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Abbott Japan and Eisai Submit Application in Japan for Additional Indication of  

Humira® (adalimumab), a Fully Human Anti-TNF-α Monoclonal Antibody,  
for Inhibition of Structural Damage of Joints in Rheumatoid Arthritis 

 
Abbott Japan Co., Ltd. (Pharmaceutical Products Group Headquarters: Tokyo, President & CEO: 
Gary M. Winer, “Abbott Japan”) and Eisai Co., Ltd. (Headquarters: Tokyo, President & CEO: Haruo 
Naito, “Eisai”) announced today that they have submitted an application in Japan seeking approval 
of inhibition of structural damage of joints in rheumatoid arthritis as an additional indication for 
Humira® (adalimumab; recombinant) Pre-filled Syringe 40 mg/0.8 mL, a fully human anti-TNF-α 
monoclonal antibody jointly developed by the two companies. 
 
The submission is based on the results of a double-blind study (HOPEFUL1 Study) conducted to 
satisfy the post-approval commitment that was imposed on April 16, 2008 when rheumatoid 
arthritis was approved as an additional indication for Humira®. The post-approval commitment 
required that a long-term (at least one year) double-blind clinical study comparing Humira® with an 
appropriate control drug must be carried out in order to confirm the drug’s efficacy (including 
efficacy in inhibiting the progression of joint destruction) and safety. 
 


