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6 [ 3 0.4%
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FE1C & OREME N E TEX 2 WEIERIL 64 6] 95 - Td v . BUIE 18 £, Mlige. Hrik
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i Bil/E
2 DR i )
RIVEH oFEE P o— FIH P T
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2RIEH -
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A MR T D 5
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i i F Ao T 753 482 1,037 64.0%
\ G £ ToORER 40 38 111 95.0%
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Grade3 UL o HGREFE ToRBR 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
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S 37 s 2
FA e g )RR R ER
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VoD i1 P R R A 753 33 33 4.4%
‘ TR E T OMBR 40 26 33| 65.0%
i B A 753 257 331| 34.1%
Grade3 L Fo AR E CORER 40 5 5/ 125%
JEYE 1 i R AT 753 206 255|  27.4%
AR E CORER 40 29 61| 725%

o -
5 FH R A 753 106 143 14.1%
Grade3 UL Ed FGREF £ TORER 40 3 3 7.5%
Hifn i F A T A 753 65 81 8.6%
4 KR F T ORER 40 40 316| 100.0%
Infusion reaction ™ 1 A i 753 340 716|  45.2%
Grade3 LA Lo KRR E CoRBR 40 23 49| 575%
Infusion reaction i A A 753 166 285 22.1%
- ERIEE TORR 40 1 2| 25%

S fififEE o
i B A 753 27 30 3.6%

“ift /MR OIEIHE H It MR LA LG 1 BRI ERGE %, /MRS A 50000/ u L A E X Ae o7 H & EF L TR LTz,
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Grade3 Ll L AR E TORER 40 1 1 25% |
il P A A 753 23 24| 31%
% KR E TORR 40 0 0| 00%
NEES53 A SEE fp 1 F A A 753 17 7] 23%

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

# 11. B OA L] D VOD FEL#

. Bhifitk © VOD
B A 1 éﬁ; JEB S5 FEH1
SEGIEK 3 A5 52
B L 577 21 21 3.6%
AFN 2 -1l D HFEAE 129 #P 15 15 11.6%
AR H-4% D H B AH 34 2 2 5.9%
KA G-H - % L HICBHE 13 472 472 30.8%

E 1) AABRGROBREOA R O 1 Hlemte
i 2) BAEANC VOD 2338872 1 #il % fR<

# 12. POS & fif HERA I #5wm%ﬁ4

g H H H
42 VOD/S0S POS 482 44 44 9.1%
42 VOD fE FH AR AT 753 42 42 5.6%
FET O VOD/S0S POS 482 19 19 3.9%
Grade3 LA_1- VOD it P AlAE TR A 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,

FRGRRFE CoOMBR & bl U C, i EGE A CoOEAFIAEE B O2RITEH AT Grade3
U EDR %%%ﬁ#ik%<ﬁ&é%@fi&#ot(%m)

VOD (Z2W T, AFIOEGRIZICH T ik ifam (LLT, TEhE)) of 5]
®%ﬁ4%%mth% ARHN e -1 D BTG S LT EBNC I T 2 5 BLE & BhE S /e
Mo TIEFNC BT DHBR L IIRELS B b Rholz, —FH, RREGRIOABE I
TIEB], R OARAIEEG-A - % & BICBHE SN ERNCI T 2 BAR O VOD ORI
WIN L, BHEIN Do TER LY bEhoTn (3 11)0

KENCBWT Y, VOD/JERPAZEEWRE (Sinusoidal Obstruction Syndrome LL T, [SOS))
DFREBROHEE e OEbRR 1O fhH % B & L 7= Prospective Observational Study (AT,
[POS|) MEhi Sz Z LD, POS D iSRS T & A ER A OfE R4 ik L7
&2 A, POSIZHIT 54 VOD ORBLEIL, HHMEHE CORBEELY bEmrroT, £
7= %ﬁ@#m%ﬁﬂ%ﬁﬁfﬁ&é D HAIZHET 2 Z & IETE R0,
POS (Z331F 5 HAED VOD FEELR & i s Al 1) 5 Grade3 LL_Eo> VOD FEHR(C

b\“C iﬂ%{ff%ot (# 12),



(3) A%k

1) SELEfER, EHhE
i RGE TR 2 BT B85 HE L. 32 1310 LI I E BB I CE VW EMl S v, 5824
EERNT98%THY . FNENT18.0% TH -7,

F< 13, 2 AUHIE FRvE
HHHIE o R %

UFOLIEA %72 L5
L3RS KA M I TFE LW
2 EREFAUREMIC £ 0 B BEN O IEER D 5% LL T
B ARMMLIRIG SR DEEHEICEL TV 5D
i 8 3% = 9g/dL
i /N = 100,000/mm®
4 ER = 1,500/mm®
ARIMER B OV MR I 2 B2 U Ze vy (EFS - ARIERE M IZ DWW CIRpE R 2 8
R, I/ L S S W CEREIERT 13 T 20
5. 5654 MR & 72D 720

CR

CRp

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

NR

CR XX CRp DWFHTH AW

HIEARE

o RS EANRE &Il L7 e

F 72, BEMERHIRI SR D BE Y RO EMRR K O I1TFE 14, RN
BIDFEREIRR L ONFHRITR 15 IR L2 B THoT=,

H 14, BHETS RO LI R OB

x5 CR CR NR FEA B
B B oSN IO Bl ] e
SEGIEL | REFIER | EGIE | ERIEK E iR
5 312 28 23 261 9.0% 16.3%
el
# 216 24 20 172 11.1% 20.4%
60 i A 186 21 14 151 11.3% 18.8%
Al 60~75 AT 255 23 20 212 9.0% 16.9%
75 Ll b 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%
B 2 83 4 4 75 4.8% 9.6%
B E-/i 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 /3%H 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%

SERRME (%) =TREMIERH (CR) + AR SER (CR+CRp+NR) X100
SENE (%) =ZMEFIEL (CR+CRp) +HZHEFFMASIES# (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 o RE 251 23 24 204 9.2% 18.7%
TS THARBRE 135 9 9 117 6.7% 13.3%
(n=528) NGRS St 42 2 1 39 4.8% 7.1%
1 [=] 222 23 18 181 10.4% 18.5%
2 1] 92 10 9 73 10.9% 20.7%
A%
( %253? 3 [a] 27 3 2 22 11.1% 18.5%
n=
4 mLLE 15 1 2 12 6.7% 20.0%
N N 1 0 0 1 0.0% 0.0%
E] i 1 AR 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%
XTGUR IR m | 437 46 36 355 10.5% 18.8%
x5 kil
TR H 91 6 7 78 6.6% 14.3%
# 15, FRILB D 55 4 B fi =R} TR
R S CR CRp NR SEA Joh
L e | SR | b | sl | mmes | FOF
. 1 [=] 204 12 7 185 5.9% 9.3%
B SR 2 [H] 324 40 36 248 12.3% 23.5%
amg/m? Ak 35 4 1 30 11.4% 14.3%
9~18mg/m? i 209 15 13 181 7.2% 13.4%
e acn Y 18mg/m? 281 33 29 219 11.7% 22.1%
18mg/m? 1 0 0 1 0.0% 0.0%
Z DA 2 0 0 2 0.0% 0.0%
2) 2EFHM

BERGNORE 2 FFE CAEMFREDN I S G R, MMt gaER] 753 Fliz
B DAL Okl [95%EEX ] 13126 H [110~144 H] THY., 6 » A,
12 w A, 18 # A, 24 » RIZHB T H22417% (Kaplan-meier #EEAA(FEE) 134 % 40.4%,
23.5%. 16.9%. 13.6% T - 7=,

3) AT AR
BNMEREAm 6 SE R 528 11D 9 B CR XI& CRp Td - 7= 95 B2 31T 5 HEFL 3 AL 17 A R
Sprhdufi [95%(Z#EX ] 1% 158 A [113~273 H] THY. 6 » A, 12 » A, 18 » A,
24 » BT HEERIEALER  (Kaplan-meier #EE MBI EfER) 1345 % 44.4%, 26.7%.
22.1%., 20.3% CTdh -7,

T1IERESAEZEFA L L, BEOH B P DFKIC L DI E H UTEHAEFMERH £ TCOBME LR L Ui,
SAKIDIGIIZ LY CR UL CRp ICE o7 HARRFH & L, THE LB ESNZH], D AHMIC LB H], X
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,

3% 16. AGRRFE CORER & HBGEREIC B T 2 22T L OB HR

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, W)El AR A FEI B 0D 58 42 T fift 38 Ky NI 7h =8
[0 E i k5 . SERTIE | EA E33) N
R =8 75 5%
i Frioe 1A IE G5 e SEFIEL | AR | EREK =
) 1 AR 6 30.0% 1 16.7% 1 16.7%
AR E TR
1L E 14 70.0% 4 28.6% 5 35.7%
1 AR 248 47.0% 17 6.9% 35 14.1%
1L E 93 17.6% 17 18.3% 30 32.3% |
12 FH s A R - Rt 17 3.2% 3 18.8% 3 17.6%
CRIEZ 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 f7E) . ZhSIFAGEIFE TORBRE LB L CRE B2 D
HLOTIE 2o 72 (p=0.2334, Fisher fE) (5 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 HIEIEfRFF IS T1 AN ) OB T TLELL R OBF LKL
TINHRITE D > oo KGRI E T ORER TII A T AR [1 4F A0 ) OIEF123 30.0%
TholzDIlZxt L, HERAKERETIX 47.0% TH Y | HEKRFEL D HAERIEE o7 2
ED D, AR IC 1T 2 B RTARE K ORH DB KRREE TORBR LV B K-
BERO—2L LT, ZOBEEROEVNEELLNT (K17) .

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 FABRIZENTAT CEICED LN BER (BhE 2 &0 - #i66) KOS
ik (EAFE) SI13E D RERE (18-60 MOWIFEM]) KOG J5iE (ol UEiRY &
DO G K ORI [E O FIER OB E) I2TIThRTnd Z Eavh, S0106 RBRARE %
[E N CTOARAFIFE G- O &M R G MEOERICHWD Z S L Ll Cliden e &
25, Fio, HRHBGEFEE»SGEONEE» O, EAFHEFRE L Lz VOD, EYYE,
Hilfi, Infusion reaction, Afifs s, BEEARBUEGRE 2 & eRIVEA ORBURDL, Frhl/e e
HTHBEFA~OLE JBEEEE - HIEIC SN T, BB eEoBRAITRD LV e
EZ D,

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

(1)  S0106 #ERRSALIZ DOV TI, BEICEM S CEIEHIG I LIFRiRit21To 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)  FHERAMEICEB T B ABIOMAOE BT D HENEEREDTEEEZEK 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
B AICE T 2 MR 2 ket L. [FIRFZ (3) (TR B Hiiz e Xt & O
15T X 2 Bl F i sk < oo B4 FHHEE o ss b 2 X 5,

e AIMEBEDET=F U 7 EIRRICKIG TE D H iR i 0N 2 bl sk
TERENDZ &

o BIMIFEIERIC 070k ae b oER (B 20X, AARMKTSE, JALSG D A
V=) ICkoTHERENDZ L,

o AFIE T O BE ITRA SCEIC CHEBRE S -NRICHE Y T2 L (7]
REZRFR Y ),

() AAEEAOIEZEF > 7 URANBIOBEIIHT HARFOMAICEET 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 OHRERERS IR 2 14R12 1 R ERE L AL 25RO R
ERRETT A TETH S,

(4) A< L HAE L EOMEE T ORMNSCEIC TEEMRE S 72 NAE OBESF OHEE % X
L=, ERBAREICEMICTY ~ A v REET 5,

X, T LB EZ 5,

KENZBWT, AREZEY FIFABHLE 72> 72 S0106 #ABRIL., EWNICTERINTWD
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 RERALAE D AT, EWNICZEIT DAHF DA HAMEIC

AT D Z ST TR VW EE XD,

IV\? BT DA A DT DTG W2 MR L 7RG R . AR DWW T, B
RHEIZIIRA R S 2 b DD, KB E TOENE 1/ MAHRER & ik U CaaEm iR Ly
ZERNRITMRAE 2 7R LT, BRI T, A BRI 38 ) C S8 R B R Je ONZR 2 3R M IR
IRUTZEK E LT, SERGEET DR TND LB Y | KGR E ToORER & RO
BEE R OEREIS OMEIZ L D ABEITIRE TERWEE R D, FBEIL, FXEER 2
BILL D ALEIEDOF IMERIIFE S WEERHIZBWTH, 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
ERNC X DB ERITEMEZ R LI, L LR D, KR £ TORBROBREFIEIIE ST
B WEROEOAHAE S > T, ABNZ LDV A7 NSNS 5 a[REME A2 B4 5 2 Lk
NEECTH 5, HRREREICBIT 2 CHNIE, &g, FEREESZ D, %Tﬁ@#@i
B iR TE #ﬁw&%KEM6EI%ﬁLTkD ZDOX D RBEORENHEICED K &2
SRR R E TE RV, EEEM R ERICIIRA R S 5 L& 2 5, ML;@ KRB LA
Be, F- R ORI RN T RnEE 25,

2 AHK] & O PTEMEREEA] & OPERIC oW T M8 1T S0106 SER DL IZ N2 T,
e [E] C M S AV T AR 72 AR A RYE Kﬂ%ﬁ%ﬁbt?/ﬁAk%ﬁﬁ%(UT
AML15 3RER) (2f% 2 BEIRGEEFR O ORHE R 2R L& 2 A, AEIO ERHIC
MERAEGFHN, 2AEFHROKFEIIRIN TWEho 7o Z End, KEREE & R, %Hé
nNinwe&Ez5,

B, AR Y | IRASCED S 10T TRAIZ O FUEMERER S0P Ly &
DNEEMAE S T2, R 23V € PUEMEES SR O G128 110 FIERD S
=2 &l ;Ob\’Cﬂi AML15 3Rk D preliminary analysis Bt T@F%’Eﬁ) 2006 SEDT A U H
MEFERTBNTHRESNTEY O, TAFZ LRE L2 Lok 2 EZRERoBML2
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<, BRIVARAIZNBBOTHAREERSS ) L3Nt —REBEZD,

PLEX Y | 7GR & AR, MO EMEAFIEOREIR L 72 6 2 WBFITB W T, AHO
B GRFOFAMEIM/HTE 5 525,

k. A%t . ALY EESN TV VOD, ERYLE. HifL. Infusion reaction. JitifE
| EEREEEREORBUIIS | SR EERETRETHY, HIREEDOE=4 Y 7 L1k
FRITKHES T D00 7kl D% - T X 23\ T LA AR OTRRICH0 ke b
DERZ L - T, WU REEFE~OEGR 2SN, o, AEFROBIESEENEYNIITR
bR | BEEIRGEEE N FHE L TWD TR A2 C, M AOHEEEZX S Z &
XEYTH D EEZD, £, S0106 REROEMICI Z T, AMLI5 BRSO IZ D
THMUNIERIREEZITV, TARBIZ M OPUEMEESE & OFH Lev ) B2 RUET 2 03805
bDHLEZD AT A% LD &S BERTEEF T IAA O HEE O REROE,
W N2 R AT 2 HINEICE D 5 & & Hic, BEITE U T, e 5
OO EEZHE L HINERNH DL EBZ 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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2) REFUSAL ASSESSMENT REPORT FOR MYLOTARG (January 24, 2008 EMEA)
http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_- Public_assessment report/
human/000705/WC500070677.pdf

3) Blood 2009;114(22):326-327

4) FDA News Release  (June 21, 2010 FDA)
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm216448.htm

5) BrJHaematol 1976;33:451-458

6) Blood 2006;108: Abstract 13
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B 2

2010 4E 11 H

(~A v & — 7 SiEEHEN bmgl O ZHEHIZEET 5 BEEV

7 7 A Pkt

FERE BE TR A TIEEOZ L EBBEOR L EFET
VST, WA O TEELE B . B H D R E D TSN ET,

O, 7AW SHE, 2010 4F 11 A 2 B T E L2 Rk 22 FEE 7
[3EH - BAFEFESERNELZORTE BEARRESOBREEL T, [vA
0 X — 7S EEA bmgl O B ARIZ kﬁéwm%ﬁmﬁégkkwtbibto
FTTIZCZTEZNSETCWEEFE LI L 912, Pfizer Inc.id. KEICBITA~A o0 ¥ —
T OEREBEMCR TS Z L &2FEL, 20104F 10 H 15 BIZIRFEEZFIEL £ L
023, LL, AAREWNIZEWTE, M HRHRETRAE (SEIFRA) DR RE 2 FEMmET L.
KDY A7 « XX T 4y MEREFPHMAR, ATBEORE LHEEZITWVWE L, b
DOFER LY Bttt & UE LTI O FRFARE AIRIEDOBEIR & 72 B 72 WO F¥E X i%ﬁ/l“@@
CD33 Btk oo @i Bt | iy B 12 3\ K o B 5-RE o B R A F
RFEEDLRNLD LB, Bl ENICEIT DT Z e 72 LE T3, au:\éﬂ’b
7o2hAe - 2hE, HE - HEORPEN TO®MEMNH 2 BEVCEB L B9,

. ABNOTHERITY 72 o T, EmYIAEFEIN, ZhEE - hRB L OHE - HE%
SR EOEBOMSTFRROEND Z LD, A, <A uX— 7551 F v 7
URA B ZERRW e UE Le, AARERNC, YEM 2@ EAHIC ZERWZZE T
L OBBEWVWHEL EIFET,

F o, BHICEE U CULBERRULE O ZFERED A R O Z 45 ICHE L

FEEZBST 570, NRZEM L2 &2+ THERW W%, &5 % Btk
LTL7ZEN,

BICAA & OFUBAMERETA & OGFRICBE L i, B R TR & AREIIRESL
SNTVEEA

AF & OHUBMEEER LA LY . OBFRIEFRIBCAAIAATHER LY
T5Z LT T ZE N,

* CRETEM S-S AR RER (SWOG S0106 #XER) M OV [E C 3 & 7= £ Al 32 A i PR ek B
(AML15 38R O E % 3 HIZFidk L TWET,




[7 7 14 VXS 02 2% K]
ENICB W TARFIOIRTE kT HI12H720 ., 77 A4 P —ITLERHKE LT, LTFA23FE
V2 LET,

1)

2)

3)

4)

WA SCEIL, 2OFEEE RN OIUE L-EERB L O OMES 2 My 5 & &
BT, SWOG FER DRERMEEE Ao L. ARAN O FH DL EMEFMICUET LET,
ARENAAS F RS BIC 31T 2 F B fI S O NEE 293 5 72 dic, N5k
BEEERERN L, FHERA e OMARTHERZ I L £ 7,

AREEHRTO [~A X —7EHR1FT =y 7 VAN BLOBERICRT 2 AR4 0
BT 5 TREE () Z1ERK - B L, AAERGERICBSWT, 2 biE
EMEAMERAEM OIEMICE Y, RFOMIE#EHOREEZX Y £, 2B, Zh
5 EERF O IE FLIR AL O AT (8 i i % 4 0D FRAE R 5 1B 4 & OVBAE TR B U R L
ZEMN (LAEIZ T ERRE) ICHRE L, ZedROEERHLET,

BT SCESGTITHE D BB ELSMT, EMIRY (1 4RI 1 [ERRED) 12, W 3CEICE
s (A EoREE] OBEFTHICET M FRNEDY <A Fae, XEH
2\ 3 A A AR TS TR BRI IR 2 & & O & T L
£7

Al b ARG OBELEHEMICE LIl SHis ZTHMREZHY £9 X0 BBV L LT

i—a‘o

s



KIETHEME I N B IFEREARER (SWOG S0106 3RER) K& OVE[ETHEME I 17z
[ Fili 3= BRI R R ERER (AML15 3BR) oA 38

SWOG S0106 #ER O @

WS CHERES T2 18 105 60 5k £ CORIERE D BME B BENE 12 M B 2 G & U7 55 AR ER IR
BRIZI T, AR HER e W) IE] BRI AFRIE ChDX T /v Vs & 278 ONFFIFRE (DA) ~
DA (GO) DHFHIZN A N K E S Z T AFIEI LD HE O PR IER O ARHFN OB G- D R4
FRFEFLTZ2 ZORBRO BT IZ W T, RAIDO B FREANFE~O P HIC LD 52 R AR R O
S ONC M D PR % OB N L5 B8 A A7 IR Ot B T A b is o Tz,

Fo, BAREAINAEUTIRE OB AZ T E TERWBBER A EFHR O BLEIL, AHIDFH
BECHEICE -T2, (DA+GO Bf 16/283=5.7%. DA #f:4/281=1.4%, p=0.01)

AML15 FRER O 2

#[El> MRC (Medical Research Council) 7332/ L7- 60 ik A D AML & & x5 L7- AML15
RERTIN T, AR AL B L O E DL BT DAKI OB A E B RE LT, SR AR
TIL DA™Y, ADE #2%72 1% FLAG-Ida ™% i35 ClE MACE ™ Y%7213 HD Ara-C A& %
OF 3 DREE LR BRIC BB IR E 2 I S o, ARRBRIZ Bk S 4172 1,115 44 @ preliminary
analysis |23\ T, EARE ABIEIIAKZ O L2856, F o0 R@mEofmne <, {3
VA BT SED L WESNM Y, URBRICHEE S TS R8O Tt AP
(2 KD AR L O OUEEI IR SR n o7,

1) DA: Daunorubicin/Ara-C. {i 2) ADE: Ara-C/Daunorubicin/Etoposide. ¥ 3) FLAG-Ida: Fludarabine/Ara-C/ldarubicin/G-CSF.

£ 4) MACE: Amsacrine/Etoposide, ¥ 5) HD Ara-C: Ara-C 3.0g/m2 or 1.5g/m2

<BEZ> INTBITFLEEHDIRN

2005412 A V2 K[E DO A&GR H FE I I ifpsh 235 TARRRBR plifg 2 222707 — 2 LU TR = 3K dh
JT (EMA) IZAEGR B EE M TOAZ, LLRA D, RSN RRBRIZ I W TS E e
FLARRITO T C, AR | AR AR | A I A B 2 (b He e FRGABR 22 L CRE
9D EIXREETHY | AFIOEERAA AL S TR W EFH S L= 2805, A&GRIC
FES5TNRNE,

1) v~ v X —7IZBT 2 KETOHIE :
https://pfizerpro.jp/contents/pfizerpro/details/oncology/mylotarg/DHCPL 20100622 mylotarg.pdf
(2010 4F 11 A 1 HHER)

2) Pfizer News Release :

http://pfizer.mediaroom.com/index.php?s=5149&item=4960 (2010 4F 11 A 1 HHEFER)

3) FDA News Release (June 21,2010 FDA) :
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm216448.htm  (20104F 11 A 1




ERSFY)

4) S0106 Phase Il :

https://www.swogstat.org/ROS/ROSBooks/Spring%202010/Leukemia.pdf (2010 4= 11 A 1 HEF)
5) Blood 2006; 108(11): Abstract 13.

6) REFUSAL ASSESSMENT REPORT FOR MYLOTARG (January 24, 2008 EMEA) :
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