


 [Notes to editors]  

 

1. About the Study 301 QOL Assessments  

Study 301 was an open-label, randomized, two-parallel-arm, multicenter study designed to evaluate Halaven versus 

capecitabine in 1,102 women with locally advanced or metastatic breast cancer who had up to three prior 

chemotherapy regimens in the (neo)adjuvant setting, and no more than two prior regimens for locally advanced 

and/or metastatic disease. The regimens must have included an anthracycline and a taxane. Although eribulin did not 

achieve a statistically significant result when compared to capecitabine in terms of overall survival (OS) and 

progression-free survival (PFS), the co-primary endpoints of the study, eribulin did demonstrate a trend favoring 

improved OS (eribulin median OS: 15.9 months, capecitabine median OS: 14.5 months; HR 0.879; 95% CI: 

0.770-1.003; p=0.056). Additionally, a later PFS assessment carried out by an independent evaluation body 

concluded that there was no significant difference between the two drugs (eribulin median PFS: 4.1 months, 

capecitabine median PFS: 4.2 months, HR 1.079; 95% CI: 0.932-1.250; p=0.305).  

Study 301 had a secondary endpoint of quality of life (QOL) assessed using the EORTC QLQ-C30 and QLQ-BR23 

questionnaires at baseline, 6 weeks, and 




