
 
CENTER FOR DRUG EVALUATION AND RESEARCH 

 
Approval Package for: 

 
 

APPLICATION NUMBER: 
 

BLA 103000-S5232 
 

Trade Name:   
 

Botox 
 

Generic Name:    
 

onabotulinumtoxinA 

Sponsor:  
 

Allergan Inc. 

Approval Date:   
 

August 24th 2011 

Indications:  Treatment of urinary incontinence due to detrusor 
overactivity associated with neurological condition 
[e.g., spinal cord injury (SCI), multiple sclerosis 
(MS)] in adults who have an inadequate response to or 
are intolerant of an anticholinergic medication 
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