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Table 5a Schedule of Events (Amendment 3) 
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Table 5b. Schedule of Events (Amendments 4 and 5) 
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In addition, the sub-categories ‘Related to COVID-19’ and ‘Unrelated to COVID-19’ will be collected to 
assess the impact of COVID-19 on the protocol deviation data. 

The number and percentage of participants with major protocol deviations will be summarized by type of 
deviation and relationship to COVID-19 and by treatment arm for the ITT Population. All protocol deviations 
will be presented in a data listing. 
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Participant responses will be categorized as disease deterioration (0–3 points), stable disease (4 points) 
or disease improvement (5–7 points) since the initial baseline visit. 

For PGI-C categorical results, the number (percentage) of participants with each category will 
summarized by treatment group at Week 12.  
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Appendix B Scoring Table for PROMIS Fatigue – Short Form 7a 

 

      

    

    

   
   
   
   
   
     
   
   
     
     
   
     
     
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
     

      
 




