
y Jean Gildner at 4:05 pm, Dec 12, 2016 
From: Margarita Aguiler

B
a 

Gildner, Jean To: 
Cc: Lorien Armour 
Subject: BLA 125603 : Re-Sending  Sterility testing re-validation Report 
Date: Thursday, October 06, 2016 4:32:31 PM 
Attachments: GTR-168-03-01-A MACI Validation Limit of Detection Using  

Report.pdf 
 
 

Dear Jean, 
 
 

Per our conversation today,  attached please find the formatted version of the report that will go 
with the BLA submission.  I trust that this will be an acceptable version for the FDA reviewing team. 
Due to the holiday on Monday, the submission will be send to the BLA on Tuesday, October 11. 

Our apologies for any inconvenience. 

Thanks and regards, 
Margarita 

 

 
Margarita Aguilera, M.Sc. 
Senior Regulatory Consultant – Vericel Corporation 
64 Sidney Street 
Cambridge, MA 02139 
maguilera@vcel.com; 
Telephone:  (617) 588-5661 
Mobile: (224) 659-2129 
Facsimile:   (734) 239-7401 

 
THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS 
ADDRESSED  AND  MAY  CONTAIN  INFORMATION  THAT IS PRIVILEGED, 
CONFIDENTIAL,  AND PROTECTED  FROM DISCLOSURE  UNDER  LAW. If you are not the 
addressee, or a person authorized to deliver the document to the addressee, you are hereby notified 
that any review,  disclosure,  dissemination,  copying,  or other action based  on the content  of this 
communication  is not authorized. If you have received this document in error, please immediately 
notify the sender by e-mail or phone. 
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