
 CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

205580Orig1s000 
 
 

NON-CLINICAL REVIEW(S) 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


1
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PUBLIC HEALTH SERVICE
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CENTER FOR DRUG EVALUATION AND RESEARCH

PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION

Application number: NDA 205580

Supporting document/s: 1 (original) and 8 (resubmission after refuse to 

file)

Applicant’s letter date: September 6, 2013

CDER stamp date: September 6, 2013

Product: Bendamustine HCl

Indication: Chronic Lymphocytic Leukemia (CLL)

Non-Hodgkin’s lymphoma (NHL)

Applicant: Eagle Pharmaceuticals, Inc. (EPI)

Review Division: Division of Hematology Oncology Toxicology 

(DHOT) for Division of Hematology Products 

(DHP)

Reviewer: Christopher M. Sheth, Ph.D. (DHOT)

Secondary Reviewer: Todd Palmby, Ph.D. (DHOT)

Division Director: John Leighton, Ph.D., DABT (DHOT)

Ann Farrell, M.D. (DHP)

Project Manager: Modupe Fagbami

Disclaimer

Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 205580 are owned by Eagle Pharmaceuticals, Inc. or 
are data for which Eagle Pharmaceuticals, Inc. has obtained a written right of reference.  
Any information or data necessary for approval of NDA 205580 that Eagle 
Pharmaceuticals, Inc. does not own or have a written right to reference constitutes one 
of the following: (1) published literature, or (2) a prior FDA finding of safety or 
effectiveness for a listed drug, as reflected in the drug’s approved labeling.  Any data or 
information described or referenced below from reviews or publicly available summaries 
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of a previously approved application is for descriptive purposes only and is not relied 
upon for approval of NDA 205580.
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