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1.1 EXEEIER

11.1.1 Infusion reaction (AHJEZAH])
ARHN OPe G- X HE G- BG4 24F5 [ DIMNI2 £ < & 5 DAL A infusion
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N72GAEE, BB 2 L, @Y 20E (ERA. AL
Hl, R SIEREA, BIE R E ARV E CHL MEERER, Bl 28
I VHIOEEE) A7) L L b, ERDPEIET S F THEBEOIR
A TIcBgds2 8, [1.20 7.1, 7.2, 7.8, 8.1, 9.1.2 &
jilcy

11.1.2 EEREERE CHEAY)
FENRO L NGAEE, BEhIES 2k L, @ a0E (F
BEAKE ., SRR IVERRA SO S. BT 2179 & & i,
SERAME S % F TREOREZ +5ICBEd L2, [1.3, 8.2
Z ]

MA3IBEFRTAINIOBEEMEIEICK ZRERA. FRADIEBE
(BHFEEANH)
BEUF %7 A4 )V A OFGEMEALIC X 2 BHEIT 2 3 o By 12 X
LFRERHELNDL T ENDHY ., FBEICE - EFPERE S
TWho BENROLNLEEIE, EHIZHY A V 2 H % 55
THREMEY R MEEITH) T L. [1.4. 8.3, 9.1.3 ]

ASTEH (9.5%). ALTEH (9.8%). Al-PL#H (3.8%). #¥
Ve y EF (3.8%) SFONFREBEMAIE R T & £ O B RER & 20
WHEPHHbNLZ ENDHDH, (8.4 ZE]

11.1.5 BEMRER (HEAH)
Bz IR B HE  (Stevens—JohnsonfEMEHRE) . FhaElhE 3R Rz 50/l
fitie (Toxic Epidermal Necrolysis : TEN). FI@ERIER, ¢
WRBZRE 2. INKIEMER B RED D 5 bt JETTICE - 72 B2
ENTw3, [1.5 %]

11.1.6 Mk
P Ek A CBEEERBH) . BMEkikd (45.6%) . I ks
(43.9%) , MERURIERE CGBHEEAHD) . MR (13.6%) 258 &
bilsZ Ehd ., EERIMIKMA S HE SN TW5E, IR ERE
PNZOWTIE, REN DTSRG S4B DL ERE L TIRBLT 561
PEEINTW5, [8.5, 9.1.5 ]

11.1.7 BREIE (43.4%)
HIE . B, 20Ty A VRIS L 2 EE &G (e, il
RKE) MBHODONDL I DD DHDOT, RF QBB b R
MTRIZBEZOREZ T ICBlIEd 528, [8.6. 9.1.4 2]

11.1.8 ETMZEMAERIE (PML) (HEEARH)
ARFN DGR  OEHERE T R IS EEOREE T s Blgg L.
BARREE, RRANBELE . RRBUER (FRRE. DUBRE) . R ES
DFERD D &b 723413, MRIC X 5 {55 K O 3 88k
EATH) L bIC, TG EPIEL, #YRNEZIT) &,

11.1.9 BEMME HERH)

a4

>

b

R

LEED B WCILOFEEORENR, SO, OHBEIHE ST
V5o [9.1.1 2]

N BEE HEAD)

sk

11113 METRE (6.4%)

g2 L7 F= > kd (1.0%). BUNLA (2.6%) 0B EEH
HOEONDLZENDHY, ENeLEL T LEREPHE ST
%o RmA. M%7 L7 F = RLBUND LADEED b6
3G E I L, B AREZIT) 2k,
11.1.12 JH{LEZRAL - BAZE (BUEEAND)

SHDRRO b NG AR EHICX#, CTHAS 2 9205 L i
AL, 224l - PAEERT RO A MZ MR L, B2 REZIT) 2 &,
(8.7 ]

—WEDOMIE T AT 2 2 Lhd 5. [10.2 2]



11.1.14 FIYER QB RRAEAEIRET S O RMAEER (HERY)
A B R R A AR REEESEE. BER. S TREIR. B

HEE, SIMFES) BHbbhsZ bbb, T2, KHOEE
#7262 HE TORIC, K, HEEOHBERE, RERE,
FE T AR R A5 D AR B S AT R S TV B
1.2 ZDOtDEIEA
5% E- 5%tk R
MHIESE 2 (28.9%) « |- W [ & . Wiy
I B2 (18.6%) . 1|, S
TRk (11.0%).
%
IMmE LA (13.6%).|8h1% . 1% Ik
e g WK, IHL g, IR, K
AP R 01
Eo - MEH (17.7%) |0 R EE IR fE
Rt 4 W%, B, B f. LA E
&, T
&3 (35.3%) BE H . R |IILEE
Z9¥% (15.8%). N RSN
A B (15.5%) . L7 NVI
5% (15.5%) . WREAE T
1E2TH (11.2%)
&I (29.6%) o[ AN Ny
B (18.1%). . #EJTE
IR | BB (17.4%) .
U (15.8%) .
2. E
- o | TR LU, %
AH RS R . ORI
£ (20.3%) IfEERIE % T4 T VR
"t - e PR
T IR
R R BUNLESH., ~
B 75 =v Lk
51
ALT EH.. ASTEH |AI-PEH. #&
| I )V E vk
5
CRPLEH (17.6%).|% & 1 ¥ 2 .
LDHLEH (10.6%) |HIRE % . K
B %% . R R AE
F&H. BEREX
ZHRE. &
*E i 5858 AL KIS
(& . BEIE
). TINVT R
MR
Lo 0,
Gk

) BIER OBE X, BB MEIER Y % 2 v SIS R 2 E R
PRES TAHGABR, 121D > 7 SPE R 2R3 2 A PR 25 1A R
B, BEETEO A 7 0 — VREBERIR 9 2 EIA R 5 TAH AR
G By PR FZAE LR 3 2 EI R IR 26 T AR BR, #EE o 3w R
HIE M O ERORIEIE 203 % EINERR 55 T AHRABR, Hpie s
BEIEANT b T AREEDOHIEE TR 5 EAERR S T/ A
B, ABOILE A A B A 0§ 2 — ik i R 5Bk % 2R 12 45T
L7z

14. BREDEE

14.1 EZFFREZDZEE

1411 7 287 BB TH B 72012, DFPIFEH OB T D53
SNDTENHDLH, THICL Y AFOFMTHBEL Z I v,
B, NSO DR Z RO LGAIIIHEH L 2w &,

14.1.2 HPGE E U CAEBAEIR E5% 7 B 7 fEEFHRE LA A
LawnwZ &,

14.1.3 PUEDBET 2 BZNDH 5 DT, FHREE R OF IR
DEIBRMUGIREI Z A V2 &,

14.1.4 HRBEOWLELHITMA TS 2 Lo T/, RGO,

MEHEROBENDH LD THH L 2T Lo

14.2 FHIRSRFOIE
i & DRIET L 2T &

15. ZOMDER
15.1 BREREA ICED < I1EFH
(hRESIE)

A5 KD G ENBEETIEL MU A THUEERE LD Z LA

HO, INOOBRFIHEKGEINEERE, TUVF -, BEK
JEENTEHT D2 BENDDH 5,

FERABR CORFNIA T2 & MLF X FIEROBBFIEIZ LT O
EBYTHo7

(1) BARADCD20GMDBHIZMIER S X2 ) L IISEREICH TS
RtE
FEI A B PR 5 T MR B M OV T AR G BR U2 B Tl & 7z 14060
ARHNHST 5 b ML A FHURIZABN R S 7299,

(2) SEADCD20RG DB RS X2 ) L IISEEREICH TS
BiE (%)

MR BRI B W Tl E S 7235661, RFNZRT 5 e MLF
A T HARIZABN R S 729,

(3) AARANDCD20RRMED B /R MREE ICH T B E
IR 25 TAHEURIZ BTl S z760 . RN 35 e b
P 2 FPURIIHH S e Do 7210,

(4) BAANDOH AR 70— UEEEEEICHTBRE
FEAEERFER 12 B W Tl E 725400, RFNZT 5 MuF
A T HARIZTEN AR S 7z,

(5) &EMBEEREICH T DHE
[N R FER 12 B Tl E 724800, AFNZHT 5 MuF
AT HARIZOBN B & 7212,

(6) HAMOBEMRBERVEERRBEEEICS T DMME
FE P B R 2R 12 8\ CHllSE S 722000, AFNZH 3 5 b bTF
A T HARIESEN R Sz,

(7) BRADRBREBERAINRYT NI LEEBE(CH T BRKE
AR FER 2 BTl E S N721960 . AFNZHT 5 e MuF
AT HARIZ LN B & 7z1e,

(8) ABOIMAE N EABRIEREIZH T D MIE
FE P B R 2R 12 8\ CHllSE S 722060, AFNZH 3 5 b MTF
A FHARIIMH SN Ao 7219,

CI AR F M I /) R D e SR TS )

15.1.2 WM BT, MM L. AR ZEREDSTRD S 7z
EOHENDH H19, [8.9 K]

16. EHENTE

16.1 MR

(BiBBRIEFER T % 2 1) /S EE)

16.1.1 EINOCD20k OB IER Y F ) Vv 8ERE I, 375mg/m2%
148 X 1Z8H ¥k 5. CHOPL Y A Y (Y7 akA 77 I FAMY. F¥
VWY UERE, E o) ZAF VRBIER T L F=vay) Lot
& % FEMRE AL SRR, RO R AL O 82 1 7 VDL
129053 % 5% F2hte L 7= BE O BEMBYRE S5 A — 7 —ZL T D& B Y TH-7217,

#16-1

b Cmax T2 SFIEE AUC
(mg/m2) (ug/mL) (hrs) Bifd (hrs) | (ug - hr/mL)
375 194.3 387.8 517 118237
X 438 +58.3 +188.7 +248 +53412
Mean+=SD (n=8)
#16-2
b= Cmax T2 P AUC
(mg/m?) (ug/mL) (hrs) K (hrs) | (pg - hr/mL)
375 445 .2 393.6 568 502147
x 81 +103.0 +185.2 +267 +174273
Mean+SD (n=15)
#16-3
b Cmax T2 P AUC
(mg/m?) (ug/mL) (hrs) K (hrs) | (ug - hr/mL)
375 367.0 344 496 3370000
x 2008 +78.9 +349 +504 +714000

Mean*SD (n=12)



#16-4

(ug/mL)
400
SR, Cmax T2 P AUC
(mg/m?) (ug/mL) (hrs) BEf (hrs) | (ug - hr/mL) eor T
375 294.0 270 389 548000 300 -
X 6] +41.4 +46.1 +66.6 +93900 m250
375 329.0 282 407 753000 P00
X 8] +46.4 +64.1 +92.5 +119000 5
Mean+SD (6[A] : n=13. 8[a] : n=8) B
(ug/mL) 100
600 - 0
T+ IR olf : \{\‘\«
0 28 56 84 112 140 168

196 224 252 280 308(day)
R

[M16-4 FCL ¥ X ¥ LGRSO MFHRE (n=5)
(#EAM O % 70— CERER)

16.1.3 EINOERRRERIZ BT, 18 ARG CHREFEM A 7 0 — VIE T % 3
L 723 L Lo GO & 7 0 — ViE R HEEREMD 2V IEAT7a 4 F

KERZRTEA) OBEIC, AAI375me/m2 (R A®ES00mg/Hl) % Y5
L72EsD3EMBIRE S5 X — 7 —IZL T DL B Y ThH- 7219,
0 50 100 150 (day) 716-6
} i ‘fﬁgw P Cmax T2 P AUC
16-1 1S A G- R D M e (n=15) T (ug/mL) (hrs) B (hrs) | (ug - hr/mL)
(ug/mL) 2
a0 g)%ﬁgg//%) 421 234 337 366000
a00 | e < 4H +84.7 £86.7 +125 £110000
Mean=SD (n=22)
(ug/mL)
600
Pl 4 (i (R
0 10 20 30 40 (month)
B
X16-2 CHOPL ¥ # » P FtAHMEFHRE O I i (n=12)
(ne/ml) 0 50 100 150 (day)
400 _ lay,
A WA
THEEERE X16-5  F1 AR AL G5 i g (n=23)
300 1 (& HMRREE)
@ T \‘ 16.1.4 ENOE MR ESE I, AHI375mg/m2 % M1 A$%5: L 72RO 3
& LT i BN T A= — U TOLB) ThHho7z20),
2 | #16-7
B AN y P Cmax Tu P AUC
100 AN p (mg/m2) (ug/mL) | (hrs) #D | WM (hrs) | (ug- hr/mL)
A\ 375 485 515 789 333000
. x 438 +268 +140 +284 +117000
0 1 ##1) n=26 Mean=SD (n=28)
0 28 56 84 112 140 168 196 (day) (ng/mL)
1| 0 1
X16-3 #5241 7 )V LAKEIZ 9045 i 5% 920t L 72CHOP L ¥ X > fif: ] 2 fi 600 | FatE L RERE
SASEEO MR (6% 4 7 L n=13, 841 7L : n=8) s00 |
(Bt ) > A D) 8 |
16.1.2 ENOEKRHERIZ BT, RIGEOCD20MHEO M) > 73 H Mk i
LU FCLYAY (FAMFTEL Y VERIATF N, Y2 UERRAT 7 3 Fik 0|
M) EOBHIZE Y. I A 2 LV TIEARKISBme/m2, 529 1 7 )L LIk 200 ‘
EAFIS00me/m2% . 28H 464 1 7 V%5 L 2B SEWEIRE S5 A — 00 |
Y —EUTDEB) Thorz¥, .
e 0 . . . : ‘
2_{16 5 0 20 40 60 80 100 120 140 160 180 (day)
P Cmax Ti2 S AUC B
3L EH
4 (ug/ml) | (hxs) | WM (hro) | (g hr/ml) [16-6  SH1FEE LB SO UL Rk (n=28)
375mg/m?x 1] 351 242 349 304000 i -
500mg/m2x5Mm | *£36.3 +£937 £349 +155000 (HAMOZEUEXRBRER VEERKER)

Mean+SD (n=5)

#16.1.5 ENOEKREERIZ BT BRI IIERE R O EIRTIEE O

BFIZ, AHIT,000me/body % 238 i [ i T2l 5 L 7z D FEM BIE/ S 7
A=F—ZUTOLB) Tholz2,

#16-8
b Cmax T2 S AUC
EEESn S "
(ug/mL) (hrs) #2) W (hrs) | (ug - hr/mL)
1,000mg/body 433 535 566 283000
x 2/ +79.5 +255 +310 +90200
##2) n=11

Mean+SD (n=19)



(2 &/nL)
600

500 | o9 LIRS

160
B5RA
X16-7 298 I FE200 fAEA 5-RE O L% PR (n=19)
(ABOIM &R A& & Bt
16.1.6 [FN O ABOIMLE R A #E & B 12, 375me/m2% R AEAT o 14 H Hif
T OTHRNZ RS L7203 EiE /S5 A — & — I T L B THo 7222,
#16-9

150 (day)

ERas Ay Cmax T2 S AUC
(mg/m?) (ug/mL) (hrs) i (hrs) | (ug - hr/mL)
375 192.0 172 248 178000
x 2] +49.6 +112 +161 + 38500
Mean+SD (n=15)
(ug/mL)
300
STl i
220t
*
100
0
-30 0 30 60 %0 120 150 (day)

B

[16-8 FAfli14 Hui & 1 HEiZ#H5G L 72 % oliiE HigE (n=16)

16.3 2%

(B#EFRMEFEAR T x> 1) L/ XEE)

16.3.1 EEADHBT
WO CD20M5 D BMIALMEIE & ¥ % v V) Y SEEREIZ. A#I100. 250,
500mg/m?2iE3) % B[R] S EE S, 208 B IR A TR L . AF & HEA L
7B A I L C @i 2 E A& 2 b Lo, o5,
EBAIENOBATIEERI L 72761 6B 720 & A L 728141330 ~100% T
Holze B, P OMD TR - 7216 (Tiz: 21.2hrs) 122V TiE,
PEB RN OBIT 2B %0 7228 (JHEAT— % )0
#1:3) AKFRHRIE375mg/m2CTH B,

17. BRARRGAE

17.1 BHMERVURLMEICET 355

(BiEBRiEIER % 1) L INEE)

17.1.1 BEEE

(1) ENERARS 11835 (IDEC-C2B8-2itER)
(BRI I3 A BIPEIRA ¥ % > ) 2SI, ~ > VAN > SIS AL
Il E375mg/m?2 & 138 1 B CAIRIHe 5 L A< A 48 TR A A T O
EEDTOEBY) THo725 6,

F#17-1
e W | SE4r | B EES PFSHY-fiE
JEB | BEE | TERE | 95%E FHIX I 95% 15 FEIX [H]
AL 1 el | 14| 2 61% 245H
Btk v 8IE (47%. 73%) (189H. 337H)
< v MV sl ol 6 46% 111H
DIZA (19%. 75%) (50H. 146H)

protocol compatiblef#iT RN AL L
PFS (progression—free survival : M5 A= 721 )
L VERHIE G0 . RITERIX97.8%IZF8D Hat, T rIfERIE. S
(66.7%). MEFE (37.8%). IMIE LA (28.9%). <9 # (27.8%). Hlk
(25.6%) . BEIG (23.3%). %9 (21.1%). (TTYH (17.8%) T. IMMiEkEE
WBUTFDEBY TH o726,

F17-2 L MEEE

HIEMEE T | FEEITO
A FEH HAEAE (/ul) ]| H
" B Ty (FEPH) rhJefiE HheE
(s pH) (st pH)
55.6%
. 2,510 12.5H 13H
F iR (2,000/ uL N - _
i 15.6%) (900~3,900) | (1~266H) | (3~125H)
55.6%
B 1,370 29.5H 14H
kg A (1,000/ uL '
i+ 20.0%) (250~1,980) | (1~266H) | (3~154H)
15.6%
) . 6.7575 2H 5.5H
TN A (575/uL
il © 3.3%) (27~9.975) | (0~201H) | (2~42H)
NEZTE Y 20 0% 9.95%D 20H 7H
W o (9.0~10.9) | (1~178H) | (2~63H)
ED) [~NEZOE VL] TORMIE (g/dl) n=90

E7o. AHIDTFHL G SNIEBIOFER O LRI T O LB Y Th o720 7,
#17-3

W | sedE | EA EES PFSH S i
el | i | | S%EEKE | 95%EHEXR
— i 38% 152H
1% 5 gt f5712)
PSRRI Bl1Os (14%. 68%) | (124H. 230H)

ZNE AR L
VE2) MRTEMEEE S ARVEIER D F 2) UoSHE, < v MV o SiE
HRGPMTObN216B TR L - B2 IERE. 58 (50.0%). & F
(43.8%) . IE LR (37.5%). 3% (25.0%). I (12.5%) . Ik
(12.5%) Tdh o7z FERRBAMERE X H MK (68.8%. 2,000/ uL
i O FIILER T A6.3%) « Bk (68.8%-+ 1,000/ u LA O If i ER R
A6.3%) T 726,
(2) EIRERRE I1HAER (IDEC-C2B8-3#ER)
e R IE R D & ) v R ICARF LR E375mg/m2 & LA R g T
84S L 7z R4 AR O L O Z &L T o LB Y TH - 726,
#17-4

e WAk | sEhr | o EES A PFSH 9&1:[5
SEG] | T | AR | 9% IS HEIX 95%1= #EIX
o EENEY) v w7 | u 37% 54H
/XS (24%. 51%) (35H. 111H)
protocol compatiblef#HT ZER)A L H DL

3) < ¥ MV Y ¥ SIESH & o
LAVEREIEGICTHI N, EIVER 1288, 1%ICRED b, E2EIEMIX, FEH
(61.2%). E# (29.9%). 13TH (23.9%). BRIE (20.9%). F
(17.9%) . %9 (16.4%). FEF (14.9%). € ) (13.4%) T. MigkasE
BUTDEB) ThH o720,

KI7-5  EMHREE

AR, 8 SEHF TOHM A1 F COHH
" Ll Ty (FEpH) rhyufi (#pH)
37.3%
. 350 6H
F iR (2,000/ uL N N
i+ 7.5%) (2~148H) 1~77H)
32.8%
U 39H 5H
ek (1,000/ uL - N
i 16.4%) (2~148H) (1~35H)
) 33H 70
JINHR TR A 3
i 3.0% (31~3511) (7~7H)
n=67

F 7o, TGS GEAGREGD) 260
PFSiZ. 68H K UF109H T - 726)
TG4 b 7230 CHBL L 72 8IEE. ZE061. RERLE. Sm16.
PERLBI, R Ch o720 EARBRAME R XA B 2F. 2,000/ uL
i o FUMERIRA260) o BT ERR A (261, 1,000/ 1 LA O 5T ERi A 261)
TdHo726,

17.1.2 OMBUEEHN & OHAIC L 2 BREARE - #iFEE

(1) ENEEFRE 11855 (IDEC-C2B8-6:K8)
RIGBEDOIENE I AR R Y % > ) Nl E I, R-CHOPL U X »
(AH, v 7aR277 3 PR, FEYVEY VHERE. Loy ) AF
BRSOV F=va y ) 12 & B SR ARG, R0 5
N7 B AR (375me/m2% S IE CRoR12M13% ) & FiE L
720 RN RERNIARRER BRI N262680TH - 726, [7.5. 7.7 &
]
i B A AT W O R RIS BT 2R (95%E X M) &
95.2% (86.5%. 99.0%) Td o7z, KMEREFH 55 OPFSIZOWT, 4
AT AT REM 2B 2 44EPFSHE (95%IEHEXH) 1369.8% (55.9%.
80.0%) TH 726,
R-CHOPL ¥ % |2 & 2 B8 A 0 % A REAE Bl6260 i . BRI
98.4%IZ 78 B AL, E % EIER X SIEEE &% O K e diE (48.4%) . HE.l
(46.8%) . fEEUE (43.5%). AR (40.3%). A% (37.1%). BRGEHR

LBl T FIE 2 R 720 Z D2BID



T (35.5%). FEE (32.3%). ITIPEMHEEAERES (27.4%). WaH: (25.8%) T
BHotzo FHRRRBAMIEE L, AiEkEEd (100%. 2,000/ u LA O H
MERGKA82.3%) « IF BRELIR A (95.2%. 1,000/ u LA O &f i Bk A
90.3%) TH-o7z,
HEFPIR DS FENE S 72680, BIVERI1286.2% 2728 S, TR EIERA I,
BN RSO EISE (69.0%) Th o720 FEABRBRAMER I, HMERRK
A (63.8%. 2,000/ u LA O HIMERIHAS5.2%) « IFh R (58.6%.
1,000/ u LA O HERA 17 .2%) Td o726,
(2) EINERARES 11E7+5 (IDEC-C2B8-L7:#5R)
FRIGHFOIER D F 20) VoSJEREE (ARatEY) v X EUL 0 FE AR EB
Mgy > 8HE) 12, R-CHOPL Y A > (RH, Y27 uakzA77 3 FAMY.,
F# VIVEY VIR, © Y7 ) AF VIR LT L F=vu y o)
2 & 2 BT AL A FERL 720 1Y A 7 VIAF O A HGREE % 4mg/mL
L LTS L. Grade 3B L®infusion reaction (NCI-CTCAEIZ & %) KUY
FRIRMIC S 20 DR (Grade 334D IME, CAHZE, MBI ARAE M
BEOUTLEEAER. KONYHAZGEHZ L— FILLE) 25806 nd . 2
O GRTO RN > 3Bk ED35,000/ u LB 2 e W&k, #2914 7 )L
PUBEIZ A K375 mg/m2% 45t & L C250mLICF L (F i 131 ~4mg/mL)
LCOm TG L7ze B, AAIFxGHIL, R-CHOPL Y x Y& EN 5
RIB R E RNV E VIO G %2 1T o 720 REFHMIEE Th 55201 7 Vi
AH %905 [ TH G- L 72k D Grade 3LL L ?Dinfusion reaction® F&H 1%,
0% (0/30f1) TH o720 BIRFHIEE TH 2 Ahalk) v EEE ROV F
AMERMIETIBAMINE ) » /B EE ORERZE (95%EFEXHE) . Thzh
100% (63.1%. 100%) (8/8%1). 91.7% (73.0%. 99.0%) (22/24f%1) T
§)oto
EPERHEFI3260 . BIVEFIE90.6%I2580 S, ERFEIERIE. ST
(15.6%>‘ Z ) HEAE (15 6%) Tdo7zo TlBRRMRAMESE L, IFPEREL
WA (78.1%. 1,000/ u LA DU ERIRA78.1%) « HIMEREHA (68.8%.
2,000/ u LA O FERIHA68.8%) . FEEMIF BRI AE (15.6%) TH o720,
(3) BAOERIRFEMARER (PRIMARER)
Kib J%W)%H’ﬂli;’lf‘]“/ﬂ%/ U SfEEEIC, R-CHOPL Y A v (K#H, v 7
OARA77 I FAAY, F¥Furey Aﬂ;&iﬁh Yy 7)) AT R R O
TV F=vy (EPRERR) OPFH). R-CVPL Y A ¥ (KA, Y7 ukA
77 I PR, ¥ 2 ) AF VREBER TV =y (ENFRKRR) ©
BER) XIER-FCML Y A > (KHl, 7y I ) YBBIATV, Y70
RAT 7 I RPN bEH 2 ba s EEIEOBEH) 12 & AR A
ity RIRDTFRO S N7z BV AFIMEFFLE (375mg/m2% 838 M fE Tl A
1245 5) ST MmERB S % 25 L 720 o RERIE1,19361TH >
7220, [7.5. 7.7 ]
881%1IZR-CHOPL ¥ * », 268FIIZR-CVPL ¥ 4 ¥, 44H1IZR-FCM L ¥
UHNERE S, BEEASREE TR0 RS (5% EEXE) £, Fheh
92.8% (90.9%. 94.5%). 84.7% (79.8%. 88.8%). 75.0% (59.7%.
86.8%) Tdh o 7zo MEFHEIIZOWT, GERFTERCHEIC X 2 PFSOH A
WBUTOLEBY THo 72,

#17-6  HEBREATERHEIC L APFS (20094E1H14HF—% 4 v N4+ 7)
MERRIE LT B R SR
(n=505) (n=513)
HLfi NE NE
(95% 15 HEIX ) (NE. NE) (34.5% H. NE)
NHF— N 0.50
(95% 12 FEIX ) (0.39. 0.64)
pfi
(log-rank#is) p<0.0001

intent to treatf#HT
NE (not estimable :
10 .

R

0.9

0.8

0.7

AR

— T T T T T T T T T
0 91 182 273 364 455 546 637 728 819 910 1001 1092 1183 1274
day
At risk

EIARERZEY 513 498 469 446 411 371 289 261 195 125 82 41 15 7 0
HEFERORRY 505 490 472 460 443 412 336 312 230 164 103 58 18 0 O

[¥17-1 PFS®Kaplan-Meier#i## (2009F1H14H07 =% % v b4+ 7)

_8-—

R-CHOPL ¥ £ ¥, R-CVPL ¥ A ¥ LIIR-FCML ¥ * V|2 X % Gl A j5
O A PEEEE L, 1936112 B\ T, EELFEERIZ. R-CHOPL ¥ *
> (881#) T16.7%. R-CVPL ¥ x> (268f]) T14.9%., R-FCML ¥
> (4461) T29.5%IZFED S, FEIZTEBUWETFREIRDAE (2.1%). i
E (1.2%) . Mige (1.2%). 8 (0.9%). fFhEkisdE (0.8%). A
WZRED BUG (0.6%) K OMERL (0.6%) Toh o722,

HERRE R EE O 2 A MEETEMRE G50 16012 BT, BEZEIEM. Grade 3L Lo
il 1’Fﬂiléﬂiﬁl L O REBEBRATEE T & 2 \Grade 2L O EGLED VI
HN29.3% IR H L, FEICAFLE (5.2%) . IFHEREAE (3.4%). -
GBI <3A4% BlGES (2.2%) . HILEREAE (1.6%). LIEAIL <
A (1.4%) . JREEECH: (1.4%). &H (1.2%) ROWi% (1.2%) Tdh-o724),

(4) BHVERFRZEMAEAER (EORTC2098155%)

FIE IR MED AR Y % > ) v oSEREIC, CHOPLY A Y (V2
OARA77 3 FAHY., F¥FULEY VERE, ©0 2 ) 2AF Ui RO
FL k= (ENKER) OPFH) IER-CHOPL ¥ A 12 & 2 Eff#EA

W ML 7o ST RAERNI4656] T - 722, [7.5. 7.7 Z]
231BIZCHOP L ¥ A > 2346ICR-CHOP L ¥ A ¥ ASFEfE S 4, FaffE ASR

PR THEOZEMERIT, Z2NENT4.0% (95%BEHEIXH67.9%. 79.6%) .
87.2% (95%[5HEIXH82.2%. 91.2%) TdH -7z R-CHOPL ¥ X ¥ TZHE%)
BREEIIE P72 (p=0.0003, 7 1 FFhpE) 25,
R-CHOPL ¥ X |2 X % EEfi 3 A fe ik 0 %2 4 I?E?ﬂffﬁl%ﬂﬂ IBWwT
MWmiw9%'W@bﬂtoU{mv/x/tR&Lchmwv/x/
THRBBHEADW%L LR o 72EER . WEE (45.3%) . fHfL (26.9%) .
SEEE (17.5%) K OVHEIE (7.7%) T o722,
HMEFRHIEE U BRI SR I O A MERHTAE F13320012 B\ T BIME A I3 AHERE
JREHE (16661) D73.5% Tiled bz, MEAREISEHE & i U MRk it
THBVFEADB% L LB 2 2@l eI, BIE (25.3%) . B (9.0%)
0k (7.8%) HN%E (7.8%) KON EAGEREY: (6.0%) TdHho722),
(5) BIVERIRZE MEAER (RATERER)
FKIROIER D ¥ 20) VoSEEE (ARatk) v E IO F AR B
M) > 280E) 12, R-CHOPL Y X ¥ (KHI, v 7 ukA77 3 FAMY.
FEVVEY VR, ©v 2 ) AF HBEER TV F=vy (EPRK
i) OfFH) XIER-CVPL Y A ¥ (KA, 7 urA7 7 3 FAHY, €
YO AF URBER T L Ry (EWNFEE) o) 12X 5 SR
ABER TR L 720 B A 7 WVIEHRF OAPIEE % 1 ~4dmg/mL & L Ti5:
L. 194 7 V2B W T, Grade 3L _Edinfusion reaction (NCI-CTCAE
I2& %) DRDHSNT ., WEEGE, BEILAREICE TN 5 DSt oRIE
FEANVE CHZRRIHEE L THOTWARWESE T, 2o SR A )
VOSEREIATS, 000/ u LEHB Z R WIEIE, H29 4 2 )V DRICAH] (AR
fElx1~4mg/mL) %905 TG L7z. B, 9075 H#H 5K X, R-CHOP
LY AV ER-CVPL ¥V A Y ICHF N AIB B AV E Y Hl OGS %
1To7e FEFHEE CTH 55294 7 VICARA 2905 M TG L7220
Grade 3X(Z4Minfusion reaction®FEBIZE (5% EHAXIH) 1x. 1.1% (0.3%-
2.8%) (4/363%1) TH -7,

AVERHIRE BI42560 . BIVEAIE51.8% 278 b, ERBIEMIE, JE57
(12.0%) . B (9.9%). EFE (6.6%). € HHEIE (5.4%) Th o720,
(1Bt > E M)

17.1.3 DB HERE & OHAEE
(1) EREEREE T+8:5 (IDEC-C2B8-CL1&ER)

KIGHOCD20M 2% > IR E &2, FCRL Y A v (RHl, 7w
YY) VBIATIV, Y OKRAT 7 I MKW RFEBLI. ST

K RAEFNIAR AR BSE S NTHITH o 720 HEAM T o 2E%=E (95%
FEMEIXH) 1371.4% (29.0%. 96.3%) Td - 7220,
ZAEFHIEGI7HIZ B VT, BIERNIZEBNIZEED i, T2 EIEIEEG
(28.6%) . Ft# (28.6%). SMHEHZ (28.6%). MRIMLT (28.6%). KRR
(28.6%) . BERITZIREE (28.6%) CTdho 7z,
[5G PR AR A 1 BRI A (85, 7% 2,000/ u LA o (5 1 Ek ik 4
85.7%) \ BFHEREEA (85.7%. 1,000/ u LA O#F kKA 85.7%) . i
BB (85.7%) ~NEZ T VA (71.4%) . ARIEREIRA (42.9%)
HTH o722,

(2) BHIERREEMARFER (CLL8RRER)
FIGHOCD20B IR ) v/ MEHIREFIC, FCLY Ay (FVFTE
VUBRT ATV, Y7 akxA 77 I NARMY) LIEFCRL Y A ¥ (KH#,
TVFTSEL) VBRI ATIV, Y7 OKRAT 7 I NI #E/-L72. 4
R R AERNE8I0BI T d - 720 EZFHMIH H Td 2 WGERE LA 212 &
BLPFSOFERIZLL T D EBY) T o722 .28,

F17-7 BERSTEEMHEIC X 2PFS (0074E7THAHF—4 41w b4+ 7)
FCL ¥ A v FCRL ¥ A v B
(n=407) (n=403)
Rl 981H 1,212H
(95% 1T IX [H]) (835H. 1,069H) (1,098H. NE)
NFE— R 0.56
(95%15 X ) (0.43. 0.72)
pfti (log-rank#7E)
(& A TINO.016) p<0.0001

intent to treatffHT

NE (not estimable : FFfliffE



0.9

0.8

0.7

0.6

0.5

1 RFHF o o 3

0.4

0.3

0.2

0.1

0.0

— 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 Y4 B 384 371 349 331 311 244 182 134 100 76 53 37 24 14 7 0 0
FCRL ¥ X » ¥ 393 385 377 362 339 300 237 184 135 101 79 60 40 24 8 1 0

[¥17-2 PFS®Kaplan-Meier#i## (20074E7THAR7—% % v M4+ 7)
LEPEFHME BI800HIIZ B W\ T, Grade 3XIF4DEITEH IZFCRL ¥ # v #E
(402f1) ©70.9%\258 SN 7=0 FCLY A 8 (398%1) & Hik L CFCRL
DA UBECTEBEE 2% Ao 7-Grade 34D EIWER X, GFHERK
AE (30.3%) . FHMERIRAE (23.1%) . FEBMETFhEGRAAE (9.0%) T
Ho722),

(3) BHERIRSEMARRER (REACHRER)
TS ATE O CD20F5 M 1) //\&Elmarﬁéﬁ%‘ VFCLyxy (7)v
FIEU) VBT ATV, Y7 UKRAT 73 b7l<ﬂl%> NIZFCRL Y X~
(KH|, 7FVFIE ) VBRI ATIV, Y7 UkAT 7 I FAKHY) % Ehi
L 720 LIRS SAEFNI55260TdH > 720 FEFFMIEE Td 5 BB TIE M
HEIC L APFSOFERIIUT O LB Y TH 7226 .29,

£17-8 HEREICEMAEC X 2PFS (0084 7H230F— %% v b+ 7)
FCL ¥ & B FCRL ¥ A » B
(n=276) (n=276)
Hr gL fil 6271 9320
(95% 15 HEIX ) (550H . 731H) (792H. 1,161H)
N — Kb 0.65
(95% 15 X 1) (0.51, 0.82)
pfti (log-rank#sE)
(4 A0, 045) p=0.000z

intent to treatf#AT

0.9

0.8

0.7

0.6

0.5

0.4

0.3

FCRL ¥ X >3 =

0.2

0q]  mmemees FCL U A LBt

0.0

0 91 182 273 364 455 546 637 728 819 910 10011092 1183127413651456 154716381729
Day
At risk %
FCLUALB  276241228208182162119 93 77 60 50 37 31 26 20 10 4 3 0 0
FCRL U % “Bf 276259246228207181157133119102 87 72 56 45 32 22 12 9 3 0

[¥17-3 PFS®Kaplan-Meierfffifit (20084E7H23H7—% 71w b4 7)
A VERFAIAE B154660 12 BV T BITEATIEFCRL ¥ 2 » B (27461) 095.6%
IZRBD BTz, FCL YA B (2726)) &L HHE L CFCRL 2 A » BECTHBIUH

FEAS3% UL b o 72 BIMERE. L (38.7%) 3% (20.1%) . %
(15.0%)+ T (9.9%). R (9.9%). KIE (7.3%). LHKHEGE
(7.3%) . ZH¥HE (5.8%). HEHE (4.4%) Tdh 7229,
(ZRMOERMENFIEBE, BHENZSEOER)
17.1.4 BHERIREE MAEEER
258 I8 9V P IF I E S B 2 S8 IS 2 D5 B SLIL S0 & 5 S &

LTy [REAIE R A VT S FIED & RK1375mg/m27% 18 [ [ b T4l 5-
FAHUAAEE] ()X~ TR L [RERIERERIVE S FED L2y
ORA7 7 3 FARMPOGFMEE] (P 70k27 7 3 FIE) L 0IEHHES
MAERIC B 2 BT O LB TH - 7290,

H4) BHEAF VT L F=vur (1,000mg/body/H) %1~30#% 5. F72.

PHEE BTV =V Y (Img/kg/H. BEIWNAKRR) & #EHES
L. BEERENC B TULEERE S 5 2 & LRE SN,

#17-9

e | Y TERR 2B OB RO
) \/$577ﬁ$ 77 3 FBE (Y F < TH-
(n=09) m=98) | L rOHRT7 I FE)
SE A TR RIS 64% 53% 119t6)
(95%MEHEXMH) | (54%. 73%) | (43%. 63%) (-3%. 24%)

15) WBHEBEH 564 HEOBVAS/WGA 2 7H0E 0. S 526 A48
07V F=vy (BNRKR) oG E2HIETE78E L ER L.
1¥6) FTIRMEAIES M~ —T v & LCREL-20%% LRl TsH (-3%>
-20%) « IEHEHIR S NIz,
(EEAMOD % 70— EAERED
17.1.5 EINEFRES M1E:ER
187 Al THFFEME A 7 0 — VIEMERE % 58E L 723 DL L OB Eo + 7 1o —
VhEfERE IS 5 VIE AT 04 MM ZRTHE) OBREIL, K
F1#375mg/m2 (RAW500mg/l) (Vv F <78 Lid7 7Jc+
(77 R %) % LA BRCAREGED L ZEEWR T 7 &K e Z
ALILEGRER COARME (hRETE) ZDTToLB) TH 728D 32,
7)) AFNL T T 2 ROR AL G-RE O AR 1L, R ORI 125mg/5#
L. RO1EERIZ100me/ B, Z O %IEHA200me/ L L CTi%5 L7z,

F 720 2000 H LA A BIIGEEE &, W 5512588 L 72 BIVEH A5
WMThH -7 HE. 100me/BE TR THG L 720 [7.3 2]
#17-10
DRVE SVASavA -3 75 R
(2141) (2151)

TSR R D) 234H 100H
(95%15 HEIX ) (170H. 358H) (76H. 156H)

= R 0.1917
(95% 15 HEIX [H]) (0.0728. 0.5043)

pfiE

(log-rank#5g) p=0.00015

intent to treatf#AT
11:8) BkEIL D M OMAIFRE LR TS ETOMEERL .

1.0

0.9

DNE DAL
0.8
0.7

0.6

B

E
£ 04

0.5

0.3

0.2

0.1

0.0

T T T T T
200 250 300 350 400
Day

0 50 100 150
At Risk
UYxITTE 21 15 15 15 12 7 3 2

T uRE 21 17 9 7 0 0 0 0

M17-4 HEFSEHIR (U Y ¥~ TE2160. 7T b REE214)

G A VERFREBISAEI T . BIVERIZ&RIZFR0 S, T2 BRI B g
HEDBEYE (90.7%) « #JEH% (22.2%) . IMLE L5 (22.2%) THbh, £

B A % X, CRP LA (40.7%). ALT LA (25.9%). WFHEEkiE%
(20.4%) Td o7z F7zinfusion reaction|63.0%IZ 58D 5417233,

(& B MERE)

17.1.6 ENERKRSE IHER
mRSSIZ & 2 AL DOEREFEA2 (moderate) P o> 4 P i B
(9%V C60% A1 X 1% %DLcod0% A1 D -+ 43 7 M A% E o P g o 7 v B
Bim MR 2 A0 2 8%, B2 ) — VSO B mEIc k) BEL A0
EX AT HBE, FLVOGERESEL AT 5 EF RN 2R RIC, KFILR
#375mg/m2 (V)Y ¥ v~ T7H) d7Iv R (77 R *LAKEE
TAREE G (5517 —)v) LED | 2408 M4 2 B (2 AR K1 ] 5375mg/m2 %
LA M C4lnlPe S (527 =) LEZEHEWRT T & Rk REEA LI
ABRIELD) R (2B C, RO EEFHEE E Td 5 5 5-24:8F OmRSS
DR—=AF A4 ‘/#%U)Wﬂifu_ IDTDLBY THo7230,

#9) THF AT YEOGIEMHEIFI O, 10mg/ H Y o TR R
A7 A FHIOGHIZEEE
H10) 17 —ViE 7 T R, EEAL. ZEER. 27 —VITHBE

FEE M,
1) IR Ol - 52 F (P 0~2687 1) o



F17-11 mRSSIZ & 2 EEBALDNR—R T A 205 DZALE:

#20) AF#| (1F11,000mg) Xid 7' 7 &R % 2:AM B 205 (17 —)V)

I s 75 bR L. 245812 ZEM Mg C2m% 5 27 =) Lz
R AT 14.4+3.7 (28) 15.7%5.5 (26) ##21) PDAIR 270427V K=V (EIWNEKRL) Omg/H 251630 [ 2L
52481 8.3£4.0 (27) 18.2+8.7 (22) LRk L7 S EE LT
N=Z 54 25 DEREI -6.3%0.9 2.1%0.9 *17-13
77 XKL 0T [95%EHXMH] [-8.4 [-11.0, -5.9] P 337z — )i

pfifiE2) 13 <0.001 (6280) E7 2 FOVEE

full analysis setfi#tT (6351)

mRSS (modified Rodnan Total Skin Thickness Score) ¥ 5-Bik52:8 £ T 40.3% 9.5%

I £ EAERE (BB . N— AT A ¥ H 5D bR | /NI + SEA TR R * ) i

12) G, B RSB RN OLHER, N=AF 4 JME, BN
(6HLIN/E) RO B G0 (/) 2I8m s L, Bafods
O3 R 75 12 AR 5 2 E L 2 MMRM (Mixed effect Model for
Repeated Measures : I E R AR H € 7 OVEAT)

#13) A EAKE 5%

$1 7 — VDR EVERHIEFI2861 b BIVEANE21BC RO S, E 4 EIER

& MRS (39.3%). CRP.LEH (10.7%) . IFHEkEL (10.7%) . HIMER

Bl (10.7%) Th otz 827 — VDY Y ¥~ TEEOLEMEEE S

2660, RIVERNEZI4BNCRR® H v, B2 EIER I EIHEES% (42.3%) TH-o

72o 817 —ND T T2 REETHE2Y — WVIIKRF %125 L 7222 & ERFIES120

B, BIVERZ1260CRED S, EREITERIE FIREAZ (40.0%) Tdh -7z,

¥ 7zinfusion reactionlX 151272 5417235 .36),

EHAMOBEURBBRVEFZERKRER)
*17.1.7 EANERKRE 11HRER

BT L F=vn EFHRIS, FHRED 0720107 L F=vu »10mg/

[~ g 70 TR B 7 3 0 2 0 3 1 0 e ONVAR SR I o0 B 1E15) (2

TL R=vna Y TFES CARFILEIL, 000mg % 258 [ [ e T2 5 L 729k

BRRIE BRI BT, ARMED FEFHMEEH T 5 . RHIT5-B1H248

I SE TR LR TR D) & 21 L 7o BB O Bl 6 (BEMEE) 13PLUF

DEBYTH-7230,

#14) WBS—Hay ba—VENZEZ T, ROWTNLOEMEZmd
Wity ta) HIZ3OL LB ERE %700, »oLEM DAL AR R
L7, b) BEFFREDIER AR 5,

HAAINS N7 FHEDPDAI (Pemphigus Disease Area Index) A I
7 CESME + ik fFE) (£, 11.7+7.7CHh -7z,

BEHT 2 7L F=va v Zon Tk, REIORES5-208H5% 5 5 9%
P G267 HEORE A7 ¥ 2 — WISHEVIR L. AR 5B G
16 % O T CT10mg/ H % Hig L 720

SEETER D 7L F=va y =10mg/H R ORARBROGE FIEEIC L 2
JRT Ty RIS & 2 A0 * AL 72 % FLBE* * % 3800 70 W IR fE
(PDATA 2 7 %051) % 8HMIFEHL L 72356

*RIEOFEL, KKK EOREE 2B DET 5,

*ARIBEE, RREAL L7280 RAER OB REAE X E T 9. KRRAL
rtoboEHzrb0LT 5,

W . 7L F=vu » <10mg/H & AR o ff FEEIC X 21
BESHEMMFERI, L vy EHET s LR, WEEL
AT B4 FAIFSCLERDAICEE S 2 —BHEORED AOF%
HWEBOLYE

#17-12

115)

1:16)

#:17)

VY EI < TE (206))
75.0%
(50.9%. 91.3%)

P 5243 B D T ff e o
(959 S HE X [H])
full analysis setf##HT
Clopper-Pearson#: 2 & 0 S#EX [ % 5
oAk P B4R &0 A EER & ks L 2o BRI R & Y bz,
ZVERFE BI2060 . BIEHTIE25.0%12 520 A, J881 L 72 EIfE A BE
(5.0%) . %&# (5.0%). Ky Z7a7) YIfE (5.0%). A%k (5.0%) T
Botre BHRMEMRSIE, y-Z L8 IV ET Y AT 2T — LR
(5.0%). a7 YiEd (5.0%) ThHo7z, F7-. infusion reactionid
5.0%IZ588 5417238,
*17.1.8 BIVEERSE M4EER (PEMPHIXEER)
FL k= (EHNEERR) 60~120mg/H Xi31.0~1.5mg/kg/ H A L&D
RORAT A NG 2LEE T2, PEED S EEOZ 5 KA B H TS
ERRE LT BOAT A FHEHATEYD T, [RHED +33 72—
g €7 xF VT I ROPRFEE] (VY Fo~TH) L (KA 7T+
ARE0) +337 2/ =V E7xF N (ENREKR) oMLl (33
Jx/ =V ET7 oSOV R T EERFEF IR BV
T ARVEOFEFHEEE Th 5. AFIx 556528 F TISIHRR RIS
WP GE2D AR L o ERE O G (EaEMEETLERE) X
DTotBh)Thord,
H18) MAANSNIZEHEOPDAIA I 7 (FigfE + 1k (F%) (X, 24.36+
16.67CTH -7z,
VE19) WiHEE B IIRERIARE X D 60mg X 380mgD RIS L F=v' > (EW
KGR AEFOROATTA P2 L, #5-F4H248 £ T2
BN S S H 54T 3 5 LRRE Sz,

a7/ — Vi

E7 T IVEEE D7) 30.80% (14.70%, 45.15%)
(95%E X i) p<<0.0001
piEE2s)

modified intent to treatfFAT#24)

I, RN DWT - RERP IR F TR A BRI O ERE M S o 7z

BB (TR & LY bz,

W22) AWM (A7) == ZRilEDAN/VED L) RO L7
20 (HFFROKE] /de7 2 ) A UANO M) BREE L
Mantel-Haenszel#i 7

11:23) A EAKMETES%, BEMME (A7) —= v ZRiEDN/AEDE) RS
WER IS (L7 A ) A U 7 7 ROKRE) /AT 2 Y 5 DAL o k)
% Jg & L 7zMantel-Haenszel#fi5E

1F24) EHZHEIZ TRERISSN L 721060 % Bib L 72 it S8 1

P A VEEEAE B35BT, ) v ¥ 3~ TREETHITIE, BIVEFIZ47.8%2 585
S, EARWEMIZER (6.0%) . F&EEY (4.5%). 9 (4.5%) T
& -7z F7-. infusion reactioniF20.9%IZF8H H 1172400,

GRS RINT b5 LEZEOBERTH

#%17.1.9 EAERKE I/ MBHER

—10-—

P77 7R CAGURRGE GBEICHIER 5 72 BB E G D) OEMBEE %
TTHARERR AN b I AREOBELFRIC, ROTL F=vn A
FTES) T, AFIEE375mg/m2 ()Y F v 7H) XE 72K (I35
LARE) 2 LAMMET4RES L. 2085 K 48B4 IS HER G & LA
1Al1,000mg/body (1) > ¥~ 7#) Lx7 7€ R (77 RE) %28
IR C2Mi% G- L - ZEEW 7 7 & R IR A LI B C oA 3Pk
DTFDEBY ThH o4 42,
71:25) WEEE DICAZ ) ==V FERCIRI L TV AREOAT O A FEICHY
THROATL F=varefi L. #58EE» 512 H#IZ10%3 >
W L, f/h2me/ H E TR S & RE L.

#£17-14
Y ER T 77 &R
(19%1) (19%1)
T28IF 150 , ,
AR 100% 63.2%
5 E ol
By NE 38.4%£19.6
CPgft + Bk fFE)
pfi
. =0.0058
(log-rank#5€) b
full analysis setf#HT
NE (not estimable : A< AE
1A0 ‘I 1 1 .
ll
0.9 t__...._..__.,l
08- -
0.7 e,
Luw
m 061
& 054
ES
ESNE
03
0.2
014 VYXII TR
R A —
0 8 16 24 32 40 48 56 64 72 80
week
UYL T IE19 19 19 18 18 17 16 16 16 15
FS5wABE 19 19 17 17 17 15 14 13 13 9

K17-5 MEFFEHIM () v F o~ 716, 7T e REEL9)
T VEEFHIAEFII9BI . BIVERTIZ89.5%I2 788 H v, T2 RIVEM I FIFEE %
(26.3%) TdH-7zo F72. infusion reactioniF36.8%IZF80 &5 117242),
(ABOIMEE R iE & B1E)
17.1.10 EIA—iERARRER
ABOIME A8 A B A Al O BB E#R 141260 C, AHI1 M 375mg/m2% #
FEAR 14 H i % O1 H B85 L 72 B\ SR AREAS T D AL 72 A AE B 1781 O A %)k
FUToEB) THo7243,
1:26) BAH28HAI S I a7 2/ — ViR £ 7 2 F VR OEIFREANVE S
F ¥ 5 L7z BHLIHMAS Y 7 02K v F23BM2H» 5 ¥
7 01) W ARG Lze MBS RARAT IS I R4l 5206 L 720



#17-15

ﬁ:i;ﬁéiﬁ;g\g? T T

i R Bt P
AR (ORI | Q5%
(95%E R ) v v

17 100% 100% 100%
(80.5%. 100%) (80.5%. 100%) | (80.5%. 100%)

per protocol setf##T
1:27) PLABIBILER BUAAG O B 5. FUARBEREHE SOG IC B 2 & E 2 5
B EERER, B A - IR ITIT R, & OV A X % Banff
5332007 DRI I US04 C % 7260 7235 4 IS HUABUB PR R
RUEH OGS TEBL & L7z,
A MEEHIAE 2060 . BIFETIZ90. 0% 788 H 7z ERREIEMIL. FE8,
(40.0%) . A M ATTOYT AV AREG: (25.0%) THo7z. F e FRBAM
B, SEs a7 ) Y MEA (85.0%). fwEZ a7 LG (85.0%) .
HIMERIRA (60.0%. 2,000/ 1 LA O HIMERKA15.0%) . feEra ) »
AL (55.0%) . BFREREAD (40.0%. 1,000/ 1 LA O b Bk 425 .0%)
TdH o720 F 7zinfusion reactionld65.0%I2 38 5417240 45),
(ABOM KA AE & AT 5 1E)
17.1.11 ENEREERET
ABO MK FIAS# A RSB N B 336112 B\ T BARATIC A #I375mg/m2,
500mg/[F#E28) | 300mg/ A28 X 1x100mg/[liE28) %, 1A I32|#% 5 L 721
AR 21 O P A B A B R AR BSOS IS BLER1391 % 1ARIRE R0 A A7 381382% T
Hotzo Fo. EPNOABOMTERIAE A /NS EZABCIE, B
ARHAN375mg/m2% 1 [ X 13100mg/m2iE28) % 2% 5 L, g HEe |2k
2 PR MR A FOS M5 BLER T O AF 213 2 2 100% T dp - 7246),
ZaVEFFME 37T A . BITER 51 .4%I1CF80 Sz EaEIEMIE.
CMV7 »F7r4 I 7hHE (29.7%) . 38# (16.2%) . MIEEGIE (16.2%)
1ZCYH (8.1%). HBErk (BB, ) (8.1%). M/MMRED
(8.1%). 714 W AEYE (8.1%) TH 7246,
1£28) AGEAEIX375meg/m2TH b o
£29) B O YLE4A77 5 (EiPH - 283~617H)

18. FEXNEIR
18.1 1EF#RF

AHNL, pre-BHIE & BB DML A7 AE T 5 CD20HUE I FF RIS
WETAH I LT MR EMIBGEER (CDC) K OB VAT A
MBS/ (ADCC) 124 0. Bl zi5Ed %9,

18.2 A KIFMMIEZEER (complement-dependent cytotoxicity. CDC)
KHFNZ e M EOFAET . 2.2 0 g/mLOFEEETSBM (v + H3RCD20F
M) D50%% ik L7245, HSBAIKE (& b HERCD20MEMAIL) 1XE &
3. CD20LR % 459 2 Ml 125 L CRIRIKIF MG SR 2 A 346 2 &
PRERR S N7z F72. & MR T, sEiMmEAiE (CD34km kML) o2
0= — BRI L o 7240,

18.3 A KREFMHMENEEMIEEER (antibody-dependent cell-
mediated cytotoxicity, ADCC)

KElxe b7 =7 ¥ —HMIOHFET . 3.9 ug/mLOEERE TSBMiED50%
%R L7275, HSBAIIR I A9, CD20PUR % A § 2 Mk L Chifk
IRAF A A TE ARG BRI 2 3 5 2 L DM ERR S L7247,

18.4 In vitro CD20i /B4R AER
IDEC-2B8 (V) v % ¥ <7 L [d— O CD20HUE Rk (W25 5R5HIS) %47
5~ AFICD20E / 7 u—FVEidk) 3. BEFOHCD203Mk CTH 2 Bl
Dt bCD20PLFENI RS 2 kA & IRFEARIFAICIE L. ZDICs0 (50%F %
J¥) f1ZB1. Leul6é (JLk FCD20BLHE) D1/2~1/3%, & FCD20FUEIZKS
L CHWIE RS AR Z R L. 2 OMOBRF R0 A REIE. AH
(7 Z2-k b F A FRGUE) TOHEFFS N TH2®),

18.5 In vitro BY) > INERiE RHIES1ER
AANE, & PERRMBY) ¥ /8BRS b MEREMEBRY) &/ SHEMIL & B RAY 1R
AL MR &L SIS L 7 2o 7249

18.6 In vivo BY > /SBMEE1ER
B =7 A FIVAZGALRI4E R % O H M H FER G L 7o#S R, KA, &
FER O Y SEIHROBY) Y XERIZEFEHIZHA Lze . TY Y /2VERIZIEE
L% RO 7 dp - 7240

18.7 & MEEHER & DRI RUCHE
At MERMBERO BRI R & O BURE % AR ARF DSOS
RL7zDE, ) o8 B R IAIE, Rk, RO AT, Zh DAt o
I 2SR & RS L 7 2o 72500

19. B3RS ICET 2 BEEMHR

—/B Y F UV T (EEETHERR)
Rituximab (Genetical Recombination) (JAN)

AFE : 144,510 Da (daltons)

AN B v FBY YSEREMEICHFET 55 LHUECD20 () ¥ 8 287 H)
WHEET HE 70— F PR T, CD200UR O FRakHERAL (WTZ5E
i) A~ AHK, DSOS GEFEEHEN) ATt bk
(IgGlk) O~ A-t bF X FHIFUETH Y, 1,328MD T 3 / ik
MO SN TWD,

21 . 7?(%10%14:

21.1 EIER ) A 7 EHEIm 2 g0 b #UICERT S L.
(ABOMZERI NE & BHAE - FTEHE

21.2 ABOILE R A SRR IZ O W, BN TOfE I RER DO TR 5 1L
TWh I enb, BEIGEHR, —EROERL T— s BEfEshsET
DL, ERERA e RIHEAREREE EiT 2 2 & 12X 0, REEREE
OFEFMEHMEIRET 2 L L b2, RKROLEWROENEICHET LT -5 %
FHNCIE L, RAO@EIEHEAICLERBEY#H LS 2 &,

22, ‘A

()Y x4 > miEEEE100mg)
10mL [131 7 V]

(Y %4 > SEEFHE500mg)
50mL [1234 7)V]
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