
From: Kevin Smyth [mailto:KSmyth@paxvax.com]  
Sent: Wednesday, January 06, 2016 4:36 PM 
To: Hoffman, Kelsy 
Cc: Houck, Christina M 
Subject: Re: BLA 125597/0 IR 

Dear Ms. Hoffman.  

Thank you for your below email to which we will respond as soon as is possible.  
 
Regards, Kevin  

Sent from my iPhone 

 
From: Hoffman, Kelsy  
Sent: Wednesday, January 06, 2016 4:07 PM 
To: 'Kevin Smyth' 
Cc: Houck, Christina M 
Subject: BLA 125597/0 IR 

 
Mr. Smyth, 
 
We have the following comment regarding your BLA 125597/0, “Cholera Vaccine, Live, Oral.”   
 

We note that you have changed the manufacturer of the working seed lots going forward.  We 
also note that you currently have  vials of the working seed lot manufactured by the 
previous manufacturer and that vials from that lot were used to manufacture the vaccine used 
in the clinical trials submitted in your license application.  Please specify how many seed lot vials 
will be used per batch and per year.  Please also provide a timeline of use of remaining vials (i.e., 
date remaining vials will be exhausted).   
 

Thank you, 
Kelsy 
 
Kelsy F. Hoffman, Ph.D. 
LCDR, USPHS 
Primary Reviewer/Regulatory Project Manager 
FDA/CBER/OVRR/DVRPA 
10903 New Hampshire Ave. 
WO71-3205 
Silver Spring, MD 20993-0002 
Office- 301-796-2640 
Fax- 301-595-1124 
 
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 

(b) (4)



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. 
 
 
 




