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Table 14.2.3.1.1 Summary statistics, changes from baseline and frequencies of abnormal values of CD3 [109/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 1.490 (0.4225)   1.590 (0.4160)  

Geometric mean 1.432   1.540  

Median 1.460   1.540  

IQR 0.420   0.330  

Q1 / Q3 1.220 / 1.640   1.430 / 1.760  

Min / Max 0.63 / 2.71   0.94 / 2.71  

Abnormal1, n (%) 3 (5.8%)   1 (4.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 1.541 (0.4935) 0.052 (0.4891)  1.848 (0.5038) 0.258 (0.4453) 

Geometric mean 1.464   1.792  

Median 1.550 0.060  1.650 0.170 

IQR 0.741 0.510  0.450 0.520 

Q1 / Q3 1.099 / 1.840 -0.300 / 0.210  1.530 / 1.980 0.020 / 0.540 

Min / Max 0.65 / 2.97 -1.11 / 1.50  1.22 / 3.10 -0.55 / 1.09 

Abnormal1, n (%) 4 (7.8%)   4 (19.0%)  
 

Visit 5 n / missing 45 / 2 45 / 2  19 / 0 19 / 0 

Mean (SD) 1.513 (0.4905) -0.006 (0.5126)  1.850 (0.5322) 0.218 (0.4206) 

Geometric mean 1.438   1.787  

Median 1.450 -0.003  1.690 0.130 

IQR 0.510 0.440  0.600 0.650 

Q1 / Q3 1.200 / 1.710 -0.270 / 0.170  1.540 / 2.140 -0.110 / 0.540 

Min / Max 0.67 / 2.73 -1.09 / 1.88  1.04 / 3.40 -0.42 / 1.14 

Abnormal1, n (%) 6 (13.3%)   2 (10.5%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
 
Produced on 17-JAN-2025 

Page 1 of 1 

 

 
  



ImunomedicA – IMUNOR-201501 
STATISTICAL RESULTS, Final 1.1 

   C O N F I D E N T I A L 

ST-08-Temp-01_Statistical Results_V1   Page 98 of 237 

 

Table 14.2.3.1.2 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD3 [%] 
by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 77.38 (5.637)   78.63 (4.067)  

Geometric mean 77.17   78.53  

Median 79.00   78.00  

IQR 7.00   6.00  

Q1 / Q3 74.00 / 81.00   75.00 / 81.00  

Min / Max 64.0 / 87.0   73.0 / 86.0  

Abnormal1, n (%) 3 (5.8%)   2 (9.5%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 78.42 (4.623) 0.86 (3.744)  79.33 (5.474) 0.70 (3.627) 

Geometric mean 78.29   79.14  

Median 78.70 0.00  80.00 1.00 

IQR 6.70 3.80  7.00 4.00 

Q1 / Q3 75.00 / 81.70 -1.70 / 2.10  76.00 / 83.00 -1.00 / 3.00 

Min / Max 65.0 / 89.0 -5.4 / 14.0  63.0 / 88.0 -10.0 / 6.0 

Abnormal1, n (%) 2 (3.9%)   1 (4.8%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 77.25 (5.601) -0.03 (3.642)  79.99 (3.235) 1.30 (3.251) 

Geometric mean 77.05   79.93  

Median 77.00 -0.65  80.20 2.00 

IQR 9.00 6.00  5.70 4.60 

Q1 / Q3 73.00 / 82.00 -3.00 / 3.00  77.30 / 83.00 -1.60 / 3.00 

Min / Max 64.0 / 89.0 -8.0 / 8.0  71.7 / 84.0 -4.0 / 9.0 

Abnormal1, n (%) 4 (8.7%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.3 Summary statistics, changes from baseline and frequencies of abnormal values of CD4 [109/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 0.928 (0.2809)   1.035 (0.2964)  

Geometric mean 0.887   0.995  

Median 0.890   0.960  

IQR 0.279   0.410  

Q1 / Q3 0.762 / 1.040   0.780 / 1.190  

Min / Max 0.37 / 1.80   0.59 / 1.61  

Abnormal1, n (%) 4 (7.7%)   1 (4.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 0.977 (0.3214) 0.049 (0.3012)  1.221 (0.3581) 0.186 (0.3058) 

Geometric mean 0.927   1.178  

Median 0.950 0.060  1.170 0.090 

IQR 0.510 0.310  0.390 0.362 

Q1 / Q3 0.690 / 1.200 -0.140 / 0.170  1.000 / 1.390 -0.012 / 0.350 

Min / Max 0.43 / 1.88 -0.76 / 0.83  0.65 / 2.29 -0.31 / 0.83 

Abnormal1, n (%) 4 (7.8%)   2 (9.5%)  
 

Visit 5 n / missing 45 / 2 45 / 2  19 / 0 19 / 0 

Mean (SD) 0.951 (0.3095) 0.002 (0.3162)  1.199 (0.3240) 0.136 (0.2790) 

Geometric mean 0.903   1.158  

Median 0.920 0.010  1.200 0.120 

IQR 0.290 0.309  0.300 0.430 

Q1 / Q3 0.780 / 1.070 -0.180 / 0.129  1.040 / 1.340 -0.100 / 0.330 

Min / Max 0.35 / 1.85 -0.73 / 1.00  0.57 / 2.15 -0.28 / 0.63 

Abnormal1, n (%) 5 (11.1%)   1 (5.3%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.4 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD4 [%] 
by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 48.17 (5.876)   51.14 (6.097)  

Geometric mean 47.80   50.78  

Median 48.20   51.00  

IQR 10.00   8.00  

Q1 / Q3 43.00 / 53.00   47.00 / 55.00  

Min / Max 33.6 / 59.0   37.0 / 62.0  

Abnormal1, n (%) 0   1 (4.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 49.89 (5.345) 1.59 (4.169)  52.34 (6.035) 1.20 (5.176) 

Geometric mean 49.61   51.99  

Median 50.00 0.90  54.00 3.00 

IQR 8.00 4.90  9.00 5.50 

Q1 / Q3 46.00 / 54.00 -1.00 / 3.90  48.00 / 57.00 -1.00 / 4.50 

Min / Max 37.3 / 61.0 -5.0 / 16.0  42.0 / 62.0 -12.1 / 8.0 

Abnormal1, n (%) 0   1 (4.8%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 48.86 (6.512) 0.45 (4.782)  52.16 (5.962) 0.96 (4.702) 

Geometric mean 48.41   51.83  

Median 50.00 0.00  52.90 2.00 

IQR 9.90 5.30  10.20 6.30 

Q1 / Q3 43.20 / 53.10 -2.30 / 3.00  47.00 / 57.20 -2.30 / 4.00 

Min / Max 33.0 / 60.0 -9.0 / 14.0  41.0 / 63.0 -9.4 / 10.0 

Abnormal1, n (%) 0   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.5 Summary statistics, changes from baseline and frequencies of abnormal values of CD8 [109/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 0.500 (0.1887)   0.484 (0.1563)  

Geometric mean 0.469   0.464  

Median 0.445   0.450  

IQR 0.260   0.150  

Q1 / Q3 0.365 / 0.625   0.380 / 0.530  

Min / Max 0.23 / 1.11   0.31 / 0.87  

Abnormal1, n (%) 1 (1.9%)   0  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 0.501 (0.1801) 0.001 (0.1947)  0.551 (0.1745) 0.066 (0.1242) 

Geometric mean 0.470   0.531  

Median 0.460 0.000  0.500 0.080 

IQR 0.270 0.164  0.150 0.172 

Q1 / Q3 0.370 / 0.640 -0.090 / 0.074  0.440 / 0.590 -0.020 / 0.152 

Min / Max 0.17 / 1.03 -0.47 / 0.52  0.39 / 1.15 -0.22 / 0.29 

Abnormal1, n (%) 1 (2.0%)   1 (4.8%)  
 

Visit 5 n / missing 45 / 2 45 / 2  19 / 0 19 / 0 

Mean (SD) 0.496 (0.2002) -0.013 (0.2063)  0.577 (0.2437) 0.081 (0.1567) 

Geometric mean 0.463   0.537  

Median 0.448 -0.010  0.500 0.020 

IQR 0.219 0.150  0.200 0.190 

Q1 / Q3 0.360 / 0.579 -0.090 / 0.060  0.430 / 0.630 -0.020 / 0.170 

Min / Max 0.24 / 1.20 -0.63 / 0.78  0.26 / 1.17 -0.11 / 0.50 

Abnormal1, n (%) 1 (2.2%)   2 (10.5%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.6 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD8 [%] 
by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 25.92 (5.607)   24.23 (5.025)  

Geometric mean 25.32   23.69  

Median 25.45   25.00  

IQR 7.00   3.00  

Q1 / Q3 22.00 / 29.00   23.00 / 26.00  

Min / Max 15.2 / 38.0   14.0 / 35.0  

Abnormal1, n (%) 0   0  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 25.60 (4.886) -0.40 (3.070)  23.93 (4.734) -0.30 (2.034) 

Geometric mean 25.15   23.43  

Median 25.00 0.00  24.00 -0.80 

IQR 8.10 2.90  4.00 1.00 

Q1 / Q3 21.60 / 29.70 -1.90 / 1.00  22.00 / 26.00 -1.00 / 0.00 

Min / Max 17.0 / 35.0 -12.0 / 11.9  13.5 / 33.2 -5.0 / 5.4 

Abnormal1, n (%) 0   0  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 25.34 (5.413) -0.45 (2.825)  24.72 (5.781) 0.56 (2.498) 

Geometric mean 24.79   24.04  

Median 24.35 -0.30  24.00 0.00 

IQR 6.50 2.20  8.00 3.00 

Q1 / Q3 21.50 / 28.00 -1.20 / 1.00  22.00 / 30.00 -1.00 / 2.00 

Min / Max 16.0 / 36.6 -10.0 / 7.7  14.0 / 34.0 -4.0 / 6.1 

Abnormal1, n (%) 0   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.7 Summary statistics, changes from baseline and frequencies of abnormal values of CD16 [109/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 0.220 (0.1122)   0.202 (0.1030)  

Geometric mean 0.193   0.175  

Median 0.210   0.190  

IQR 0.150   0.120  

Q1 / Q3 0.130 / 0.280   0.130 / 0.250  

Min / Max 0.05 / 0.60   0.04 / 0.40  

Abnormal1, n (%) 3 (5.8%)   2 (9.5%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 0.214 (0.0973) -0.002 (0.1102)  0.235 (0.1731) 0.033 (0.1186) 

Geometric mean 0.193   0.194  

Median 0.190 -0.004  0.170 0.010 

IQR 0.124 0.120  0.110 0.110 

Q1 / Q3 0.150 / 0.274 -0.060 / 0.060  0.140 / 0.250 -0.050 / 0.060 

Min / Max 0.04 / 0.55 -0.31 / 0.29  0.07 / 0.77 -0.13 / 0.37 

Abnormal1, n (%) 2 (3.9%)   2 (9.5%)  
 

Visit 5 n / missing 45 / 2 45 / 2  19 / 0 19 / 0 

Mean (SD) 0.234 (0.1238) 0.010 (0.1187)  0.204 (0.0820) 0.007 (0.0891) 

Geometric mean 0.203   0.188  

Median 0.220 0.000  0.180 0.010 

IQR 0.150 0.080  0.122 0.130 

Q1 / Q3 0.140 / 0.290 -0.030 / 0.050  0.158 / 0.280 -0.040 / 0.090 

Min / Max 0.05 / 0.65 -0.27 / 0.32  0.08 / 0.37 -0.23 / 0.12 

Abnormal1, n (%) 5 (11.1%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.8 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD16 
[%] by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 11.41 (5.071)   10.15 (4.899)  

Geometric mean 10.43   8.91  

Median 10.20   9.60  

IQR 5.50   6.00  

Q1 / Q3 8.00 / 13.50   7.00 / 13.00  

Min / Max 3.0 / 27.0   3.0 / 19.0  

Abnormal1, n (%) 1 (1.9%)   4 (19.0%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 11.02 (3.844) -0.24 (3.606)  9.81 (5.515) -0.33 (3.827) 

Geometric mean 10.31   8.59  

Median 11.00 -0.20  8.40 -1.00 

IQR 6.00 5.00  6.00 3.60 

Q1 / Q3 8.00 / 14.00 -2.00 / 3.00  6.00 / 12.00 -3.00 / 0.60 

Min / Max 3.0 / 19.3 -10.0 / 8.0  3.0 / 27.0 -5.6 / 9.4 

Abnormal1, n (%) 1 (2.0%)   3 (14.3%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 11.90 (4.790) 0.56 (3.487)  8.86 (2.571) -0.77 (3.394) 

Geometric mean 10.88   8.45  

Median 12.00 1.00  9.00 0.00 

IQR 7.00 3.00  3.00 4.60 

Q1 / Q3 8.00 / 15.00 -1.00 / 2.00  7.00 / 10.00 -3.00 / 1.60 

Min / Max 3.0 / 24.0 -8.4 / 8.5  4.0 / 13.0 -9.0 / 5.3 

Abnormal1, n (%) 2 (4.3%)   2 (10.5%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.9 Summary statistics, changes from baseline and frequencies of abnormal values of CD19 [109/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 0.188 (0.0786)   0.215 (0.1178)  

Geometric mean 0.171   0.188  

Median 0.170   0.180  

IQR 0.109   0.100  

Q1 / Q3 0.132 / 0.240   0.130 / 0.230  

Min / Max 0.05 / 0.37   0.07 / 0.47  

Abnormal1, n (%) 3 (5.8%)   1 (4.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 0.187 (0.0913) 0.001 (0.0744)  0.237 (0.1512) 0.023 (0.0978) 

Geometric mean 0.165   0.202  

Median 0.168 -0.010  0.210 0.010 

IQR 0.130 0.080  0.140 0.086 

Q1 / Q3 0.120 / 0.250 -0.040 / 0.040  0.130 / 0.270 -0.036 / 0.050 

Min / Max 0.03 / 0.41 -0.16 / 0.19  0.08 / 0.64 -0.18 / 0.22 

Abnormal1, n (%) 5 (9.8%)   3 (14.3%)  
 

Visit 5 n / missing 45 / 2 45 / 2  19 / 0 19 / 0 

Mean (SD) 0.183 (0.0852) -0.009 (0.0710)  0.227 (0.0902) -0.001 (0.0772) 

Geometric mean 0.164   0.208  

Median 0.162 -0.010  0.230 0.000 

IQR 0.120 0.061  0.170 0.080 

Q1 / Q3 0.110 / 0.230 -0.040 / 0.021  0.140 / 0.310 -0.030 / 0.050 

Min / Max 0.07 / 0.42 -0.18 / 0.16  0.09 / 0.40 -0.17 / 0.12 

Abnormal1, n (%) 5 (11.1%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
 
Produced on 17-JAN-2025 

Page 1 of 1 

 

 
  



ImunomedicA – IMUNOR-201501 
STATISTICAL RESULTS, Final 1.1 

   C O N F I D E N T I A L 

ST-08-Temp-01_Statistical Results_V1   Page 106 of 237 

 

Table 14.2.3.1.10 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD19 
[%] by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 9.79 (3.424)   10.21 (3.842)  

Geometric mean 9.21   9.56  

Median 9.00   10.00  

IQR 4.00   4.00  

Q1 / Q3 8.00 / 12.00   7.00 / 11.00  

Min / Max 3.5 / 20.0   5.0 / 18.0  

Abnormal1, n (%) 4 (7.7%)   1 (4.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 9.32 (2.894) -0.39 (2.142)  9.60 (3.774) -0.61 (1.729) 

Geometric mean 8.86   8.96  

Median 9.00 -0.10  8.90 -0.50 

IQR 4.10 2.40  4.00 1.90 

Q1 / Q3 7.00 / 11.10 -1.40 / 1.00  7.00 / 11.00 -1.00 / 0.90 

Min / Max 4.0 / 15.5 -8.0 / 3.2  5.0 / 18.0 -4.1 / 2.0 

Abnormal1, n (%) 4 (7.8%)   2 (9.5%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 9.30 (3.063) -0.53 (2.333)  9.78 (3.273) -0.93 (2.112) 

Geometric mean 8.79   9.31  

Median 8.70 0.00  9.00 -1.00 

IQR 5.00 2.20  5.00 2.40 

Q1 / Q3 7.00 / 12.00 -1.20 / 1.00  7.00 / 12.00 -1.40 / 1.00 

Min / Max 4.0 / 16.0 -10.0 / 4.0  5.8 / 16.4 -6.0 / 2.0 

Abnormal1, n (%) 6 (13.0%)   1 (5.3%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.11 Summary statistics, changes from baseline and frequencies of abnormal values of CD3+/HLA-DR3+ [109/L] by 
scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 50 / 2   21 / 0  

Mean (SD) 0.084 (0.0656)   0.094 (0.0719)  

Geometric mean2 0.067   0.075  

Median 0.067   0.080  

IQR 0.060   0.080  

Q1 / Q3 0.040 / 0.100   0.040 / 0.120  

Min / Max 0.00 / 0.34   0.01 / 0.31  

Abnormal1, n (%) 9 (18.0%)   3 (14.3%)  
 

Visit 3 n / missing 48 / 3 48 / 3  21 / 0 21 / 0 

Mean (SD) 0.076 (0.0533) -0.010 (0.0490)  0.092 (0.0484) -0.002 (0.0556) 

Geometric mean2 0.064   0.079  

Median 0.065 -0.010  0.090 0.010 

IQR 0.052 0.055  0.080 0.050 

Q1 / Q3 0.040 / 0.092 -0.035 / 0.020  0.060 / 0.140 -0.020 / 0.030 

Min / Max 0.01 / 0.26 -0.19 / 0.17  0.02 / 0.17 -0.16 / 0.08 

Abnormal1, n (%) 5 (10.4%)   3 (14.3%)  
 

Visit 5 n / missing 44 / 3 44 / 3  18 / 1 18 / 1 

Mean (SD) 0.081 (0.0555) -0.006 (0.0589)  0.101 (0.0687) 0.007 (0.0335) 

Geometric mean2 0.066   0.085  

Median 0.060 -0.009  0.080 0.000 

IQR 0.065 0.050  0.060 0.040 

Q1 / Q3 0.050 / 0.115 -0.030 / 0.020  0.060 / 0.120 -0.020 / 0.020 

Min / Max 0.00 / 0.26 -0.26 / 0.16  0.02 / 0.27 -0.04 / 0.10 

Abnormal1, n (%) 7 (15.9%)   3 (16.7%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
2Because the parameter could take a value of 0, an offset value of 0.01 was added to all values for the calculation of the geometric mean. 
After back-transformation, this offset value was subtracted again. 
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Table 14.2.3.1.12 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of 
CD3+/HLA-DR3+ [%] by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 4.38 (3.217)   4.69 (2.920)  

Geometric mean 3.38   3.72  

Median 3.90   4.00  

IQR 2.65   4.70  

Q1 / Q3 2.35 / 5.00   2.30 / 7.00  

Min / Max 0.1 / 18.0   0.6 / 11.0  

Abnormal1, n (%) 15 (28.8%)   5 (23.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 4.14 (2.844) -0.32 (2.124)  4.28 (2.507) -0.41 (2.166) 

Geometric mean 3.34   3.32  

Median 3.60 0.00  4.20 -0.40 

IQR 2.70 2.30  3.00 3.00 

Q1 / Q3 2.30 / 5.00 -1.30 / 1.00  3.00 / 6.00 -2.00 / 1.00 

Min / Max 0.5 / 13.9 -6.0 / 6.3  0.7 / 9.8 -6.0 / 3.0 

Abnormal1, n (%) 17 (33.3%)   5 (23.8%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 4.38 (2.739) -0.15 (3.141)  4.58 (2.573) -0.11 (2.213) 

Geometric mean 3.43   3.77  

Median 4.00 -0.15  4.00 -0.10 

IQR 3.70 2.90  4.50 2.10 

Q1 / Q3 2.30 / 6.00 -1.50 / 1.40  2.20 / 6.70 -1.10 / 1.00 

Min / Max 0.1 / 13.0 -13.0 / 10.0  0.6 / 9.3 -4.0 / 4.8 

Abnormal1, n (%) 14 (30.4%)   4 (21.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.13 Summary statistics, changes from baseline and frequencies of abnormal values of total IgG [g/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 11.060 (2.2439)   10.679 (1.7209)  

Geometric mean 10.834   10.545  

Median 10.740   10.500  

IQR 2.915   2.430  

Q1 / Q3 9.485 / 12.400   9.400 / 11.830  

Min / Max 6.60 / 15.92   8.23 / 13.93  

Abnormal1, n (%) 1 (1.9%)   0  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 11.336 (2.1362) 0.203 (1.3182)  10.581 (1.7753) -0.097 (1.0652) 

Geometric mean 11.137   10.443  

Median 11.000 0.100  10.400 0.000 

IQR 2.910 1.390  2.370 1.010 

Q1 / Q3 9.890 / 12.800 -0.690 / 0.700  9.100 / 11.470 -0.610 / 0.400 

Min / Max 6.80 / 16.02 -2.29 / 3.83  8.00 / 14.75 -2.70 / 2.60 

Abnormal1, n (%) 2 (3.9%)   0  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 11.244 (2.2239) 0.142 (1.5836)  10.741 (2.0338) 0.224 (1.3731) 

Geometric mean 11.033   10.553  

Median 11.050 -0.150  10.800 0.020 

IQR 2.900 1.900  4.480 2.440 

Q1 / Q3 9.800 / 12.700 -0.900 / 1.000  8.320 / 12.800 -1.140 / 1.300 

Min / Max 6.80 / 16.55 -2.60 / 4.39  7.78 / 14.00 -1.74 / 2.70 

Abnormal1, n (%) 2 (4.3%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.14 Summary statistics, changes from baseline and frequencies of abnormal values of total IgM [g/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 1.249 (0.4692)   1.339 (1.0216)  

Geometric mean 1.169   1.126  

Median 1.140   1.090  

IQR 0.480   0.680  

Q1 / Q3 0.990 / 1.470   0.860 / 1.540  

Min / Max 0.46 / 2.79   0.35 / 5.35  

Abnormal1, n (%) 2 (3.8%)   3 (14.3%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 1.210 (0.4691) -0.030 (0.2090)  1.336 (1.1386) -0.003 (0.1807) 

Geometric mean 1.123   1.090  

Median 1.140 -0.030  1.110 -0.020 

IQR 0.450 0.160  0.870 0.210 

Q1 / Q3 0.960 / 1.410 -0.100 / 0.060  0.710 / 1.580 -0.130 / 0.080 

Min / Max 0.42 / 2.55 -0.97 / 0.43  0.31 / 5.88 -0.25 / 0.53 

Abnormal1, n (%) 4 (7.8%)   3 (14.3%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 1.218 (0.4569) -0.043 (0.2333)  1.402 (1.1996) 0.048 (0.2442) 

Geometric mean 1.137   1.133  

Median 1.150 -0.030  1.060 0.010 

IQR 0.580 0.230  0.940 0.320 

Q1 / Q3 0.900 / 1.480 -0.170 / 0.060  0.810 / 1.750 -0.150 / 0.170 

Min / Max 0.43 / 2.70 -0.84 / 0.85  0.33 / 5.89 -0.21 / 0.65 

Abnormal1, n (%) 2 (4.3%)   3 (15.8%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.15 Summary statistics, changes from baseline and frequencies of abnormal values of total IgA [g/L] by scheduled 
visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 2.084 (0.7128)   2.131 (0.7126)  

Geometric mean 1.974   2.026  

Median 1.985   1.880  

IQR 0.805   1.190  

Q1 / Q3 1.615 / 2.420   1.560 / 2.750  

Min / Max 0.91 / 4.15   1.31 / 3.91  

Abnormal1, n (%) 1 (1.9%)   1 (4.8%)  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 2.037 (0.6886) -0.066 (0.1978)  2.081 (0.6800) -0.050 (0.2505) 

Geometric mean 1.939   1.981  

Median 1.830 -0.080  1.950 -0.050 

IQR 0.760 0.200  1.030 0.220 

Q1 / Q3 1.570 / 2.330 -0.190 / 0.010  1.520 / 2.550 -0.140 / 0.080 

Min / Max 1.12 / 4.20 -0.56 / 0.57  1.11 / 3.81 -0.78 / 0.46 

Abnormal1, n (%) 2 (3.9%)   1 (4.8%)  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 1.985 (0.5897) -0.049 (0.2433)  2.125 (0.6267) -0.004 (0.3094) 

Geometric mean 1.907   2.040  

Median 1.820 -0.035  1.800 0.000 

IQR 0.650 0.300  1.180 0.420 

Q1 / Q3 1.600 / 2.250 -0.230 / 0.070  1.620 / 2.800 -0.160 / 0.260 

Min / Max 1.06 / 3.89 -0.49 / 0.68  1.22 / 3.17 -0.77 / 0.51 

Abnormal1, n (%) 1 (2.2%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.16 Summary statistics, changes from baseline and frequencies of abnormal values of Anti-D-Mannan IgM [U/mL] 
by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 50 / 0   21 / 0  

Mean (SD) 20.798 (18.9490)   20.624 (22.7586)  

Geometric mean 14.205   13.131  

Median 13.850   12.700  

IQR 14.600   21.300  

Q1 / Q3 9.100 / 23.700   7.500 / 28.800  

Min / Max 0.10 / 98.50   1.10 / 100.00  

Abnormal1, n (%) 22 (44.0%)   7 (33.3%)  
 

Visit 3 n / missing 49 / 0 49 / 0  21 / 0 21 / 0 

Mean (SD) 19.918 (15.1198) -0.043 (9.9950)  19.638 (15.1029) -0.986 (15.1021) 

Geometric mean 15.490   13.834  

Median 17.400 0.700  15.500 1.300 

IQR 14.600 7.900  28.400 9.900 

Q1 / Q3 8.800 / 23.400 -3.500 / 4.400  8.400 / 36.800 -1.900 / 8.000 

Min / Max 1.90 / 68.60 -40.80 / 23.90  2.40 / 52.30 -47.70 / 19.80 

Abnormal1, n (%) 26 (53.1%)   11 (52.4%)  
 

Visit 5 n / missing 44 / 2 44 / 2  19 / 0 19 / 0 

Mean (SD) 17.268 (12.2924) -2.216 (14.8520)  16.626 (14.7514) -5.247 (20.3044) 

Geometric mean 13.849   11.446  

Median 13.950 -0.050  12.700 -0.700 

IQR 10.950 5.900  14.000 7.000 

Q1 / Q3 9.600 / 20.550 -3.150 / 2.750  6.000 / 20.000 -4.700 / 2.300 

Min / Max 1.80 / 52.30 -72.60 / 26.30  1.60 / 52.50 -68.20 / 21.60 

Abnormal1, n (%) 19 (43.2%)   6 (31.6%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
Patients from study centers 004 and 005 were not included due to different measurement unit. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
 
Produced on 17-JAN-2025 

Page 1 of 1 

 

 
  



ImunomedicA – IMUNOR-201501 
STATISTICAL RESULTS, Final 1.1 

   C O N F I D E N T I A L 

ST-08-Temp-01_Statistical Results_V1   Page 113 of 237 

 

Table 14.2.3.1.17 Summary statistics, changes from baseline and frequencies of abnormal values of Anti-D-Glucan IgG [U/mL] 
by scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 50 / 0   21 / 0  

Mean (SD) 26.884 (22.9759)   31.862 (28.0225)  

Geometric mean 18.679   21.674  

Median 21.750   25.300  

IQR 22.000   31.700  

Q1 / Q3 10.800 / 32.800   11.200 / 42.900  

Min / Max 2.50 / 100.00   4.20 / 100.00  

Abnormal1, n (%) 30 (60.0%)   13 (61.9%)  
 

Visit 3 n / missing 49 / 0 49 / 0  21 / 0 21 / 0 

Mean (SD) 30.359 (27.6834) 3.202 (18.9801)  29.467 (30.3826) -2.395 (15.9648) 

Geometric mean 18.778   19.532  

Median 20.500 -0.800  19.100 0.000 

IQR 36.800 7.100  16.000 12.500 

Q1 / Q3 9.300 / 46.100 -4.300 / 2.800  11.500 / 27.500 -10.300 / 2.200 

Min / Max 0.70 / 100.00 -28.40 / 74.30  4.20 / 100.00 -38.50 / 44.70 

Abnormal1, n (%) 30 (61.2%)   12 (57.1%)  
 

Visit 5 n / missing 44 / 2 44 / 2  19 / 0 19 / 0 

Mean (SD) 21.677 (21.2119) -4.945 (14.8008)  23.000 (25.2827) -10.274 (19.5773) 

Geometric mean 13.180   15.229  

Median 14.400 -4.000  11.500 -5.400 

IQR 22.400 10.950  23.200 16.500 

Q1 / Q3 6.400 / 28.800 -10.100 / 0.850  7.900 / 31.100 -16.300 / 0.200 

Min / Max 0.10 / 100.00 -39.70 / 51.80  4.40 / 96.60 -68.90 / 22.50 

Abnormal1, n (%) 21 (47.7%)   8 (42.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
Patients from study centers 004 and 005 were not included due to different measurement unit. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.1.18 Summary statistics, changes from baseline and frequencies of abnormal values of phagocyte activity [%] by 
scheduled visit and treatment (PPS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 52 / 0   21 / 0  

Mean (SD) 97.546 (2.6073)   97.271 (4.5734)  

Geometric mean 97.511   97.157  

Median 98.100   99.000  

IQR 2.000   1.400  

Q1 / Q3 97.000 / 99.000   97.600 / 99.000  

Min / Max 87.00 / 99.90   78.80 / 100.00  

Abnormal1, n (%) 0   0  
 

Visit 3 n / missing 51 / 0 51 / 0  21 / 0 21 / 0 

Mean (SD) 96.723 (5.1851) -0.777 (5.5778)  97.410 (2.1522) 0.138 (4.2756) 

Geometric mean 96.566   97.387  

Median 98.000 0.000  98.000 0.000 

IQR 3.000 2.000  2.000 2.900 

Q1 / Q3 96.100 / 99.100 -1.000 / 1.000  97.000 / 99.000 -1.900 / 1.000 

Min / Max 69.60 / 100.00 -30.30 / 7.20  91.70 / 99.80 -5.90 / 16.80 

Abnormal1, n (%) 1 (2.0%)   0  
 

Visit 5 n / missing 46 / 1 46 / 1  19 / 0 19 / 0 

Mean (SD) 96.905 (3.1553) -0.687 (3.4794)  95.721 (4.5385) -1.384 (4.8891) 

Geometric mean 96.852   95.611  

Median 97.660 0.000  97.000 -1.000 

IQR 2.600 3.000  2.400 1.500 

Q1 / Q3 96.400 / 99.000 -2.000 / 1.000  95.600 / 98.000 -1.500 / 0.000 

Min / Max 83.50 / 100.00 -15.30 / 8.00  80.80 / 99.00 -19.00 / 8.20 

Abnormal1, n (%) 0   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; IQR = Interquartile range; Max = 
Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing value; PPS = Per-protocol 
set; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.1 Summary statistics, changes from baseline and frequencies of abnormal values of CD3 [109/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 1.485 (0.4306)   1.539 (0.4382)  

Geometric mean 1.425   1.477  

Median 1.440   1.475  

IQR 0.430   0.680  

Q1 / Q3 1.220 / 1.650   1.230 / 1.910  

Min / Max 0.63 / 2.81   0.69 / 2.71  

Abnormal1, n (%) 6 (6.7%)   5 (10.9%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 1.527 (0.5101) 0.034 (0.4700)  1.662 (0.5000) 0.123 (0.4490) 

Geometric mean 1.443   1.596  

Median 1.520 0.000  1.545 0.055 

IQR 0.730 0.430  0.608 0.590 

Q1 / Q3 1.120 / 1.850 -0.220 / 0.210  1.322 / 1.930 -0.200 / 0.390 

Min / Max 0.58 / 2.97 -1.52 / 1.50  0.87 / 3.10 -0.84 / 1.10 

Abnormal1, n (%) 9 (10.2%)   5 (10.9%)  
 

Visit 5 n / missing 77 / 2 77 / 2  42 / 0 42 / 0 

Mean (SD) 1.494 (0.5214) -0.004 (0.4686)  1.668 (0.5214) 0.121 (0.4716) 

Geometric mean 1.411   1.595  

Median 1.380 -0.059  1.595 0.090 

IQR 0.590 0.411  0.457 0.587 

Q1 / Q3 1.150 / 1.740 -0.251 / 0.160  1.383 / 1.840 -0.187 / 0.400 

Min / Max 0.67 / 3.03 -1.09 / 1.88  0.84 / 3.40 -0.88 / 1.71 

Abnormal1, n (%) 11 (14.3%)   3 (7.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.2 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD3 [%] 
by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 76.54 (6.227)   76.82 (7.363)  

Geometric mean 76.28   76.43  

Median 77.50   77.00  

IQR 8.00   8.30  

Q1 / Q3 73.00 / 81.00   73.70 / 82.00  

Min / Max 57.5 / 88.0   45.4 / 87.8  

Abnormal1, n (%) 5 (5.6%)   6 (13.0%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 77.55 (5.232) 0.97 (3.812)  78.01 (6.164) 1.18 (5.758) 

Geometric mean 77.37   77.76  

Median 78.00 0.40  78.85 1.00 

IQR 7.85 4.20  9.60 3.60 

Q1 / Q3 74.00 / 81.85 -1.20 / 3.00  73.40 / 83.00 -1.00 / 2.60 

Min / Max 62.1 / 89.0 -8.0 / 14.0  63.0 / 89.5 -10.0 / 33.3 

Abnormal1, n (%) 3 (3.4%)   4 (8.7%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 76.49 (5.970) 0.21 (3.878)  78.06 (5.840) 1.47 (5.149) 

Geometric mean 76.26   77.84  

Median 76.10 0.00  79.50 0.85 

IQR 9.30 5.90  6.90 4.60 

Q1 / Q3 72.00 / 81.30 -2.90 / 3.00  75.10 / 82.00 -2.00 / 2.60 

Min / Max 64.0 / 89.0 -8.0 / 13.6  66.0 / 90.4 -4.2 / 26.9 

Abnormal1, n (%) 6 (7.7%)   2 (4.8%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.3 Summary statistics, changes from baseline and frequencies of abnormal values of CD4 [109/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 0.922 (0.2998)   0.997 (0.3067)  

Geometric mean 0.878   0.949  

Median 0.870   0.960  

IQR 0.386   0.420  

Q1 / Q3 0.724 / 1.110   0.770 / 1.190  

Min / Max 0.37 / 2.05   0.35 / 1.61  

Abnormal1, n (%) 6 (6.7%)   2 (4.3%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 0.957 (0.3474) 0.032 (0.2901)  1.096 (0.3595) 0.099 (0.3030) 

Geometric mean 0.899   1.046  

Median 0.909 0.010  1.035 0.041 

IQR 0.470 0.297  0.430 0.430 

Q1 / Q3 0.670 / 1.140 -0.127 / 0.170  0.860 / 1.290 -0.100 / 0.330 

Min / Max 0.35 / 2.23 -1.02 / 0.83  0.57 / 2.29 -0.55 / 0.83 

Abnormal1, n (%) 8 (9.1%)   3 (6.5%)  
 

Visit 5 n / missing 77 / 2 77 / 2  42 / 0 42 / 0 

Mean (SD) 0.940 (0.3466) 0.010 (0.3008)  1.096 (0.3384) 0.094 (0.3187) 

Geometric mean 0.883   1.047  

Median 0.880 0.009  1.050 0.045 

IQR 0.436 0.270  0.406 0.390 

Q1 / Q3 0.694 / 1.130 -0.170 / 0.100  0.844 / 1.250 -0.101 / 0.289 

Min / Max 0.35 / 2.03 -0.73 / 1.00  0.57 / 2.15 -0.61 / 1.26 

Abnormal1, n (%) 8 (10.4%)   2 (4.8%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.4 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD4 [%] 
by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 47.38 (5.901)   49.75 (7.442)  

Geometric mean 47.01   49.11  

Median 47.50   50.00  

IQR 7.20   10.30  

Q1 / Q3 43.80 / 51.00   44.70 / 55.00  

Min / Max 33.1 / 61.3   23.1 / 62.0  

Abnormal1, n (%) 0   2 (4.3%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 48.52 (5.512) 1.21 (3.902)  51.31 (5.989) 1.56 (4.626) 

Geometric mean 48.21   50.95  

Median 48.00 0.90  52.00 2.00 

IQR 8.40 4.00  11.00 4.00 

Q1 / Q3 44.60 / 53.00 -1.00 / 3.00  46.00 / 57.00 0.00 / 4.00 

Min / Max 36.0 / 61.0 -9.0 / 16.0  38.3 / 62.0 -12.1 / 18.9 

Abnormal1, n (%) 0   1 (2.2%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 48.16 (6.585) 0.82 (4.633)  51.44 (5.822) 1.78 (4.983) 

Geometric mean 47.71   51.11  

Median 48.80 0.20  51.65 1.00 

IQR 8.80 5.00  8.40 4.90 

Q1 / Q3 43.20 / 52.00 -2.00 / 3.00  46.90 / 55.30 -0.90 / 4.00 

Min / Max 33.0 / 62.4 -9.0 / 14.0  41.0 / 63.0 -9.4 / 18.6 

Abnormal1, n (%) 0   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.5 Summary statistics, changes from baseline and frequencies of abnormal values of CD8 [109/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 0.498 (0.1884)   0.473 (0.1717)  

Geometric mean 0.466   0.442  

Median 0.460   0.450  

IQR 0.230   0.170  

Q1 / Q3 0.370 / 0.600   0.380 / 0.550  

Min / Max 0.19 / 1.11   0.13 / 0.97  

Abnormal1, n (%) 3 (3.4%)   1 (2.2%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 0.512 (0.1999) 0.005 (0.1843)  0.499 (0.1742) 0.026 (0.1330) 

Geometric mean 0.475   0.470  

Median 0.483 -0.003  0.470 0.002 

IQR 0.247 0.150  0.150 0.170 

Q1 / Q3 0.380 / 0.627 -0.080 / 0.070  0.410 / 0.560 -0.040 / 0.130 

Min / Max 0.16 / 1.19 -0.47 / 0.67  0.14 / 1.15 -0.22 / 0.31 

Abnormal1, n (%) 3 (3.4%)   1 (2.2%)  
 

Visit 5 n / missing 77 / 2 77 / 2  42 / 0 42 / 0 

Mean (SD) 0.492 (0.2208) -0.012 (0.1888)  0.513 (0.2168) 0.038 (0.1558) 

Geometric mean 0.453   0.472  

Median 0.440 -0.020  0.454 0.010 

IQR 0.211 0.146  0.187 0.160 

Q1 / Q3 0.349 / 0.560 -0.100 / 0.046  0.393 / 0.580 -0.060 / 0.100 

Min / Max 0.22 / 1.33 -0.63 / 0.78  0.14 / 1.17 -0.30 / 0.50 

Abnormal1, n (%) 3 (3.9%)   2 (4.8%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.6 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD8 [%] 
by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 25.81 (6.826)   23.72 (6.241)  

Geometric mean 24.95   22.88  

Median 25.00   24.25  

IQR 9.00   6.10  

Q1 / Q3 21.00 / 30.00   19.90 / 26.00  

Min / Max 14.0 / 49.2   10.0 / 42.4  

Abnormal1, n (%) 2 (2.2%)   2 (4.3%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 26.18 (6.248) 0.14 (3.219)  23.69 (5.883) -0.02 (3.193) 

Geometric mean 25.46   22.94  

Median 25.00 0.00  23.90 -0.40 

IQR 9.70 2.00  6.50 2.60 

Q1 / Q3 21.15 / 30.85 -1.00 / 1.00  20.00 / 26.50 -1.60 / 1.00 

Min / Max 15.0 / 45.6 -12.0 / 16.2  10.0 / 39.6 -5.0 / 17.0 

Abnormal1, n (%) 2 (2.3%)   1 (2.2%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 25.32 (6.574) -0.43 (3.132)  23.89 (6.234) 0.35 (3.544) 

Geometric mean 24.50   23.06  

Median 24.00 -0.30  23.15 0.00 

IQR 8.90 3.00  6.60 2.70 

Q1 / Q3 21.00 / 29.90 -2.00 / 1.00  20.30 / 26.90 -1.30 / 1.40 

Min / Max 13.6 / 44.5 -10.7 / 12.1  11.0 / 38.7 -6.0 / 14.6 

Abnormal1, n (%) 2 (2.6%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.7 Summary statistics, changes from baseline and frequencies of abnormal values of CD16 [109/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 0.228 (0.1158)   0.225 (0.1122)  

Geometric mean 0.202   0.197  

Median 0.210   0.213  

IQR 0.150   0.160  

Q1 / Q3 0.140 / 0.290   0.140 / 0.300  

Min / Max 0.05 / 0.60   0.04 / 0.58  

Abnormal1, n (%) 5 (5.6%)   4 (8.7%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 0.221 (0.1167) -0.005 (0.1085)  0.234 (0.1467) 0.009 (0.1275) 

Geometric mean 0.194   0.199  

Median 0.190 -0.010  0.190 0.000 

IQR 0.131 0.110  0.123 0.103 

Q1 / Q3 0.147 / 0.278 -0.060 / 0.050  0.147 / 0.270 -0.050 / 0.053 

Min / Max 0.04 / 0.61 -0.33 / 0.35  0.04 / 0.77 -0.43 / 0.37 

Abnormal1, n (%) 5 (5.7%)   5 (10.9%)  
 

Visit 5 n / missing 77 / 2 77 / 2  42 / 0 42 / 0 

Mean (SD) 0.226 (0.1151) -0.007 (0.1122)  0.219 (0.0974) -0.008 (0.0963) 

Geometric mean 0.198   0.196  

Median 0.220 -0.010  0.204 0.000 

IQR 0.157 0.080  0.120 0.090 

Q1 / Q3 0.133 / 0.290 -0.050 / 0.030  0.160 / 0.280 -0.050 / 0.040 

Min / Max 0.05 / 0.65 -0.34 / 0.32  0.06 / 0.43 -0.39 / 0.17 

Abnormal1, n (%) 6 (7.8%)   4 (9.5%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.8 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD16 
[%] by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 12.17 (5.864)   11.70 (6.175)  

Geometric mean 10.93   10.22  

Median 11.40   10.95  

IQR 7.00   8.00  

Q1 / Q3 8.00 / 15.00   7.00 / 15.00  

Min / Max 3.0 / 32.5   3.0 / 37.7  

Abnormal1, n (%) 4 (4.5%)   7 (15.2%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 11.35 (4.807) -0.69 (4.009)  10.94 (5.188) -0.76 (5.324) 

Geometric mean 10.37   9.70  

Median 10.50 -0.30  10.45 -0.45 

IQR 6.55 4.80  6.80 3.00 

Q1 / Q3 8.00 / 14.55 -2.80 / 2.00  7.00 / 13.80 -2.00 / 1.00 

Min / Max 3.0 / 30.3 -16.5 / 8.0  2.5 / 27.0 -29.0 / 9.4 

Abnormal1, n (%) 4 (4.5%)   4 (8.7%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 11.98 (5.374) -0.13 (3.898)  10.44 (3.843) -1.29 (5.082) 

Geometric mean 10.74   9.69  

Median 12.00 0.30  10.00 0.00 

IQR 8.20 4.00  4.70 4.50 

Q1 / Q3 7.70 / 15.90 -2.00 / 2.00  8.30 / 13.00 -3.00 / 1.50 

Min / Max 3.0 / 26.3 -15.8 / 8.5  3.8 / 19.0 -25.9 / 5.3 

Abnormal1, n (%) 4 (5.1%)   4 (9.5%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.9 Summary statistics, changes from baseline and frequencies of abnormal values of CD19 [109/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 0.197 (0.0900)   0.212 (0.1047)  

Geometric mean 0.178   0.190  

Median 0.180   0.185  

IQR 0.107   0.119  

Q1 / Q3 0.133 / 0.240   0.129 / 0.248  

Min / Max 0.05 / 0.48   0.07 / 0.48  

Abnormal1, n (%) 9 (10.1%)   1 (2.2%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 0.197 (0.1002) -0.003 (0.0715)  0.220 (0.1228) 0.007 (0.0783) 

Geometric mean 0.174   0.194  

Median 0.178 0.000  0.195 -0.009 

IQR 0.130 0.067  0.135 0.066 

Q1 / Q3 0.120 / 0.250 -0.040 / 0.027  0.130 / 0.265 -0.036 / 0.030 

Min / Max 0.03 / 0.56 -0.20 / 0.22  0.08 / 0.64 -0.18 / 0.22 

Abnormal1, n (%) 8 (9.1%)   3 (6.5%)  
 

Visit 5 n / missing 77 / 2 77 / 2  42 / 0 42 / 0 

Mean (SD) 0.199 (0.1009) -0.002 (0.0723)  0.221 (0.0957) 0.003 (0.0785) 

Geometric mean 0.176   0.200  

Median 0.170 -0.010  0.191 -0.006 

IQR 0.120 0.060  0.160 0.070 

Q1 / Q3 0.130 / 0.250 -0.040 / 0.020  0.140 / 0.300 -0.030 / 0.040 

Min / Max 0.07 / 0.48 -0.18 / 0.29  0.09 / 0.42 -0.17 / 0.28 

Abnormal1, n (%) 11 (14.3%)   2 (4.8%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.10 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of CD19 
[%] by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 10.18 (3.582)   10.48 (3.648)  

Geometric mean 9.53   9.86  

Median 10.00   10.35  

IQR 4.10   5.10  

Q1 / Q3 8.00 / 12.10   8.00 / 13.10  

Min / Max 3.5 / 20.0   4.9 / 18.0  

Abnormal1, n (%) 8 (9.0%)   3 (6.5%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 9.95 (3.338) -0.30 (2.219)  10.02 (3.400) -0.46 (1.717) 

Geometric mean 9.39   9.48  

Median 9.10 0.00  9.00 0.00 

IQR 5.65 3.00  4.60 2.90 

Q1 / Q3 7.30 / 12.95 -2.00 / 1.00  7.40 / 12.00 -2.00 / 0.90 

Min / Max 4.0 / 21.0 -8.0 / 4.2  5.0 / 18.0 -4.1 / 4.0 

Abnormal1, n (%) 4 (4.5%)   3 (6.5%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 10.08 (3.393) -0.15 (2.277)  10.19 (3.375) -0.52 (2.046) 

Geometric mean 9.51   9.66  

Median 10.00 0.00  9.70 -0.25 

IQR 4.70 2.00  5.30 2.10 

Q1 / Q3 7.30 / 12.00 -1.00 / 1.00  7.00 / 12.30 -1.20 / 0.90 

Min / Max 4.0 / 18.0 -10.0 / 5.0  5.2 / 16.4 -6.0 / 4.0 

Abnormal1, n (%) 6 (7.7%)   2 (4.8%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.11 Summary statistics, changes from baseline and frequencies of abnormal values of CD3+/HLA-DR3+ [109/L] by 
scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 73 / 17   37 / 9  

Mean (SD) 0.087 (0.0603)   0.081 (0.0606)  

Geometric mean2 0.071   0.066  

Median 0.070   0.070  

IQR 0.079   0.060  

Q1 / Q3 0.041 / 0.120   0.040 / 0.100  

Min / Max 0.00 / 0.34   0.01 / 0.31  

Abnormal1, n (%) 11 (15.1%)   5 (13.5%)  
 

Visit 3 n / missing 71 / 17 71 / 17  37 / 9 37 / 9 

Mean (SD) 0.078 (0.0511) -0.011 (0.0472)  0.077 (0.0464) -0.004 (0.0451) 

Geometric mean2 0.066   0.065  

Median 0.070 -0.010  0.070 0.000 

IQR 0.060 0.060  0.074 0.040 

Q1 / Q3 0.040 / 0.100 -0.040 / 0.020  0.036 / 0.110 -0.020 / 0.020 

Min / Max 0.01 / 0.26 -0.19 / 0.17  0.01 / 0.17 -0.16 / 0.08 

Abnormal1, n (%) 9 (12.7%)   6 (16.2%)  
 

Visit 5 n / missing 64 / 15 64 / 15  33 / 9 33 / 9 

Mean (SD) 0.082 (0.0559) -0.008 (0.0554)  0.086 (0.0701) 0.005 (0.0453) 

Geometric mean2 0.067   0.067  

Median 0.069 -0.010  0.060 0.000 

IQR 0.065 0.050  0.078 0.030 

Q1 / Q3 0.050 / 0.115 -0.030 / 0.020  0.040 / 0.118 -0.020 / 0.010 

Min / Max 0.00 / 0.26 -0.26 / 0.16  0.02 / 0.27 -0.08 / 0.17 

Abnormal1, n (%) 9 (14.1%)   10 (30.3%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
2Because the parameter could take a value of 0, an offset value of 0.01 was added to all values for the calculation of the geometric mean. 
After back-transformation, this offset value was subtracted again. 
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Table 14.2.3.2.12 Summary statistics, changes from baseline and frequencies of abnormal values of differential count of 
CD3+/HLA-DR3+ [%] by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 4.41 (2.879)   4.40 (2.972)  

Geometric mean 3.54   3.51  

Median 3.90   3.05  

IQR 2.90   4.70  

Q1 / Q3 2.40 / 5.30   2.10 / 6.80  

Min / Max 0.1 / 18.0   0.6 / 12.1  

Abnormal1, n (%) 24 (27.0%)   13 (28.3%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 4.24 (2.745) -0.32 (2.020)  3.78 (2.408) -0.62 (2.057) 

Geometric mean 3.43   2.96  

Median 3.65 -0.20  3.50 -0.40 

IQR 3.05 2.50  3.70 2.80 

Q1 / Q3 2.40 / 5.45 -1.50 / 1.00  1.70 / 5.40 -2.00 / 0.80 

Min / Max 0.5 / 13.9 -6.0 / 6.3  0.7 / 9.8 -7.4 / 3.0 

Abnormal1, n (%) 27 (30.7%)   18 (39.1%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 4.17 (2.605) -0.28 (2.901)  3.84 (2.537) -0.65 (2.182) 

Geometric mean 3.30   3.05  

Median 3.45 -0.20  3.25 -0.55 

IQR 3.70 2.60  4.40 1.90 

Q1 / Q3 2.30 / 6.00 -1.60 / 1.00  1.60 / 6.00 -1.50 / 0.40 

Min / Max 0.1 / 13.0 -13.0 / 10.0  0.6 / 10.2 -8.0 / 4.8 

Abnormal1, n (%) 23 (29.5%)   16 (38.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.13 Summary statistics, changes from baseline and frequencies of abnormal values of total IgG [g/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 10.842 (2.2169)   10.624 (1.5716)  

Geometric mean 10.621   10.509  

Median 10.660   10.700  

IQR 2.840   2.300  

Q1 / Q3 9.360 / 12.200   9.400 / 11.700  

Min / Max 6.60 / 17.10   7.81 / 13.93  

Abnormal1, n (%) 3 (3.4%)   0  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 11.062 (2.1714) 0.167 (1.1681)  10.488 (1.6173) -0.136 (0.9285) 

Geometric mean 10.853   10.367  

Median 10.785 0.100  10.470 -0.050 

IQR 3.015 1.280  2.300 1.200 

Q1 / Q3 9.525 / 12.540 -0.680 / 0.600  9.100 / 11.400 -0.800 / 0.400 

Min / Max 6.80 / 17.20 -2.29 / 3.83  7.54 / 14.75 -2.70 / 2.60 

Abnormal1, n (%) 3 (3.4%)   0  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 11.123 (2.1822) 0.185 (1.3968)  10.769 (2.3199) 0.232 (1.4908) 

Geometric mean 10.921   10.546  

Median 11.060 0.120  10.565 0.055 

IQR 2.550 1.910  3.200 1.900 

Q1 / Q3 9.660 / 12.210 -0.770 / 1.140  8.700 / 11.900 -0.830 / 1.070 

Min / Max 6.80 / 18.50 -2.60 / 4.39  7.61 / 18.83 -1.74 / 5.29 

Abnormal1, n (%) 3 (3.8%)   1 (2.4%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.14 Summary statistics, changes from baseline and frequencies of abnormal values of total IgM [g/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 1.258 (0.4594)   1.464 (0.8126)  

Geometric mean 1.176   1.301  

Median 1.160   1.260  

IQR 0.510   0.830  

Q1 / Q3 0.990 / 1.500   1.000 / 1.830  

Min / Max 0.46 / 2.79   0.35 / 5.35  

Abnormal1, n (%) 2 (2.2%)   8 (17.4%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 1.226 (0.4503) -0.024 (0.1944)  1.455 (0.8749) -0.010 (0.1672) 

Geometric mean 1.141   1.269  

Median 1.180 -0.020  1.255 -0.010 

IQR 0.505 0.180  0.800 0.160 

Q1 / Q3 0.965 / 1.470 -0.110 / 0.070  1.020 / 1.820 -0.120 / 0.040 

Min / Max 0.41 / 2.55 -0.97 / 0.43  0.31 / 5.88 -0.31 / 0.53 

Abnormal1, n (%) 4 (4.5%)   4 (8.7%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 1.219 (0.4630) -0.014 (0.2458)  1.480 (0.9116) -0.009 (0.2248) 

Geometric mean 1.138   1.286  

Median 1.175 -0.030  1.315 -0.065 

IQR 0.590 0.230  0.980 0.260 

Q1 / Q3 0.890 / 1.480 -0.120 / 0.110  0.960 / 1.940 -0.150 / 0.110 

Min / Max 0.43 / 2.89 -0.84 / 1.10  0.33 / 5.89 -0.41 / 0.65 

Abnormal1, n (%) 3 (3.8%)   5 (11.9%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.15 Summary statistics, changes from baseline and frequencies of abnormal values of total IgA [g/L] by scheduled 
visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 89 / 1   46 / 0  

Mean (SD) 2.041 (0.8211)   2.236 (0.8391)  

Geometric mean 1.877   2.095  

Median 1.890   2.055  

IQR 0.720   1.220  

Q1 / Q3 1.590 / 2.310   1.560 / 2.780  

Min / Max 0.10 / 5.72   1.15 / 4.37  

Abnormal1, n (%) 4 (4.5%)   3 (6.5%)  
 

Visit 3 n / missing 88 / 0 87 / 1  46 / 0 46 / 0 

Mean (SD) 2.026 (0.8123) -0.049 (0.1955)  2.217 (0.8290) -0.018 (0.2512) 

Geometric mean 1.868   2.084  

Median 1.830 -0.050  2.105 -0.005 

IQR 0.755 0.240  1.200 0.280 

Q1 / Q3 1.555 / 2.310 -0.190 / 0.050  1.520 / 2.720 -0.160 / 0.120 

Min / Max 0.10 / 5.71 -0.56 / 0.57  1.11 / 4.73 -0.78 / 0.91 

Abnormal1, n (%) 5 (5.7%)   3 (6.5%)  
 

Visit 5 n / missing 78 / 1 78 / 1  42 / 0 42 / 0 

Mean (SD) 1.982 (0.8195) -0.044 (0.3381)  2.215 (0.7795) -0.043 (0.3009) 

Geometric mean 1.805   2.091  

Median 1.805 -0.020  2.145 0.005 

IQR 0.690 0.330  1.030 0.340 

Q1 / Q3 1.590 / 2.280 -0.230 / 0.100  1.570 / 2.600 -0.160 / 0.180 

Min / Max 0.10 / 6.20 -1.92 / 0.70  1.14 / 4.29 -0.77 / 0.51 

Abnormal1, n (%) 5 (6.4%)   3 (7.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.16.1 Summary statistics, changes from baseline and frequencies of abnormal values of Anti-D-Mannan IgM 
[U/mL] by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 73 / 0   37 / 0  

Mean (SD) 22.348 (19.7320)   27.427 (28.5503)  

Geometric mean 15.755   16.566  

Median 16.400   14.300  

IQR 16.900   22.000  

Q1 / Q3 9.800 / 26.700   8.900 / 30.900  

Min / Max 0.10 / 100.00   1.10 / 100.00  

Abnormal1, n (%) 39 (53.4%)   17 (45.9%)  
 

Visit 3 n / missing 72 / 0 72 / 0  37 / 0 37 / 0 

Mean (SD) 19.625 (15.4581) -2.175 (11.1535)  21.773 (16.8968) -5.654 (21.0164) 

Geometric mean 15.043   15.568  

Median 14.750 0.000  17.100 0.700 

IQR 15.600 8.150  27.000 11.800 

Q1 / Q3 8.750 / 24.350 -5.250 / 2.900  9.500 / 36.500 -6.300 / 5.500 

Min / Max 1.90 / 77.70 -47.30 / 23.90  2.40 / 80.70 -63.70 / 19.80 

Abnormal1, n (%) 36 (50.0%)   22 (59.5%)  
 

Visit 5 n / missing 65 / 2 65 / 2  34 / 0 34 / 0 

Mean (SD) 18.874 (16.4249) -2.445 (17.1771)  20.926 (18.0967) -8.071 (21.3012) 

Geometric mean 14.355   13.912  

Median 13.800 -0.500  13.200 -2.050 

IQR 12.400 7.700  25.500 10.500 

Q1 / Q3 9.600 / 22.000 -4.800 / 2.900  6.300 / 31.800 -9.400 / 1.100 

Min / Max 1.80 / 100.00 -72.60 / 65.80  1.60 / 70.80 -68.20 / 21.60 

Abnormal1, n (%) 29 (44.6%)   15 (44.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
Patients from study centers 004 and 005 were not included due to different measurement unit. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.16.2 Summary statistics, changes from baseline and frequencies of abnormal values of Anti-D-Mannan IgM [NTU] 
by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 10 / 7   6 / 3  

Mean (SD) 4.149 (3.2963)   7.250 (7.0121)  

Geometric mean 3.059   5.043  

Median 2.430   5.450  

IQR 5.000   6.580  

Q1 / Q3 1.870 / 6.870   1.840 / 8.420  

Min / Max 0.95 / 10.70   1.74 / 20.60  

Abnormal1, n (%) 1 (10.0%)   1 (16.7%)  
 

Visit 3 n / missing 14 / 2 9 / 7  7 / 2 5 / 4 

Mean (SD) 3.306 (2.1410) -0.826 (1.4927)  4.507 (2.0865) -0.160 (1.8721) 

Geometric mean 2.811   4.082  

Median 2.395 -0.510  4.500 0.350 

IQR 2.520 2.050  3.940 1.550 

Q1 / Q3 1.700 / 4.220 -1.780 / 0.270  2.710 / 6.650 -0.680 / 0.870 

Min / Max 1.36 / 8.92 -3.16 / 1.22  2.09 / 7.49 -3.11 / 1.77 

Abnormal1, n (%) 1 (7.1%)   0  
 

Visit 5 n / missing 10 / 2 8 / 4  7 / 1 5 / 3 

Mean (SD) 4.639 (2.3915) 0.839 (3.7923)  6.453 (4.7492) -0.819 (7.1851) 

Geometric mean 4.063   2.295  

Median 4.555 0.545  5.910 -1.836 

IQR 3.520 5.827  7.250 3.100 

Q1 / Q3 2.280 / 5.800 -1.815 / 4.012  2.750 / 10.000 -2.090 / 1.010 

Min / Max 1.78 / 8.36 -4.90 / 6.13  0.00 / 14.60 -10.60 / 9.42 

Abnormal1, n (%) 0   2 (28.6%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
Only values for patients from study centers 004 and 005 were included due to different measurement unit. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.17.1 Summary statistics, changes from baseline and frequencies of abnormal values of Anti-D-Glucan IgG [U/mL] 
by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 73 / 0   37 / 0  

Mean (SD) 27.332 (22.9171)   27.089 (25.1012)  

Geometric mean 19.709   18.200  

Median 20.000   20.300  

IQR 23.200   24.900  

Q1 / Q3 12.300 / 35.500   10.400 / 35.300  

Min / Max 2.50 / 100.00   3.70 / 100.00  

Abnormal1, n (%) 44 (60.3%)   19 (51.4%)  
 

Visit 3 n / missing 72 / 0 72 / 0  37 / 0 37 / 0 

Mean (SD) 29.353 (26.9274) 1.829 (18.5656)  24.424 (25.4732) -2.665 (14.2688) 

Geometric mean 19.145   16.203  

Median 20.200 -0.750  14.500 -0.800 

IQR 30.950 8.000  20.300 12.200 

Q1 / Q3 10.400 / 41.350 -4.850 / 3.150  7.500 / 27.800 -10.000 / 2.200 

Min / Max 0.70 / 100.00 -30.30 / 74.30  4.20 / 100.00 -38.50 / 44.70 

Abnormal1, n (%) 45 (62.5%)   18 (48.6%)  
 

Visit 5 n / missing 65 / 2 65 / 2  34 / 0 34 / 0 

Mean (SD) 22.565 (23.4687) -4.580 (17.2566)  19.809 (20.3833) -8.391 (17.9039) 

Geometric mean 13.890   13.545  

Median 14.200 -5.000  13.750 -3.050 

IQR 20.800 11.900  19.600 15.700 

Q1 / Q3 7.300 / 28.100 -11.200 / 0.700  6.800 / 26.400 -14.600 / 1.100 

Min / Max 0.10 / 100.00 -50.10 / 51.80  2.80 / 96.60 -68.90 / 22.50 

Abnormal1, n (%) 30 (46.2%)   15 (44.1%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
Patients from study centers 004 and 005 were not included due to different measurement unit. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.17.2 Summary statistics, changes from baseline and frequencies of abnormal values of Anti-D-Glucan IgG [NTU] 
by scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 10 / 7   6 / 3  

Mean (SD) 33.140 (15.1836)   34.217 (10.1907)  

Geometric mean 30.580   33.037  

Median 28.850   29.800  

IQR 11.300   18.600  

Q1 / Q3 24.900 / 36.200   27.800 / 46.400  

Min / Max 14.40 / 70.00   23.80 / 47.70  

Abnormal1, n (%) 6 (60.0%)   5 (83.3%)  
 

Visit 3 n / missing 15 / 1 9 / 7  8 / 1 5 / 4 

Mean (SD) 32.333 (7.8324) -2.911 (7.5976)  28.238 (13.6414) 1.380 (3.3700) 

Geometric mean 31.501   25.308  

Median 31.900 -1.300  29.250 1.700 

IQR 11.300 1.100  16.600 2.100 

Q1 / Q3 24.800 / 36.100 -1.500 / -0.400  17.050 / 33.650 -0.400 / 1.700 

Min / Max 23.40 / 47.30 -22.70 / 3.50  11.80 / 54.20 -2.60 / 6.50 

Abnormal1, n (%) 11 (73.3%)   5 (62.5%)  
 

Visit 5 n / missing 10 / 2 8 / 4  6 / 2 4 / 4 

Mean (SD) 27.630 (7.7873) -7.950 (9.1748)  26.117 (7.6006) -9.250 (7.4933) 

Geometric mean 26.766   25.025  

Median 25.800 -5.600  29.800 -9.750 

IQR 5.700 4.950  13.300 12.400 

Q1 / Q3 21.800 / 27.500 -8.400 / -3.450  18.400 / 31.700 -15.450 / -3.050 

Min / Max 19.90 / 42.30 -29.40 / 0.70  14.70 / 32.30 -16.80 / -0.70 

Abnormal1, n (%) 7 (70.0%)   4 (66.7%)  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
Only values for patients from study centers 004 and 005 were included due to different measurement unit. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
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Table 14.2.3.2.18 Summary statistics, changes from baseline and frequencies of abnormal values of phagocyte activity [%] by 
scheduled visit and treatment (FAS) 
 

 IMUNOR PLACEBO 

Visit Statistics Value Change from BL  Value Change from BL 

Visit 1 n / missing 83 / 7   42 / 4  

Mean (SD) 97.286 (3.5053)   97.568 (3.3785)  

Geometric mean 97.215   97.504  

Median 98.000   98.850  

IQR 2.000   2.200  

Q1 / Q3 97.000 / 99.000   96.800 / 99.000  

Min / Max 73.40 / 100.00   78.80 / 100.00  

Abnormal1, n (%) 1 (1.2%)   0  
 

Visit 3 n / missing 83 / 5 82 / 6  41 / 5 40 / 6 

Mean (SD) 96.760 (4.5385) -0.437 (5.5507)  96.951 (3.0612) -0.517 (4.1638) 

Geometric mean 96.640   96.901  

Median 98.000 0.000  98.000 -0.300 

IQR 3.000 2.000  3.240 2.495 

Q1 / Q3 96.000 / 99.000 -1.000 / 1.000  95.760 / 99.000 -1.495 / 1.000 

Min / Max 69.60 / 100.00 -30.30 / 23.50  84.00 / 100.00 -13.23 / 16.80 

Abnormal1, n (%) 1 (1.2%)   0  
 

Visit 5 n / missing 78 / 1 73 / 6  42 / 0 39 / 3 

Mean (SD) 95.721 (7.3766) -0.431 (4.4820)  95.892 (4.0825) -1.464 (4.4745) 

Geometric mean 95.311   95.802  

Median 97.475 0.000  96.950 -0.640 

IQR 4.000 3.000  3.410 2.000 

Q1 / Q3 95.000 / 99.000 -2.000 / 1.000  94.990 / 98.400 -1.500 / 0.500 

Min / Max 42.77 / 100.00 -15.64 / 22.40  80.80 / 100.00 -19.00 / 8.20 

Abnormal1, n (%) 2 (2.6%)   0  
 

% = Percentage of subjects (calculated out of non-missing values in specified group); BL = Baseline; FAS = Full analysis set; IQR = 
Interquartile range; Max = Maximum; Min = Minimum; n = Number of subjects with available value; missing = number of subjects with missing 
value; Q1 = lower quartile (25th percentile); Q3 = upper quartile (75th percentile); SD = Standard deviation. 
1Abnormal value classification is based on laboratory normal ranges. The normal ranges for individual measurements can be found in 
Patients' data listings. Normal ranges may vary over time and between different centers. 
 
Produced on 17-JAN-2025 

Page 1 of 1 

 

 
  


	INTRODUCTION
	1 CHANGES IN STATISTICAL ANALYSIS
	2 LIST OF TABLES AND FIGURES
	3 STUDY RESULTS
	3.1 IN-TEXT TABLES AND FIGURES
	3.2 SECTION 14 – STUDY RESULTS
	14.1 Demography Data
	14.2 Efficacy Data
	14.3 Safety Data


	4 APPENDICES
	4.1 DOCUMENTATION OF STATISTICAL METHODS
	4.2 SUBJECT DATA LISTINGS

	5 DOCUMENT HISTORY



