


 [Notes to editors] 
 
1. About Halaven® (eribulin mesylate)  

Halaven®, a non-taxane, microtubule dynamics inhibitor with a novel mechanism of action, belongs to a class of 
antineoplastic agents, the halichondrins, which are natural products isolated from the marine sponge 
Halichondria okadai. It is believed to work by inhibiting the growth phase of microtubule dynamics without 
affecting the shortening phase and sequestering tubulin into nonproductive aggregates. 

Halaven was first approved as a treatment for breast cancer in the United States in November 2010, and is 
now approved in 37 countries worldwide, including European Union member states, Japan, Singapore and 
Switzerland. Eisai is currently conducting late stage clinical trials investigating the potential of Halaven as a 
monotherapy in the treatment of other types of cancer such as breast cancer with fewer prior treatments, as 
represented by Study 301, soft-tissue sarcoma and non-small cell lung cancer. Furthermore, the company is also 
preparing to commence clinical trials of a liposome formulation that it hopes will more effectively deliver Halaven 
to target cancer cells.  
 

2. About Study 301 Design Outline 
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, an no more than two prior regimens for advanced and/or metastatic disease. The 
regimens must have included an anthracycline and a taxane, either in the (neo)adjuvant setting, or for locally 
advanced or metastatic disease. Patients must have 


