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Synopsis      referring to ANNEX 1 ICH E3 
AML-BFM 2004 
 
 
Name of Sponsor: 
St. Anna Kinderkrebsforschung 
 
Name of Finished Product: 
Daunoxome / Cladribine 
 
Name of Active Ingredient:  
Daunorubicin / Cladribine 
 
Individual Study Table: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Title of Study: 
AML-BFM 2004 – Multicentric therapy optimizing study AML-BFM 2004 for the 
treatment of acute myeloid leukemias for children and juveniles 
 
Investigators: 
Univ.Doz. Dr. Michael Dworzak, Univ.Prof. Dr. Christian Urban, Univ.Prof. Dr. 
Bernhard Meister, Prim. Univ.Prof. Dr. Klaus Schmitt, Prim. Univ.Prof. Dr. Wolfgang 
Sperl 
 
Study centers: 
St. Anna Childrens’ Hospital Vienna, Unvi.Klinik Graz, Univ.Klinik Innsbruck, LKKL 
Linz, LKH Salzburg 
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Studied period (years): 
date of first enrolment: 01.03.2004 
date of last completed: 25.10.2015 
 
Phase of development: 
Phase III 
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Objectives: 
Main objectives: 
1. improvement of prognosis of children and adolescents by intensification of 
cytostatic therapy by randomized implementation of liposomal daunorubicine in first 
induction 
2. randomized implementation of 2-CDA as intensification in consolidation therapy for 
patients in high risk group with the aim of improvement of prognosis 
3. randomized examination of efficacy of prophylactic CNS radiation 18 Gy vs. 12 Gy 
 
Secondary objectives: 
avoidance of anthracycline-induced cardiotoxicity by administration of liposomal 
daunorubicin 
 
Methodology: 
controlled open randomized study design 
 
Number of patients: 
planned: 80, included: 74 (0-27d: 0; 28d-23mo: 12; 2-11y: 35; 12-17y: 35; >18y: 0) 
 
Diagnosis and main criteria for inclusion: 
Diagnosis: AML 
Principal inclusion criteria: * age 0-18y, * de novo AML, including Down Syndrome, 
primary myelosarcoma of acute mixed lineage leukemia, * treatment in participating 
center 
Principal exclusion criteria: * AML as secondary malignant disease, * patients with 
primary syndrome (except Down Syndrome), * pregnancy, * treatment for more than 
14 days with different intense induction therapy, * concomitant disease that prohibits 
therapy according to protocol 
 
Test product, dose and mode of administration: 
Daunoxome: 240 mg/m2, intravenous use 
Cladribine: 12 mg/m2, intravenous use 
 
Duration of treatment: 
a) Daunoxome: 80 mg/m2/d for 3 days in first induction course 
b) Cladribine: 6 mg/m2/d for 2 days in cosolidation course; in combination with 
cytarabine 500 mg/2/d for 4 days cont. infusion, idarubicine 7 mg/m2/d for 2 days 
 
whole protocol therapy: 4-6 months intensive treatment, 12 months maintenace 
threrapy 
 
Reference therapy, dose and mode of administration: 
a) idarubicine 
b) cytarabine 500 mg/m2/d for 4 days cont. infusion + idarubicine 7 mg/m2/d for 2 
days 
 
Criteria for evaluation: 
Efficacy: overall and event-free survival for main objectives 1+2, disease-free survival 
for main objective 3 




