
 
 

PUBLICATION IN FEDERAL REGISTER TOMORROW MOVES 
BELVIQ® CLOSER TO LAUNCH  

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

Drug Enforcement Administration (DEA) has placed antiobesty agent BELVIQ® (lorcaserin hydrochloride) 

into Schedule IV of the Controlled Substance Act. This information is expected to be published in the 

Federal Register on May 8 (local U.S. time), with an effective date of June 7, 2013. Eisai’s U.S. subsidiary 

Eisai Inc. will launch the drug as soon as possible following the effective date.  
BELVIQ received approval from the U.S. Food and Drug Administration (FDA) on June 27, 2012 (U.S. 

local time), as an adjunct to a reduced-calorie diet and increased physical activity for chronic weight 

management in adult patients with an initial body mass index (BMI) of 30 kg/m2 or greater, or 27 kg/m2 or 

greater in the presence of at least one weight-related co-morbid condition. BELVIQ is the first new 

chemical entity to be approved as an antiobesity prescription drug in the United States in 13 years.   
BELVIQ is a new chemical entity discovered and developed by Arena Pharmaceuticals, Inc. It is believed 

to act as a serotonin receptor agonist that selectively activates the serotonin 2C receptor in the brain and 

is believed to suppress food intake and promote weight loss. The exact mechanism of action is not known. 

BELVIQ demonstrated sustained weight-loss results in the appropriate patients as an adjunct to a 

reduced-calorie diet and increased physical activity. Furthermore, obese clinical trial patients with type 2 

diabetes were reported to achieve statistically significant reduction both in HbA1c (hemoglobin A1c) and 

fasting glucose. The recommended dosage for BELVIQ is one 10 mg pill twice daily with no dose titration 

necessary, which is an added benefit that is also expected to improve patient drug compliance.  
The Phase III clinical trial program cited in the application submitted to the U.S. FDA evaluated 

approximately 7,800 patients, which demonstrated that BELVIQ along with diet and exercise was more 

effective than diet and exercise alone at helping patients lose 5% or more of body weight after one year 

and managing the weight loss for up to two years. 

In clinical trials, the most common adverse reactions (greater than 5% and more common than with 

placebo) for patients without diabetes were headache, dizziness, fatigue, nausea, dry mouth, and 

constipation and, for patients with diabetes, were hypoglycemia, headache, back pain, cough, and fatigue.    
According to the U.S. Centers for Disease Control and Prevention, over two thirds of adults in the United 

States are either overweight or obese, with the percentage of obese people more than doubling (from 

approximately 15% to 36%) between 1980 and 2010. Being obese or overweight may be accompanied by 

other co-morbid conditions such as diabetes, dyslipidemia and hypertension, with the increase in the 

obese and overweight population constituting a major social problem. 

Through the launch of BELVIQ, Eisai is committed to providing a new treatment option for weight 

management as it seeks to make further contributions to address the unmet medical needs that exist in 

the medical management of obesity and increase the benefits provided to patients and their families.    
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