
 

By Jean Gildner at 3:40 pm, Dec 07, 2016 
 

 
From: Gildner, Jean 
To: "Margarita Aguilera"
Subject: RE: BLA 125603 MACI - Late Cycle Meeting and Amendments 
Date: Friday, September 09, 2016 1:32:00 PM 

 
 

Hi Margarita, 
 
 

In regards to question 1. You can submit the Training Materials as a response to Information 
Request, under the new section 1.15 Promotional Materials. 

 
 

In regards to question 2. Providing the “Categorical Exclusion of Environmental Assessment” 
statement and withdrawing the previous EA will be fine. 

 
 

In regards to question 3. Meeting package will be sent September 16, 2016 our Late Cycle Meeting is 
scheduled for September 30 th. 

 
Have a great weekend, Jean 

 
 

Jean F. Gildner  MSHS, MT (ASCP), CQA (ASQ) 

Regulatory Project Manager 
FDA/CBER/OCTGT 
10903 New Hampshire Avenue 
Bldg. 71, RM. 5222 
Silver Spring, MD 20993-0002 
Phone: (240) 402-8296 
Fax: (301) 595-1303 
jean.gildner@fda.hhs.gov 

 
 
 
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. 

 
 
 
From: Margarita Aguilera [mailto:maguilera@vcel.com] 
Sent: Wednesday, September 07, 2016 11:58 AM 
To: Gildner, Jean 
Subject: BLA 125603 MACI - Late Cycle Meeting and Amendments 

 

 
Dear Jean, 



Welcome back!  Hope you had a nice relaxing and enjoyable vacation. 

I wanted to follow up and get your advice on a couple of things: 

1.   We are preparing to submit the final draft HCP training material before September 20. My 
plan is to submit under 1.15.1.7 Response to information request, can you confirm that this 
is acceptable. 

2.   We are also preparing to submit an amendment to request a Categorical Exclusion of 
Environmental Assessment  as agreed with the Agency, on the basis that the to be marketed 
product, MACI,  and therefore there will be no increase in the existing 
levels of use or change in the intended uses of the product (§ 25.30(k)).   The guidance 
requires a statement  indicating  “no extraordinary circumstances exist that require 
submission of an EA”, however, we have already submitted one with the BLA.  Do we simply 
provide the statement to withdraw the previously submitted EA? 

3.   Finally,  can you advise if you will be providing  a  background package for the late-cycle 
meeting, with the discipline review letters issued to date, and a brief summary of any 
substantive application issues.  I would also appreciate if you can provide the time of the T- 
con at your earliest convenience. 

Looking forward to your responses. 

Best 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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