
 
 
 October 20, 2017 
 
Our STN: BL 125589/0 RESUBMISSION ACKNOWLEDGEMENT 
 
Oxford Immunotec, Inc.  
Attention: Wolfgang Pieken, PhD 
315 Norwood Park South 
Norwood, MA  02062 
 
Dear Dr. Pieken: 
 
We have received your October 8, 2017, resubmission to your Biologics License 

Application (BLA) for Babesia microti Arrayed Fluoresence Immunoassay (AFIA) on 

October 10, 2017. 

 

The resubmission contains responses to the Form FDA 483 observations issued on 

March 10, 2017, CMC, and software information that you submitted in response to our 

June 13, 2017, complete response letter. 

 

We consider this a complete, class 2 response to our action letter.  Therefore, the action 

due date is April 11, 2018. 

 

If you have any questions, please contact the Regulatory Project Manager, Iliana 

Valencia, at (240) 447-4377. 

 
Sincerely yours, 
 
 
Hira L. Nakhasi, PhD  
Director 
Division of Emerging and 
   Transfusion Transmitted Diseases 
Office of Blood Research and Review 
Center for Biologics Evaluation and Research 

  


