
From: Kumar, Vasantha 
To: Denloye, Aderonke O (Ade.Denloye@shire.com) 
Cc: Maruna, Thomas (Thomas.Maruna@fda.hhs.gov) 
Subject: FW: STN BL 125596/0 - Question regarding Lot Release- FDA response 
Date: Wednesday, July 06, 2016 9:15:00 AM 
Attachments: Lot Release Letter Bundle 2014-OCT (2).pdf 

 
 

Dear Ms. Denloye, 
 
 

I am writing on behalf of Thomas Maruna. 
 
 

We have reviewed your questions in your email of June 24 and our responses to your questions are 
embedded in your email below in red. 

Please let us know if you have any further questions. 

Thanks 
Vasantha 

 
Vasantha Kumar, Ph.D. 
U.S. Food & Drug Administration 
CBER/OBRR 
10903 New Hampshire Ave. 
White Oak Building 71, Rm 4206 
Silver Spring, MD 20993-0002 
Phone: (240) 402-8413 
Fax: (301) 595-1128 
E-Mail:Vasantha.Kumar@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 notify the 
sender immediately by e-mail or phone." 

From: Valencia, Iliana 
Sent: Friday, June 24, 2016 4:16 PM 
To: Denloye, Aderonke O 
Cc: Cagungun, Nannette; Campbell, Karen M 
Subject: RE: STN BL 125596/0 - Question regarding Lot Release 

 

 
Dear Ms. Denloye, 

 
 

Thank you. We will review your questions and get back to you as soon as we can. 

Sincerely, 

Iliana 



240.402.8444 
Iliana.valencia@fda.hhs.gov 

 
 

From: Denloye, Aderonke O [mailto:Ade.Denloye@shire.com] 
Sent: Friday, June 24, 2016 10:26 AM 
To: Valencia, Iliana; Maruna, Thomas 
Cc: Cagungun, Nannette; Campbell, Karen M 
Subject: STN BL 125596/0 - Question regarding Lot Release 

 

 
Dear Ms. Valencia &  Thomas: 

 
 

Hope this finds you doing very well.  In SEQ 0026 Amendment submitted on 20 June 2016, 
Baxalta believes that the Lot Release Protocol (LRP) submitted represents the final LRP.  As a 
result, we would like to clarify the following regarding lot release samples in anticipation for 
approval in September 2016: 

 

 
§ Does FDA agree that we can now submit the LRP for IGSC, 20% Lots  

 samples submitted in February 2016? 
Yes, the LRP template submitted in amendment 125596/0.25, on 20-Jun-2016 is 
acceptable for use. 

§ For future lot release, how many vials per lot are required? 
Two vials per lot will be required. 

§ For future lot release for the vials that will be submitted, should we follow the same 
process for labeling, packing and addressee requirements as was done for the 
samples submitted in February to Ms. Erin Kelly? 
Please label samples at a minimum with the company name; name of product; lot 
number; and licensing number.  If possible, it is helpful if the volume of product is 
listed as well. I have attached a Lot Release Letter Bundle which describes the 
information that needs to be submitted to the sample custodian for lot release. 
The address for submitting samples is: 
Food and Drug Administration 
Center for Biologics Evaluation and Research 
Sample Custodian 
10903 New Hampshire Avenue 
WO75-G707 
Silver Spring, MD 20993 -0002 

§ What is the expected release timeframe once the samples are submitted? 
Typically, within 45 days, from the date that the LRP for the lot is received. 

§ Baxalta will be submitting some IGSC, 20% samples for lot release, our experience 
from previous lots in support of BLA/Supplements has been that the lots are 
released simultaneously with BLA/Supplement approval, does FDA concur with that? 
Yes, providing samples and lot release protocols are submitted with enough time for 
testing and review of the protocol. 

 
Thanks so much for your clarification and help in addressing these questions. 

(b) (4)



Best regards, 
 

Aderonke Denloye, MPH 
Associate Director, Global Regulatory Affairs 

 
Shire 
One Baxter Way 
Westlake Village, CA 91362 USA 
+1 805 372 3053 desk 
+1 805 372 3052 Facsimile 
ade.denloye@shire.com 
www.shire.com 

 
Baxalta, now part of Shire 
****************************************************** 
Shire plc, the ultimate parent of the Shire Group of companies, is registered in Jersey 
No. 99854 
Registered Office: 22 Grenville Street, St Helier, Jersey JE4 8PX 
****************************************************** 

 
 
 

Please consider the environment before printing this e-mail 
 

This email and any files transmitted with it are confidential and 
may be legally privileged and are intended solely for the use of 
the individual or entity to whom they are addressed. If you are 
not the intended recipient please note that any disclosure, 
distribution, or copying of this email is strictly prohibited and may 
be unlawful. If received in error, please delete this email and any 
attachments and confirm this to the sender. 




