
From: Krissy.Carrington@sanofipasteur.com [mailto:Krissy.Carrington@sanofipasteur.com]  
Sent: Wednesday, September 02, 2015 10:11 AM 
To: Rivers, Katie 
Subject: RE: Information Request STN125563/0 
 
Dear Katie 
I acknowledge this receipt of this request and confirm our commitment to provide this summary and 
revised sections as detailed below.  I will include this with the response to CBER questions IR dated 27 
Jul 2015.  Kind regards, 
Krissy 
 
From: Rivers, Katie [mailto:Katie.Rivers@fda.hhs.gov]  
Sent: Wednesday, September 02, 2015 9:18 AM 
To: Carrington, Krissy (sanofi pasteur) 
Subject: Information Request STN125563/0 
 
Dear Ms. Carrington,  
 
We have the following request regarding STN 125563/0: 
 
The release and stability monitoring acceptance criteria for several tests have been revised during 
the course of the review of the application. Therefore, we request that you revise section 
3.2.P.5.1 Specifications to include a summary of all specification changes and update the table in 
this section as appropriate. Similarly, please update section 3.2.P.8.2 Post-approval Stability 
Protocol and Stability Commitment to include updated acceptance criteria in Table 4, as 
requested in our email of June 19, 2015, comment 3. 
 
Please let me know if you have any questions.  
 
Thank you,  
Katie 
 
Katie H. Rivers, M.S. 
Regulatory Project Manager, RRB1 
FDA/CBER/OVRR/DVRPA 
10903 New Hampshire Ave., HFM-481 
Silver Spring, MD 20993-0002 
 
Phone 301-796-2640 
Fax 301-595-1244 
 
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. 
 


