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B, 175610116961 (96.6%) (ZRE® SNz ELREIEHIZ,
MR AEIOB] (51.4%) . If hERIAMESSH (47.4%) . T14%
TRALALBET3H (41.7%) ELTIBI (40.6%). HM5551 (31.4%)
Thot [6.58H]

(RMEHEERNR)

*17.1.3 EANE TELERER (NS17A-P2iKER)

65 LL_F T REMM M RAR O IS & 72 & 7R IGHEO 28 Btk
ALK (AML) (26 Ly A#175mg/m*Z1H1A7H R (28H%5) F
TG BEEE L 2.

T G % FHRARER (FASU) ¥ & L, #Y47 528614°
AZA (FH]) BE1461. CCR™ GEEHM) HIAPNCEH Y T Sh
720 F720 TEARERDSNOREHERAMLIZBW T, 2 (166))
AR % e 5 L7z

FEFHMOIHE Cd 2 B0 (hdfi) 13, BT g e sh
TP BAREN (FASU) (CRAITE1461. CCREEL4B]) 1I2BWT,
CCR#8.8% H (95%fE MK 1 1.2 H~NA) 12 L. AZARE
9.64 1 (9B5%IEMXM 1 4.9~18.7» H) ThH., HHKEL.
FERILHETS B S otz ONVF— FIE 01,04, 95%ESHHIX I ¢
0.43~2.56, @2 F ¥ 7Kg, p=0.9250) ¥ ),

B, FASUD HHREBHICTFHRAR L HB S 2o 725ER (2
B) ZBv7zER (mFAS) ROMFASD 9 6, 587 2 G5 AH#
HEOHEINE R SR WEZRENIIBIT AHEIITFTEREOEB) TH o720

BN ICA IR0
b3 AZA CCR AZA CCR
Bk 14 12 11 9
heiE () 9.6 5.3 12.3 5.6
NH— R 0.82 0.71
[95% 13 Hi1X )] [0.33,2.03] [0.25,2.05]
pfE 0.664 0.529

HPERIE, 30812761 (90.0%) ICi® SNz, TREIERIE. J&
BAELF BRI AMEL2H] (40.0%) . M/IMGRAELLS] (36.7%). AFrh
ERIRAESH] (26.7%) FIMSH] (26.7%). MAL6H (20.0%). H4F
FRALEOS6H (20.0%) K OVERIER6H] (20.0%) TH -7z [5. 28]

*17.1.4 A EFEMALLEHE (AZA-AML-0015E8)

657 LIt TREIMEA LA OIS & 72 S 7 W AREBEDO AMLISH L.
AHI75mg/m*Z 1H1E7HE (28H4) B F#%5 L7z. 488BIATAZA
(ARHA) BE24160, CCR™2 GEF ) BE24THNEH I sz,
FEFHEH Td 2 A EAAHIR (houfii) 1k, CCREE6.5% H (95%
fEHAXIT 0 5.0~8.6% H) 1Zxf L. AZABEL0.4 7 (95%EHAX Y
8.0~12.77 H) THYH (N¥F—TFLI :0.85. 95%EHHXH : 0.69
~1.03. Bile s 7 7Kg, p=0.1009). AZARIZCCRAEFIZT
L CHRAMEMICH ERIER 2R S e dpo 7210 1) 38

BB, W) EIREAFREOBIG & SR WEBBEEN (CRAIE198
B, CCREF203B1) 12BVF % &AAF WM (FhJufl) (&, CCREFS.7#
H (95%EWXE :4.3~7.12 H) L. AZAB9. 97 H (95%
EHEIXE 1 7.0~12.67 H) Thorlz ONF—FH 1 0.84, 95%(E
FEIX M 0 0.68~1.05. 125 > 7 HsE. p=0.1220),

1048 JEHI 2T > 7 g P=0.1009
094 HR=0.85[95%CI : 0.69~1.03]
081 3 IR AZARELO3H), CCREE201H)
074 %
06 4 \"\\_\ 104 H
15 05 e
s 04 4 AZABE
03 1 657 H T, .
02 4 : W% e
o1 CCREE S,
00 -~ T T T T T T T T
0 5 10 15 20 % 30 35 10
IEVEAALD S OB (» H)
A R MEAEDOTHENEDS D % HEBI L
AZA 241 157 120 80 44 18 4 2 0
CCR 247 134 93 62 40 19 5 1 0

AZA-AML-001iRER D EAEAF MM DO 7 75 > < 4 v — it
RIPERE, 2368118861 (79.7%) 270 bz TRmERIL,
D640 (27.1%) UFHERIRAFEATH] (19.9%) K ONHML/IMKIRA
FE4LH) (17.4%) Tdho7zo [5.5MH]

*17.1.5 EfEEFRFE MBLLEHE (Viale-A [M15-656] #EX)

) 7 R AFRE OIS & 7 5 R VKRB AMLEE KT L.
NANZ S 7 2LDH (AZA+VE) X7 F e 0ftH
(AZA+PHE) . AH75mg/m?*Z1H1M7HE (28H4) K T4
RAFENRAPEG- L2 XA D2 S5 2 ARDT T2 FKIF, B 2/
SHHIZZREFRANAR b7 5 27 2100, 200K U0F400mg X137 F £ K
ZIHIRERZ SRS LB, XA 27 927 2400mg i 7 5 &
A% LH kb5 L7z

43361 (HARNBEZ3TH % &) HAZA+VEE287H], AZA+PHE146
BNZE Y R Sz,

T E T 2 &AM (FJdfl) 1. AZA+PH9.62 H
(BWEHEX I : 7.4~12.75 H) L. AZA+VEEI4. 72 A (95%
ZHEIXH : 11.9~18.7% H) THY (IH—Fr :0.662, 5o
7o v 7 KE. p<0.001). AZA+VERZAZA+PEEICH L CHiEHS
MICHEREREZBD 29 FY, 4 1O FEFEEE T 5k
BREAEE N O WA W e 2 (eenf [CR] + mEREmIfE
BARGEL e iR [CRi]) i3, AZA+PH25.3% (20/79%1.
95% IS HAIX ] : 16.2~36.4%) (Zhf L. AZA+VEET65.3% (96/147
B, 95%1EHHIX I : 57.0~73.0%) T&H Y (Cochran-Mantel-
Haenszel#5g, p<0.001). AZA+VEEIZAZA+PEEICK L THErS:
NIRRT - 7219,

;2 J@HE 7 5 ¥ 7 sk P<0.001
08 HRI=O.§62 [95%CI : 9.518f0.845] )
0'7 FECBIEL © AZA+VEEL61H), AZA+PHEL096]
06 . 1475 H
1 gi T ! AZA+VEE
= 962 0 M,
03 [ O
02 : RS
01 : AZA+PHEE T
00 : !

0 3 6 9 12 15 18 2 2 2w 30 B
HEfE2 AL S DM (5 7)
A XY NSO REVED D B AE IR
AZA+V:286 219 198 168 143 117 101 54 23 5 3 0
AZA+P:145 109 92 74 59 38 30 14 5 1 0 0

Viale-ARBOEAAFHH O % 77 ¥ < 4 v — Ml



BITERNE. ARAAH G & 7242750935461 (82.9%) 1ZFBD STz,

FERRWERE, MM AEL34H (31.4%) . U5 R Rk A E 12861

(30.0%) M OHELM2361 (28.8%) Th-72HY, [5. 58]

1) RA : ABMEE L, RARS © $3FEERMAIGHER M, RAEB : 3
ERBGIN % PE D ISR, RAEB-T : 471 035k % £k
I ARISHEE M., CMML : 18V B R 1 10w

A2) ERTPHRAITY VT VAT A

#3) Intermediate-1

#4) Intermediate-2

7£5) CCR (conventional care regimen) : SZFpf#: HAR10561/4>
WYY T AW/ T+ T Y MY 7)) 250

16) FHRARER : LTFOWTFhrIci#yd 5 AML
- WHOZHHIZ & 2 5 RESOR 221 % 1 ) AML
s NCCN#A KT 4 Y& B TFHAROMILERENRE %
A5 %AML

#7) CCR (conventional care regimen) : ZHpREIEHARLB/ A&
VESEVIB/ S+ T NI A 2 36

TE8) EMIEHEIL, AR OCCRIFISHTT A/ — FIEALARGT
HhHZLEEINT,

{£9) F—=%% v b+ 7 H :20204E4H24H

110) B R R AL OIS & 7 S wEH

E1D) vy s v rBE

#12) CCR (conventional care regimen) : Sk iphds5p)/ 4>
WYY TUEVIB/ T YT+ T NI A 2 ) 4461

#13) ¥—% v b+ 7 H : 20144E1 H22H

H14) =% Ay b4+ 7 H 202041 H4H

#15) =% A v A7 H 20184F10H1H

18. EHEIE

18.1 {EFHER
AANIDNAKORNAICI D AT N B 2 & T, BICF VX2 HARK
ZRHEL, BN ZRT7, B, MDSTIE, 2SAMHEE
F 70T — ¥ —HBEODNADE A F b, F O Y505 AP E S
TORBMB2HE SN TBYY, DNAICIY AT THF YT
T3, DNAD A F Wbz BT 2 2 L2k 0, A el fe
AERTREE D #E ShTws?,

18.2 #mBRETEHNEI(ER

18.2.1 7TH Y F Y Vi, in vitroiRERIZ B\ TMDSH & 2tk & itk
FTI9% (2R AT U 72 BB ok 0 SKM- LRI AR L2 ) L C B s B0 7
ZaRLIZD,

18.2.2 7H Y F ¥ »id. SKM-Lilllatk#% 5 F A4 L 72NOD/SCID~
Y AR Ly B E S & R L 72220

19. BREAICFAT 2 EBEFHAME

— M5 - 7Y F Vv (Azacitidine) (JAN)

1b%:4 © 4-Amino-1-f-p-ribofuranosyl-1, 3, 5-triazin-2 (1) -one
213 0 CsHizN4Os

S 244.20

AL

OH OH
PEIR - A~ UK £ o [E AR
KEE T AFNVANVEF Y FIZHETR T KXBEN-2F VT
Y R ZRREIFIIL, =8 /=) (99.5) I L AEHEIT RV,
Bl R9227C (fR)

22, ‘A%
IV v %
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