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c. Subjects with confirmed clearance duration will not be 
censored. 



 

d. Subjects with a confirmed reduction duration will not be 
censored.  
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Unless otherwise stated, all summary tables and summary figures will be presented by 
cohort/dose level and scheduled visits (if applicable). 
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Table 8). 

The summary will be based on Safety set. 
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American Society for 
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Section 7.3.1



 



 



 

The protocol has requested the use of the Disease Response Evaluable Set population, 
however, as no outputs in the SAP/shells are based on this set, it was dropped from the SAP. 
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