


 

  

previously reported response rates in the outpatient setting. The safety profile of this 
dosing regimen was consistent with what has been previously reported.    
 
Eisai is committed to a clinical development program to optimize the utility of Dacogen 
for all patients with MDS. Recent studies of hypomethylating agents have suggested that 
treatment of patients should continue for as long as they receive clinical benefit or until 
their disease progresses. To advance the understanding of optimal treatment for MDS 
and related conditions, there are currently more than 30 ongoing trials with Dacogen 
either as a single agent or in combination with other therapies, including a Phase III 
survival study in older patients with acute myelogenous leukemia (AML). 
 
 
Study Design 
 
EORTC-06011:  This Phase III open-label, randomized, multicenter, controlled trial 
evaluated overall survival of patients re



 

  

myelodysplastic syndromes (MDS) including previously treated and untreated, de novo 
and secondary MDS of all French-American-British (FAB) subtypes (refractory anemia, 
refractory anemia with ringed sideroblasts, refractory anemia with excess blasts, 
refractory anemia with excess blasts in transformation, chronic myelomonocytic 
leukemia), and Intermediate-1, Intermediate-2 and High-Risk International Prognostic 
Scoring System (IPSS) groups. 
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