EEADBT
AL DO CD20F EDOBMUNEMEIE R ¥ & > ) Y8R 12, AHI100, 250,
500mg/m2E % BEIA] el e 208 FCMEBR MR 2 R L . A &AL
72 BE S5 K % 2 U C AR A £ ’iﬁ“é FEeHEM L7z Zo/E,
JEHFHEAN DFEATIZPRIL L 72761 6B RO . fi e L 72%161330~100% T

(8

Holze B, M OBD THEA 5 72160 (T

PR N DORAT % B L dp o 7220 GHEA T — %) o

1H4) G

7. BRERRGHR
171 BHMEROLLEICET 2R
(BiBBRIEIFER T % 1) /S EE)

17.1.1 BFIE

B 1E375mg/m2CTdHh 5 o

(1) ERERFRE I 1575 (IDEC-C2B8-2:5%)
(REME A RMEIER VR ) VoSJE, ~ v NIVHIRY) v SEELC, AHIL

Il 5:375mg/m? % 1 ] B T4 5 L 7= FiR

P TOEBY) Thorob 5,

:21.2hrs) |

ZOoWVTIE, i

&5 TARRRBR D B A IE I UM 4

#17-1
e WS | sEhr | EBo EZES PFSHJLfi
SER | BEfR | EEAR | 95% S HEIX I 95%15 #AIX ]

R S 61 14 23 61% 245H

ARt v oSk (47%- 73%) (189H . 337H)
~ ¥ MV 13 0 6 46% 111H
DIVPAY (19%. 75%) (50H . 146H)
protocol compatiblef##fr FahE L R
PFS(progression—free survival : I 5 A4 77 4[]

G VERHEBI0BI . BIVERIZ97.8%IZFED H AL, T REIEH L. 52
(66.7%) . MEF(37.8%). IME LH (28.9%). %9 # (27.8%) . #Ik
(25.6%) . HEI (23.3%) . %65 (21.1%) . (3T Y (17.8%) T, MLl E 13 LL
TOLHE) THo729,
#17-2 EMiEE
HIEF 5 B ARME (/L) |[fBEAE E o | mI1E F coiii
8 BHE i (FEPH) | Pl (FERR) rh Al (iR
55.6% 2,510 12.5H 13H
HImEkL | 2,000/ 4L - - N
£ilh © 15.6%) (900~3,900) | (1~266H) (3~125H)
55.6%
. 1,370 29.5H 14H
sk | (1,000/ L - - -
Rl 1 20.0%) (250~1,980) | (1~266H) (3~154H)
15.6%
" 6.7575 2H 5.5H
NGNS (5J3/ulL o N N
Filh - 3.3%) (27~9.95) | (0~201H) (2~42H)
a 4 1)
’\"E 7oy 20.0% 99511 20H 7H
P2 (9.0~10.9) (1~178H) (2~63H)
HEDIANEZOE VD ToHA I (g/dL) n=90
F 700 BFIDFH G SNTIEBIOERE R O ZEHEILTO EBY) TH o725 0,
#17-3
WK | se4r | # e PFSH J-fif
AEBI | AR | SR | 95%(5 HEIX 95%15 FE X [H]
o 38% 152H
F& 55 #2)
FHEERIE B0 5 1 (4o, 68%) | (124, 2300)

T G-HAT b N 721661 THEBL L 72 £ 2 8IEH
I -5 (37.5%)
Tdh o 7zo L7 BARMRAME 13 E MmERRA (68.8%.
)+ BF kA (68.8%.

(43.8%)

kg 46.3%
H o725,

3695 (25.

TR - R ra iR L L
TR R L A IR 2 % v ) VoS, < v MVHIY oS

0%)

(2) EMERAREE I 1E5 58 IDEC-C2B8-3:ER)

e SRR R DX ) v oRE B SRR 375me/m2 & 1

1E. FE24(50.0%) -
IE(12.5%) |
2,000/ u LA @ i
1,000/ u LA O#F i BRI A6 . 3%) T

Z )
AR (12.5%)

lilGliEke

B L 7 BiR 45 THIBBRO AP R BT 0 & B ) Th o 725,
#17-4
i EiE e | | B PRSI
P e | o | | OB%MEEIKM | 959X
o EEEEY v 37% 54H
e 57 7 14
7 SJEE) (24%. 51%) (35H, 111H)

protocol compatibleff#Ai
#3)~ ¥ MUY >SS A .

LA VERHIAEFI6 7 |

(61.2%)

I (16.4%)

ThHo7,

EIE(29.9%)
FEI (14.9%) «

EIVERI388. 1% 2780 b, T4 EIERIE
PERIE(20.9%)
Z 9% (13.4%) T MR E

13TH (23.9%) .

B Ry TE iR L L

. BB
BEIH (17.9%)
IPToLsh



FI17-5 L iMikkEE F17-6  {GBRTEEATE E I X 2PFS(20094E114H T =4 71 v b4 7)

B 4 B FHE TOHIM [175 F TR MEFRRR R GBI
SR v A (HEEH) Fh At () (n=505) (n=513)
37.3% 50 6H heE NE NE
i ER A (2,000/ uL (2~1480) (1~778) (95% IS HEIX 1) (NE. NE) (34.5% H. NE)
Al 0 7.5%) N — Kb 0.50
P ( 32.8% 98 5H (95%15?5!21%‘1) (0.39. 0.64)
BRI 1,000/ uL pfi
K5 1 16.4%) (2~148H) (1~35H) (log-rank#7e) p=0.0001

A ) 33H 7H intent to treatff#r

IR 3.0% (31~35H) (7~7H) NE (not estimable : ZFfifiAfE)

n=67 10
¥ 72, BRI GEIERB) 260 1B CHS R & Bz, 20260 0s
PFSIE. 68H & U109H Td - 729,
TG DTN 22300 CHBL LRI IS, Z8300), PEEURLE). BEARLH o8
EIELB. SRIBICTH 5720 [ Mﬁﬁﬂ?‘t?liﬁﬂuiﬁﬁ (210, 2,000/ uL - 07
Fiili O FMERIEA261) o S rp BRI (2610, 1,000/ 1 LA 0 1 FhEk A 261) 0.6
’C‘\%/)t’@o = 05 :yu/_/

17.1.2 {OMBMESH & OHAIC & 2 EREARE - #HEEE &

(1) EIP9BEFRSS I 155 (IDEC-C2BB-6RER) goe
ESG &F@ﬁEEFYJiZJH’ﬂEJFT Jx Ly SEEEZ. R-CHOPL ¥ X >~ 03
KAl o7 Bk 7 7 3 KRR, K% 00 S i, oo ) AT 02f T e
YRREHER O T L R =0 Y OB I & b EREH AR SRR o i
72 BE S AHI MRS (375mg/m?2 % 8B R FE TR K 12[#% 5) % %0 L 72
ST G A SRR B4 S M 726260 Ty - 729, [7.5, 7.7 B v,
%ﬁi‘g%]\{g(jﬁ—fﬁ\( J’EJ—@ ﬁ%;}:ﬁ—ﬁ%%. j’obfé%xﬂj B34 (95%1[3;15*["[“1) ;i 0 91 182 273 364 455 546 Gg;y 728 819 910 1001 1092 1183 1274
95.2%(86.5% 99.0%) Td > 720 ARREREERH D5 OPFSIZOWT, &ff Atrisk #

Wt REFNIC BT 2 44EPFSE (95%EHEX 1) 1269.8% (55.9%. 80.0%) T RTEEIEAY 513 498 469 446 411 371 289 261 195 125 82 41 15 7 0
B9, MEERRAR 505 490 472 460 443 412 336 312 230 164 103 58 18 0 O
R-CHOPL ¥/ £ 12 & % S A% S ERIAE FIG260T . IEA 14 HM17-1 PFSOKaplan-Meier i#i (20091 H14H 7= 5 71 v 4 7)
98.4% |28 &, T EIEF (& S EE 245 o KL AE (48.4%) . HEG R-CHOPL ¥ X >, R-CVPL ¥ X ¥ LIIR-FCML ¥ A ¥ |2 X % T ffi A
(46.8%) . BRI (43.5%) « FBKHGR (40.3%) « TIN42(37.1%) . MR RO EFFME S, 1936112 BV T EEZFIER L. R-CHOPL ¥ £
(35.5%)  FE#4(32.3%) EIENHEEAIE (27.4%) . W& (25.8%) TdH - 720 > (88148)) T16.7%. R-CVPL < X > (268f]) T14.9%, R-FCML ¥ * > (44
T ERRARA R L, FmERERA (100%. 2,000/ w LA 0 FIfLER KA B1) T29.5% 278 AL, FAIFEEMEAT P ERIAE (2.1%) . S8 BUE
82.3%) \ IFPERERA (95.2%. 1,000/ 1 LA OIFhERA90.3%) TdH - 726 (1.2%) Fige(1.2%) 3£#(0.9%) . IFrhERi%AME (0.8%)  HEAIZHED K
MEFRRREE DY E ;M S N 7258FI M, RIVERTIX86.2%1278 S, ERFAIEH X, I (0.69%) K OMEFRE (0.6%) Td - 7227,

S IFTE 455 D JEHE (69.0%) T o 720 LR ERMRA MRS X, FnEksd MEFHREERE O 2 S VEFHTEFIS0LBI B VT, EEZBEIEM. Grade 3P ED
(63.8%. 2,000/ u LA O HMLERIKAS . 2%) 1T P ERIEA (58.6%. 1,000/ BIER I ARH & O FERFRDT %T % 72 \Grade 2V EOEGSEDO VTR
u LA OUF P ERIE AT . 2%) Tdy o 725, 20529, 3%IZFRO H AL, FITREL 4 (5.2%) « IFHERIEAE (3.4%) . 1A

(2) EINERFRSS 185458 IDEC-C2B8-L7&ER) G (3.4%) « Bl SNESE(2.2%) « HIMERFAE (1.6%) . EREAIL A

KGFEOIAR D X ) oNEEE (AR v /8EXUI 0 F AMERMFAB (1.4%) . FREsEGe (1.4%) . 84 (1.2%) B 0% (1.2%) Td > 7227,

M) > /5HE) 12, R-CHOPL ¥ X ¥ (K#F, 7 akA7 7 I AR, F (4) 7BHVERFREE M 4H5ER (EORTC209815t5%)

FONEY UEEE, V) AF UMEER ST L F=va v o) I 5L i%ﬁm oA REIERT X ) voSEREIC. CHOPL Y 2 ¥ (V7

X B ERRE AR A M L 7o 1A 2 OVIEERH OB PRI % 4mg/mL & ORA77 3 N, FEVLEY VERRE. ¥ 2) AF Uil RO

L’C&’—?—L Grade 3VL_F®infusion reaction (NCI-CTCAEIZ & %) Jz OVEIR T RV v (EINREKR) OB H) LIZR-CHOPL ¥ X |2 X 5 %5 Ak
ZHHE 2 LR (Grade 334D EIME. OAFAEZE, 2L EYIRE 55 L FEERL 7o ST REMIZA656ITH > 722, [7.5, 7.7 BH]

i L$I$4\?§Hﬁ FONYHAGHZ L — FIUE) 25380 5hd, oy 231BIZCHOP L ¥ 4 >, 234BIICR-CHOP L ¥ A U 2 FEM & . Bl A g%

B ORI Y > /3B EATS, 000/ u L& 2 22 W&, 8239 4 7 VRIS FERTIHEOZRIE, ZNZENT4.0%(95%EHIXI67.9%. 79.6%) .

RHI375mg/m2% 4 & L C250mLI T3 (A HUREE X1 ~4mg/mL) L T90 87.2% (95% 15 HEIX #182.2%. 91.2%) TdH > 7zo R-CHOPL ¥ X » TZERH

/\Hfh%utto B, KA GHHZ, R-CHOPL ¥ X Y ZEEN L EIT R WHEIZE Do 72 (p=0.0003. 7 A ZIFh5E) D),

BARVE CHIOFI G- 21T o 7o EEFHMIEE Td 2 5529 1 7 WVITKH = R-CHOP L ¥ X ¥ |2 & 2 T8 A 20 O 22 A PR RFliAE 123451 12 B3\ T
9043 [ TH G- L 72 D Grade 3LL FdDinfusion reaction®FBIE1%, 0% (0/30 BIEIX97.9%I258%0 Sz, CHOPL ¥ X » r‘:ﬂj@cL“CR CHOPL ¥ % »
B)TH o720 BIREHIIEE CTH 2 A MM ¥ ERE L OO F AL THBUHEDS% L5 2o 72 EBEH E. BEAE (45.3%) . 1854 (26.9%) . i3
HIBMAIR ) > 7SI B E OZERFE (95%EHEIX ) 1d. Z 1 21100% (63.1%- HE (17.5%) T UNESE(7.7%) CTdo o 7228,

100%) (8/8%1) . 91.7%(73.0%. 99.0%) (22/2481) Td - 7= MEFRERR I A T TR B 5% R 0 2 A P REAMAE (13320112 B\ T B A RE
G PEREIAE G326 . BIVEIX90.6% 2500 S, F2BIEHIE, BT ST (16681) D73.5% TREH b 7z, MEFFBIEEHE & LR LERRE R ©
(15.6%) + Z 9 HH4E (15.6%) TH o 72, It;ﬁmm AAEFH L, R EREOR FEHUEE A% B Ao 7 BIERE . M09 (25.3%)  BAEiE (9.0%) . &%
A (78.1%. 1,000/ u LA OIFHERMA78.1%) « FIilLEk %A (68.8%. Wk (7.8%) « AN 4(7.8%) Je 08 EAGEIKG: (6.0%) Tdh - 722,

2,000/ u LA O F ILER KA 68.8%) « FEEMENThERHAE (15.6%) Td > 729, (5) #BHIEREREE MARHER (RATERER)

(3) /BHVERIRSE MARER (PRIMAGKER) KIEROI R Y F ) voNEEE (ANt v E L0 F AR B
KIGHFRDO AR D F ) Y oXEEZIZ, R-CHOPL ¥ »x ¥ (FHI, ¥ 7 M) > o8HE) 12, R-CHOPL ¥ 2 ¥ (FHl, 27 ukA7y I KA, F
OARAT77 I RAHY. F¥ULED JHEEBE, ©o 2 ) 2AF UhiEE ko FUNEY VR, Yo o) AF UREER T L RV s (EINFEKER)
7L ]\ =V v (EWNERKR) OBEH) . R-CVPL 2 X ¥ (RHFl. &7 0k A DB XIZR-CVPL Y A Y (KK, vy r7akxA77 3 FAfW, ©r )
77 3 FAKH, ©r o) AF UREEER O T L K= v (BEINRER) OBt AT VIR O T L R = v (BN RKRR) oG ) 12 & 2 SRS AR %
JH) LER-FCML ¥V A ¥ (KRH, 7VFSE L) VEEZ ATV, Y7 aKRA FEfti L7zo LA 7 VIERFOAPIEE % 1 ~4mg/mL & L THREG L. 61
77 I FARH RS FFH 2 b o U O 12 X B TR A, HA 7 VIZB VT, Grade 3L, Dinfusion reaction (NCI-CTCAEIZ & %) 78
KhRASFRD O L7 BV ARFIHE R (375mg/m2 & 838 [ B T K12 4% O LNT ., WG, AL REICE TN DAL ORIB R E &)V E
o) GRS & FE M L 720 ST AT REMIZL, 19361 Td - 7227, CHIFRFIEEE LT TR WA T, 2205 ORI ¥ REA
(7.5, 7.7 B3] 5,000/ u LZHBZ WAL, 552 4 27 )V DI ARH] (R 131 ~4mg/
88161ICR-CHOPL ¥ £ >, 268BIICR-CVPL ¥ X | 44B1ICR-FCM L ¥ £ mL) #9054 M T G- L7z. %8B, 904 MG KE, R-CHOPL ¥ % ¥ Xk
USERE S, R AR T RO R (SR EEX ) 13, Theh R-CVPL Y X Y IZ&E TN HBIBRE AV E CHOHTHESG 21T - 720 FEIT
92.8%(90.9%. 94.5%). 84.7%(79.8%. 88.8%). 75.0%(59.7%. 86.8%) iEE Td 5§29 A 7 VICAKH %9050 T G- L 72 D Grade 331340
TH o770 HERHEIICOWT, EBREEEMHEIC L 2PFSOFERIZLLT O infusion reaction®FEH A (95%FHAK M) 1. 1.1%(0.3%- 2.8%) (4/36381)
EBYTHo7220, THolzo

RAVERHMEBI4256 . BIVEAIZ51.8% 27O b, ERGIEMIE, 5T
(12.0%) . L (9.9%) . EIE(6.6%) . € 9 HEIE(5.4%) ThH o725,

9



LD PR I=T it

17.1.3 thOMBHEEE & OHAEE

(1) ERERFRSS I 4H55% IDEC-C2B8-CL1:#ER)
FIGFOCD20bF M) ¥ /AR EE 2. FCRL Y A ¥ (KFl. 7 V5
SEVY VEERIATNV, YV UAKRAT 7 I NN & FERL 72 ST
SAEFIIARRERIC B EN2THITH - 720 TRERIIR P 42835 (95%E 18
[X ) 1271.4%(29.0%. 96.3%) T - 7229,
A EHIE B 7T BT BITERNIZEBNICERD S, 72 I 13
(28.6%) . FE#4(28.6%) . SMHEE 7 (28.6%) . ARIMIE (28.6%) « 1K FAE
(28.6%) . BEIRILIBIREZ 5 (28.6%) Td - 720 B i B 13 1 M EREUR
A(85.7%- 2,000/ u LA O FIIER K85 .7%) « i HHER A (85. 7%
1,000/ u LA OUFh 2RI A85.7%) « /M A (85.7%) . ~EZBE »
W (71.4%)  RIEREGNA (42.9%) 4TI - 7230,

(2) #BHVERFRSE MABEER (CLLBHER)
FIGFEOCD20B RN ) S EHIEEZ I, FCLY A (T VFTE Y
YUBRT ATV, Y7 ORAT 7 I KK LIZFCRLY ¥ A ¥ (R#AL 7
VESE) VERI ATV, Yo URAT 7 I R & EE L 72 &fF
WA G EFIZ8LOBITH o 72, FEFFMIEHEH Th 2 IGERETEMH EIC & 2
PESOFERIZLUT O LB Y TH - 722 3D,

F17-7 GBEFEEMHEIC X BPFSQ007FTHAR T =% 71y b4+ 7)

FCL Y £ v 8 FCRL ¥ A » #
(n=407) (n=403)
Fhgfit 981H 1.212H
(9% HEIX ) (835H. 1,069H) (1,098H. NE)
NF— R 0.56
(95% 15 HEIX 1) (0.43. 0.72)
pfifi (log-rank# &)
(f Bk T 10.016) p<0.0001

intent to treatfi#AT
NE (not estimable : ZFlAHE)

0.9

0.8

0.7

0.6

0.5

B4 HE o o

0.4

03
02 FCRL ¥ X » B

........ Ux
04 FCL Y X “B¥

0.0

T T T T T T T T T T T T T T T T T
1 92 183 274 365 456 547 638 729 820 911 10021093 1184 1275 1366 1457

Day
At risk %
FCL <48 384 371 349 331 311 244 182 134 100 76 53 37 24 14 7 0 O
FCRL ¥ » % 393 385 377 362 339 300 237 184 135 101 79 60 40 24 8 1 0

[X17-2 PFS®Kaplan-Meier fifi (200747 H4H 7 — % 51 v M4+ 7)

22 FFE 180061 12 BT, Grade 3XAZ4DREIEHIZFCRL ¥ 4 v B

(40211) D70.9% 278 SHAL7z0 FCL ¥ A B (398%1) & b L CTFCRL ¥

A VRECHE BB 2%V g 72 - 7-Grade 33AZ4DFEIERIE. IRk

9 (30.3%) « FIMERIEAME (23.1%) « FEEESS HhERIEAME (9.0%) Tdb o 7230,
(3) #BHVERIREE M4H5ER (REACHRER)

TR A HER T O CD20B5 i M ) > /3 IR R, FCLY A v (7)1

T VBRI ATV, Y7 uKRAT 7 I FARY) LIZFCRL ¥ 4 »

0.8

0.7

0.6

0.5

b HE 8 e

0.4

03 Wl

Ul g
FCRL ¥ % B i/
02 il

0q]  mmmmmees FCL U 4 VB

0.0

— T T T T T T T T T T T T T T T T T T
0 91 182 273 364 455 546 637 728 819 910 100110921183127413651456154716381729

Day
At risk %
FCL Y X B 276241228208182162119 93 77 60 50 37 31 26 20 10 4 3 0 O
FCRL Y x LB 276259246228207181157133119102 87 72 56 45 32 22 12 9 3 0

[€17-3 PFS®Kaplan-Meier lli## (200847 H23H 7—% 71 v M4+ 7)

e EVERFIEBIS4661 12 B\ T BITERIZFCRL ¥ X ¥ B (27445) ©95.6%1=
PR BTz, FCL Y X U (2726]) & ik L CFCRL ¥ 4 & B CHSBHHIE A
3% Ao 2B EHNIE, T (38.7%) . F8#4(20.1%) . EE(15.0%). F
#1(9.9%) . fEFL(9.9%) . KILE (7.3%) . EREE(7.3%) . %9 FEhE
(5.8%) FHEI5 (4.4%) Th - 7232,
(ZROERMEAFEE. BHENSZSROER)
17.1.4 B ERFREE MAERER
55 I8 9k PO SR E S BEMER Y 2 S8 1M 22 D51 S L TR 5800 % 5 5 &
LC. [REEBIBEE ARV E 2 HIED & AHI375mg/m2% 158 M R FE T4m$% 5
FAHARE]() Y F o~ THE) LRERIE R AV E S HED L S 7 ak
A7 7 2 RO (S 7 a0k 7 7 3 N & OIS M AR
BRIZBU 2 HEMEIILLTOLEB) TH o723,
FHEEAF VT L K=y (1,000mg/body/H) % 1~3#%5. %72,
W ISR 7L =V > (Ilmg/kg/ H . EIWRKRR) 28 H3%5 L.
EFHII BV BT HE T 5 2 & LRkE Sz,

#17-9
Ny | Y7 HEA 2EEH DOHR R D
“(i:g;7ﬁ 773N () F < THE-
(n=98) YUUKRAT 7 I FE)
FEATFLIRERES) 64% 53% 1196456
(95%F X ) (54%. 73%) (43%. 63%) (=3%. 24%)

1) IR IEY 567 AhOBVAS/WGAa7H0& 20 . &5 IZHHT A0
TU K= v (ENKRER) OG5 % Il TcE e LE#R L2,
H6) TRRMIEAIELEE~Y —P v e LTREEL72-20%% Ll>TBH (-3%>
-20%) . FEHEDIRE NI,
AN 3 70— YRR
17.1.5 ENERRSE NHRER
18 Al THFFEME A 7 0 — VIEMHE % 58E L 723 DL L OB Eo + 7 10—
CHEGRE I TS &5 5 WIE A 7 0 4 MKW 2R3 6) OB#FIC, A
1M#375mg/m? (i K500mg/[l) (V) > F 2 < 7HE) L& 77 K (77 ¢

TOHNECPRIFEHE) IZ T O LB ThH - 7230 %),

WD) ARHFN L 7T 2 R OW RS HE O A BB L. ) O 1R 1£25mg/ F
L L. ROIEIZ100mg/ . Z D HIERAk200mg/ & L THYS-L 72,
F 72, 20 H DO AR GEEE L, W% 5012583 L 72 BIEH 25
WCTH o 7HA . 100mg/BF T EIF TG L 72,

#17-10
(RHI, ZVFSEL) VBRI ATIV, Y7 ORA 77 3 FARNY) %506 L TR - —
Feo BRRHEA SR IE552BI T o 70 AR H b % R IEE M }/Z@$7ﬁ 7é§$ﬁ
SEIC L BPFSOEHIILI T D& B ) Tdyo 722 32, T 3T 000
F£17-8  THBREATEE RG] %12 X 2 PFS(20084E7H23H 7~ 4 1 v b4+ 7) (959%Z TEIX [#]) (170H. 358H) (76H. 156H)
FCL Y A v B FCRL U A » NF— I 0.1917
(n=276) (n=276) (95%(15 HEIX ) (0.0728. 0.5043)
g 6270 932H pff =0.00015
(95% (R HHIX ) (550H . 731H) (792H. 1,161H) (log-rankf#s&) p=-
NF— Kb 0.65 full analysis setf#HT
(95% 15 FEIX 1) (0.51, 0.82) 1E8) B SR EI H 2 S WM 58 2 iR % £ COMM L e L 720
pfil (log-rank#i &) =0.0002

(F BoKHEMH10. 045) )

intent to treatfi#AT
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[17-4 HEFRZEHIE (V) v o= TH2G), 7T L KEE2160)

A ERFREFISABI . BIVERIZ BRSO S, EREIER L EAGE R Y
D EYE (90.7%) « AEIESE(22.2%) « IME FH(22.2%) TH Y . LR
MR 1Z. CRPLES-(40.7%) . ALT 15-(25.9%) . BFERERIEZ (20.4%)
Tdh o7, F72. infusion reactionid63.0%2 88 517236,

*17.1.6 EREERZE MEHER
18 Al CHEFEME A 7 1 — VREMERE A SSRE L 72, AT 04 2OV AL LR
JEHIIA (2 7 0 AR V5) TIEMHEATE B WEHATED & 7 0 — PhER
BE(A7ua FIRPMEERTHE) OBEIC, A7 04 K200 A5E6H
DT, ARHI [M375mg/m?2 (e K E500mg/ A1) & 18 [ [ b C4lnl - L 72
BB B TCOFMEIDT O L BY TH o723,

#17-11
Day 16985 EID |ZJREBH 7 LT F = VDN =Z2 T {4 V5 DA H
%k H350%LL L DB
(95% 15 MEIX )

83.3%

(43.6%. 97.0%)

6

full analysis setfi#tT
Wilson® A 2 7312 25 {AZHHIX

HY) AFN TV R=yayansBrA7)vF b7 A %30me/ke/H. 3

Hfde 5 %17 — Ve §5 2704 KOV AHEEZIRRS 7 — VIR L .

AT UA ROV ZAEF1 7 — VEHBMH #Day 1& L, Day 8~Day 29%
THRARFN OB G L HE L7ze AT 04 B2V R — )V HO#
THEAPL TV FZva Y2 AL, A704 7OV AFRE27 — Vv H
VBEOITHIR 7L F=vo v 2R3 2% EE Lz,
110) REEANOHANIFIZ I G STV REINEFHNIEN— 25 4 VIO
xRS WA THATREE S, KEI»ES s hzeflap T
7 OAKRY PR SNz,
WD AT HA K20V AEFL7 —)VHEMGH #Day 1& L7z,
BB H . BIVERNIESHICERD S, R, R A
(33.3%) . FUEMHBEAPLK (33.3%) Td - 72 F 72, infusion reactionid
83.3%\ZF8D B L7z,
(& BMEEIE)
17.1.7 ERERKRE 18R
mRSSIZ & 2 K2 4k o FEE 252 (moderate) DL 1 o> 4x By P i J7 i B

(%VC60% A X 1x%DLcod0% A D 143 7= IMFI A RE 1 D i HE D 22 W B3

B M 2 A 0F 3 2 B3, B2 ) —BE0 4 GVERERE IS BEL A0

EX BT AHEE. HF LW ORESLHET 2 BEH T 25020 RFH A&

375mg/m2 () v & ¥~ 7)) Xd 7T K (75 L KEE) % LI H R T4 4%

G517 —)v) LE2) | 2438 R4 12 i B4R 12 ARH) 1 [l 5375 mg/m2% 138 [ [ 15

TAME G (227 — V) L2ZEEWR 7 7 & K%k I8 8 E 2L iR

BRIELS). LD |2 BT, H RO EEFHEEHE Cd 2 #5243 OmRSS D

N=ZF4 Y hPLOERIIUTOEB) ThH-7239,

E12) 7HF 4 7)) YEOGIERIRIFI O 10mg/ H Lk O R8RS
AT uA FHIOFEHIEEEE

HI)ELY — VI T T R, AL, ZEHR. 22 — VITHEE,
ER=gr

FE14) BRI R o i gefil 52 H (BiFH 0 0~2687 H) o

#17-12 mRSSIZ & B R FHALON— 2T A a0 b OZALE

DRVE A A <3 75t R
S 14.4+3.7(28) 15.7+5.5(26)
P 5-24: 815 8.3%+4.0(27) 18.2+8.7(22)
N—=2 T4 7 Hh5OELETED -6.3+0.9 2.1+0.9
7T KB L DTS [95%EHEX ] | -8.4[-11.0, -5.9]
DAk, 1E16) <0.001

full analysis setf#HT
mRSS (modified Rodnan Total Skin Thickness Score)

(1D

Sl AR (FI) . N— AT A YO LE L RN i

By

H15) $x G- B G LRI O HAEM, R—=2 T 1 Vi, FEEIE 6
AELIN/B) T O BV 95 6 0F O /88) A 628w & Ly I U o S o3k
S HERE S A ]GE L 72MMRM (Mixed effect Model for Repeated
Measures : S HI5E R A &)A€ 75V AEIT)

1:16) A EKHE T H15%

17 — NV OREVERHREG 2861, BIVERIE21BNC R0 S5, ERREIER

13 BB 5 (39.3%) . CRP_EH-(10.7%) . #fF P ERFE A (10.7%) « HImEREL

W (10.7%) T o 720 827 =D ) v F < 7 HOZL 4 512651

L EERNE 14BN RS B, EREIER L RINEES (42.3%) TH - 72, 4

17 =VD7 T RETEHE2Y — WICKRH & %5 L 7o & VEEEME #1206

FIVERZ1200C320 S, E2REEM I RIS (40.0%) Th o7z F /2.

infusion reactionld 1612 F8& & A17240. 41,

EHAMDOIEURARBRVEERXEE)
17.1.8 EXERRE 1 1EHER

BIO7 L F=vo yEsH s, BREDO-0/ 07 L F=v'u »10mg/H

O SR e 7 G 0 FE YRR K OVE IR KR o RE T8I, 7

L F=va YR FED TARFLEIL, 000me % 238 i ke C2m#% 5 L 729k E

TRIERHABR IZ BT, HRIMEO EEFHIEE Th 5 AT Fh24 5810

|2 SE A B S B 40 B R E20) % B L 72 BRE DB (BRI T o & B

) Tdyo 7242,

FEIDHEEHN—H a2y v a0 — VENLEE T, KOWTND DL %2 §
Wity ta) HIC3 DLl Lo iR ZE & Fsh . o LA LIRS FARGE L
v b) B E DK %R b o

FEL8) FHLA A 5 172 i OPDAI (Pemphigus Disease Area Index) A7
P = R %) 12, 11.77.7Ch -7,

19 BEHT 2 7L F=va v iZonTid, KRF DRSS 20850 5 1%
RIS U BB A7 ¥ 2 — VIZHEWENE L. AFI$%5 51516
B OK S Tl0mg/H % Big L 72,

H20) e ER 7L F=va »=10mg/H & OHRARBR O B X 55
ST T FIEIE IS & D AR LT 72 A FLBEE22) & 5200 7 W R T
(PDATA 2 7 280%) % B B FERE L 72854
WaER 7L F=voy <10mg/H R ORAERO P BEIC X 5
WRSHEMMG IS, L Py oy 2ET 52 L, IARE
AT a4 FHVHEISCLEARLNISERE S 2 — 8 OREDADFEH %
Ftoyas TN

A2 RIEOF L, KRR EOREEBAZHLDET S,

H22)ARLBEE, ERALL 2280 R SER O GRILE TS T KK Lo

LOEBABLDET S,
#17-13
)k = 7 H(206))
F 5245 I 0> 9% fif e R23) 75.0%
(95% 15 HHIX /) (50.9%. 91.3%)

full analysis setf#HT
Clopper-Pearson{#: 12 & W S X ] % 5
11:23) % 5-2438 K X 0 B2 EBR 2 vk U 2o BB 3 R & LY bz,
G VEEHIREBI2060 . BIVEAIZ25.09% 23850 S0, F6BLL 22 BIVE A B
(5.0%) . 58(5.0%). 1Ky 7a 7)) YIidE (5.0%) . Hiligz(5.0%) TH - 720
TR, p-Z VY IV T A7 27— BHING.0%) . Es
a7 EA(5.0%) Tdh o720 F 72, infusion reactioniE5.0%2 52 57243,
17.1.9 751 EEFREE MHERER (PEMPHIXERER)
7L KF= U v (EINRARE)60~120mg/ H 3L1E1.0~1.5mg/kg/ HH Y4 & D#%
AT A FEG2LEE T 5, PSR S EAEOZF IR EHE &
AREELT, ROATEA FHRATES T, [AFIE0L+3I 37 2 — )VEE
ET 2 FNVTTEROBEREE]Q) Y X< THE) E[RF 7T 4 RE0) + 3
a7 )=V 7TV (ERRAR) OfHEEI (I 272 — Vg
E7 = FOVER) & LK L - T EERESEN RILERBRIC BT, AREoF
BEEME R Td 5. AFIR G- BME520E £ TlIERAIIC S T e Em R
2D 2 SR L 72 OB GERERAETEENER) I T o L BY) THh 7w,
W2 A AN SN BFOPDAIR I 7 (FIgfl + ik {F) X, 24.36+
16.67CTH o 72,
1:25) W #E & D IZIEHEBIAARE X D 60mg X iE80mgD 7L K= (EIFHR
AR MHUEORIIAT T A FEH L, %55 16248 F CIZEHmY 2
W S I GAHT T 5 L RE S Nz,
1¥26) A% (11E1,000mg) X & 7' & K % 208 [ g c2m 4% 5 (127 — ) L.
248 220 M bR T2l - (227 — V) L7z.
HE27)PDAIA A 7002 7' L K= v (ENAKF) Omg/ H A316:18 i DL _Efjk
WeL72mA e ER L2




#17-14 #17-16
. a7/ — )V 4% OPTAPIB I e G
DPESAL B Iif;[;ﬁ” é’;@ g\h BhugiEo | R4S
(62f41) (6360 % o %;W’@ " B HeAE s
o o O/ = i O/ = i
EEHGIEE <O o o o (9% ) (SHEMEM) | (s%EmXE)
o A B R A R 1E28) o O . 100% 100% 100%
REPEVESY . (80.5%. 100%) (80.5%. 100%) | (80.5%. 100%)
E 7 = FIVEEE OFEE29) 30.80% (14.70%, 45.15%) per protocol setf#HT
(959%(F LX) p<0.0001 TE34) JTAPIBILTERBUAAT O L5 PURBERSER SG BB 5 L Z 2 S5
pfiiEs 2 BRI, B - WEZWIR. R OB X 5 BanfisE

modified intent to treatf#Hf#3D

A28) B, K OWT  REEH L CIC e ER RO ER Y M Sk
o PR TR & Y b Tz,

11:29) A (2 7 ) — = ¥ ZRI4ELIA/TAE D) i OBy s (b 7 2 )
AAFFROKE]/ILT 2 B PA O HE) % B & L 7zMantel-
Haenszelfif5€

1130) A BAKHEMAIS%, Fe B (A 7 ) — = > Zail4FELIN/14E DL 1) RO
PRI (AL T 2 ) A (& ROSKED /467 2 ) 1 DAt o i) % fg & L
7-Mantel-Haenszell# 7€

1:31) S CREESSIN L 721061 % Brobh L 7 80T R S 4E M

2007 DHUARBIERIFAE BUE O 43 C % B 725 B I A BUBH UK Bl R AE s

FOBZEBLE L7zo

LA ERHMAE G120 . BIMERZ90.0%I2 5280 b ize ERBIEIZ, FE#
(40.0%)+ ¥ A P AT T AN ARG (25.0%) T > 720 F 7 FRARMAL AL
W RIEZ T T O MEA (85.0%) . FIEZ D7) LG (85.0%) . F
MERA (60.0%. 2,000/ u LA O FHIERNA15.0%) . 270 71) YA
% (55.0%) « I Ekig A (40.0%. 1,000/ w LA D UF BRI 425.0%) T
R BT 0,

& -7z F7-. infusion reactioni¥65.0%!

17.1.12 EANERRE 4EER

FURBETEE SOC oI & LTy B N — 5k, STHLABUAR o
AARTERAE R O BURAEREES) T AHILIA R 375mg/m? % A AT 14 H i &% OF
THANC2EH S A3 AFHI LB 375mg/m2 & FAiAlT 14 H Bl 1A 5 L 72 %2

A MERHIREGIL35BI . ) Y F = THETHITIX. EIVER 1247 .8%I2 72
B, EREIERIENR (6.0%) . EAGHEIES: (4.5%) . 9i£57 (4.5%) Tdh > 720

F 72, infusion reaction(d20.9% 258 H 117245,

GEHREERINT b T LEEOBERTFE)

17.1.10 ERERKRS 0/ MAEHER
PLT7 7 7 R CAGURBEE GE 2B 72 - 72 B % & ) OB 25 3L
IIHARERRER AR b7 ABEOBEELFIRIC, BTV F=vo i

IR HEA T D N EERIES IR TOERIEIZ LT D L B Y TH - 7250,

B BAIAHAT S I a7 2/ — VR 7 2T VR OEIEREERILVE Y
&G L7z BAE28HFIASBMTHATE T2y 7 0) A A0FES %
BtG L 7zo MEEECHRIIREAE AT 2 S KAl SR RE & L 72,

i T, AAIRESTme/m (1) v % S~ TR L3S T LK (75 L) —

% LB P C4$T L 24308 1% ) O48 2\ HERRGE & L CARKI LI = FEM2438 kg LD ;c;tmigi@ﬁgg%ﬁ BhE48 %D | BA48E D
1,000mg/body (V) F ¥ = 7H#) Xz 77 R (77 L ARH) % 200 M [ HE T2 IR A 3 ER1E36) ;iﬁjm;ﬁ,gfwﬁﬁ AT HAAFER
?ﬁz L ::E%:Eﬂﬁfﬁ b AR A AL G BR COR MM DT O L B (95913 FIIX ) <95<;/;‘1%¢E!ZIFJJ) (959%fZHHIX ) | (95%15 FHIX )
) T o 7246 47, o

o " - IR P - e L 90.8%38) 81.8%39) 91.7%%40) 100%
FESZIIERE © 1227 1 = = 2 ZIIE M LV BRI AT A 1A A (81.3%- 95.6%) | (59.7%. 94.8%) | (73.0%- 99.0%) | (85.8%. 100%)

THRO7L F=varzH L. #&58HEAS517 BI210%3 2
L, /h2me/H F TR 5 ERE L 72,

full analysis setf#HT
11:36) BEHRO2 70 S HEE S N A FEM6 7 H RFF OB AR L S LICHATGA L L

#1715 TBeta(38,5) % #%7E L. AR T R248 #1415 00 A 35 0 1 i (24451
VxR TR 77 &R i, BB ER 200 & B < 2200 CRERL) TR % BT LaEsE L7
(19%1) (19%1) F 53 A DIl
T23HIR O RIS 100% 63.2% 737) Banff43H201712 & 1) ZHF L 7259,
BT COME NE 38 419 6 11:38) BEH 0 95% (X ] F IR T & 2 74.9% % F Il 5 HEHERD0.1%TH ) |
(Tl * MR %) ‘ ' HHTIZHE S N RHEOBIECH 55%% Tl - 72,
pfi 0=0.0058 739) BRHE R F D2 % B\ > 722200 % JEHTRE 5 & L 72,
(log-rankif5) ‘ FE40) BRAE R FE R O2B1L IR & U CIBAT L 720
full analysis setBbft AP MI2ABI N, BRI 0%I2 00 B Ui BRI, e
NE (not estimable - BfiF*4E) B (25.0%) . TFHI(16.7%) . WRE(12.5%) . HiiL(12.5%) T ) . E4H
0 - ‘ , o PRARAE I B L, B MEREGRA (16.7%) . W4 b A H T 4 L ARt
09 oo (1-25%)‘ I EREUR A (8.3%) Td - 72 F 72, infusion reactionl20.8%
' 1. ZEE BT,
08 "“L 17.1.13 EIREERKRFZR
071 1_________1' FFRSARL, (OFSHE, BRSHE. BERSHE. /INBSRSHAIZ BV 290 N —HutkptE. it
= 06 - HLAPUAB B S 4 kR & L2 BRIIZeIc BT, IRl OB, S
& 05l B R A 0 B OB AT B4 S L, A#1375me/m2iE4D , 500mg /Al % 1 [AlH4D |
H 0a X A3 AR #I500me/ 18] & 150mg/ 814D % 2001, e EednEIE L G L ik S
' 2 BB A Filt L 723 s Bl % S0 3 RPN A 0 L9 & B R ke eh
0.3 DIz ORE % FE i L 7% o 72 101 % B < 781(77.8%) T B D6 7 I
02+ o PRI R SR % R0 2 o 720 B B O 72 0Bl & Fh L
0.4 VIR TR Tpdno 22 100CIE . PHLABUEDIET % 58167259,
0ol — — — 75 eEH b, BIMEMIE66.7%\2380 b7z, EARBMERIL. T4 AT Ty AL
0 8 16 24 32 40 48 56 64 72 80 AME (44.4%) . FIILEREOR A (22.2%) . FRESEGE (22.2%) Td o 725,
o week FE41) AT RIE375me/m2Td B o
DAVE D254 1 1 1 1 1 17 1 1 1 1
;5:$ﬁ7ﬁ12 12 13 13 13 15 1461 12 12 95 17.1.14 Wﬁéﬁﬁi%gﬁﬁ

ABOILE RIS 8 & TR AT B 33H12 BV T AT IS A& HI375mg/m?
E42) - 500mg/ 742 | 300mg/[a1#42) 3 1&100mg/ [l H42) % | 1Al L iE 2% 5
L 72 VA IR pT 0 Bk B S B4 A SOG BEFE B ER 1391 % AR IRF )T D AL A7 3R13.82%
THh o7z, T2 ENOABOMERIAE A R RU/NNEEZA6TIlE, BAim
[ AHI375meg/m2% 1[0 X 12100mg/m2i42) % 2ml ¥ 5- L, EHE] 43 |2 B 1
2 PR B E R SUS MR SE B R N OV ARSI 2 2 100% T & - 7256

P VEFFMAEFI3THI . BIVERIE51 .4%ICFB 0 SNz T aEMIE.
CMV7 ¥ F 7% I 71 (29.7%) . 568 (16.2%) . MR EYE (16.2%) . 1Z
TH(8.1%) . &HBRIE ORI, #%) (8.1%) . IM/IMTEA (8.1%).
A WV AJEGE (8.1%) Tdp o 7256,

11:42) KGR R 13375mg/m2 CTH % o

143) e o rh L5477 .5 H (SR © 283~617H)

[X17-5 S () > 2 < TG, 7T AREEL96))
Z A PERFTEBIL9BI . BIVEHIIZ89.5% 2780 b, F A RIEH 1L LINsE %
(26.3%) CT& -7z, F 7. infusion reactionld36.8%IZ78H H 17247,
(BB ERTEHERS D ML A RS EANE MR IS D H1H)
17.1.11 ER—EERRER
ABOIMLE TS 8 6 B R ARG O A EFEEY T AFHI1 M #375mg/m?%
FEAT 14 H AT & O1H B H S L 722 ISR T b L7 G E B 1 76 O A % 1
WEUTFTDLEBY THo728),
W3 BM2BHFI 75 I 37 2/ — VEE ET7 =TIV ORI BV E S
K &5 L7z, BHLIHEI2S Y 270 AKY) V- 3BM2HH 25 %
7] KA GG Uize MBS AERERT | R R FEhti L 720

(12)



17.1.15 EINEREERE
FERERTZHT N —Puik % 7250 72 RS A A B2 4581 J OV N E 26112 By
T, BHERTIZAH287 = 159mg (375mg/m2E44) | 100mg/m2#4Y) | 50mg/m?
44 500mg/ M1 | 300mg/ [A1HE44)) & G e S5 & OR L TG L 72
JEAERR R A 20 L. PURBE I SUE2513% CREO B, 1 At%, 3» H
% 120 B A0 BREPUA B EEHE SOG BRI, 11%. 13%. 13%THh -
720 BANASBIZ BT D 14, 3414, SHERDEEHED85%. 83%. 83%TH
0. 14Ef, 3R, SEBROELFEDSLY%, T7%. T4%TH - 720 /NE2HIT
Beff, JETCILRRD 2 o 7257
BLNASENZ BT BAERTIZ106, BRI 2400 H EFR 2RO AT
DO EZEWEMIL, infusion reactionTd V. BHithO ERGIEHIZ. 1 b
AHE T ANV AMAE WREGEAAE. A~ AT A )V ABEGRE, HIMIREL
W (PR BRI A) T o 720 F 72, infusion reactionlI A EH D4.4%12
D HALTZ5D
11:44) KGR R12375mg/m2 T % o

(EERTEAERS DM A RERIE IR IS D AE)

17.1.16 ERNERRZE DHERR
B A 2 O PR B BRI SO L2 x0h LCAHI L AR 375mg/m2 % 1Al 3 i3 2[A]
5% G LIS £ FEft L 72 IR E IR BB COFER T L B Y
TdH 759,
1H45) AT 1A B2 OV AL BRI 250 MBEASHRIAHIFL G- 7 IR A2

FIFERITREE L7z

#17-18
i KEFE G517 AR 7 L7 F = i i 36
(95%f5 FEIX 1)
76.0%
» (54.9%. 90.6%)

full analysis setf#HT
A6 AHE 510 HBOME 2 L7 F = EAS. PUREE AR 5 G 7 B
DI 2 L7 T = ME () LT & % o 728 ofl & 2 Bl
G MEREIAEGI28BI . BIVERIXS7 . 1%I2580 M7z ERBIERIZ. LR
IFBEAN L (25.0%) . FIHEE S (10.7%) TH 0 . BiRMA MR X, IE AL

T(3.6%). MMHAT7TNHYFAT 75 —EN(3.6%). HIMEREGD (3.6%)
TR ERELR A (3.6%) Tdh > 720 F 72, infusion reactiontd32.1%2 52 & 7259,

17.1.17 ER4FERKIZE
RS, (OREhE. MRS, EREHE. /MRS AR TR I U B RURE SUS & 21

18.3 M &FIEMR T MBEE EH (antibody-dependent cell-mediated
cytotoxicity, ADCC)
FAlEe b7 =7 ¥ —MIBOFELET., 3.9 ug/mLojEEETSBANED50%
R L7255, HSBAHIIIZ A3, CD20MUR % A 3 2 /e ikt L <tk
ARAF RS EE R A A3 5 & L AR S 7z60),

18.4 In vitro CD20I R4 EHFE S ER
IDEC-2B8 (1) 7 ¥ ¥ < 7 & [il— O CD20HUE R R (W28 3R FE3) %2 A %
~ 7 ARICD20E / 7 1 —F VHik) ik, BEFOPCD205tkTH ABloL b
CD204TLIEZ 2§ % 4 & % B FEARAFIIC I L. 2 DICs0 (509 PH 1) {1
Bl. Leul6(Jtk FCD20FuMK) »1/2~1/3% . & FCD20HTE IR L TVt
JRRRAREARE R R L7ce Z OMWIUESRRARE AR, AH (w7 A-E b
F 2 T RFUR) THHERES N CT0726,

18.5 In vitro B\ > INEREERAEESER
AN, & MRIEIMBY) ¥ /38R b MREMEEBY B & AR A4
AL Mo RMIE & 3RS L2k o 7266,

18.6 In vivo B\ > INEEE(EH
B =7 A WAL B4 B K O H B H RS L7, BRI, &
B ON) NEIFROBY) YRERIZEIIZHA Lz, B, TV Y /8ERIZIEE
1% FBD % dpo 7260,

18.7 & MEEHES & DRI RIS
A e M IEE RO G EI R & DU % 7GR RH A UL %
ALz ) voNEL SR REIAE. Rk, BiEo AT, 2 Ao
IE) R L O L 7R 2o 7267

19. BER2ICET B EBIEZHER
—RARR ) Y F =T (RIG TR )
Rituximab (Genetical Recombination) (JAN)

: 144,510 Da(daltons)

S MBY UORERRMENIAFIET 2 5 EHECD20(Y) » & Y87 ) IS
WETHE 7 0—F VPR T, CD20PUR O Rk (7] 28 53 FEI)
= AHE, FNLS OIS (B HEHEE) A e b Hk (1gGl k)
DY A~ b FRATRGUETH Y| 1,328MD T 3/ Feap AR S
nTnb,

%

3

» 9

oj

20. BURWEDEE

SMERIRISEL L CRIFT 5 2 &,

ENTBE LG E LRI BT, FFRAEL, O, Bifgiio B
SEIAVE S S AL, ARHI375meg/m2E47 | 600mg/ [[H4D | 660mg/ BT % 1[a]
SEHIHIAIE L O L TG L7286, BAERO6» HEIIZB W T, Hiko
BEtEAL & BRIRFT SR Uss % 20 72 BEHILB1 (20%) « Brik B & B eIk

21, AGISRM

1.1 Y A 2 AT A D by HYICERT A ks
(ABOMAR TEA BHAL - FHHE)

21.2 ABOMRRM ARV Cld, A TOM RO TR S 1L

DEALE FBO o 72 BE D3 (60%) « I FRRAT RO % 380 72
A, PUARBI T FUS ATFR3E L 72 g 25161 (20%) Td - 725,
S5BlH, BITERIZ60.0%I2580 itz ERBIERIZ. 4 b xF oy A )L
AIE (40.0%) Tdd o 725
13:47) AR R 132375mg/m2 T % o

17.1.18 ERNEREERZE
JFRHIZ BT, BASBIZARAIS0meg/m2A 5 323mg/m?2iEe8) 2 1 [a] 3 1%
132mg/m248) % 2], /NJESHIZ AR H]50mg/m2 X 1£200mg/m2E8) % 1[a] 3132
[A14%5- L AN A0 & /N V2450 CHUAR BE s B AG FOG O s % 780 RAAG] &
ANRABITAAE IE12H A 57343 H) % 7B 7260, WLEEAEIZ BV T L A3HI
|2 ARH)372mg/m2iE48) % 1A, 368mg/m23 14383 mg/m2iH48) % 2[al#5. L, /N
JB1BI12375mg/m2E48) & 1A% G- L, 460 CH5PE o Huik I s B A SR ot
RO, ABCARE (121 H A 54599 H ) . 361CA A7 (121 H %> 54599
H) % 387260, BifsAiic BTy A L3BIIZ A& H]I348mg/m272: & 377mg/m?
E48) A 1] A 20A1, /NJR1FIZ375me/m2iE®) 2 1[Elf% G- L. HEE3 s H IO
CrsE 2 3B CTRED . 3BT JHRI2TH 2~ 5 1727H) . 4B CAA BHKI27H
51727H) % i 7262 PERBHEIZB T, B4R ARAI50mg/m23 1%
200mg/ [ 2 1al¥e 5 L, 160 TA 3% (BIRT45H 22 51284 H ) . 461 THEAF
(ARI1114 H 2> 52966 H ) % 787263 . BIER L. IFRAD46.2%. LEAEO

75.0%. HiREHED57. 1%, WEFEAED50.0% TR, infusion reaction. JEYLE.

A R AT T A AR, VMR, ) v e B, H i
BB A IR EREOR A . RIS Td o 726063),
1:48) AR :13375mg/m2Tdh 5 .

18. FExhIEIE

18.1 1R
AHN. pre-Billfw & lABHIFL O ML LI A7 453 5 CD204UR I B A9 12
AT 2 I LT AR RS 0 (CDC) J O UMK AT /A
PERIRA /R (ADCO)IC & b, BRIfA A% =T 29,

18.2 fatAERTFMEMIE{EE 5B (complement-dependent cytotoxicity, CDC)
KNI MEEOGEIET ., 2.2 4 g/mLOEE TSBAIL (& HRCD20M 1
MBL) D50% % #f# L 7245, HSBAMIAL (& b HHRCD20FE ML) (LA fFE 3,
CD20#UR % A ¥ % MR & U CHIME IR B S 2 A % 2 & A%
RENTz. Frzo € MIERGEAET . MM (CD34bEMI) o 20 = —
TERCHEIZ R L 7 Ao 7260,

(13)

TWwp I kb, BElGith, —EROENARL Ty P ERENLET
D, AER 2 GU ARG 2 S 5 2 12X D AFUEHEE
DOFFIFREICET 2 & L b1, AFOZEERENEHT 275 %
IR L AR OB IS LR EEE#E L2 Lo

22. Ak

() *4 > AiEEEE100me)
10mL x 1231 7 )V

(Y %4 > REEFE500me)
50mL X 1254 7 v

*23. EEX@E

1) BN EOLINEOE G AKGREE - BIC/ERET S AMHEANO%Y
TR DS 0 ) v F o~ 7 (BIZ TR Z) (SRR T ©CD20
Btk oBMIYE ) > SRR (BN))

2) B L OLEEOECARDIEE - BRI ERNGTRE AHEEANO Y
PRI R Dt 0 ) Y F o~ T GRIZ TR Z) (SRIEIIEEREE T ©CD20
Btk oOBAIEYE ) > SBEEPER R (VNR))

3) Krysko KM, et al. : Neurol Neuroimmunol Neuroinflamm. 2020 ; 7
(1) : e637

4) Igarashi T, et al. : Ann. Oncol. 2002 ; 13 : 928-943

5) [IDEC-C2B8 CD20Fs OB I 2 3 1) o/ S A B R BB O
WM R BE O MRS | (KL R

6) Igarashi T, et al. : Int. J. Hematol. 2001 ; 73 : 213-221

7) Tobinai K, et al. : Ann. Oncol. 1998 ; 9 : 527-534

8) KENR I 2001

9) [IDEC-C2B8 CD20F5 > ) > 2 S 3 i [ PR g PR 5t e i O e 7 e PR
AEROME | GKFR4EH H - 20194:3H26H. CTD 2.5.3.3.2)

10) [IDEC-C2B8#ftiGMEd & 7 1 — Vel (R EMd 5 Vi A7 A F
R A R 6) BN R RB O M2 | GKEEEH B : 2014458 H29H |
CTD 2.5.3.3.2)

11) [IDEC-C2B8#EiEMED A 7 1 — EHefEht (A 70 A FIFiE %2 R 8545)
MNERRABROME (& b HLF 2 T Huk) J L& R

12) [TDEC-C2B84x & P45 iz e FE N R 3k BR O M2 | ORFBAE H H © 20214F9H
27H. CTD 2.7.2.2.3)



13) TIDEC-C2B8#f i1 K (HE#5BiAE 1 RIS % Br <) EIP EAR B O Bk
B (GRERAEH H © 20214E12H24H, CTD 2.5.3.3.2)

14) [IDEC-C2BSHAMEHBEJ A2 N T A BEE DTS B E R EER
B2 (GRERAEA H © 202246 H20H. CTD 2.5.3.3.3)

15) [TDEC-C2B8 ABOIILifd I A~ 5 £ 5 F Aiff Bl N Bl o S B o B B2 | CRGRAE H
H :20164:2H29H. CTD 2.5.3.3.2)

16) [H0 N F —HukBitk, HUTHLABUR % O L AR B REAE O HLA B B S
03] PN B R B BR O BEZE ] KER4E A H : 20234E12HA22H. CTD
2.5.3.3.2)

17) Alasfoor K, et al. : Ann. Hematol. 2009 ; 88 : 239-243

18) [CD20Ms D BAatEIE AR Y % > 1) /8012 BT 5 IDEC-C2BI%E M Bk |
(CaNaZe D)

19) [CD20BFHED1EYEY ¥ 73 G 12 B 1) 5 IDEC-C2BSSE M B RE | (KR
HH :20194E3H26H. CTD 2.7.2.2)

20) [IDEC-C2B8#fifathd 7 1 — CHEMERE GHIEF 5 H 5 VW IE A T 0 4 F
IRAF I % 7R 3 35 ) N B R SR o W22 | (FRFRAE A B : 201448 H29H .
CTD 2.7.2.2.2.2.1)

21) [IDEC-C2BSEEETED + 7 1 — PRERRE (A 710 4 FHEHiE % 535
PSR PR B BR O B (P BhE) J R AD

22) [IDEC-C2B84 & 145 1 it [ P B AR it BR > R 2 | GRER4E A B - 20214E9 A
27H. CTD 2.7.2.2.1)

23) [TDEC-C2B8#E ittt F i (BB Lk T % B <) 1= BGRB8
B GRERAEH H © 20214E12H24H, CTD 2.7.2.2.2)

24) [ ABOILERIA # 4 B 4412 317 5 IDEC-C2B8SE @i | GKZR4ER H -
20164E2H29H . CTD 2.5.3.2)

25) [HL K F — ki, PTHLATURRS YO ARG R AL O TR B AL E 4 56
PPN 3317 2 IDEC-C2B8E B HE | RFEAE A B © 20234E12H22H, CTD
2.7.2.2.1)

26) [IDEC-C2B8H: 45 5-Fy O SEW B g & NEH5RE 1714 | KGE
H208 . HEEERIREE ~. WL, oA, fRHE HRi)

27) [IDEC-C2B8F G CD2005 14 D A Hath I ¥ % v 1) v oS JE ISRy 3 4 fERE
L OV ERAR ABROBEZE | (FEN &R

28) [TDEC-C2B8T 5 AZHEBTED A HatkIEAR ¥ % 2 1) vl 2 fhodi
TEERESSHI & O BE O W MR RBR O | (L B R

29) [IDEC-C2B8 CD20F D11tk V) > 7Sk F M el PN B R S B I O i ok

SREROBTE | GRFUAE R H © 20194638 26H . CTD 2.5.4.3)

[IDEC-C2B8AIAHRCD20M ME D 1Y ) > 7 S 1A I [ A e P Sk B o

(CanaLZe syl

[IDEC-C2B8AAICD20b M D 18k ) > 7 S I 4 M AR

L&A

[IDEC-C2B87 58 XAt i:1E O CD20F5 M 18 1 1) > 7 Sk 4 s i H B R

BRI | RLINE R

33) Stone J. et al. : N. Engl. J. Med. 2010 : 363 : 221-232

34) [IDEC-C2BS8#EiHMED & 7 1 — VIEMR: R FIsHEH 2 vz A 704 K
A 2 R T 56 BN R R R BE O MRS | (RFEAE A H : 201448 H29H .
CTD 2.5.4.3.4)

35) [IDEC-C2B8#f:ifithd 4 7 1 — PHEMERE GHEE RS 2 WiZ AT a4 K
RAFE % 7R 4 A) E P IR 5B (RCRNS-013%8% © i B RAT) OB % | (1
)

36) [IDEC-C2B8#fiifithd 7 0 — PHEMER GHE RS 5 WiZ AT a4 K
RS % 7R T 35 6) BN B R B o BESE | (RFEAEH B : 201448 H29H .
CTD 2.7.4.2.1)

37) [IDEC-C2BS#EIATED F 7 1 — VIl (2 7 1 4 FIBEZ 555
BRI A BR O BREE CH 3014 | FE &R

38) [IDEC-C2B8#iAMED + 7 1 — CHAEfEd: (A 7 0 4 FIKBiME 2 R_ 3 54) H
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