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1. Introduction  
 
This submission for NDA 201811, a 505 b2 application for argatroban, is a response 
to a Complete Response Letter sent on February 28, 2014.  The February 28, 2014, 
2013 Complete Response letter identified a facility inspection deficiency that 
precluded approval. 
 
The Agency filed the resubmission as a class 1 and granted a PDUFA goal date of 
March 23, 2015.   
 

2. Background 
 
The Reference Listed Drug (RLD) for this submission is Argatroban Injection (NDA 
20-883), which is currently marketed by Pfizer.   
 
The following product quality deficiency was conveyed in the February 28, 2014 
Complete Response Letter. 
 
During a recent inspection of the Fresenius Kabi USA, LLC, Grand Island, NY 
manufacturing facility for this application, our field investigator conveyed deficiencies 
to the representative of the facility. Satisfactory resolution of these deficiencies is 
required before this application may be approved. 
 

3. CMC/Device  
 
After the last review cycle, there was a single remaining deficiency reagrding the 
facility inspection. Ms. Brown stated in her review: 
 
There is no new CMC information in the resubmission.  The facilities listed in this 
application received an “approve” recommendation from the Office of Process and 
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Facilities, and the product quality reviewer (Nina Ni, Ph.D.), recommended approval 
pending final acceptance of the container/carton labeling and the PI by the applicant 
in her review dated March 9, 2015 (signed March 9, 2015). 
 
I concur that this issue is now resolved and the application can be approved. 
 

4. Nonclinical Pharmacology/Toxicology 
 
No issues that would preclude approval were identified. 
 

5. Clinical Pharmacology/Biopharmaceutics  
No issues that would preclude approval were identified. The only information 
submitted for review was in vitro equivalence data to support bridging between this 
505 b2 product and the RLD. 
 

6. Microbiology  
No issues that would preclude approval were identified. 

7. Clinical/Statistical-Efficacy 
No new clinical data was submitted. Previously Dr. Alvandi and Ms. Kwitkowski 

had reviewed the labeling. 

8. Safety 
 

No new safety issues have been identified.  
 

9. Advisory Committee Meeting   
This product is not a NME. 

10. Pediatrics 
This product is not a NME. 

 

11. Other Relevant Regulatory Issues 
None  

12. Labeling 
All disciplines made recommendations for labeling.  
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13. Decision/Action/Risk Benefit Assessment 
•  

• Recommended regulatory action  
Approval 
• Risk Benefit Assessment 
This is a 505 b2.  

 
• Recommendation for Post marketing Risk Management Activities 

None 
 
• Recommendation for other Post marketing Study Requirements/ 

Commitments 
 

None 
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