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US License: 2003 
Facility: Sandoz GmbH 
  Biochemiestrasse 10 

A-6250 Kundl, Austria 
FEI: 3002806523 

Product: EP2006 
Dosage: 300 mcg/0.5mL and 480 mcg/0.8 mL, Intravenous or subcutaneous, injection or 

infusion 
Indication: Patients With Severe Chronic Neutropenia; Cancer Patients Receiving 

Myelosuppressive Chemotherapy; Cancer Patients Receiving Bone Marrow 
Transplant; Patients With Severe Chronic Neutropenia; Patients undergoing 
progenitor cell therapy 

BsUFA date: March 8, 2015 
 
Recommendation: The drug substance part of this BLA is recommended for approval from 
quality microbiology perspective with the following post-market commitments: 
 
Establish bioburden and endotoxin action limits  after data from more than 
20 batches are available.  
 
Conduct studies to support the worst-case hold times

 
at scale from microbiology perspective. 
 
Review Summary  
 
Sandoz has submitted this Biologics License Application (BLA) under 351(k) of the Public 
Health Service Act for EP2006 to seek licensure for the same indications for which the reference 
product Neupogen is approved.  The drug substance (DS) is manufactured at the Sandoz GmbH, 
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Kundl, Austria.  The drug product (DP) is manufactured at GP Grenzach Produktions GmbH, 
Grenzach-Wyhlen, Germany.  The application contains CMC information in an eCTD format.   

 
This review contains the assessments of the manufacturing process of EP2006 drug substance 
from microbiology perspective.   
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