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TP HAREN (FASU) (RAIE1451, CCREE14AH]) 2B WT,
CCR¥8.8% H (95%fZHAIX M : 1.2 H~NA) 23 L. AZAR
9.6% H (95%EZIHIXM : 4.9~18.7» H) THhH, Hujc@E L
BT 2 S hd ol (NF—FI 0 1.04, 95%EHEX N ¢
0.43~2.56, 0¥ F ¥ ¥ . p=0.9250) ¥ 19,

B, FASUDSPREZRICTHRA R & HB S hd o 72 ER (2
Bl) ZEEVIEM (mFAS) RUMFAS®D 9 5, 5877 2 S A
EOBEEE b VWBHERICBII LRI TEDEBYTH -T2,

0N ICAS =Y
T AZA CCR AZA CCR
% 14 12 11 9
g (H) 96 5.3 123 56
NH— FH 082 071
[95% 5 #X 1H] [0.33,2.03] [0.25,2.05]
pliE#Y 0.664 0529

EAERTE. 3082781 (90.0%) 2@ b, EREIEMIZ. %
BAEAFRIRIRAEIE (40.0%) . M/MEIRAHELLE (36.7%). &Fiv
ERIAESH] (26.7%). FMSH (26.7%). fEH6H] (20.0%). T4
AL ECD6H1 (20.0%) R UM AREEGH] (20.0%) THhofz, [6.8MH]

#17.1.4 S EFMAALEER (AZA-AML-001558)

65 LA L T MM L BRI IS & 72 & T AR H O AMLIZH L.
FET5mg/mPE1HIR7HE (28H4E) TS Lz, 488FIATAZA
(##) BE24100, CCR™¥ GEFiaHE) H2A7THIHY i bni.
FEFHE T 2 AP (hyefl) & CCRA6.52 H (95%
fEHXT :5.0~8.6 H) 124 L. AZARE10.47 A (95% S BIXH :
8.0~12.72 H) Tdh (»HH—FH:0.85. 95%EHXM :0.69
~1.03. RO ¥ 5 ¥ 7 #sE. p=0.1009), AZATFIZCCREFIZH
LCHAMEMICE R L ER R S ko oW 19 H,

B W VERE AR OBIS & b A WEBEERE (RHIRELS
. CCRAEE20381) 251 2 24AF M (hoefl) 1. CCRES5.7»
H (95%AEHIXH : 4.3~7.14 H) L. AZABE9.94 H (95%
RHIEXH :7.0~12.62 H) Thod: (NF—FIH:0.84. 95%fF
X : 0.68~1.05, 75 ¥ 7M., p=0.1220),

1% Ra5Ia 2 7 > 2 KigE P=01009
094 % HR =0.85[95%CI : 069~1.03]
08 4 'ﬂ_\ FECHIEL : AZARE193%, CCRER2014
ard %
% 05 - '\\H 104 A
05+ L 500%
w04 4 e \\‘_ AZAR
03 <4 ., A \'\;
65% 1] \
02 4 3B5% el
ol CCRMF e
00 L, ! . . ' .
0 5 10 15 20 2 30 35 40

et o ol (» A)
A PO e A D D fE IR
AZA 241 157 120 80 44 18 4 2 0
CCR 247 134 93 62 40 19 5 1 0

AZA-AML-001EE D AW O H 75 < 4 v — i)
EIfERE. 2366191886 (79.7%) ISR bRz, ELEIMEH I,
U640 (27.1%) . WFrPBRIRAEATE (19.9%) K Uil
fEALB (17.4%) THho7z. [6.58H)

#*17.1.5 EFERZMELEESR (Viale-A [M15-656] &HER)

i e PR AR OMIE & e B R WRBHROAMLEBE I L.,

RALZ G2 ALOMH (AZA+VE) X375t EEH
(AZA+PEE) T, A#75mg/m*Z1H1RTHM (28H4E) K Ti5
KIFEHRPIR S Uiz XA b2 57 ARUT I £HE, #l 2R
SHEHWZhZhAR b2 52 2100, 2000 UF400mg X id 7 5 &K
ZIHIEEEICEORS L%, XA 2527 240mgRid 75 &
A& 1H g S L.

43361 (HARNBEITE % 5T) DAZA+VEE287H], AZA+PHE146
FzdE D T s hiz,

FEFMGEE Th 524 HH (pyefii) 13, AZA+PR9.67 A
(95%EHEXM : 7.4~12.7% H) Izt L. AZA+VEI4.72 B (95%
{EHAKH : 11.9~18.72 ) THYH (h¥F—FIk :0.662, T
75 v 7 HSE, p<0.001), AZA+VEEIZAZA+PEICH LTty
MICHELREREZZDLY B, 3150 FEHEEE THLHE
B EM oM NEeEi Gee%m [CR] + mEkEmH
PR REEEM [CRI]) X, AZA+PHE25.3% (20,791,

95%ISHFIX M : 16.2~36.4%) (2t L, AZA+VEETE5.3% (96/147
B, 95%E XM : 57.0~73.0%) TH Y (Cochran-Mantel-
Haenszellfiig, p<0.001)., AZA+VEIZAZA+PEICH LTt
MIZH IS TH - 7219,

10
09
08

REplT 75 > s P<0.001
HR=0662[95%CI : 0518~0.845]
FECHIE - AZA+VEFI6LA. AZA+PEE109]

&
&

AZA+VEE

AZA+PlE ““":

0 3 6 9 12 15 18 2 U T N B
IEAEBALD S ORI (5 H)

A b A O EYED b D AEF B
AZA+V:286 219 198 168 143 117 100 54 23 5 3 O
AZA+P:145 109 92 74 59 38 30 14 5 1 0 0

Viale-AREBOEEAWMB O 75 < A4 ¥ — il



VeI, AAlAHES 8 W7z4276) 3548 (82.9%) 2@l bz,

LRI, MR EL346] (31.4%). i ERR A4 12861

(30.0%) KOFE.L12300 (28.8%) Tdh-o72E9, [5.5M]

L) RA : AInMEHI. RARS : @SR R M. RAEB : ¥
BRI Ak S ARSI, RAEB-T : 24710 3 sk 2 ¢
I AGPERR I, CMML : B8Pk 8 L5k 1 1

H2) ERFPHRAITY VT VATA

i3) Intermediate-1

14) Intermediate—2

##5) CCR (conventional care regimen) : SZifseikBia105641/4>
WYY FTE AW/ TE+T T A 2 X256

H6) FHRARSEN  LFOWTFhli4+ 5AML
- WHOMIC & 2 H B SOR BY 25 1k & £ 5 AML
*NCCNHA F7 4 2 B FEAROMEERENREZ
HY HAML

#7) CCR (conventional care regimen) @ SCHREHRHURIH/ 44t
ESEIB/ YA SEY+T A 7)) 236

158) FERLIEHE L, AEBEOCCREEICH T 2 N F— FHAI&KMT
hhZktashi,

H9) F—FA v b4 7H 20205%64H24H

VEL0) BRI EMEEE AR OB E o b wEE

1) vrsr 2 i

#12) CCR (conventional care regimen) : SZREHFEEH 4561/ 4
WY FFE 1080/ F S+ T ¥ FFHA 7] 444

#13) F—%H v 47 H 201441 H22H

i¥14) F—%H» b7 H 202051 H4H

1EL5) F—4%H v b7 H : 20184E10H1H

18. FELHFEIR

18.1 {E#EF
FHIIDNAERURNAIZD AT h A Z LT, FI2F ¥ 7 HAK
ZHEH L, Bl E R, 2B, MDSTX, ATAMHEE
T70E— & —IRODNADE A F Ak, B UYL DA E
TORBAIPAHE SR TB Y, DNAKRIAZHIZTFIF
Vit DNA@ A F{bERHET S Z LIk b, Ml s m i
MERTEEL#HEShTWwEY,

18.2 #MfIETEMBI(EF

18.2.1 TH Y F ¥V »id, in vitroRFIZ BV TMDSH & 2k itk
FI I (84T L 7 BB 2 0 SKM- 1 K A% L2 U € B m il 14
R LY,

18.2.2 7H ¥+ ¥ »id. SKM-1#lu#k% B F#Hi L 72NOD/SCID~
o AH L EESHI AR AR L 72

19. BRI 7 (CRET 2 EBEEMHE
— A : THEYF Y (Azacitidine) (JAN)
{24 © 4-Amino-1-f-p-ribofuranosyl-1, 3, 5-triazin-2 (14) -one
2 0 CsHiN4Os
orFhE : 244,20
1EEEH Y
NH:

oy
I

0

OH OH
PEIR ¢ A~ UKt o [,
AEIETAFNANEF Y FIZBETRT L, KXEN-AF VT
R AZRREFIZC L. 2% 2= (99.5) 12T E A EBET v,
R D 227C (4HR)

22. 9%
154 7L
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1) EWNOMDSEHIZTHFYFY v 2l F £ 72 28RS L7

GoEWEE GREEAH 2011461 H21H, CTD 2.7.1.2.2)

2) R OMDSERIITH I F I R ET EERAES L2
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3) in vitro¥ WIS 82 &5EE GREMEHH £ 20114E1H21H.
CTD 2.6.4.4.2)
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5) Daher GC, et a/. : Pharmacol Ther. 1990:48:189-222
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11) Uchida T, et a/. : Cancer Sci. 2011;102:1680-6

12) HESIERNAERERIN T 2 7 W 2 F ¥ S E S T R

(AZA-0013U) (FRAE4EH H :201141H21H. CTD 2.7.3.3.2.1)

13) St Sk C s B o 5 A T Y F U o BN T AR
WREBR (NS17A-P2iBR) (K4 H H - 20214:3H23H, CTD
2.7.6.2)

14) 244586V BB 15 2 7 W F 3 L OFL E S A B
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