
 
 

 
 

 
 

 

From: Heather Pratt <heather@macopharmausa.com> 
Sent: Tuesday, August 30, 2016 10:44 AM 
To: Sista, Ramani V 
Subject: Response to Macopharma NDA 125552 - IR 1 

Dear Ramani, 

Kindly find below the response to your 29 August 2016 email request to provide the 
following 
information regarding the Sterility Test. 

FDA IR 1: 
in and used in 

Fungistasis qualification report (Number 358A1-1). 

(b) (4) (b) (4)

(b) (4)

1. Please provide lot numbers of 
Bacteriostasis and 

MacoProductions Response to IR 1: 
The batch numbers of 


(b) (4)
(b) (4)
(b) (4)

(b) (4) that were used during the qualification are:
 
1) 

2) 

3) 


If you can please let me know you received the email response that would be most 
appreciated. 

Thanks, 
Heather 

Best Regards, 

Heather Pratt, RAC 

Listen • Understand 
• Provide Solutions 

Heather Pratt, RAC 
Manager, Regulatory & Clinical 
Affairs 
heather@macopharmausa.com 

3675 Crestwood Pkwy 
Suite 260 
Duluth, GA 30096 
Main: 770-270-6867 x102 
Cell: 404-428-1663 
Fax: 770-496-9835 

This message and any attachments (the "Message") are confidential and intended 
solely for the addressees. Any 
unauthorized modification, edition, use or dissemination is prohibited. If you have 
received this Message by mistake, 
please delete it and notify us immediately. MACO PHARMA Group shall not be liable 
for the Message if altered, 
changed, falsified, edited, diffused or used without authorization. 

From: Sista, Ramani V [mailto:Ramani.Sista@fda.hhs.gov] 
Sent: Monday, August 29, 2016 8:58 AM 
To: Heather Pratt <heather@macopharmausa.com> 
Subject: Macopharma NDA 125552 - IR 1 
Importance: High 
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Hi Heather,
 

Please provide the following information regarding the Sterility Test by COB 

Thursday, 

September 1st.
 

in and used in 

and Fungistasis qualification report (Number 358A1-1). 

(b) (4) (b) (4)

(b) (4)

1. Please provide lot numbers of 
Bacteriostasis 

Please acknowledge receipt and let me know if you have questions.
 
Thanks, 

Ramani
 

Ramani Sista, PhD, RAC, CQA 

RPM 

Office of Cellular Tissue & Gene Therapies 

CBER, FDA 

Phone: 240 402 

8354 


Ramani.Sista@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 

immediately by e-mail or phone.
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