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From: Ghosh, Joydeep
Sent: Monday, June 01, 2015 1:34 PM
To: Sista, Ramani V
Cc: Benton, Kimberly; Gavin, Denise K; Niland, Brian
Subject: BLA 125585 Sterility Test Validation

Hi Ramani,

When you get a chance could you please send the following comment (this is in 
addition to what we told 
during our T-con on May 22, 2015) to Dr. Haley. Please make sure she confirms 
receiving it.

“We note that the Inhibition data submitted in BLA 125585 for  are 
more than two 
years old. Please note that if you have made any changes/upgrades to your
test equipment 

 

(either for the hardware or the software) during this period, you will need to 
revalidate the (  

using ( .”

Thanks,

Joy
------------------------------------------------------------------ 
Joydeep Ghosh, Ph.D. 
Microbiologist, Gene Therapies Branch
 
Food and Drug Administration
Center for Biologics Evaluation and Research 
Office of Cellular, Tissue and Gene Therapies
Division of Cell and Gene Therapies
 
10903 New Hampshire Avenue 
WO71 - 5313
Silver Spring, MD 20993-0002  
E-mail: joydeep.ghosh@fda.hhs.gov  
Office Phone: (240) 402 8293  
Fax: (301) 595 1305
------------------------------------------------------------------ 
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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