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HER  UTpE Eth
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SER% 22 4210 H 25 H
PRSTATBOE N B 20 R R e S prs

I. fb B O#EE

kR 72 4] ~Av&—75EEHEH Smg

[— & 4] FrVR=TF I h~Avr GRlaHfz)

AREEE] 774 V—EH

[Z0RE - D] PR TEEIAME D CD33 Btk oAk B4t A fp

R - 8] @WmAICE, FAYRA~TF Y H~A 0 1 & Img/m* (ZAHEE
& LTKRED) & 2 KT CREFIRNE 579 5, B5EEIT, D &
t 14 HREOBGMEZ BT, 2RE 35,

(R E] 22

. 2 E TORE
1 REZICRBIT 2B E TORE

TS AT A <AL Blarl#az) CAT, BKAD X -V 5T7~A42 0D
FEKTHDL N-TEFNy-H VT ~A v E@a iz e MeHi CD33 £/ 7 a—F
JVHLR hP67.6 %A & & 7= CD33 BRI BB A s (Acute Myeloid Leukemia, LA
T, TAML)) (Zxtd 2 HuEMEEG A CTh 5,

AFNOPHFEIE, R 7 4RI CD33 PRI O BFESUTHEES AML B 25 8T 1A
FRBRDSIENE S AL, TR 9 DD AL 10 FRI2)NT T CD33 FURBE O MR R AML B35 %
wH L LT, AFEFMCTHRE LT 3 DO/ E AR BRME S iz,

KENZFWTIE, AR 11 4F 10 A s e I ARERBR O PR 2 & > T, Wyeth-Ayerst
Laboratories (¥l Pfizer Inc) (2 Y AF| DO KFE (accelerated approval) HIFEAN 2 S 7z,
WAk 12 43 H 14 B IZB{# S 4172 Oncology Drug Advisory Committee (2330 T, 60 ik _E D
BFEREMNZ BV TIE AFNIVER Y 5% BB R IO 5 TV 2L REICITEC 2 A 2k
Doy, AR SN E SN b, SR EEER TORBAGENE L I,

Rk 1245 AICKERMERLF (LUF, FDA) 1%, RUEIRIEZICAF O RA HME
RS 2 7D DEFIREER A FEhi L, MR & #EH T 2 Z & % Postmarket Commitment &
L7z BT, RAIOZHRE - sh 2 THIBUE FEME L FRIEOEIS & 72 6 720 60 sl Lo W)EFH
% CD33 HURGEO S DRSS ] & L. AFIOBM ToRE 2 ikt L7z,

— . BINZIRB DT, R 1 XD | KEOAGRHGEIZH W E BN IS < KGR HEE
D A[HEMEIZ DU T, Wyeth Europa Ltd (31 Pfizer Limited) & MRJNESRST (LLF. TEMA])
DM THENERMINTEIZE ZATH D, TR 13 4 4 A D Scientific Advice and Protocol
Assistance TOWFIZB T, 4T L HAEOERIE HAEZHAME T 572007 X Mk
PR R R AR 2 BN CHEME L7 < & bAERBO PN B 5 & D RSB NT-Z Lhn D,
Rk 17 4 12 ANKE O &G HFE W7o S AR g 4 £ 3727 — 4% & LT EMA
WZHKGRREE DTN, L L b, R SN BRRRBRIZ W THIZE SV sE 2R =R
(T C, BRI, M EAFHIR, 24NN A T & 2 i FREER 72 L CREAM
T5ZEIIRETH Y | RFOERAAERMETHEL SN TR ERFHME SN Z &b, 7K
BICE->TW RN

B AANL, FR22F 6 HRFR T, KEEZRNTIE, 7B F AR AR
)L, BEE, a7, Axva, YUHR—I mMT 7N, RXRRATTD9 5 [EIZT
KRS TW5,

2. EPICRIT B &R E ToRME Y

EINIZEBW TR, AANT TR 1141 A 21 BIZFESIND%0HE - 2R % T3 - ¥H5 AML)
& LT RIE I ESE LR E S4L7z, FRk 15 4F 6 A2, CD33 HUREMED 5 AML B3
xR e LIZENS T/ TAHREBROE 1R Y T 250 Ok, MBS 1R, &



O3 DOUEA TAHBER (e Rl B &2 FHIE R L CTRART A A L& Y — Rt (B
T 7 A PR E)) ISk 0 AREBFEN RS, £ ERE T/IHRRO 5 B TR
BRI T 25 DRGEDN . SEEEE LT ST,

P Th R R AR A S (DL, THERS ) 1. S E R 2 %R LR, EN T
SWERTE REERME A IR LS D AML O RLARE AL & LT, 60 miA DO FIEIHRAEFI 3
WT, V& T BV RERIEDERERNITDIL T\ D T2, AAID T60 kA D418 B34 |
233 2 EERIINLE AT IZ DWW TR, 7 v & A bbigesct BaGBR 2 520 L7V BR Y | BRI IS
RBIRNEHET L TS, — ., U F T KREERIESOMO RS ARIEDREIGE 72 5
2N EB X BIAIEFNIR L CiE i S BRI TRER M & 7> RN R S 1L
TEY ., BROMEMTIIEO 5 EHE LT 5,

L7eMo T, ARFIOBMEL 515, o FHEMEAFIEOBEEA 720, R SUIERED
CD33 HURGED AML BB ICORMER SN0 ThE, AR OF ARG TEs L L
T. LR ORWRE - DB, YL - AR CWER 17457 H 25 HICER ST, AR | KH
DEERINIEAT T L OG- OM#IG & e %G BE 2P L T 572010, TG 2, AH
XM OPUEEME IR & 0P LianZ A3, T2hi8 - ZhRICBE T 268 EodE ) 12, K
AN O EfREANFIEDOBS D7 WEEZR R LT 52 ENERREIN TS,

F 72 EWN TORBIER] 238D TR H 41T 0 | [EWNA O R RFER 2 35 CTRYYE ., i,
FFRERERE B D EELRFBIERA ORENBO SN TS Z b, BIERGEHIT. — T DIE
BINAR DT — X DNERBEND £ TOMIE, SREM 2 58k LA ERE 2 £+ 52 L1
k0. AAERHEE DY EFREET S L & HIC, BEMEROEDMICET 5T — % 21U
LU, AFNOBEEFERICHERFEZHE D Z &0 KRS Lk,

[#hie - 2]

PR3 UL EERYED CD33 Btk o Sk il (i s
[k - HE]

WERANCIL F LY AT A WA 1 A8 Img/m® (FmAHREREE LTERD)
Ze 2 MR CRIEEIRNEE G- 5, 5 RIEIT, 27 e 14 HE OB G-HREEZ B
W, 2FET 5,

[2heE - 2V RICBEE T B EoiEE]

ARNOERNZ S T= > THIARFOER OMBEMEZEE ISR T2 2L, £72. AFO
fE I O PR AR E AL OIS N RN L FOWT DO EEEGETH L,

(1) FHEMRENFRLE (V4 7 B RERIES) ISR D WITERIER S 5 & Tl

L5 EREYED B

(2) s (60 Ll Eow)nlHEREE)

(3) F¥E%E 2 [BILL Ef 0 IR 3R
(4) [FIFEE MBS OFRESE (%5 OEEMR)

(5) AMERTEBEERME A MR RS ©, BEMEAFE (LT /A VEIES) ITRIEH

DVHIEHEDR H B & TSN 5 B

3. A EIDOFE DR

KENZFEWTIL, Southwest Oncology Group (BL K, TSWOG)) 2LV, #)% AML &3 %
K GAAEYE R BIEfREARIETH L X 7 ) Ve VIR L 2 7 ¥ 0 OPFRIEIC
KA % FRELIZGAOFRE TN KE YT X T B U RRIEIC X2 HIE O RER AR &8
e U356 OF AEE R T 5 72O O Lighs AR R (LT, 1S0106 3Bk 1) 23Rk 16
FEDN B R 21 AR TEME S AL, KE 7 7 A PSR, Ya%alBhpkig %2 Postmarket
Commitment C& 2 ARK|DOEGFKAIA FMEZ MR T 5720 OBKRRERNE E L EHTH 2 L
L7,

Rk 21 4F 12 AIKkEIMEF 22 (American Society of Hematology) 2 CTAZ Sz
S0106 FBRAAE . W ONT TRk 22 4F 4 H 1T SWOG 7> 5 FDA IZH#EH & 417= S0106 35k pk i
(K& Rk 22 45 6 H 21 BIZ FDA & Pfizer, Inc 1. S0106 sRBR I\ T, FEAER 72 B iR
EAFIEICARA &2 O U7 560 QNS HE DAL AR 2 8N L= 568180 D6
IREOHE RMER R e o 72720 (. 1 M) | Pfizer, Inc 1E, KENZIS 1T 5 AHK| DA
EHEMICIRFT 820K LY,



FAE L, BUEBGTER T, P22 F 6 HREEACTAREZ AT 59 »[EH CRKEZERLS) 2B
FALSBORICIZONWTHER LT A, TAEUF o AR, AxF a6 »EIC
SOWNTIE, BEICH EARKRER TR R2EnTBY, 7B F o CIEIBRIClRFEZ Ik L,
AR, AFTaTIIREE THo T L EIEINT,

FErEIX, KENCRB W T, AR AGRE T T ICE 722 &, WONTHKRRE A T 2 5MNEICE
WTH B ENRABI TN RE3NTWD Z L2 E 2, ENICBIT 27KE%0h8E - 2. H
% - AEICBI DAL L 2R HEEIT- 1=,

. TSN EE OB L EEIC B T REOME
1. K[E CTEME X 1172S01063R 8k DR E

HEREIE, SO1067RER (ICRE4 25 AR SCHRY, W ONCHRLEIR GRS L VRS8R L |
SOL06FRER DB ENLL T D LB Y TholoZ L &R LT,

SO106:ABRIL., 185%7> 5 60m% DYIFE AMLEFH (FABOH (2B aM3' 2 R<) x5 L
LT, FEAER 22 BRI AR S A 2 B3R LT BE DA INE R OV 2V, MO HuE b i
ERICARK 28I 5 LI 5A oA E R V220 F iz B E L7 v % MMEIEER
gk & LT, SWOGIZ L Y 556 S 7z, SO1065RER Cix, 37, EfEE AL L LT,
PR | IR MR 7 B R AR TE IR 7R BRI ATV E~OARF| O ERER GO WTH
DN T B DTEIT T B, 562 E A (Complete Remission : CR) (23 L7285&121E, K&
U TR URRIEIC XD HE PR S duTz, RIS, HE D RERIER IS sE e E R A MR LT
BEZXG L LT ARIOBME G SOLEMBE 72 LOWT NI T v ¥ DTEIRT bz,
ek, AL - HETEERRIO LB ThoTe,

1. SO010678R CaRE I NT-IBEREOAE - HE

TG ik - H&E
FLRRE IR v Ve U (60mg/m’, Dayl, 2. 3)

> 4% 7€ (100mg/m’/day, Dayl-7)
TR NFE~D 2 ey MR (45mg/m’, Dayl, 2, 3)
AHN D LFREERE >4 Z 'y (100mg/m’/day, Dayl-7) . A#l (6mg/m’, Day4)
KEV X T UHEE 47y (3g/m’/ql2h, Dayl, 3. 5every28days) 341 7 /L
N IBEVIES S AFH (5mg/m?, every 28days) 31 7 /L

S0106385R Tl 3D o RIMNT (A X M DFI25%., 50% M OVT5%055 & AL 7= )
DNEME S AT, ERE ARREIC T A20 B ORI RN E SN T — 2 v A TS
CER2147H23H) T6276 (KA EFERE3136], EARE ARIERE31401) NBEESN, £
Do B, HNWERNT R E21350601 (AF_LRBRE2TTHI, B ME ASRIERE22061) | LR
BretBiE51561 (RA] ERERE26001, T AIERE25561) Th ol
SEREMRRIIAK LR RET66% [T : 54.6%] (150/27715) . BEARE APRIERET69%
(159/22903) Toh-o70, Fiz, HEFEFRAG M OERERT S NRIEREICR 5 — Rk
[95% (5 #HIX[#]] 131.00 [0.69-1.44] TH Y, AEENEO LN oT- (P=0.50) , —F
T, IR L OBEN R E T ERWBBEA FHG OB ITIAH LR T5.8% (1514:/260
) | EAREAREIERET0.8% (2fF/25561) EAK EREFECTHEICE D> (FisherfiiE
P=0.002) , AHK| EFEGFOBILH B EFLONFUIHMSE], EIESH, TFARE16], &
PERED 858 iEERE (Acute Respiratory Distress Syndrome LA, TARDS] ) 145, R0 R #E -
ARDSHFZE1BI], HiML « RYYE « ARDS *© 7 ¥ R—3 A0PR16], Zhgds R4 - BUiEFIE1
HTH o7, GradedDIEIMIEENED A EFRIIAA RT3, EHEE AFRIERET29
RO HINTEY . 209 bORBIEIXZENEN23M:, 16fFTh o7z,

Hi1 [ O PR TE S D AFB I 512504 5 1B H O PN 08 FEhi S =T — & B~ b4 71
AL CEERIETA23H) T1786] CRFIEINB 518841, MEIRHEREI0H]) MNEEFRIIL, £ DD
B BNERRNT X SE1506] ORFLBINE 5EE7761, FIREET361) | REMEfT 51367
B CRAFLBINBGRE6TH], HIREL0B]) & Sz, BRI O BRI ST DY

" BT A BEERYE A i



— Kb [95%EHE X ] 1%, 0.66 [0.40-1.08] TH Y, AEENED LI ->72 (one-sided
P=0.95) , — /5 T, AALRBIEGHIZBW T, RF L OBENRE TERWEBSE A EHS
OFEBUTRD NN DD, GradedDHEFRIT67% (45/674) 1T H B, F/eBL
FHTMEEETH - T,

A I RAT ARG R L 0 OFAREARIE~OARA] LI K 2 582 E AR OB NG ONT HEF
FALFHM OIER DGO DN 2 & QHIE DR IER OARFBINE 512 & 2 595 A4 77 B
@LE@ WD BN L @EMRE AFEIC BT IR C AR R CAE

WZHM L7 Z & D, ABIOERARAES G TE 20 E LT, FR214E8 H 12801067
BRIk s,

2. NIRRT 2 ER AT ROBE

ENIZBW T, IBBRICTABID &G S NTER N TR TEB Y, £/, BN
DEFARRBRIC BV CREYYE, i, JFEREESEOEERAEH OB ENRD LA TN
ZEMND, AAIEMEH USRS & x5 & U R A S AGR S I RSV T i S
iz, EEMRETREGIEOE 300 4, BIEMWIRIX 6 » AR L LT, AFIEE 2 F£% E T,
FAEIERAE 2 LT 551 & Lo, AU, IREHAGH TH 2R 1749 A
22 HE VBRI, R 194 8 A 17 BITHERE T, JER 21 4F 12 A 14 BICHAEK T2
ATz, R 22 4F 8 A 11 HICHELEIRFEES K 0 $2H S 7= ok s A il S O 13 2L
Tow@my Thd,

(1) %%‘;{hﬁ‘
%2W#Wﬁéh\B8W®%EEﬁEWéhto%@5%\%ﬁﬁﬁﬁ%ém%#
#b%fﬁ%ﬁﬁ%f%ot5%%%%Lt%3mﬁf PEREAM R SER] & ST,
F 70, RAEVEREMSAER] 753 BiIh 5, [FRGROEE « BN Sz Efl ), 7K
%ﬁ%%mﬁméhﬁﬁ%%fﬁ%ﬁ@%ﬁﬂ%#mﬂi#mxﬁf%otﬁmm
(SRR ARSI B U BIER ST SEF ) D 225 Bl &2 R4 LT= 528 il 2 A 2h 3T fil 6
GUER & Stz 7o, TGRS « Zh RSN CHEM S ER] ) IO TAGBRES T
R S HTIEB) OWNFRIZFER 2, K3 IR LT,

* 2. TKEBANRE - AU TR S I SER]

R E 1%
BRI O GERE D B O 2 BEE [ i 6
HIFE RS BENE B P 4
SR A A M 3
2ty 2Bk [ I 2
B B ST R A 2
e gl SN IRTAF= Y U i (4 2
Myeloid/NK H Ifif75 1
&M R 1 P 1
a R 21

PHEEICB VT, MEEDN THRSUTEAMED CD33 5Pt AML] LISk & U CREH L7SEf]
O FUBMEIES A & OF LIRS, SUIZIRHEE B &0 AN A OB E-23 3 B L& - T fER]



# 3. KRMIESN THEM S I SES]

i 515 SEBIHCEY
PUBMERESE A % OFF L 72 pi ™ ”
SHHHIE A L0 RNCAFI OB G 3 [BILL & o 72 5EHI .
°r 116

E1) EEDHY
1 2) AAIERAA (R RAGET) 2 BAARHE B AR £ T HUBEEREA 2 0F L7,
XiF, HUBMEREBAI OB/ T A LN AR G2 Blas L7 fl

L ARVERHM R SUEBNC 1T 5 BE Y R 4 AFI O FIRILITER S 0@ TH Y |
AHNE 1 oA THIE LB, RET] 23 169 #i (58.9%), IRWT THE
5 N2l (21.6%). THEEILT] 28 1241 (42%) DIETH 7=,

F 4, BEER

B R A KT BE B iidndaa

B 437 58.0%
P51

LS 316 42.0%

60 F¥ A 276 36.7%

60 ~ 75 kAR 345 45.8%
g

75 m% ULk 132 17.5%

RofE (/M. K iE) 64.0 (1,90)

0 174 23.1%

1 220 29.2%

) 2 117 15.5%

e 571 PS

3 82 10.9%

4 27 3.6%

NI N 133 17.7%

MO 55 7.3%

Ml 114 15.1%

M2 300 39.8%

M3 27 3.6%
FAB 77 M4 96 12.7%
(n=732) M5 60 8.0%

M6 25 3.3%

M7 12 1.6%

AfteE 41 5.4%

TH - RFOH 2 0.3%

1 [A] 308 40.9%

. 2 [A] 130 17.3%

TR A%

3 =] 37 4.9%
(n=501)

4\LLE 25 3.3%

B - RFHL 1 0.1%

CR FEZ2 L (#E18) 230 30.5%
CR J&&

CREH Y 501 66.5%
(n=732) -

RH - RFOH 1 0.1%




& 5. AF ORI

i PR *HGUEBIHL MR I
1 [\ 280 37.2%
2 [A] 444 59.0%
3 13 1.7%
P b [E1%
4[] 12 1.6%
5 [5] 1 0.1%
6 [H] 3 0.4%
5 mg/m? K 25 3.3%
5 ~ 7 mg/m* Aiifs 66 8.8%
| g5 7 ~ 9 mg/m* Kiifi 22 2.9%
(1[EH) 9 mg/m’ 634 84.2%
9 mg/m’ A 1 0.1%
Z D1 5 0.7%
9 mg/m? A 57 7.6%
9 ~ 18 mg/m’ K 285 37.8%
w5 18 mg/m’ 383 50.9%
18 mg/m?” 4 19 2.5%
Z O 9 1.2%
(2) =&t
1) BIYE S BLR DL D BEEE

LR VERHI AT G F] 753 Bl 31T 5 BIEH A BLH 1T 88.1% (663 i 3,291 14) . Common
Terminology Criteria for Adverse Events v3.0 {Z X % Grade3 LA EDEIVEASELZIT
78.9% (594 4] 1,804 1) Td 7=, MedDRA D 2EE IR A FERIEIVE AR HRIL THRR
Al 57.1% (430 ) Wb, TIRB LY vk E] 47.8% (360 #1) . [4
FlEER L OB G RpTERRE] 34.4% (259 ) | [EGYER X OFARE] 834.1% (257
B) . THFAREREE] 25.2% (190 ) DIETH > 7=,

Grade3 UL EDREIER 1 594 #1 1,804 T~ 7=, L/REIWERIL. S8 LT h BRI E
244 £, I/ RER IR 222 14, IR EREGED 165 1, H I EREDRD 140 ¢4, BUfdiE 102
. i 88 1, Jitide 49 . IFhERIVDIE 41 £, FEEN 40 {1, 1B U v ASE 38 4,
ErIREAZEM TR R 33 2, i/ VRIBME 29 £, R FEME LS N EERE 28 & TH o T2,

R EOEENS FRITE ARWVEIWERIT 148 5] 188 - TH VY . C - RUSHEE AN 64
PR, TEENRREIR T 17 . IRPEABGME 12 4F, B A&, JRP 7 R UGS 6 15, il
Bide 5 1, (AREME RIS, B f, MR M, AR3EJE. BARS 3 fF, Wi rke .,
PEELIRAE, ZVHE. AMEBRAE, S R4Ae, FEREREINM, U o RERERHIN, BBk
. JRERVES 2HETH T2,

FE1C & OREME N E TEX 2 WEIERIL 64 6] 95 - Td v . BUIE 18 £, Mlige. Hrik
PAZEMERFZRBA 11 ¢F, MM 5 . BRMENME S = » 7 fRFEVEm A NEERE . i % 4
PR, FEYERIZE . R EREOR D 4 3 1, KRB ST A~V F L R 0E, HifitEs 3 > 7|
HIMAPEREE R A 2 . R lfE, 7 FUREMHEME, =2 —F A7 0 AV T = U
Pe. /MR L, AR, B R L, R T AR, SRR S AR AR, MU, K,
BRI RRERAE . REEWEF P ERIBE, MR L, AR PERC N A e, BB RE
Ae DS, RERFEGE, DHER., ITFEE, SRR, BREB A2, T, ZiE
g, ZERSE, MEART. AMEREGEAD A 11 Th o7,

B, BEMFIRRN DRI STz 5 FlCB T 28 EEFROBIURDUT, /R
D1l AEHHDDELNT R 16, FEHESRL3FITH- T,



2) AGREE TORER & DB
i B TR AT 12381 A RIWERAZR BRI DWW T K E ToRER (FEWN 1 /11 FHERER)
AR L D ORERIL, T LY ThoTz,

7 6. JKGBIF £ TORUER & ] iR A O BIVE ] JE El=

i EIEH
2 DR i )
RIVEH oFEE P o— FIH P T
JEBIEK G2 JE B2
TR £ TORER 40 40 1,072 100.0%
2RIEH N
i F B AR A 753 663 3,291 88.1%
FKGRIF £ TORER 40 39 210 97.5%
Grade3 Ll _EORIVEA B
15 AE AR A 753 594 1,804 78.9%

F 7. KGRI FE T ORRER & R A O % B BRI B R B
(o AR A T OFEIR D ED > T B E IR FIC IR D)

TR E TORR il P AR A
B (40 f31]) (753 )
BIVEF O FH ERE RIS
FEEL B FEEL FEHL
JiE 115k RGeS JiE 115k JiE AR
B MERB LR fEE 9 22.5% 360 47.8%
2RIEH
JHREE R PR 2 5.0% 190 252%
Grade3 Ul Fo» | MIKIBI OV R RREE 2 5.0% 333 44.2%
FIl{EH FIFIIEE S e 0 0.0% 76 10.1%

1) SREBIOHEICEENLIFRE E LD TEI LT

* 8. KGR E TOMBR L A GEAEORIEMFIR (e, fHES)

% H I ¥
R A R e e R
SE % JEBIEK G2 SEFIER
o KR E TORER 40 38 187 95.0%
A M D B
15 FH A A 753 500 1,161 66.4%
Grade3 YL o KR E TORER 40 38 153 95.0%
i i F Ao T 753 482 1,037 64.0%
\ KR E TORBR 40 38 111 95.0%
AfFREETD —
15 FH R A 753 303 495 40.2%
Grade3 UL Eo AR E TORER 40 7 13 17.5%
R i F B AR A 753 106 142 14.1%
E D) WERROED [ KO 2 SREEED (2 THRRHE] (208 S it C B A i e bz CEat

L7z,
1£2) SRERIRD TILNERREE] (2 [ERRE] (S S v ik B3 2 e e &N x T3 LT,

# 9. KRR E ToORER & AR IS BT 2 B G E T E RV TEES

REH K GUE I 5L FE L JE B TR
FKFRIF £ TORER 40 2 5.0%
i FH A R A 652 1 64 9.8%

W) ZARMRHERIRAER] 753 BB, EEBEO 7o O AFHRARED 101 Hl &R,




BUSHTEA 1T, M RRRGRAIC I T 2RI IRBUS SWT, LIF D LB Dk~
Tb\éo

fift P R AL 0D 22 A PEARATT R RAEBNZ 31T % BIVE M O Grade3 LL_EOREIEFE LRI,

FolF E TORBRKRT & i L TR o7 (R 6) o ssBRIRERICHI LIz & 25,
Fiigds L) ks ] o TIFIREREE] OFBRRREN -T2 (KT o TR
Al s h o Mg, FFREE ORIER b &0 THRES LI2RER, KR £ ToM
Bro i LT, RESERDbDOTII otz (R8) . £z, KK & OREEMENTE T
EIRVIETIEFI OFIEIE, ARRRF L L TRE SRR L b0 TIE AR (R9) | /&RRKF
ETORBRE LT BWEMRBERNE L &SWEORME L 72 5 FHITFED b

-7,

3) H/AAEHHE ORREt
BRI, AFIOAGRFEEICB T, ERNAOERRAERIZE WD CTARANZREAICEED b
- FREAIZEMERTE . (Veno-Occlusive Disease of liver LA T, [VOD)J) ., &YwiE, Hif.,
Infusion reaction, MfifEEs, FEBFRAEEAEMERE, M/ MO BIENCER LTS A %
179 & 5 BLERRGEEE TR R Uiz, BEOFRRZ2 5207 €, BUERGEEE 0N i L 7= st
X, LFO#EY Thotz,

i/ IREREIRSE BT 2t i Al SEE] 753 #1203 41T, [EIEFRIL 27.0% ThH -
7=o ARFNOFE GBS /MR OEE £ TOMMO T RAEIT 47.0 B, F/MEIX7 B,
BRI 1,112 B ThoTo, ks, AFIEG#IZI/IMEED 50000 /uL LU FIZART Lgd»
STREBIDS 9 il d> - 1=,

F 10. 7KGREF £ ToORER & AGEFEIZ 31T 5 A E B ORITEH R =R

S X ¥ s 2
R B S o Il Bl
SEGIE | EREK %5 IE ]2

FRFRIFE TORER 40 1 1 2.5%

42 VOD o
5 FH R A 753 42 42 5.6%
Grade3 UL B FRFRIFE TORER 40 0 0 0.0%
VOD fii7 F A R A 753 33 33 4.4%
) KRR E TORBR 40 26 33| 65.0%
i B A 753 257 331 34.1%
Grade3 UL Eo TR £ TORER 40 5 5 12.5%
JEYE 1 i R AT 753 206 255 27.4%
HRRREEE CoRBR 40 29 61 72.5%

4 H i -
5 FH R A 753 106 143 14.1%
Grade3 UL Lo ARREEE ToRBR 40 3 3 7.5%
Hifn i F A T A 753 65 81 8.6%
4 FRFRIFE TORBR 40 40 316| 100.0%
Infusion reaction {5 FH A R AT 753 340 716 45.2%
Grade3 LL o KRR E CoRBR 40 23 491 57.5%
Infusion reaction 1 Rk TR 753 166 285 22.1%
N RIS £ T ORER 40 1 2 2.5%

S fififEE o
i B A 753 27 30 3.6%

iR E O 18 B iR L2 LT 1 EELL RS i/ MRES 50000 /0 L L L Ar o7 B & ER L TR L7z,



Grade3 Ll LD AR E TORER 40 1 1 2.5% |
il P A A 753 23 24| 3.1%
4 AR E TORBR 40 0 0] 0.0%
NEES53 A SEE fp 1 F A A 753 17 17| 23%

1) KGRI E TORMER L Rk, AFREG Y RO HICRILLZRIEN & ER L T, H3F LT,

# 11. BOA L] D VOD FEL#

ot Bhifit > VOD
)(\
DA
PO SERK R bk #5
JEBIHKL %k iE 151 2R
BAE7 L 577 21 21 3.6%
AFN B 5-5i1 0D I BAE 129 ¥V 15 15 11.6%
KHNPE 5% D HFehl 34 2 2 5.9%
AP 570 - & ICBMH 13 4% 4E2 30.8%
1) ARAEEZOBHOFENTRA O 1 FlEEte
¥ 2) BHIRTIC VOD A%E L 1 k<
= 12. POS &G ICIIT D VOD FEHi
- - PSES T FEH FEH
SEBI%% SEBI%% HEk JiE 1] 2R
42 VOD/SOS POS 482 44 44 9.1%
4 VOD 55 FH AR R A 753 42 42 5.6%
HIE® D VOD/S0S POS 482 19 19 3.9%
Grade3 UL @ VOD 1o FH ORI AT 753 33 33 4.4%

1E) EREHEIC L 2 'R

OB GEEE 1T, R EICB T 2 BEAHEE A ORFHERICOW T, TFD L
BY., dB_XTW5,

TR E COREBR & i LU ¢, BEHAERE CoOEMAGHEEE O2EIEH LT Grade3
PLEORWERFBBRIIRE S B Db O Tidhnrorc (3 10),

VOD (Z2WTIE, ARFIOEGHIZICEIT 2iEmaMiam (BLF, B of 5]
@%ﬁé%%mbtﬁﬁ AN G-1% O BB ST IEFNZ 31T 2 3B L BE I
Do TIERNCHBIT BB L ITIRESER LR oT, —FH, KA GHTIO B S iU
TIER], M OARAFR G-R - 2 & HICBHE S NWIIEFNIZ BT 2 BEEZ O VOD OFELHR T
Wfﬂ%\%@éﬂﬁﬂokﬁmi@%m#ot(%H%

KENZIBWT S, VOD/FEIRPAZEE Wt (Sinusoidal Obstruction Syndrome LA T, SOS))
DIEBLROHEE & OFEIRIK T DHfiH A B & L 72 Prospective Observational Study (LA,
HD&)ﬁ%%éﬂt:k#%]@S@ HHR SR R & AR A DS SR & bl L7
& 2 A, POSIZEIT 54 VOD OFEBLRIT, MHAMMTHE TORBRLY bEroT, %
7z, %ﬁ@#m%ﬁﬂ%ﬁﬁfﬁ&é LG, BHIICHET D 2 LT TE RV,
POS (Z331F % BAED VOD FEH=R & i RN IZ 1 % Grade3 Pl L VOD #EHLARIZ

b\TftirTiffb7be<)f; (#12),

10



(3) HHE
1) EEEfER, FEHE
R TR 2 BT A2 5HEIL. 38 13 1R LI E B I CE VW EM S v, 524
BT 9.8% TH Y . RN 18.0% Th 7=,

< 13, 2 AUHIE FLvE
HHHIE o R %

T oLRERZ L-GE
LEFER DS R MR P UAFAE L 22
2 JEHEFRIREMIC £ 0 B REN O ZFERDS 5% LT
3ARM LIRS SR DEEHEICE L TV D
1683 B = 9g/dL
i/ R¥ = 100,000/mm?
IF o ER % = 1,500/mm’
4 7R M Bk OV MR B L 2 B L 72\ GBS« ZRIMLERER LD CIEHIERT 2 38
M, /R DV CHREERT BRI T 720
544 A IR 2 5B D 720

CR

CRp

FROEMLD H B, M/MEOEAETS T 0372 STV R WS

NR

CR X CRp DWFHTH AW

A

o RS EANRE &Il L7 e

F 72, BEMEFHIRI SR D BE Y RO EMRR K OFERh R ITFE 14, RN
BIDFEREIRR L OFHRITIR 15 IR LIZEBY THoT=,

# 14, BHES IO RIE R OB

PIE CR CR NR e "
B R R I R y = |
SEGIEL | REFIER | EGIE | ERIEK E iR
- 5 312 28 23 261 9.0% 16.3%
PRI
LS 216 24 20 172 11.1% 20.4%
60 A 186 21 14 151 11.3% 18.8%
Al 60~75 R AT 255 23 20 212 9.0% 16.9%
75 ULk 87 8 9 70 9.2% 19.5%
0 127 22 19 86 17.3% 32.3%
1 160 14 12 134 8.8% 16.3%
o 2 83 4 4 75 4.8% 9.6%
¥ 551 PS
3 64 6 0 58 9.4% 9.4%
4 11 0 0 11 0.0% 0.0%
N N 83 6 8 69 7.2% 16.9%
MO 41 3 4 34 7.3% 17.1%
M1 74 4 7 63 5.4% 14.9%
FAB %338 M2 220 23 15 182 10.5% 17.3%
M3 16 8 1 7 50.0% 56.3%
M4 71 5 12 54 7.0% 23.9%

SRR (%) =%RRMEGK (CR) +A2MRHEXISIERS% (CR+CRp+NR) X100
T (%) =ZNERIEL (CR+CRp) +ARNEFMRISER S (CR+CRp+NR) X100
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M5 42 6 3 33 14.3% 21.4%
M6 20 1 1 18 5.0% 10.0%
M7 11 2 0 9 18.2% 18.2%
K E 31 0 0 31 0.0% 0.0%
B - AR FOH 2 0 0 2 0.0% 0.0%
Yegaphmae |V TRRAFEE 100 18 9 73 18.0% 27.0%
12k% R 251 23 24 204 9.2% 18.7%
B g TS RBRE 135 9 9 117 6.7% 13.3%
(n=528) NGRS St 42 2 1 39 4.8% 7.1%
1A 222 23 18 181 10.4% 18.5%
2 [A] 92 10 9 73 10.9% 20.7%

FRAS
B 3 [A] 27 3 2 22 11.1% 18.5%

(n=357)
4 [mLl k= 15 1 2 12 6.7% 20.0%
N N 1 0 0 1 0.0% 0.0%
E] i 1 A 248 17 18 213 6.9% 14.1%
Frfoc 1M 14k 93 17 13 63 18.3% 32.3%
(n=357) KRB AR 16 3 0 13 18.8% 18.8%
KGRI M| 437 46 36 355 10.5% 18.8%

x5 Bt
TR H 91 6 7 78 6.6% 14.3%
15, AR O 554 B fif =R o OFRgh R
s POp = CR CRp NR a4 Joh
L e | sEpP | b | e | mmes | FOF
N 1= 204 12 7 185 5.9% 9.3%
B SR 2 [H] 324 40 36 248 12.3% 23.5%
9mg/m?> Al 35 4 1 30 11.4% 14.3%
9~18mg/m* A Jii 209 15 13 181 7.2% 13.4%
wkhE 18mg/m? 281 33 29 219 11.7% 22.1%
18mg/m? 4 1 0 0 1 0.0% 0.0%
Z DA 2 0 0 2 0.0% 0.0%
2) 2AGFHM

BeHBMED O e 2 4R & CHEGFHENEI ST fE R, RV SUER 753 Bl
BB RAEGFHR O R E [95%EHEIXM] 12126 B [110~144 H] THYH., 6 » A,
12 7 H. 18 » A, 24 » AIZBT 5424472 (Kaplan-meier #EEE/FEE) 1345 4 40.4%,
23.5%., 16.9%. 13.6% T -7,

3) M RATHIM
BNMEREA 6 SE R 528 11D 9 B CR XIE CRp Td - 72 95 Bl I 1T 5 HEFL I A7 AR
Sorguff [95% SHEXI] 13 158 B [113~273 H] ThY. 6 » A, 12 xH, 18 » A,
24 7 HICBIT 5 EEEAFHE (Kaplan-meier #EE M IEAMFR) (345 4 44.4%, 26.7%.
22.1%. 203% TdH o7,

TIHARSREEFALE L, BEDOHHDDFEIC L DIEC B UTRA LR B E COMIMZ AN & Uiz,
SAHIOWFRIZE Y CR XX CRp ICE-TeHARREA L L, IBRLHABINZA), (H5P2FREAICELEEA ), T
MEFSEAEFOREHEER ] ©9 HRbRVWHE £ TOMMEZ, MEERAEFYR S Lz,
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4) AGREEE TORER & DIk
EARRERE ISR T DB MR, ZNRIZHONWT, AREEToORR (EN1/0TH
RBR) g L O ORSRIT, T LY ThoTo,

7% 16. KRR £ TORBR &l ISR 1T D e B R ARR K O

Pop = CR CRp NR EL -~
[iENE TShak
o s | wm | sEers | e | mme | 200
KRB ETORER 20 5 1 14 25.0% 30.0%
fF FH R 528 52 43 433 9.8% 18.0%
£ 17. WIEIE AR I BI 0 58 42 T fift 32 Jy NI 7h =
[0 E i k5 . SERTIE | EA E33) N
R =8 75 5%
i Frioe 1A IE G5 e SEFIEL | AR | EREK =
1 AFA TG 6 30.0% 1 16.7% 1 16.7%
AR E TR
1 LB 14 70.0% 4 28.6% 5 35.7%
1 AT 248 47.0% 17 6.9% 35 14.1%
1 LB 93 17.6% 17 18.3% 30 323% |
12 FH R A R - Rt 17 3.2% 3 18.8% 3 17.6%
CR 72 L . . .
) 170 32.2% 15 8.8% 27 15.9%

RUERGEER 1L, FHBGEREICB T 2 B8R L ORI RIZONT, LT LB
D, IBXTWB,

il FH St il A D A7 D MR X GUE B 35 1 2 SE AR MRRIL, AKFRIEE T ORER & ik
L CTIE< (p=0.0466, Fisher FRE) . ZNRIFTAGEIFE TORBRE LB L TRES B2 D
HLO T2 o 72 (p=0.2334, Fisher RE) (£ 16) .

i AR A (2 38 T D RIS B A R T ERIC OV T, BEE R R O A
Wi & B L OBENEEZ 1 AT ¢y 7 [EIRGHTIC TR Lo L 2 A, ReffEREIC
K2 P, VIRIE AR R O G- i S dv7z, AR A RIF T E
K| D—>Td 2 HIEIEfRFRFC IS T1 A OB T THFELL R OBF LKL
TINRITAR D > oo KGRI E T ORER TII I T AR 11 40 ) OIEF123 30.0%
TholeDITxt L, HHAREMRAE T 47.0% TH D, AR L D AR E o722
ED D, AR IC 1T 2 B RTARE K ORH DB KRREE TORBR LV B K-
BERO—>L LT, ZOBEEROEVNEELLNT (F17) .

3. MBI AREDOHE

RS, BN OKGRIEE - 2h5, AYE - AEO#ICE T 2 AK oF A ONC#E T
IR D FRIZONWT, RIEREER ICAMEZ RO 2 A, BUEROEERITILLTO
ERVEIE L,

S0106 FERIXENIRMSCEICED LN BERE (WS 250 - #a6) KOS
ik (ARG SI13ER D BERE (18-60 MOWFEM]) KOG J5iE (olEYEiR &
DOOF G K ORI [E DO FIER OB E) I2TIThRTnD Z &b, S0106 RBRARE %
[E N CTOARAFIFE G- O &M R G MEOERICHWD Z S L Ll Cliden e &
25, Fio, HRHBGEFAE»SGEONEEN O, EAFHEFREL Lz VOD, EYYE,
HilfiL, Infusion reaction, AfiffsE, BEEARBUEGRE 2 & eRIVEA ORBURDL, Frhl/e
BT AHREA~OEE JEEEEE CHZI2OWT, Fif- e 2EOBRAITRD bl &
EZ D,

L7 o, A%, IERTOLEERRIZINZ T, LFORE R A4 # U, @b HoH:
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A > TVETZUY,

(1) S0106 FERRKALIZ DOV TIE, BEICEM S CEIEHIG I LIFRieit 217> T 5
D, Z OFBREGAE SN 2 T, EGEEE TR O N -RIERRELIER, BIEHES
B B WA SCEIC R L, R BRI MR 21T O .

(2)  FHERAMEICE T D ABIOMA O BT D HNEEREDTEEEEK D | L
TOBEMZRT- TR - BRI E DA THD 2 L 2R L, o) i BE~
DEFERTH D Z L& RERRY BT 25 & & HIo AR RN CEEIC L D
IEMEAICET 2 MR 2 ket L. [FIRFZ (3) (TR D Hiiz e 2t RiE#M O
15T X 2 Bl F i sk < oo B4 FHHEE o ss b 2 X 5,

s AIMJFABEDOETE=X ) > 7 LIEFICHIGE TE Dok i 0N & 2 b - ik
TERENDZ &

o AIMJATERIC T 7288 A & D= (B2 01X, AARMKTSE. JALSG D A
V=) ICkoTHERENDZ L,

o RFERTEDOEREITIRMN CECTEERESNT-NEICEYTLZ L (7]
REZRFR Y ),

(3) AABEEAOIEZEF =7 U AN BIOBEIIHT HARFOM BT 2 A
BE) AER-EAL, ROOEMETEH LT, @b dsg - 551k
KR EHAET 5, 7285, 21D OB OUE LRI O AHIfE F it 5% 42 D F&
FRIR G5B L OHREFERS IR 2 1 4E12 1 [RRERE L AL 25RO R
ERRETT A TETH S,

(4) A< L HAE 1 OMEE T ORMNSCEIC TEEMRE SN OBESTF OHEE % X
L=, ERBAREICEMICTY ~ A v REET 5,

X, T LB EZ 5,

KENZBWT, AREZEY FIFABHLE 72572 S0106 #ABRIL., EWNICTARINTWD
Zhie « W CoF&BRaE) . G - HE, IR SCETHEEME SN & B2 0 5k
TEBINTZLDOTHDLZ b, ENOEKRINEE - 2h5%. HiE - HRICB T 2 KE|06%)
ﬁ&vfé%«m%ﬁ 122 L <., S0106 RERAAE D AT, ENICEIT DAHFIOA HMEIC

AT D Z ST TR VW EE XD,

lm BT 2T DS LN M AR LR, AR oV Ti, EHED
RHEIZIIRA R S 2 b DD, KB E TOENE 1/ MAHRER & ik U CaaEm iR Ly
FENRITMRAE 2 7R LT, B I, BE A TR A& I B W) T B AR R K O 1 MK &
IRUTZEK E LT, SERGEET DR TND LB Y | KGR E ToORER & RO
BEE S OREREIS OMEIZ X D ABEITRE TERWEE R D, FBREIL, FXEER 2
BILL D ALSEEIEDOF IMERIFE S < WEEBRIZBWTH, CR & 72 S T2ERINGR
DHITNDZ L0 AFOFNECET 2 HWNII AR E EDL DO TITRWEEZ D,

F7o. BEMICHOWT, AR E TORER & i LT, AFI L OREMENGE TE ARWVE
ERIC LD ERITEME R LTz, L LA S, &R E TORBROBERFIEIIRE >N T
B WEROEOAHAE S > T, ABNZ LDV A7 NSNS 5 a[REME A2 B4 5 2 Lk
WEECTH 5, HFRAREREICBT 2T HIL, EiE ., FREERNAZEL ., MXEW#@£
B iR TE #ﬁw&%KEM6EI%ﬁLTkD ZDOX D RBEORENHEICED K &2
ST AREMEIX R E TE R e, BEHEMZRERITIXRARNH D L& 2 5, ML;@ KRB LA
Be, F- R ORI RN T RnEE 25,

FZ  ARK| & O HEEEMEREER] & OOEH I SV TE B 13, S0106 SRER OFEF N % T,
e [E] C M S AV T AR 72 AR A RYE Kﬂ%ﬁ%ﬁbt?/ﬁAkmﬁﬁ%(uT
AMLIS5 3R) (TR D REIREHRE DD ORMHER ZMR LI 2 A, AFID EFREIC
MERAEGFHN, 2AEFHROKFEIIRIN TWEho 7o Z End, KEREE & R, %Hé
nNinwe&Ez5,

2B, KB LD | WASGEO S 12T TARR 2 o pUEEEIR & 0P Ly B
NEEMAE S T2, R 23V € PUEMEES SR O G128 110 FERD S
7=z <E ;/Db VClE, AMLIS 3B D preliminary analysis B[ ’C@F%ﬁi 2006 DT AV A
MAEFEEITBNTHRESNATEY O, TAHZ LRE L2 LI K 2 EEARBEOBNLAR
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<, BRIVARAIZNBBOTHAREERSS ) L3Nt —REBEZD,

PLEX Y | 7GR & AR, MO EMEAFIEOREIR L 72 6 2 WBFITB W T, AHO
BB G R OF AMEIIHfGcE B2 5,

B A%t . ALY EESN TV VOD., ERYWE. Hifl. Infusion reaction. il
| EEREEEREORBUIIS | SR EERETRETHY, HIREEDOE=4 Y 7 L1k
FRIZXT I T D 0 72ik i OB o T R Fi s 1236\ T LAk AR ORI+ 70 B a &
DERZ L - T, WU REEFE~OEGR 2SN, o, AEFROBIESEENEYNIITR
bR | BEEIRGEEE N FHE L TWD TR A2 C, M AOHEEEZX S Z &
TEYITH D EEZ D, £, S0106 REROFEHRITIZ T, AMLI15 akBRAAE OIS
THEUNERREZIT, TARAZOPUEEEERE L OFH Loy BE2RUET 280
HDHEEZ D IMAT Ak bE| &k s BOEREEF 1IAK O HEBE O SR O,
W N2 R AT 2 HINEICE D 5 & & Hic, BEITE U T, e 5
HOTDDWEZHECOIVNENDDL EHE XD,

U EDREIZHOWT, BMERICEREZF 7L A, BEOHIWHISFr S iz,

V. AT

BeME, DU OB E 2 REATORAARITINZ T, FIROZ 2 608 = 52h
. E e AHIOHIC 2 o TR SO RTINS S0 5 O ThIUT, foF

B NFEVE DTG & 70 5 72O BB T ASHI 0 B % 505 0 g R A0 A 1A R8I &
BB EHDTIIARU &R LT,

Uk
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http://www.ema.europa.cu/docs/en_GB/document library/EPAR_-_Public_assessment report/
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