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Summary of Assessments (Microbiology):   
There were multiple issues identified in the review by microbiology covering the broad 
areas of manufacturing process and controls  

 process validation  
 and control of drug 

product     All these issues are Resolved (review in panorama 
11/30/2022, Yarey Smith, Ph.D.).  The applicant also updated the comparability protocol 

 
  No post-approval commitments have been requested or made, and there 

are no remaining microbiology deficiencies. 
 
Summary of Assessments (Labeling - CMC): 
The drug product review identified three issues for labeling, (1) need for a status update 
on the request that FDA made for a USAN for flotufolastat F18, (2) absence of a decay 
chart for 18F in section 11 and (3) need for inclusion of a list of excipients and their 
quantities in section 11.    
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Primary Microbiology Assessor Name and Date: 

Yarery Smith, Ph.D., 11/30/2022 

 

Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Marla Stevens-Riley, Ph.D., 11/30/2022 
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