
 
 

 
 

 

From: Wilson,Jeffrey <jmwilson@mdanderson.org> 
Sent: Monday, June 18, 2018 9:07 AM 
To: Ocampo, Virginia 
Subject: RE: BLA 125657/0 MD Anderson Cord Blood Bank_ Final labeling for 
submission thru gateway 
Attachments: smime.p7s; ATT00001.txt; ATT00002.htm 

Hi Virginia, 

We have received this email. 

Thank you, 

Jeff 

From: Ocampo, Virginia [mailto:Virginia.Ocampo@fda.hhs.gov] 
Sent: Monday, June 18, 2018 7:54 AM 
To: Wilson,Jeffrey 
Subject: FW: BLA 125657/0 MD Anderson Cord Blood Bank_ Final labeling for submission thru gateway 
Importance: High 

Hi Jeff, 

Please confirm receipt of this email for our record. 

Thanks, 
Virginia 
Virginia Ocampo, MT (ASCP) 
Regulatory Project Manager 
Center for Biologics Evaluations and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: (301) 348-3949 
virginia.ocampo@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 by e-mail or phone. 

From: Ocampo, Virginia 

Sent: Friday, June 15, 2018 2:34 PM 

To: Wilson,Jeffrey (jmwilson@mdanderson.org) <jmwilson@mdanderson.org> 
Cc: Quagraine, Mercy <Mercy.Quagraine@fda.hhs.gov> 
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Subject: BLA 125657/0 MD Anderson Cord Blood Bank_ Final labeling for submission thru 
gateway 
Importance: High 

Dear Jeff, 

As discussed with you earlier, please see attached the final Prescribing Information that needs to 
be submitted thru the gateway. 

Also, please submit all final version of Full product labels and Partial product labels. 

Kindly acknowledge receipt and let me know if you have any questions. 

Thank you, 
Virginia 
Virginia Ocampo, MT (ASCP) 
Regulatory Project Manager 
Center for Biologics Evaluations and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: (301) 348-3949 
virginia.ocampo@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 by e-mail or phone. 
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