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[bookmark: _Toc8377904]Assessment of cognitive function as measured by Mini-Mental State Examination (MMSE) (Full Analysis Set) (Change from Baseline)

______________________________________________________________________________________________________________________________________________________
                                                                                                                                                      
                                                                                                                                                      
                                             ACI-24 10 ug        ACI-24 100 ug       ACI-24 300 ug       ACI-24 1000 ug      Placebo                  
                                             (N=9)               (N=9)               (N=9)               (N=9)               (N=12)                   
______________________________________________________________________________________________________________________________________________________
                                                                                                                                                      
  MMSE Total Score                                                                                                                                    
    Visit 11 - week 26                                                                                                                                
      n                                         8                   9                   9                   9                  11                     
      Mean (SD)                              -2.9 ( 2.0)         -2.1 ( 3.6)         -1.3 ( 1.2)          0.8 ( 1.4)         -1.3 ( 3.3)              
      Median                                 -3.0                -1.0                -2.0                 1.0                -2.0                     
      Min ; Max                              -6.0; 0.0           -8.0; 2.0           -3.0; 1.0           -1.0; 3.0           -7.0; 3.0                
                                                                                                                                                      
    Visit 13 - week 36                                                                                                                                
      n                                         8                   9                   9                   9                  11                     
      Mean (SD)                              -4.5 ( 3.4)         -2.0 ( 2.8)         -2.1 ( 1.9)          0.8 ( 1.4)         -1.5 ( 3.3)              
      Median                                 -4.5                -1.0                -2.0                 1.0                -1.0                     
      Min ; Max                              -9.0; 0.0           -8.0; 2.0           -5.0; 1.0           -2.0; 2.0           -8.0; 2.0                
                                                                                                                                                      
    Visit 17 - week 52                                                                                                                                
      n                                         8                   9                   9                   9                   9                     
      Mean (SD)                              -3.0 ( 4.4)         -2.9 ( 5.6)         -3.0 ( 3.3)          0.2 ( 1.9)         -2.9 ( 2.1)              
      Median                                 -3.0                -3.0                -4.0                 0.0                -3.0                     
      Min ; Max                              -9.0; 5.0            -16; 2.0           -6.0; 3.0           -3.0; 3.0           -7.0; 0.0                
                                                                                                                                                      









______________________________________________________________________________________________________________________________________________________
 
N = Number of subjects in Full Analysis Set. n = number of subjects with available information.
The MMSE Total Score ranges from 0 to 30, where higher scores indicate better functioning.
A decrease in the MMSE Total Score indicates a decline in functioning.
After Visit 19, data for subject 5013 is exluded from summary tables.
                                                             AC_Immune/ACI-24/ACI-24-FINAL/F01 - tab_sum_eff.sas/tab_cfb_mmse_totalscore.txt/10may2019

Assessment of cognitive function as measured by Mini-Mental State Examination (MMSE) (Full Analysis Set) (Change from Baseline)

______________________________________________________________________________________________________________________________________________________
                                                                                                                                                      
                                                                                                                                                      
                                             ACI-24 10 ug        ACI-24 100 ug       ACI-24 300 ug       ACI-24 1000 ug      Placebo                  
                                             (N=9)               (N=9)               (N=9)               (N=9)               (N=12)                   
______________________________________________________________________________________________________________________________________________________
                                                                                                                                                      
  MMSE Total Score                                                                                                                                    
    Visit 19 - week 76                                                                                                                                
      n                                         8                   8                   9                   3                   9                     
      Mean (SD)                              -4.4 ( 4.3)         -3.9 ( 2.3)         -5.1 ( 3.4)         -1.7 ( 2.9)         -4.4 ( 2.5)              
      Median                                 -4.5                -4.0                -5.0                 0.0                -4.0                     
      Min ; Max                               -10; 1.0           -7.0;-1.0            -11;-1.0           -5.0; 0.0            -10;-2.0                
                                                                                                                                                      
    Visit 20 - week 100                                                                                                                               
      n                                         8                   8                   8                   2                   9                     
      Mean (SD)                              -6.4 ( 4.0)         -4.3 ( 2.3)         -5.9 ( 2.6)         -2.5 ( 2.1)         -7.1 ( 3.8)              
      Median                                 -6.0                -4.5                -6.0                -2.5                -7.0                     
      Min ; Max                               -12;-1.0           -7.0; 0.0           -9.0;-3.0           -4.0;-1.0            -13;-2.0                
                                                                                                                                                      
    Visit 21 - week 152                                                                                                                               
      n                                         8                   8                   5                   2                   7                     
      Mean (SD)                               -10 ( 4.7)         -8.5 ( 4.1)         -6.2 ( 4.2)          -11 ( 0.0)         -9.1 ( 3.2)              
      Median                                 -9.0                -9.5                -5.0                 -11                -9.0                     
      Min ; Max                               -17;-4.0            -13;-3.0            -11;-1.0            -11; -11            -13;-4.0                
                                                                                                                                                      
    Visit 20 B amendment 14 - week 76                                                                                                                 
      n                                                                                                     6                   1                     
      Mean (SD)                                                                                          -0.2 ( 1.9)         -2.0 ( . )               
      Median                                                                                              0.5                -2.0                     
      Min ; Max                                                                                          -3.0; 2.0           -2.0;-2.0                
                                                                                                                                                      



______________________________________________________________________________________________________________________________________________________
 
N = Number of subjects in Full Analysis Set. n = number of subjects with available information.
The MMSE Total Score ranges from 0 to 30, where higher scores indicate better functioning.
A decrease in the MMSE Total Score indicates a decline in functioning.
After Visit 19, data for subject 5013 is exluded from summary tables.
                                                             AC_Immune/ACI-24/ACI-24-FINAL/F01 - tab_sum_eff.sas/tab_cfb_mmse_totalscore.txt/10may2019
[bookmark: _GoBack]
Assessment of cognitive function as measured by Mini-Mental State Examination (MMSE) (Full Analysis Set) (Change from Baseline)

______________________________________________________________________________________________________________________________________________________
                                                                                                                                                      
                                                                                                                                                      
                                             ACI-24 10 ug        ACI-24 100 ug       ACI-24 300 ug       ACI-24 1000 ug      Placebo                  
                                             (N=9)               (N=9)               (N=9)               (N=9)               (N=12)                   
______________________________________________________________________________________________________________________________________________________
                                                                                                                                                      
  MMSE Total Score                                                                                                                                    
    Visit 21 B amendment 14 - week 87                                                                                                                 
      n                                                                                                     6                   1                     
      Mean (SD)                                                                                          -1.8 ( 4.0)         -3.0 ( . )               
      Median                                                                                             -1.5                -3.0                     
      Min ; Max                                                                                          -7.0; 2.0           -3.0;-3.0                
                                                                                                                                                      
    Visit 22 B amendment 14 - week 100                                                                                                                
      n                                                                                                     5                   1                     
      Mean (SD)                                                                                          -0.8 ( 2.6)          1.0 ( . )               
      Median                                                                                              0.0                 1.0                     
      Min ; Max                                                                                          -5.0; 2.0            1.0; 1.0                
                                                                                                                                                      
    Visit 23 B amendment 14 - week 126                                                                                                                
      n                                                                                                     5                   1                     
      Mean (SD)                                                                                          -3.0 ( 4.4)         -9.0 ( . )               
      Median                                                                                             -2.0                -9.0                     
      Min ; Max                                                                                           -10; 1.0           -9.0;-9.0                
                                                                                                                                                      









______________________________________________________________________________________________________________________________________________________
 
N = Number of subjects in Full Analysis Set. n = number of subjects with available information.
The MMSE Total Score ranges from 0 to 30, where higher scores indicate better functioning.
A decrease in the MMSE Total Score indicates a decline in functioning.
After Visit 19, data for subject 5013 is exluded from summary tables.
                                                             AC_Immune/ACI-24/ACI-24-FINAL/F01 - tab_sum_eff.sas/tab_cfb_mmse_totalscore.txt/10may2019
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