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1. Complications (WHO grade=3) in each phase

Incidence of Complication

Induction —_______Intensification

tharapy 1 2 2 4 s 5H
Bo of ovalusted patisnts 147 167 128 1z 111 g4 42
Sepsis 184%1)  11.4% 22.5% 29.5%(2) 15.4% 20.3%(1)  16.7%(1)
Serious infection 108 24 8.7 162 50 4.7
Sertous bleeding 34(1)
Stomatitis 88 1.2 14 09
G| tract symptom 27 0.9
Livar dysfunction 15 8.0 9.4 18.1 26 4.7
Acute respiratory distress 14 08 0.7 09 1.8
Cardiac dysfunction 0.7 0.7 09 0.9
Involuntary movement/convulsion 08 0.7 18
Other sarious complications 27 [+ ] 0.9 24
Docressod drug dosage in each 31 54 48 85 113 150 85
Dalaved sonsclidation phase - 54 0.8 58 58 1§
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B2. OAS for by risk group of AML 99 protocol

100 TR NS 09 SyOAB~89 8% (139611
80 ; & h - . . 4
“ ll IR N=03 3y0AS=83.3%(75.5-91.9)
E - ]:m N=25 3y0AS=89.7% (42.1-84.8)
2 I B =
40 :
X
pQogrank)= 0.00344541
20 p(Wileoxon(Peto-Peto))=0.004158094 ...
HR:LR i;74(1.47-5.10)
0. 15(0.67-1.99)_ (p=0.0111)
o'i 1 r B
B3. RiskEFlIpPERFSE
100 =
80
_ )
Seo
£ :
5 [k
40
X
] p(logrank)= 0.1963151
20 p(Wilcoxon(Peta-Peto))= 0.1594236
Hazaed ratlo FIR:LR=1.51(0.90.2:51)
0 IR:LR=0,96(0.64-1.44) (p=0.206)
| - wr—— T— Fi—
years
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Relapsed AML 2001/01

150 study patients with data
* Randomized; 81%
+ Early/Late relapse; 46/54%

» 96% involves BM (12% of total is
combined)

+ 8% CNS relapse
+ Protocol violationld 3

<L

Relapsed AML 2001/01

150 study patients with data: response
» BM blasts day 28" > 20% ; 25% of cases

Overall  |early late

relapse  |relapse
R 65% 52% 75%
CCR 36% 25% 46%
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