
 
 

 
 

PHASE III STUDY OF DNA METHYLATION INHIBITOR DACOGEN® FOR INJECTION  
IN ACUTE MYELOID LEUKEMIA PRESENTED AT ASCO        

Eisai Co., Ltd. (Headquarters: Tokyo, President & CEO: Haruo Naito, “Eisai”) announced today that 

results from the Phase III （DACO-016） study of DNA methylation inhibitor Dacogen® (decitabine) for 

Injection in acute myeloid leukemia (AML) were presented during an oral session at the 2011 Annual 

Meeting of the American Society of Clinical Oncology (ASCO). AML is a life-threatening cancer of the 

blood for which there are limited treatment options. 

 

The 485-patient, open-label, multi-center study compared Dacogen® versus patient’s treatment choice 

(TC) of either supportive care or low-dose cytarabine in older patients with newly diagnosed de novo or 

secondary AML. The primary endpoint of the study was overall survival. 

 

The results of the analysis showed that at the protocol-defined clinical cutoff, with 396 (81.6%) deaths, 

Dacogen® demonstrated an overall survival advantage but did not demonstrate statistically significant 

superiority over the control arm. Specifically, patients treated with Dacogen® had a median survival of 7.7 

months (95% confidence interval (CI): 6.2, 9.2) versus 5.0 months (95%CI: 4.3, 6.3) in the TC arm 

(hazard ratio (HR) 0.85; p=0.108). 

 

Furthermore, the updated analysis, conducted with an 



 

[Notes to editors] 

 

1. About the DACO-016 Study 

  DACO-016 was a Phase III randomized open-label, multi-center trial comparing Dacogen® versus patient’s choice 


