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Subject: NDA 203-551 
 Docetaxel Injection Concentrate 20 mg/mL (Rx Only) 

 
Request for Categorical Exclusion 

 
Submission Date:  9/30/12 (Letter Date), 10/01/12 (Stamp Date)  
 
Actavis Inc. 
60 Columbia Road, Building B  
Morristown NJ 07960 USA 
 
Background 
 

 Actavis Inc. has filed a new drug application, NDA 203-551, to gain approval for Docetaxel 
Injection Concentrate 20 mg/mL (Rx Only). The applicant has submitted a claim of 
categorical exclusion under 21 CFR 25.31(a), on two dates: 2/1/2012 and 03/2/2012 (EDR 
m1/1.12.14).  The applicant states that the drug product is not expected to increase the use of 
the active moiety.  Since the active moiety is derived from plant sources, the agency required 
additional information on the source of the plant material to determine if an EA is required 
under "extraordinary circumstances." An EA is required for non-cultivated plant sources. 
 
In a June 14, 2012, Information Request, the agency requested the applicant to provide 
information on the source of the raw material and to indicate whether the plants are grown 
wild or as cultivated plants.  
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