




         

  

      

      

      
          

          
     

      
 

        
          

       
 

       
    

         

          
                

       
     

    

         

      
     

        
      
 

        
 

       
      

   

            

        

        



         

           

          

        

   

       

        

     

        



         

   

 

    

    

    

     

 
 
 

  

 

 
 

 
 

 
 
 

 
 

 
 
 

 
 

 
 
 

 
 
 
 

 
 
 
 

 
 

 
 
 

   
     

    
       

    

    
      

     

      
    
    

   

    
    

     
     

    
    
    

   
    

    
    
     
     
    

    
     
       

   
    

     
   

    
    

       



         

    
      

     
         
        
       

    

        



         

  
             

                 
 

             
                
        

                  
               

             
                

              
      

           

    

     

  

 

               
          

         
          

         
          

 

           
        

         
         

 

                
                     

        
         

       





         

   
  

  

  

  
 

        
      

        
       

     

         

        
            

      

 

        
   

  
 

      
     

          
 

 
           

  
          

   

   

       
       

      

    

  

           
        

  

   

          

        



         

     

   

        



         

      
               

       



         

   
           

        



         

   
                

               

               
                  
                

 

                
      

     
       

              

       



         

    
        

                  
             

                 

       



         

 

 

    

  

   
            

   

               
   

    

                  
 

   

                 
          

    

             
            

                  
    

   
            

             

              
  

          

        

             

             

      

           

                
              

    

       



         

  
                 

            

       



         

 

 

  

  
             

       

              

               
 

    

 

             
              

      

             

            
             

    

              
               
              

                
             

               
            
              

            
         

            
             

                
             

  

                  

 

              
              

                 

       



         

                 
   

 

             
           

               
               

  

                  
                  

                
                 

     

                 
            

             

                 
        

    

  

                 

 

            

        
          

       
          

            
             
  

            
              

         
              

              
     

        



         

     

         
   
                   
                 

       
       

   

                  
              

  

                 
            

   

             

               
      

                 
         

              
               

               
               

              

             
 

                
        

 

 

  

 

              
              

           

        



         

              
             

             
        

       

   

               
                  
                 

                  

          

              
      
       

                    

                 
    

               
         

 

         

   

             
          

         

   
         

             
              

  

              
             

             

               
      

        



         

               
   

    

 
             

               
       

                 
            

            
              

                
         

            

           
           
    

            

             
              

 

               
              

                 
               

              

               
         

              
                 

 

                
          

               
            

                
               

            

        



         

       

       
          
         
               

          

            

             
                 
             

               
               

                
   

                
   

                
       

             

    

 

           
                 

            

                
            

             
               

          
      

            

           
           
    

            

             
              

       



EudraCT No: 2020-003267-26 Statistical Analysis Plan Version: Final 3.0 

Analysis 

Solicited systemic reactions will be analyzed in the same way as solicited local reactions (see 
Section 6.4.1 of the SAP). 

6.4.3. Adverse events 

Definition 

For detailed information on adverse events see section 10.3 of the protocol. 

AEs will be coded using the Version MedDRA 23.1 including specific terms for COVID-19 to 

get a system organ class (SOC) and preferred term (PT) for each AE. 

A TEAE is defined as any AE with an onset after the first immunization (if the AE was absent 
before the first immunization) or worsened after the first immunization (if the AE was present 
before the first immunization). AEs with an onset date more than 28 days after the last 
immunization will be considered as treatment emergent only if assessed as related to IMP by the 
investigator. AEs that cannot be determined to not be treatment emergent due to missing date or 
time will be defined as TEAE. 

Clarification: A Es with an onset date at the date of the first immunization will only be considered 
as treatment emergent if the AE occurred after the first immunization. 

The TEAEs will be evaluated for the following time intervals, clarifying and harmonizing the 

intervals defined in the protocol: 

• Prime immunization up to boost immunization or day 28 (inclusive) after initial
immunization (whatever comes first)

• Boost immunization up to day 28 (inclusive) after boost immunization

• All TEA Es (regardless of relationship assessment) occurring from
o Prime immunization up to day 28 after boost immunization (inclusive).
o If no boost immunization, up to 28 days (inclusive) after prime immunization

All TEA Es assessed as related through visit 10. 

The intervals starting or ending with an immunization, will start or end with the date and time of 

the immunization. TEAEs are assigned to the time intervals according to their start date and 

time. 

Adverse events of special interest (AES!) 

Enhanced respiratory disease or flu-like symptomatology not resolved after 7 days or with 
symptom kinetics that are inconsistent with a relationship to RNA immunization will be 
considered AESis. AESis are marked in the CRF. 

Analysis 

TEA Es with missing time and occurring on the day of prime immunization will be assigned to all 
intervals starting with the prime immunization. TEAEs with missing time and occurring on the 
day of the boost immunization will be assigned to all intervals including the boost immunization. 

BioNTech BNTl 62-04 SAP final V3.0 
- -

Confidential 23 



         

                   
       

       

   

   

    

     

        

        

   

  

    

                 
              

              

             

               
         

                 
   

         
      

   

          

               
                

              
             

                  
                    
                 

   

       



         

                 
                  

               

  

                    
 

 

               
           

   
         

            
              
           

               
   

            

                   
                

     

    

 

              
              

              
               
  

               

 

             
        

       

              
   

       



         

      

 

               
      

 

              
            

        

              
        

  

 

              
   

 

              
                

         

          

   
             

     
               

   

            
      

  

            

     

        



         

   

 

           
               

        

 

            
       

  

         
          
      

           

 

              
    

            
               

 

               
              

   

                 
             

 

             
           
        

               
               

              
 

              
            

              
               

               
                  

        



         

             
       

               
          

   
 

             
              

               
                

                     
           

       

  

     

      

    

      
     

 

              
              

 

              
                  
              
          

                
           

  

 

                  
              

              
           

        



         

 

           

    
               

   

       



      

 

 

 

  

      

   

                    
      

                
             
              

   
       
        

              
             

                
              

 

      
   

      

   

    

    

  

   

  

    

    

 

 
 

 

 

      

  

 

 

   

       



      

    

  

    

   

   

     

   

   

     

    

  

     

    

  

  

  

       

  

  

  

     

    

    

    

  

   

   

    

      

    

 

 

  

  

      

   

 



         

 
 

 

 

 

 

 

  

 

 

   

   

   

    

     

    

   

     

 

    
               

                
                

           

              
             
              

        










