
 
 
 
 
 

ARENA SUBMITS RESPONSE TO  

FDA COMPLETE RESPONSE LETTER FOR LORCASERIN 

 

Eisai Co., Ltd. (Headquarter s: Tokyo, Pres iden t & CEO:  Haruo Naito, “Eisai ” ) announc e d today that Aren a 

Pharmaceu t i c a l s , Inc. (Headquar t e r s :  California, United States, Pres iden t & CEO: Jack Lief, “Arena”) has 

submit t e d its respons e to the Comple te Respons e  Letter (CRL) issued by the U.S. Food and Drug 

Administration (FDA) following review of the lorcas er in (generic name) New Drug Applica t i o n (NDA).  

 

Lorcaser i n , which Arena discove r ed  and has develope d , is intende d for weight managem e nt , includi ng 

weight loss and maintenanc e of weight loss, in  patients who are obese (Body Mass Index, BMI �Í 30 ) or 

patients who are overweig h t (BMI �Í 27 ) and have at least one weight - r e late d co-mor b id condit i on .  

Lorcas er i n is the subjec t of an exclus i v e licens i n g ag reemen t conc lude d between Eisai's U.S. Subsidiar y 

Eisai Inc. and Arena Pharmaceu t i c a ls GmbH, the wholly - ow n ed Swiss subs idia r y of Arena conc er n i ng its 

marketing and supply in the United States. 

 

The response submitte d by Arena is intended to address  the FDA’s reques ts as ou tlined in the CRL, whic h 

includ es data from the Phas e 3 BLOOM-DM (Behavi o r a l modific a tio n and Lorcas e r in for Overwei gh t and 

Obes ity Managemen t in Diabetes Mellitus) trial, which ev alua t e d lorcas e r in for weight loss in patien ts with 

type 2 diabete s . The respon s e also includ es data and an alyses from activities conduc ted to investigate 

tumors observed in a lorcas erin rat carcinogenicity study.  

 

It is anticipated that the FDA will confir m its accepta nc e and assign a new Prescrip tion Drug User Fee Act 

(PDU FA) date. 

 

 

 

 

 

[Please refer to the following notes for informati on on lorcaserin, lorcaserin phase III clinical trial 

program overview, Arena pharmaceuticals, Inc. and the prevalence of obesity in the United States] 
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Public Relations Department,  

Eisai Co., Ltd. 
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No . 1 2- 0 1 January 5, 2012



[Notes to editors] 

 

1. About Lorcaserin 

Lorcas erin, which Aren a disc overe d and has devel op ed, is a ne w chem ical entit y that is beli eve d to act as a 

selectiv e serot oni n 2C rec e ptor ago nist. The serotonin 2C  recept or is express ed in the bra in, inclu din g the 

hypoth al amus, an are a believ ed to be involv ed in  the contr ol of app etite and metab olism.  

 

2. About Lorcaserin Phase III Clini cal Trial Program Overview 

T he lorcaserin Phase III clinical trial program consists of  three double- blind, randomiz ed,  placebo-contr olled trials, 

BLOOM (Beha vioral modific ation and Lorcas erin for Ov er weig ht and Obe sit y Manag em ent), BLOSSOM (Behavi oral 

modific ation and LOrcaseri n Secon d Stud y for Obesit y Man agem ent) and BLOOM-DM (Behav iora l modificati on and 

Lorcas erin for Over we i ght and Obesit y Man agem ent in Dia bet es Mel litus), and enr oll ed a ppro ximatel y 7, 800 patients.  

BLOOM and BLOSSOM evalu ated lorcas erin versus placeb o in pati e nts who are obese or patien ts who ar e 

over we ig ht and have at lea st one weight- r elate d co-mor bid  con ditio n. BLOOM evalu ated 3,18 2 patients over a 

two- ye ar tre atment per io d, and BLOSSO M eval uate d 4,0 0 8 pati ents ov er a one- ye ar tre atment perio d. In both the 

BLOOM and BLOSSOM trials, lorcas eri n prod uced stat isticall y sign ific ant and cli nic all y mean ingfu l wei ght loss 

compare d to placeb o and wa s gen eral l y wel l toler ated. T


