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Jean, 

Receipt acknowledged  I ll check with the team regarding the timeline for the response  

Janice 

 
 

From: Gildner, Jean [mailto:Jean.Gildner@fda.hhs.gov] 
Sent: Sunday, December 31, 2017 10 55 AM 
To: Janice Castillo 
Subject: BLA 125586 Information Request 

 
Dear Janice, 

 
Please see the following information request  Please respond by January 2, 2018  Please acknowledge receipt of this email and the ability to meet the deadline  

 
Your response to the IR request of 12/21 is incomplete  The datasets (ADAE table) provided on 12/01/17 do not include the SAE events noted in Portola s IR response from 12/12/17  Therefore the 

discrepancies in the pdf document provided on 12/12/17 indicates that the ADAE data set of the 55 subjects provided on 12/01/17 underreports SAEs that is relevant to all 185 subjects in the ADSL 

dataset  Therefore the ADAE dataset provided on 12/01/17 is incomplete, resulting in our inability to complete the review of the clinical data  As requested on the IR dated 12/21/17, Portola was 

notified that the following information was required, therefore 

 
1)  We repeat our request that Portola provide an updated ADAE dataset to include ALL adverse events for all 185 subjects as assessed by the INVESTIGATOR by 01/01/18, 12 noon EST  

 
In addition to the above, based on the email response from 12/29/17, in order to confirm that the report of SAE in the ADAE data table from 12/01/17 was erroneous as you stated in this response, we 

request that you provide all hospitalization records, imaging reports for Subject as related to the study observation period for this subject  Please provide this response by 01/02/18 by 12 noon 

EST  

 
The subject s ID is , confirmed to have a DVT by the snap shot of the report provided here…  

 
 

However the ADAE dataset from 12/1 does not show the subject as listed  The screen shot from below does not include the subject in question (the dataset is ordered in sequence by ID#) in the ADAE 

dataset thereby we find the datasets to be discrepant and underreporting of the actual SAE events  Therefore we are requesting the request as listed as item 1 (We repeat our request that Portola 

provide an updated ADAE dataset to include ALL adverse events for all 185 subjects as assessed by the INVESTIGATOR by 01/01/18, 12 noon EST ) in the email below  

 
 

In addition please provide EAC adjudication reports for each for each of the subjects  You have submitted blank EAC report forms in your response dated December 29, 2017  
 
 

Sincerely, Jean 
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Jean F. Gildner MSHS, MT (ASCP) 

Regulatory Project Manager 

Center for Biologics Evaluation and Research 

Office of Tissues and Advanced Therapies 

U.S. Food and Drug Administration 

Tel: 240-402-8296 

jean.gildner@fda hhs gov 
 

 
 

 
 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTA N 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. 

 
 
 
 

 
This email message is for the sole use of the intended recipient(s) and may contain confidential and privileged information  Any unauthorized review, use, disclosure or distribution is 

prohibited  If you are not the intended recipient, please contact the sender by reply email and destroy all copies of the original message  If you are the intended recipient, please be advised 

that the content of this message is subject to access, review and disclosure by the sender's Email System Administrator  




