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(File Attachment comment) 

Hi Jim and Paul:  

 

Please see the DBSQC Information Request below. We are asking for a 

response by  

next Wednesday October 11, 2017:  

 

CBER requests that you submit both  method and the  

 method  

qualification reports for the drug substance to show the test samples 

meet their  

qualification acceptance criteria according to  or  

. Please provide  

the conformance batch numbers,  

  

 test results data used in the study.  

 

Thanks, and please acknowledge receipt of this email Information Request.  
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Silver  

Spring,  
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Phone: (240)  
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595-1303  

Nevitt.Morris@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  

immediately by e-mail or phone.  
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